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1.0 INTRODUCTION
This chapter presents an overview of the Prostate, Lung, Colorectal and Ova-
rian Cancer Screening Trial (PLCO Screening Trial) and an introduction to this
document, the Manual of Operations and Procedures.

1.1 Background of the PLCO Screening Trial
Lung and colorectal cancers are among the most commonly occurring cancers
in the United States. According to the American Cancer Society’s Cancer Facts
and Figures – in 2000, there were an estimated 28,500 deaths among women
and 27,800 deaths among men from colorectal cancer and, respectively,
67,600 and 89,300 deaths from lung cancer. About 14,000 women died from
ovarian cancer and 31,900 men from prostate cancer. Death rates for prostate
and colorectal cancers have remained relatively constant for many years, while
the death rate for lung cancer has continued to increase in both sexes, more
so in women. Successful screening programs for these three cancers could
possibly have a major impact on overall cancer mortality in the U.S. The death
rate for ovarian cancer continues to rise, though slowly. Since the majority of
ovarian cancers present as advanced disease with poor prognosis, while recent
reports indicate that early disease may have as much as a 90 percent cure
rate, successful screening for ovarian cancer might substantially reduce mor-
tality from this disease.

Uncertainty regarding the value of screening for these cancers has resulted in
conflicting positions in the medical community and confusion in the popula-
tions at risk. The Division of Cancer Prevention (DCP) of the National Cancer
Institute (NCI), in collaboration with 10 Screening Centers (SCs) throughout
the United States, is seeking to resolve these uncertainties by conducting a
long-term randomized controlled trial. The trial will eventually include nearly
155,000 men and women, aged 55 to 74 at entry. The participants will be
equally divided into two study arms; half will receive annual cancer screening
and half will continue their normal health care routine. The occurrence of dis-
ease-specific morbidity and mortality will be determined and compared
between the two groups.

1.2 Objectives of the PLCO Screening Trial
The primary objective of this trial is to determine in people, aged 55 to 74 at
entry, whether or not the following are true.

• In males and females:

< Screening with flexible sigmoidoscopy can reduce mortality from
colorectal cancer; and

< Screening with chest x-ray can reduce mortality from lung cancer.

• In males:

< Screening with digital rectal examination plus serum prostate-spe-
cific antigen (PSA) can reduce mortality from prostate cancer.

• In females:

< Screening with CA-125II and transvaginal ultrasound can reduce
mortality from ovarian cancer.
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< In 1998, NCI dropped the ovarian palpation examination from the
screening protocol.

Secondary objectives are:

• To assess screening variables other than mortality for each of the inter-
ventions including sensitivity, specificity and positive predictive value.

• To assess incidence, stage and survival experience of cancer cases.

• To investigate the mortality predictive value of biologic and/or prognos-
tic characteristics of tumor tissue as intermediate endpoints.

Additional information regarding the design and objectives of the PLCO
Screening Trial is provided in the study protocol (see APPENDIX E: PLCO PRO-
TOCOL 2001).

1.3 Organizational Structure 
Exhibit 1-1 shows the structure of the primary organizations and groups
involved in designing, conducting and monitoring the PLCO Screening Trial.
The roles and responsibilities of each group are described below.

Contracting 
Officers

NCI Project Officers

(DCP and DCEG)

DCP Board of Scientific 
Advisers

PLCO Steering 
Committee

Coordinating Center 
Westat

Monitoring and Advisory 
Panel

Etiologic 
Studies 
Analytic 

Laboratory

Etiologic 
Studies 

Processing 
Laboratory

Screening 
Laboratory

UCLA
Tissue
Typing

Laboratory

BiorepositoryScreening Centers

University of Colorado University Center
Georgetown University Medical Center,
Lombardi Cancer Research Center
Pacific Health Research Institute
Henry Ford Health Center
University of Minnesota University of Public 
Health, Virginia L. Piper Cancer Institute
Washington University School of Medicine
University of Pittsburgh Cancer Institute
University of Utah School of Medicine
Marshfield Medical Research and Education 
Foundation
University of Alabama at Birmingham

Satellite Centers
Exhibit 1-1 PLCO Trial 

Organization 
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1.3.1 National Cancer Institute
The NCI Project Officers, Drs. Christine Berg and Philip Prorok, are responsible
for design and oversight of all aspects of the PLCO trial. They will work directly
with the Coordinating Center (CC), which will provide support for the develop-
ment and implementation of the study protocol, and with the Principal Investi-
gators from each of the SCs to ensure that the technical aspects of the trial are
carried out under rigorous scientific standards. The NCI Project Officers are
also responsible for coordinating the analysis of the data resulting from the
PLCO Screening Trial and the dissemination of the results of the trial through
the scientific literature. As detailed in various sections of this manual, the SCs
are required to submit certain documentation regarding their plans and proce-
dures to the NCI Project Officers for review and approval.

The NCI Contracting Officer is responsible for all contractual matters between
the NCI, the CC, the Laboratories and each of the SCs.

1.3.2 PLCO Monitoring and Advisory Panel
The PLCO Monitoring and Advisory Panel (MAP) is an oversight committee
composed of outside experts in mass screening, clinical trials, appropriate
medical specialties, medical ethics, biostatistics and other appropriate disci-
plines who will meet periodically during the course of the trial and review its
progress. They will specifically address issues such as success of participant
recruitment and results of other screening trials or medical research which
might impinge on the appropriateness of the screening protocols. They will
review suggested protocol changes and may also suggest such changes as
appropriate. As the trial progresses, their function will include data monitoring
to determine whether significant benefit or harm has been demonstrated for
any of the screening modalities. They will also provide advice regarding the
possible termination of any aspect of the trial should this be deemed neces-
sary.

1.3.3 PLCO Steering Committee 
The PLCO Steering Committee is composed of the NCI Project Officers and the
Principal Investigators of the SCs, the Laboratories and the CC. This commit-
tee will provide overall scientific direction for the study and serve as the major
decision-making body for the operational aspects of the study. Subcommittees
will be created to address specific aspects of the trial. These subcommittees
are:

• Protocol Subcommittee - The Protocol Subcommittee will address
development issues regarding eligibility determination, randomization,
central pathology review, central death data review and quality assur-
ance. This subcommittee will also review major protocol changes and
monitor operational aspects of the trial. 

• Prostate Subcommittee - The Prostate Subcommittee will develop
the protocols for the screening examinations related to the prostate
and monitor these protocols on an ongoing basis. This subcommittee
will resolve questions regarding the protocol, procedures and forms for
the prostate examinations. It will also regularly review data regarding
the prostate examination and prostate cancer ascertainment, evaluate
the progress and quality of these activities, and make suggestions for
additional investigation and/or protocol revisions. This committee will
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initiate ideas for publications, direct supporting data analyses and pro-
duce manuscripts.

• Lung Subcommittee - The Lung Subcommittee will develop the proto-
cols for the screening examination related to the lung and monitor this
protocol on an ongoing basis. This subcommittee will resolve questions
regarding the protocol, procedures and forms for the lung examination.
It will also regularly review data regarding the chest x-ray examination
and lung cancer ascertainment, evaluate the progress and quality of
these activities, and make suggestions for additional investigation and/
or protocol revisions. This committee will initiate ideas for publications,
direct supporting data analyses and produce manuscripts.

• Colon/Colorectum Subcommittee - The Colon Subcommittee will
develop the protocols for the screening examination related to the
colon and monitor this protocol on an ongoing basis. This subcommittee
will resolve questions regarding the protocol, procedures and forms for
the colon examination. It will also regularly review data regarding the
colon/colorectal examination and colon/colorectal cancer ascertain-
ment, evaluate the progress and quality of these activities, and make
suggestions for additional investigation and/or protocol revisions. This
committee will initiate ideas for publications, direct supporting data
analyses, and produce manuscripts.

• Ovary Subcommittee - The Ovary Subcommittee will develop the
protocols for the screening examinations related to the ovaries, and
monitor these protocols on an ongoing basis. This subcommittee will
resolve questions regarding the protocol, procedures and forms for the
ovary examinations. It will also regularly review data regarding the
ovarian examinations and ovarian cancer ascertainment, evaluate the
progress and quality of these activities, and make suggestions for addi-
tional investigation and/or protocol revisions. This committee will ini-
tiate ideas for publications, direct supporting data analyses and
produce manuscripts.

• Ancillary Studies Subcommittee - The Ancillary Studies Subcommit-
tee will review and approve/disapprove letters of intent for ancillary
studies that will use PLCO participants and/or PLCO data.

• Publications Subcommittee - The Publications Subcommittee will
facilitate preparation of manuscripts and peer reviews of papers prior to
publication. This subcommittee will also evaluate publications and pre-
sentations about the PLCO Trial.

• Modeling and Simulation Subcommittee - The Modeling and Simu-
lation Subcommittee will serve to coordinate mathematical and statisti-
cal modeling projects involving PLCO data. This subcommittee will
serve as a resource for PLCO investigators interested in utilizing model-
ing techniques to address questions of scientific or public health inter-
est and act to encourage such utilization where appropriate. The
subcommittee will help to disseminate the results of modeling efforts
among the investigators.

The members of these subcommittees will include representatives from NCI,
the CC, SCs, and outside consultants. All subcommittee recommendations for
protocol revisions or additions will be sent in writing to NCI for approval. 
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1.3.4 Coordinating Center
The CC, Westat, will work closely with NCI and other study investigators to
ensure overall success of the PLCO Screening Trial. Westat will coordinate
activities related to the development of the study protocol, arrange and docu-
ment meetings, and produce standardized study materials, including this Man-
ual of Operations and Procedures. Westat will also be responsible for training
the SC Coordinators, medical record abstractors and medical technologists on
study procedures. Westat will monitor the work completed at the SCs through
receipt of reports and data and will establish regular telephone contact with
the coordinators at each of the SCs. The CC will also disseminate quarterly
reports to NCI on the progress of activities, including the status of recruitment,
randomization, screening and follow-up and will conduct site visits as neces-
sary. 

The CC will design and manage the implementation of computer systems to
support recruitment, randomization, receipt control, study management, and
data entry/editing at the SCs. Training on the use of the systems will be con-
ducted by the CC’s programming training staff. The CC will also provide written
and/or electronic documentation for all systems. All data forms will be stored
at the SCs, but computerized data will be sent electronically from each SC and
from the Laboratories to the CC. The CC will perform quality assurance checks
on all data received and will report results to both NCI and individual SCs.

1.3.5 Screening Centers
Ten SCs from different areas in the country will participate in the trial. They
are:

• University of Colorado Health Sciences Center

• Georgetown University Medical Center, Lombardi Cancer Research Cen-
ter

• Pacific Health Research Institute

• Henry Ford Health System

• University of Minnesota School of Public Health/Virginia L. Piper Cancer
Institute

• Washington University School of Medicine

• University of Pittsburgh Cancer Institute

• University of Utah School of Medicine

• Marshfield Medical Research and Education Foundation

• University of Alabama at Birmingham

SCs are responsible for designing procedures necessary to implement the
PLCO Screening Trial at their particular institution and for carrying out all data
collection, data management and data processing activities as required by the
study protocol. A list of the Principal Investigators from the SCs is provided in
Appendix F.

1.3.6 Laboratory (Screening Test)
Screening in the PLCO Trial includes the PSA blood test for prostate cancer and
the CA-125II blood test for ovarian cancer. One laboratory, the Tissue Typing
Laboratory of the University of Southern California at Los Angeles (UCLA), will
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carry out the testings for all blood samples in the study. Samples will be sent
to the laboratory on a weekly basis from each SC and results will be sent back
to the individual SCs within a week of receipt.

1.3.7 Biorepository
The NCI Division of Cancer Etiology and Genetics (DCEG), in collaboration with
the DCP, has established a Biorepository in Frederick, Maryland for storage of
blood products for future study of cancer etiology and early detection biomark-
ers and other research. SCs will ship aliquots of serum, plasma, and buffy coat
to the Biorepository for storage at -70°C. The Biorepository will maintain a
computerized inventory of all samples and track all movements of the samples
within or outside the facility.

1.3.8 Processing Laboratory (Etiologic)
The NCI DCEG has designated a laboratory in Frederick, Maryland to process
whole blood for cryopreservation of lymphocytes. The Processing Laboratory
will receive daily shipments of whole blood samples, aliquot, cryopreserve and
ship samples to the Biorepository.

1.3.9 Analytic Laboratories (Etiologic)
The NCI DCEG will designate laboratories to process and/or analyze selected
biospecimens for specific etiologic studies. These laboratories will receive, pro-
cess and/or analyze samples, provide results of any processing or analyses
and, as required, return the residual samples to the Biorepository.

1.4 Overview of Data Collection Activities
Exhibit 1-2 presents a schematic overview of the data collection activities of
the PLCO Screening Trial. These activities are briefly outlined below. The
remaining chapters of this manual provide detailed information on the stan-
dardized forms and procedures involved in each of these activities.

Initially, potential participants (men and women between the ages of 55 and
74) will be identified and screened for eligibility and interest. Those who fulfill
the eligibility criteria and are interested will be recruited into the trial and must
provide a signed informed consent form. Participants will be randomly
assigned into one of two study arms: the intervention group will receive
annual screening examinations for six years, the control group will follow their
normal routine of health care. Baseline data collection for participants in both
arms of the trial includes completion of a questionnaire which collects basic
demographic data and risk factor information for the four cancers under study.
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Participants in the intervention group will receive the screening examinations,
which include:

• Flexible Sigmoidoscopy

• Chest X-ray

• Digital Rectal Exam (males only)

• PSA blood test (males only)

• Transvaginal Ultrasound Exam (females only)

• CA-125II blood test (females only)

Participants with positive screening results will be referred to the physician of
their choice for further diagnostic evaluation.

Cancer incidence and mortality will be tracked for all participants during the
entire course of the trial. For those determined to have prostate, lung, colorec-
tal or ovarian cancer, the medical records will be reviewed and abstracted for
diagnostic evaluation and treatment information. A pathology slide will be
obtained for confirmation of the cancer through a central review process.

The death certificate will be obtained for all participants reported as deceased,
both as confirmation of death and to establish cause of death. A death review
process will also be incorporated into the trial. This process will include a thor-
ough review of cause of death information from multiple sources and will
involve collection of supporting documentation and review both at the SC, CC,
and by an outside committee.

1.5 Time Schedule of the PLCO Screening Trial
The first 24 months of the trial will be considered the pilot phase. Study proce-
dures will be tested during this time and changes may be made as a result.
Recruitment will continue through the ninth year. The entire duration of the
trial will be approximately 22 years. 

For participants randomized into the screening arm of the trial, screening
examinations will be conducted for six consecutive years. All screening exami-
nations are performed annually through the third annual screening visit with
the exception of the flexible sigmoidoscopy. The sigmoidoscopy is done at the
baseline and fifth annual screening visit. During the fourth and fifth screening
visits, only PSA or CA-125 are determined. 

Morbidity and mortality findings will be analyzed as the trial proceeds and will
influence the number of years of follow-up included. At the time of initiation of
the pilot phase, it is expected that participants will be followed for at least 13
years after the baseline year. A study time line appears in Exhibit 1-3.
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Exhibit 1-3. Study Time Line

* Numbering refers to the beginning of a trial year

1.6 Studies of Cancer Etiology and Early Markers of Disease 
(The Biorepository)
As an adjunct to the main PLCO Screening Trial, investigators in the DCEG of
the NCI, headed by Dr. Richard Hayes, are collaborating with the DCP
researchers and the SCs to conduct further studies of cancer etiology and of
molecular markers for early detection. Initial objectives are to characterize
early markers, and genetic and environmental risk factors for benign and
malignant conditions of the prostate, lung, colorectum and ovary. As the study
progresses, investigations of less frequently occurring tumors and other dis-
eases that occur in this age group will be carried out. A Biorepository and
dietary component have been added to the trial for this research. 

The Biorepository will be established from aliquoted components of blood from
all screened participants collected at baseline and at each study year T1
through T5. Up to 37-ml of blood may be obtained per collection year. The
blood will be shipped monthly to the Biorepository in Frederick, Maryland for
long term storage. To supplement the demographic and risk factor question-
naire administered at baseline, a Dietary Questionnaire will be administered to
each screened and control participant as part of the baseline data collection,
and again to each screened participant in their T3 study year. To ensure suc-
cessful integration of this study into the main trial, all Biorepository activities
to be conducted by the SCs are included in this manual. Guidelines for the use
of PLCO Biorepository samples and associated data are presented in Appendix
M-1 of this manual.
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1.7 Study Policy Guidelines

1.7.1 Guidelines for Describing Study Sponsorship and Using the 
PLCO Logo

Certain guidelines have been established which apply to materials produced by
the SCs for distribution to study participants, physicians, and others who may
be contacted regarding the study. These materials include letters, brochures
and similar items. Guidelines are as follows:

• The sponsorship of the trial should always be stated in such a way that
the National Cancer Institute is primary.

• The authorized PLCO logo (Appendix D-1-1) must be used on letter-
head and promotional materials. The layout, design and typeface may
not be altered. The entire logo, however, may be reduced or enlarged
as necessary and may be produced in black or any color. Materials car-
rying the PLCO logo must go through regular NCI clearance procedures.
SCs may also develop their own logo which, with NCI approval, may be
used in conjunction with the NCI PLCO logo.

1.7.2 Publication Policy
All data and specimens collected and stored according to the statements of
work contained in contracts with the NCI for the PLCO Screening Trial are the
property of the National Cancer Institute. All PLCO Screening Trial publications
must be approved by the PLCO Steering Committee, NCI Project Officers and
the NCI Contracting Officer. The publication policy for the PLCO Screening Trial
is presented in Appendix M-2.

The PLCO Steering Committee will take responsibility for writing primary PLCO
publications. Authors will be listed as members of the PLCO Investigators
Group, which will include at least one investigator from each of the participat-
ing SCs and appropriate NCI Project Officers and staff. 

1.7.3 Ancillary Study Policy
An ancillary study is defined as any research that requires either (1) supple-
mental observations or procedures to be performed on all or a subgroup of
PLCO participants according to a set protocol; or (2) additional work to be
completed by or information obtained from the CC.

Generally, ancillary studies are encouraged. However, to protect the integrity
of the trial, such ancillary studies must be reviewed and approved by the Ancil-
lary Studies Subcommittee to the PLCO Steering Committee, the NCI Project
Officers and the NCI Contracting Officer before they can be initiated.

Ancillary studies must:

• Not interfere with the implementation/operation of the main PLCO
Trial;

• Not adversely affect cooperation or compliance of PLCO Trial partici-
pants;

• Not divert PLCO Trial funds;

• Not jeopardize the public reputation of the PLCO Trial;

• Not lead to premature publication of any PLCO Trial results;
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• Not complicate the interpretation of any PLCO Trial results;

• Not violate the rights of PLCO Trial participants;

• Obtain IRB approval from their institution;

• Protect confidentiality of all PLCO Trial data;

• Allow review of manuscripts by the PLCO Publication Subcommittee
prior to submission in order to ensure accuracy of statements and data
related to the PLCO Trial;

• Include the relevant PLCO SC principal investigator as a co-investiga-
tor;

• Ensure that all PLCO Trial data remain under the direct management of
the PLCO Trial principal investigator;

• Not present methodological or ethical problems; and,

• Not jeopardize the PLCO Trial in any way.

The request for approval of an ancillary study should contain a brief descrip-
tion of the objectives, methods, and significance of the study. Some ancillary
studies may require approval from the OMB, if they add significantly to the
participant burden. Full details should be provided concerning any procedures
to be carried out on participants.

The relevant PLCO principal investigator should send his/her letter of intent to
the PLCO Project Officers, who will review the proposed work for acceptability.
Questions and objections raised by the Project Officers will be summarized and
referred back to the PLCO principal investigator, who can then amplify, clarify,
or withdraw the proposal. Approved letters of intent will be followed by a
detailed ancillary study proposal which will be sent to the Ancillary Studies
Subcommittee of the PLCO Steering Committee for review. The subcommittee
will prepare a statement of the subcommittee consensus, including any reser-
vation or objections. This statement will then be sent to the NCI Project Offic-
ers and Contracting Officer for a final decision.

If no additional funds from the NCI are required, the investigator may proceed
with the ancillary study as soon as it is approved. Because funds for ancillary
studies are not included in the negotiated contracts, they would have to be
obtained separately, if needed. Submission of an application to a funding
agency should not be made prior to final approval of the proposal by PLCO/NCI
officials.

1.8 Purpose and Organization of the Manual of Operations and 
Procedures

1.8.1 Purpose of the Manual
This Manual of Operations and Procedures has been developed for the PLCO
Trial, by Westat, the CC in conjunction with NCI. The purpose of this manual is
to document the trial procedures that will be implemented at all 10 SCs. These
procedures will enable each SC to carry out the study requirements as outlined
in the protocol. It is expected that the Manual of Operations and Procedures
will be used as a resource by the Principal Investigator, the SC Coordinator
and their staff.
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The manual will be updated as necessary throughout the course of the trial.
Each page is identified with a version date. Replacement pages will be identi-
fied by a new version date. The SC Coordinator is responsible for ensuring that
replacement pages are distributed to each individual with a copy (or parts of)
this manual at the SC.

The manual has been structured so that sections dealing with procedures for a
particular task can be readily identified and can be provided by the SC Coordi-
nator to the individual involved in that particular task, without providing the
entire manual. For example, the chapter dealing with the chest X-ray protocol
and its related appendices would be provided to the radiologist and radiology
technician involved in this particular screening test. 

Four other manuals will be used in conjunction with the Manual of Operations
and Procedures. Three manuals document computer systems and are titled
Study Management System User’s Guide, Data Entry and Editing System
User's Guide, and the PLCO Network User’s Guide. Documentation of computer
system upgrades are also resources for information regarding SC procedures
and use of computer systems. The fourth document is the PLCO Decision Log.
This document presents NCI's decisions and resolutions regarding all protocol,
procedural, and forms questions; suggestions for changes; and SC or labora-
tory administrative and management issues. Often the PLCO Subcommittees
or working groups are consulted for these resolutions. The final decisions are
presented in a numbered and dated list (PLCO Decision Log) and distributed
regularly to all study collaborators.

Note: In May, 2004, the conversion of the SMS to a newer software platform
was completed at all SCs. Some modules of the SMS providing functionality for
phases of the PLCO study completed prior to the conversion were not included
in the newer revision of the SMS. For completeness, information about those
vestigial modules was left in this manual, and notes have been added indicat-
ing those modules that are no longer available.

1.8.2 Organization of the Chapters of the Manual
Chapters 2 through 6 of this manual cover procedures carried out during the
baseline period. Recruitment of study participants is covered in Chapter 2.0
and obtaining participants’ consent is covered in Chapter 3.0. Randomization
procedures and administration of the Baseline Questionnaire are discussed in
Chapter 4.0 and Chapter 5.0, respectively. Chapter 6.0 details the procedures
for scheduling, conducting, and reporting on baseline screening tests, and
administration of the Diet History Questionnaire.

Chapters 7, 8, and 9 detail the follow-up operations as they should be carried
out at individual SCs. Procedures addressed in these three chapters include
administration of the Annual Study Update, performance of annual follow-up
visits, and assessment of contamination in the control group, discussed in
Chapter 7.0, the ascertainment of cancer status, discussed in Chapter 8.0, and
the ascertainment of vital status, discussed in Chapter 9.0.

The screening tests and various endpoint assessment protocols are covered in
Chapters 10 through 16. Chapters 10 through 13, 15 and 18 contain the proto-
cols for blood samples, the chest X-ray, the digital rectal examination, the
flexible sigmoidoscopy, the transvaginal ultrasound, and buccal cell collection,
respectively. Chapter 14.0, which contains the procedures for the ovarian pal-
pation examination, has been retained as a reference even though the exam
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has been discontinued. Chapter 16.0 details procedures to be used for the
pathology review process.

Chapter 17.0 covers guidelines for management of the SCs and includes dis-
cussions of center responsibilities as well as coordination, administration, and
training activities. Chapter 17 also provides an overview of the data manage-
ment systems, though each of the data entry, reporting, and transmission sys-
tems and procedures will be detailed fully in separate manuals.

1.8.3 Appendices of the Manual 
There are thirteen appendices in the Manual of Operations and Procedures.
The first three appendices (A-C) are organized into specific categories to help
direct the user. In addition, the reference number of each document in Appen-
dix A-C is numbered according to the chapter in which it is primarily discussed. 

The appendices of the manual are listed below.

• APPENDIX A contains the data collection forms of the trial and provides
specifications for their use. 

• APPENDIX B contains report and transmittal forms associated with the
Study Management System. 

• APPENDIX C contains sample study materials which are provided as
prototypes or examples. 

• APPENDIX D contains the study brochure and the PLCO logo.

• APPENDIX E contains the overall study protocol.

• APPENDIX F contains a list of the investigators and co-investigators
associated with the trial.

• APPENDIX G contains a list of abbreviations used commonly in this
manual and the standard abbreviations used for each data collection
form.

• APPENDIX H contains questions participants and others may ask about
the PLCO trial and suggested responses. This information is provided by
NCI's Office of Cancer Communications.

• Appendix I: Cancer Codes contains lists of location codes, relationship
codes and cancer codes. These codes will be used in editing the data
collection forms. 

• APPENDIX J contains the screening examination protocols.

• APPENDIX K contains the “General Interviewing Techniques” and the
“General Abstracting Techniques.”

• APPENDIX L contains the “PLCO Quality Assurance Plan.”

• APPENDIX M contains the PLCO Publication Policy and the Review Policy
for Proposed Etiologic Studies.
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Part II: Randomization

Part II of this manual describes the procedures for conducting the baseline
activities. These activities include:

• Recruiting Participants and Determining Eligibility;

• Obtaining Informed Consent;

• Administering the Baseline Questionnaire; 

• Randomizing and Enrolling Participants; and

• Scheduling and Conducting Baseline Screening Tests.

In the past, each of the Screening Centers used one of two possible
approaches, described below, in conducting these activities. Currently, all
Screening Centers follow the Single Consent Approach.

Single (Pre-Randomization) Consent Approach

The Screening Centers using the single consent approach will obtain informed
consent, using one consent form, for all trial activities before randomizing each
individual to the screening or control arm of the trial. This approach is depicted
in Exhibit II-1.

Dual Consent Approach 

Several Screening Centers chose to use a dual consent approach for recruit-
ment and enrollment. In this approach, two consent forms were used. The first
consent, a “forms” consent, was administered to all potential participants
before randomization. The purpose of this document was to obtain consent to
access the participant's medical records and to administer questionnaires to
the participant throughout the study period. The second consent, a “screening”
consent, was obtained only from those participants who were randomized to
the screening arm of the trial. The purpose of this document was to obtain
consent to conduct the screening tests for the PLCO cancers. This approach is
depicted in Exhibit II-2.
1-1 PLCO Manual of Operations and Procedures
March 1, 2006



Exhibit II-I: Single (Pre-Randomization) Consent Approach

Exhibit II-2: Dual Consent Approach

Regardless of the consent approach used by a Screening Center, the flow of
activities, in general, will be as follows:

1. Identify potential participants;

2. Determine eligibility;

3. Obtain consent;

4. Randomize;

5. Administer Baseline Questionnaire (*Some Screening Centers may
choose to administer the Baseline Questionnaire before randomiza-
tion.); and

6. Conduct baseline screening tests.

Each of these activities is described in Chapters 2 through 6.

Identify 
Potential 

Participants

Determine 
Eligibility

Obtain Full 
Consent

(These may be completed in 
the same visit or mail out)

Administer 
Baseline 

Questionnaire

Randomize/ 
Enroll

Conduct 
Baseline 

Screening 
Tests

(These may be completed in 
any order)

Identify 
Potential 

Participants

Determine 
Eligibility

Obtain 
Forms 

Consent

(These may be 
completed in the same 

visit or mail out)

Administer 
Baseline 

Questionnaire 
(Screen and 

Control)

Randomize/ 
Enroll

Obtain 
Screening 
Consent

Conduct Baseline 
Screening Tests

(These may be completed in 
any order)
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2.0 RECRUITMENT AND ELIGIBILITY 
DETERMINATION

2.1 Overview
Each Screening Center (SC) will be responsible for establishing its own proce-
dures for identifying and recruiting participants into the trial. Once potential
participants are identified, the SC will collect information about them to make
a determination of their eligibility for the trial. Potential participants who are
eligible for and interested in the study will be enrolled. The SC will track poten-
tial participants from the time they are identified until they are enrolled, or not
enrolled, because: (1) they are determined to be ineligible, (2) they are unin-
terested in the trial, (3) no contact was made, or (4) they will not be partici-
pating for some other reason. Each SC will document and report a summary of
recruitment progress. These activities are discussed in more detail in the sec-
tions below.

2.2 Recruitment Materials
To aid in the recruitment process, the Coordinating Center (CC) will provide
the SCs with copies of the PLCO Cancer Screening Trial Brochure (included as
Appendix D-2-1). The purpose of this brochure is to provide potential partici-
pants with information about the trial that will allow them to determine
whether they are eligible for and interested in the study. The CC will provide
each SC with enough brochures to meet their requirements. The SC Coordina-
tor should notify the CC at least 8 weeks in advance of needing additional bro-
chures.

Other recruitment materials such as an introductory letter will be developed by
individual SCs. The purpose of these materials is to introduce the trial to
potential participants and to request their participation. The following must be
explained in one or more of the introductory materials (letters, brochures,
etc.):

• Legislative authority;

• Purpose of the study; 

• Voluntary nature of any response; 

• Extent of confidentiality of information; 

• Time period for maintenance of records; 

• Disposition of records; and

• Consequences of not responding. 

A sample introductory letter, which includes the elements listed above, is pre-
sented as Appendix C-2-1. All recruitment materials must be approved by the
NCI prior to distribution to potential participants.

Appendix H of this manual contains answers to typical questions potential par-
ticipants or other persons may ask about the PLCO trial. These questions and
answers are an additional resource to be utilized in recruitment and the devel-
opment of recruitment materials.
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2.3 Eligibility Determination
After potential participants are identified, the SC Coordinator will determine
their eligibility for the PLCO trial. A potential participant will be considered eli-
gible for the PLCO trial if he/she does not meet any of the exclusion criteria
described below:

• Men and women who at the time of randomization are less than 55 or
greater than or equal to 75 years of age.

• Individuals undergoing treatment for cancer at this time, excluding
basal-cell and squamous-cell skin cancer.

• Individuals with known prior cancer of the colon, rectum, lung, prostate
(men only) or ovary (women only).

< This includes primary or metastatic PLCO cancers.

• Individuals with previous surgical removal of the entire colon, one lung,
or the entire prostate (men only).

< Until October 1996, women with previous surgical removal of both
ovaries were excluded from the trial. In order to increase the enroll-
ment of women into the trial, beginning in October 1996, these
women were no longer excluded for this reason.

• Individuals who are participating in another cancer screening or cancer
primary prevention trial.

• Males who have taken Proscar/Propecia/finasteride in the past 6
months. (Note:  Men who are taking Tamoxifen are not excluded from
any part of the PLCO Screening Trial.)

< Proscar (also known as finasteride – 5-mg dose) is a drug that is
used for the treatment of benign prostatic hypertrophy (BPH).

< Propecia (also known as finasteride – 1-mg dose) is a drug that is
used for the treatment of male pattern baldness.

NOTE: Individuals who are already enrolled in the trial when their phy-
sician prescribes finasteride are not prevented from taking this medica-
tion. As a result, these participants will continue to be screened and 
followed just as those participants who are not on finasteride.

< Prior to April 1, 1999 women were excluded from the Trial if they
were currently taking or had taken Tamoxifen or Evista\Raloxifene
in the past 6 months. As of April 1999 based on a decision from the
PLCO Ovary Subcommittee, women who have or are currently tak-
ing Tamoxifen or Evista\Raloxifene are not excluded from participa-
tion. 

• Individuals who are unwilling or unable to sign the informed consent
form.

• Males who have had more than one PSA blood test in the past three
years.

• Individuals who have had a colonoscopy, sigmoidoscopy, or barium
enema in the past three years.

In order to determine whether a potential participant meets any of the exclu-
sion criteria listed above (with exception of the criterion regarding the signing
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of the informed consent form), the SCs will be required to collect the following
information for each individual:

• Date of Birth; 

• Gender; and

• Medical history related to the PLCO organs:

< whether the individual is undergoing treatment for cancer at this
time (excluding basal-cell and squamous-cell skin cancer);

< whether the individual has ever been told by a doctor that he/she
has colon, rectal, lung, prostate or ovarian cancer;

< whether the individual has had surgery to remove the entire colon,
one lung, or the entire prostate;

< whether the individual is participating in a cancer screening or can-
cer primary prevention study;

< whether the individual, if male, has taken the medication Proscar,
or Propecia in the past 6 months;  

< whether the individual, if male, has had more than one PSA blood
test in the past three years; and

< whether the individual has had a colonoscopy, sigmoidoscopy, or
barium enema in the past three years.

The determination of eligibility will be made using the Eligibility Screener
(Appendix A-2-1) or a combination of the Eligibility Screener and a review of
medical records. The Eligibility Screener verifies address information and col-
lects date of birth, gender, race, and medical history related to the PLCO
organs. All SCs will use the Eligibility Screener or, if automated, a form con-
taining the same information as the Eligibility Screener, to document the infor-
mation collected and to make a determination of eligibility. It is not necessary
to verify information recorded on the Eligibility Screener with any source other
than the potential participant.

The Eligibility Screener will either be completed by the potential participant, or
it will be administered by SC personnel by phone or in person. Mailing labels,
containing the name and address of potential participants can be generated
from the individual tracking component of the Study Management System
(SMS), if used by the SC (see Section 2.4). These labels may be affixed to the
front of each screener for name/address verification purposes.

Specifications for the administration of the Eligibility Screener are included as
Appendix A-2-1

When the Eligibility Screener is completed, SC staff will perform the following
tasks:

• The date the Eligibility Screener was received at the SC will be recorded
as well as selected demographic information in the potential partici-
pant’s tracking record (See Section 2.4 for information on maintaining
tracking records). 

• For SCs using the Eligibility Screener with check boxes to indicate inter-
est in the study: If the potential participant checked the box on the
front of the Eligibility Screener indicating that he/she is not interested
in participating, the SC staff will record the potential participant’s status
as “uninterested” on the tracking record. 
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• The Eligibility Screener will be reviewed to determine whether the
potential participant meets any of the exclusion criteria on the form
(i.e., criteria 1-6, 8, and 9, as listed on p. 2-2 and 2-3). If an individual
does not know whether or not s/he meets one or more of the exclusion
criteria, s/he should be asked to contact his/her physician to obtain the
information. If the individual refuses or does not have a physician, or if
after contacting the physician, s/he still does not know, s/he is not eli-
gible for the trial. 

• If the potential participant is determined to be ineligible based on one
or more of the exclusion criteria, the SC staff will record the potential
participant’s status as “ineligible” on the tracking record. 

• In some cases the SC will determine that a potential participant should
not be enrolled for some other reason such as a language barrier or
Principal Investigator disqualification. The status of these potential par-
ticipants will be recorded as “other reasons for non-participation” on
the tracking record. 

• If the potential participant is determined to be eligible based on the Eli-
gibility Screener, the informed consent form must be signed and a staff
member must complete the Eligibility Verification Form. (See Chapter
4.0 for more information on completing the Eligibility Verification
Form.) 

• Eligibility Screeners for potential participants with whom the SC has
had contact but are not enrolled in the trial, will be kept on file at the
SC throughout the study. Eligibility Screeners for participants who are
enrolled in the trial will be kept in each participant’s study folder. Auto-
mated eligibility screeners (i.e., not hardcopy) will be kept on computer
disk or tape in a format that allows for retrieval, if necessary. 

If a potential participant has not been randomized within one month of eligibil-
ity determination, it is advisable to make a second determination of eligibility
before randomizing the participant.

2.4 Tracking Potential Participants
The SCs will track potential participants from identification through the recruit-
ment and enrollment process to document either their entry into the study or
their reason for non-participation. Documentation of tracking efforts is critical
for the management of the recruitment process and is useful as a tool for the
evaluation of the recruitment effort. Each SC will record recruitment data in a
manner that allows for easy retrieval in the future.

Each SC will have a system, manual or automated, for tracking potential par-
ticipants. This system will include at the minimum, a tracking record for each
potential participant with whom the SC has contact. For SCs using mass mail-
ing, summary totals of potential participants listed on mass mailing lists should
be maintained. When an individual responds to a mailing, a tracking record
should be created for that individual in the SC’s active recruitment system.
The following information, some of which will be required in reports of recruit-
ment efforts, should be included in the tracking record:

• Full name; 

• Date of birth; 

• Gender; 
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• Race; 

Race will be categorized as follows:

< White, Not Hispanic

< White, Hispanic

< Black, Not Hispanic

< Black, Hispanic

< Asian

< Pacific Islander

< American Indian or Alaska Native

• Address (including zip code); 

• Telephone number; 

• Date of initial contact attempt (this is the date that the first mailing or
phone call was made to the potential participant); 

• Date Eligibility Screener was completed; 

• Recruitment status; and

• Reason for ineligibility. 

The valid reasons for ineligibility will be the exclusion criteria. For documenta-
tion purposes, only one reason for ineligibility need be coded. If the potential
participant meets more than one exclusion criterion, then the first reason for
ineligibility encountered should be documented.

All potential participants who are recorded in the tracking database are initially
classified as “Eligibility Pending.” This is denoted in the Individual Tracking
version of the Tracking and Summarizing Recruitment (TASR) module by a
“blank” eligibility status. As recruitment progresses, each of these pending
individuals will be assigned a final recruitment status as follows:

Eligible: A potential participant should be classified as “eligible” if s/
he does not meet any of the exclusion criteria, including
unwillingness or refusal to sign the consent form (exclusion
criterion #7). The SC must have a signed consent form
before a potential participant can be classified as “eligible”.
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Ineligible: A potential participant should be classified as “ineligible” if
s/he meets one or more of the exclusion criteria. This
includes individuals who refuse or are unable to sign the
informed consent.

If a potential participant is not contacted directly, but a rela-
tive or household member indicates that the potential par-
ticipant is ineligible, the SC may classify the individual as
“ineligible.”

If a potential participant has been contacted, is determined
to meet all of the eligibility requirements except signing the
informed consent form, and dies prior to signing the docu-
ment, the SC may classify the individual as “ineligible.”  The
reason for ineligibility should be exclusion criterion #7,
“Individuals who are unwilling or unable to sign the
informed consent form.”

Uninterested: A potential participant should be classified as “uninterested”
if s/he considers himself/herself unable or unwilling to join
the study. This may be for a number of reasons such as:

< not interested in the study;

< too ill to participate;

< too busy to participate;

< lives too far away and cannot come to the SC, etc.

A potential participant can indicate that s/he is unable or
unwilling to participate in the study by checking the box on
the front of the Eligibility Screener and returning it to the SC
(for SC’s using the screener with check boxes), or by telling
a SC staff member that s/he is unable or unwilling to partici-
pate.

If a potential participant is not contacted directly, but a rela-
tive or household member indicates that the potential partic-
ipant is unable or unwilling to participate, the SC may
classify the individual as “uninterested.”
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If a potential participant is classified as “non-participant, other reason,” the
reason for non-participation must be specified. In order to facilitate the analy-
sis of these reasons, it is desirable for the SCs to use standard language when-
ever possible. Below is a list of standard phrases which should be used in the

No Contact: A potential participant should be classified as “no contact” if
the SC has had no direct contact with him/her, nor has the
SC had contact with a relative or household member who
could provide information that would allow the SC to classify
the individual as “ineligible” or “uninterested.”  

This category includes Eligibility Screeners that were never
returned (with no subsequent contact), undeliverable letters
returned by the post office, disconnected telephone num-
bers, or numbers that repeatedly have no answer, etc. 

Potential participants listed on external mailing lists not
transferred to the active recruitment database, should be
considered “No Contact” if the SC has no contact with them
(e.g. no response to mailings).

The SC Coordinator should establish SC guidelines for classi-
fying potential participants as “no contact.”  For example, an
SC might determine that after two contact attempts have
been made, and 6 months have elapsed, with no contact
with the potential participant, and no contact with a relative
or household member who could give information that would
allow the SC to assign a recruitment status, the potential
participant will be classified as “no contact.”

Potential participants who were found to be deceased
through a relative, the post office, etc., with no actual con-
tact with the potential participant prior to his/her death,
should also be classified as “no contact.”

Other Rea-
sons for Non-
Participation:

A potential participant should be classified as a “non-partici-
pant” for reasons other than uninterested, no contact or inel-
igible, if the SC is unwilling or unable to enroll him/her in the
study. (Note that a potential participant’s eligibility need not
be determined prior to assigning this status.)

A potential participant may be classified as a “non-partici-
pant” for a number of reasons. For example:

< the Principal Investigator decides the individual is
unsuitable for participation in the trial;

< the potential participant does not speak English and
the SC is unable to provide services in the language
that is needed;

< The potential participant completed all of the
required forms, including the informed consent form,
but died prior to being randomized, etc.

Note: the following category should be used for situations in 
which the SC decides not to enroll a potential participant.
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reason field, when appropriate. As the study progresses, additional standard
phrases may be added to this list.

Tracking records may be maintained individually or as part of a log. A sample
potential participant tracking log, containing tracking records for several indi-
viduals, is included as Appendix C-2-2. Such a log may be maintained manu-
ally or on a computerized tracking system. Summary information regarding
potential participants listed on mass mailing lists should also be maintained
manually or on a computerized tracking system. 

The CC will provide the SCs with an automated tracking system for use during
the recruitment phase of the study as a module of the SMS. The Tracking and
Summarizing Recruitment (TASR) module will be installed on the PLCO net-
work at the SC. (Note: The TASR module of the SMS is no longer available
since the recruitment phase is complete.) This module is comprised of two
components: the individual tracking component and the recruitment summary
component. Use of the individual tracking component is optional, while use of
the recruitment summary component is mandatory. The recruitment summary
component is described in Section 2.5, Summarizing and Reporting Recruit-
ment Efforts. Additional details can be found in the SMS User’s Guide/SMS
Upgrade Documentation.

The individual tracking component will allow the SC to maintain the required
information on each potential participant. The data screen in the system will
allow entry of the same data as that on the potential participant tracking log.
An example of this screen is provided in Figure 2-1.

Standard Phrase Situation Example

“Language-(specify lan-
guage) ”language)”  
”Medical-(specify condi-
tion)”

Language barrier. 
PI determines that the 
potential participant is too 
ill to participate

Language-Arabic
Medical-recent myocar-
dial infarction
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The individual tracking component has several other features including the
production of address labels for SCs employing mailings as one of their recruit-
ment strategies. The SC can load the names, addresses and telephone num-
bers of potential participants into the system from a file supplied from a
recruitment source (such as a hospital, club or other organization) or through
interactive data entry. It is not recommended, however, that the individual
tracking component be used for large mass mailing efforts. In addition, use of
the individual tracking component will facilitate the summarizing and reporting
of recruitment data (see Section 2.5). It will also allow for monitoring of errors
and missing values in the recruitment data. For more information on the fea-
tures of the individual tracking component, refer to the SMS User’s Guide/SMS
Upgrade Documentation.

2.5 Summarizing and Reporting Recruitment Efforts
Each SC will summarize and report the status of its recruitment efforts to the
CC. As noted earlier, the purpose of reporting summary recruitment data is to
enable the NCI to monitor recruitment. Initially, the following recruitment data
will be summarized:

• Total Identified: This refers to the number of persons identified for
possible participation in the trial. This number may not reflect the total
number of persons identified since many SCs are using outside mailing
services and mailing lists for recruitment and the names contained in
those lists are only entered into TASR when the SC establishes contact
with the individual. 

• Total Not Contacted: This is the number of potential participants who
did not respond to any contact attempt. See Section 2.4 for guidelines
on how to determine which individuals are categorized as “no contact.”

Figure 2-1. Potential Participant Tracking Log Screen
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• Total Uninterested: This is the number of potential participants who
indicated that they were not interested in the study. This number does
not include potential participants who refused to sign the informed con-
sent. See Section 2.4 for guidelines on how to determine which individ-
uals should be categorized as “uninterested.” 

• Total Ineligible by Reason: This is the number of potential partici-
pants who were found to be ineligible by reason for ineligibility. This
includes potential participants who refused to sign the informed con-
sent.

• Total Non-Participants Other Reasons (reasons specified): This
is the number of potential participants who were deemed unsuitable for
participation by the Principal Investigator or who will not be participat-
ing for an SC-determined reason. Reasons for non-participation must
be specified.

• Total Eligible: This is the total number of eligible participants, includ-
ing those already enrolled. This number should be greater than or equal
to the “Total Enrolled.”

• Total Participants Enrolled: This is the number of participants who
were randomized and enrolled in the study. This number should be less
than or equal to the “Total Eligible.”  

• Total with Eligibility Pending: This is the remaining group of poten-
tial participants who are “in process,” that is, their final eligibility is not
determined. This number is calculated as follows:

< Identified - (No Contact + Uninterested + Ineligible + Non-Partici-
pants, Other Reasons + Eligible) = Eligibility Pending

< The total with eligibility pending reflects only those individuals
whose data have been entered into TASR. There may be additional
potential participants with eligibility pending on lists maintained
outside of TASR.

On a monthly basis, the SC Coordinator will summarize recruitment data into
the categories described above and transmit these data to the CC. For SCs
which are using the individual tracking component to track participant recruit-
ment, this may be accomplished by generating the Recruitment Summary
Report (Appendix B-2-1: Recruitment Summary Report). Refer to the SMS
User’s Guide/SMS Upgrade Documentation to find instructions for generating
the Recruitment Summary Report. When the SC Coordinator accesses the
Recruitment Summary Report Option, the required data will automatically be
calculated from the individual tracking component and the randomization and
enrollment module. (See Chapter 4.0 for more information about the random-
ization and enrollment module). 

SCs that are not using the tracking module will summarize recruitment data
according to the categories outlined above and will keep a record of this sum-
mary data. The sample recruitment summary form (Appendix C-2-3) is one
suggested method for recording recruitment summary data. The SCs will not
be required to use this form, however, they will be required to maintain a
record of recruitment summary data and to enter these data, both for the cur-
rent period and the totals to date, into the SMS on a monthly basis. For exam-
ple, some SCs are using an automated “bridge” to transfer data from their own
recruitment system to the TASR module of the SMS. 
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It is the SC’s responsibility to track the total number of individuals identified
and to reduce duplication as much as possible. The SC should also track
response rate to mailings. The SC should track zip codes and be able to sum-
marize the total number of letters mailed to various zip codes. To the extent
that additional information is available for individuals on mailing lists (such as
gender, race, etc.), the SC should be able to summarize and report such char-
acteristics to the NCI on request.

2.6 Monitoring Recruitment Efforts
The SC Coordinator will monitor recruitment against the SC’s contract commit-
ments to the NCI. This monitoring activity will enable the SC Coordinator to
identify any problems with recruitment and to redirect recruitment resources,
if necessary. The following SMS reports will be used for monitoring recruit-
ment. (Note: These reports are no longer available from SMS since the
recruitment phase is complete.)

• Recruitment Summary Report (Appendix B-2-1: Recruitment Sum-
mary Report):  This report will show the following summary totals for
the current reporting period and for the project to date: 

< Total Identified;

< Total No Contact;

< Total Uninterested;

< Total Ineligible (by reason);

< Total Non-Participants Other Reasons (reasons specified);

< Total Eligible;

< Total Participants Enrolled; and

< Total with Eligibility Pending.

The Recruitment Summary Report will enable the SC Coordinator to 
monitor the number of potential participants whose eligibility is pend-
ing. This number represents “work in process” for the SC recruiting 
staff. Also, by subtracting the number of potential participants with no 
contact from the number identified, the SC Coordinator can monitor the 
number of initial contacts made during the reporting period.

• Recruitment Progress Report (Appendix B-2-2: Recruitment
Progress Report): This report shows eligibility status by gender (Part I),
race (Part II) and age groups (Part III). It allows the SC Coordinator to
identify recruitment issues or concerns for particular demographic
groups. 

• Eligibility Screener Review (Appendix B-2-3: Eligibility Screener
Review): The Eligibility Screener Review Report provides information
on participants with incomplete screeners and those whose eligibility
has not yet been determined (pending). It is divided into two parts. 

< Part 1 shows the total number of participants who were contacted
and sent Eligibility Screeners but did not complete them. The names
and telephone numbers of the potential participants with incom-
plete screeners are listed. This report facilitates follow-up contacts
to these individuals to ascertain their interest in the trial.
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< Part 2 shows the total number of potential participants who have
completed screeners and the total number of potential participants
whose eligibility is pending. The names and telephone numbers of
the potential participants whose eligibility is pending are listed so
that they may be contacted to verify the information on the
screener or to sign an informed consent form.

• Production Edits Report for Individual Tracking (Appendix B-2-4:
Session Edit Report for Individual Tracking):  While entering data into
TASR, several types of errors can be introduced, many of which will
appear on the Session Edit Report, automatically generated from the
SMS at the end of a data entry session (see SMS User’s Guide/SMS
Upgrade Documentation). In addition to the Session Edit Report, the
Production Edits Report can be run. It lists errors and inconsistencies
for all records in the TASR database. 

• Possible Duplicates on Individual Tracking (Appendix B-2-5: Pos-
sible Duplicates in TASR):  This report will allow the SC Coordinator to
identify possible duplicates among potential participants in the TASR
database. Possible duplicates may be identified based on exact name,
date of birth, similar name, or some combination of name and date of
birth. 

• Age Review Report (Appendix B-2-6: Age Review Report):  This
report checks the date of birth for potential participants who have not
been assigned a final eligibility status. It presents those who are cur-
rently age ineligible in three parts: those who are too old (age > = 75);
those who are too young (< 55) at the time of the report and will not
be old enough by the  time recruitment ends; and those who are too
young (< 55) at the time of the report, but will be old enough by the
end of recruitment. This report will allow the SC Coordinator to quickly
identify and categorize age ineligibles. 

• TASR/RAND Comparison Report (Appendix B-2-11: TASR/RAND
Comparison Report):  This report compares the data for potential par-
ticipants in TASR with enrolled participants to highlight data inconsis-
tencies as well as pending randomizations. 

The following reports are designed to assist SCs to monitor their contacts with
outside organizations for recruitment. 

• Organization Report (Appendix B-2-7: Organization Report):  This
report lists information on organizations the SC has contacted for
recruitment using data entered into TASR from the Contact Information
screens. The user may print either complete organization information
or simply the name, city, state and ID of the organization. 

• Scheduled and Completed Presentations (Appendix B-2-8: Sched-
uled and Complete Presentations):  This report summarizes information
on presentations entered into TASR using the Presentations to Organi-
zation screen. The list includes the organization ID, the date of the pre-
sentation, the program name, the ID of presenting staff and the
number of attendees. 

• Materials Distribution Report (Appendix B-2-9: Materials Distribu-
tion):  This report shows the distribution cycle for distribution of PLCO
materials to organizations. It may be used to monitor the success of
recruitment materials (such as brochures) in recruitment through orga-
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nizations, and to ensure the availability of such materials throughout
the recruitment period. 

• Contact Summary Report (Appendix B-2-10: Summary of Contacts
with Organizations):  This report summarizes contacts with organiza-
tions. It shows the number of organizations in the database, the num-
ber for whom at least one presentation was done, the total number of
presentations to date, and the total number of attendees over all pre-
sentations. 

The following PLCO system functions support the development of customized
reports for management of SC recruitment activities. (Note: These functions
are no longer available from SMS since the recruitment phase is complete.)

• Ad-Hoc Query: This function will allow the SC Coordinator to query
the TASR database and produce customized reports. 

• Data Export: This function will allow the SC to export data from the
TASR data tables to files that may be used to produce customized
reports. Appendix E of the SMS User’s Guide contains information
regarding use of the data export option. 

SCs that are using their own tracking system should use their system to sup-
port the monitoring activities outlined above.

2.7 Reporting Recruitment Summary Data
On a monthly basis, the SC will transmit the data via an electronic transmis-
sion to the CC using the transmission option(s) available in the Data Transmis-
sion application of the PLCO computer system. Information on how to transmit
data electronically to the CC is presented in the SMS User’s Guide/SMS
Upgrade Documentation.
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3.0 OBTAINING INFORMED CONSENT

3.1 General Procedures for Obtaining Participant Consent
Human research subjects are protected by informed consent procedures. The
signing of an informed consent form is a criterion for eligibility to participate in
the PLCO trial. Each Screening Center (SC) will determine the preliminary eli-
gibility of the potential participants and will obtain their consent before enroll-
ing them in the study.

The informed consent form addresses four major protections:

• Each participant must be fully informed of all study procedures and
requirements in order to be considered a “knowing” participant; 

• The study design must minimize risks to the participants and maximize
the benefits; 

• The study participants must be selected in a non-discriminatory way so
that no class of individuals will benefit more than any other based on
the selection procedures; and

• Participation is voluntary and all information provided by participants
will be kept confidential. 

The SC Coordinator will be formally responsible for ensuring that informed
written consent to take part in the study is obtained from each participant. In
addition, the informed consent form(s) and procedures must be approved by
the Institutional Review Board (IRB) at each SC. SCs recruiting non English-
speaking individuals (or individuals who have very little knowledge of the
English language) must submit to NCI documentation of IRB approval to
administer an English language PLCO consent form to non English-speaking
individuals.

The prototype consent form, presented in Appendix C-3-1, will be used as a
guide by each SC in the development of its own informed consent form(s). The
individual SC form(s), once developed, will be reviewed and approved by the
NCI before being sent to the SC IRB, and any changes made by the IRB will be
submitted to the NCI for review. In general, all information and assurances
contained in the prototype form will be included in the consent form(s) that
the SCs develop. Additional information may be added based on individual IRB
requirements, but required information may not be excluded from the form(s).
The consent form must indicate that women who enter the trial with prior sur-
gical removal of their ovaries will not be given the, transvaginal ultrasound or
CA125II screenings.

The method of administration of the consent form will vary by SC. In some
instances, the form will be mailed to the subject, in others it may be adminis-
tered in-person. Regardless, administration of the form should occur after the
subject has been provided with background information about the study and
its requirements. This information will likely include an introductory letter
(Appendix C-2-1) and the PLCO Study Brochure (Appendix D-2-1) and, in
some instances, a conversation with the SC Coordinator in a manner condu-
cive to two-way conversation.

When the consent form is administered, the participant must be offered suffi-
cient time to carefully read the document and must be given sufficient oppor-
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tunity to have all questions regarding the study answered before s/he is asked
to make a decision on enrollment.

IRB requirements regarding the need for a witness to sign the consent, in
addition to the participant, will vary. The participant will be given a copy of the
consent form after it is signed. The original will be kept in the participant’s file
at the SC.

3.2 Main Study Consent 
Currently all SCs must use a pre-randomization informed consent procedure in
which eligible and interested potential participants will sign a Main Study Con-
sent form prior to randomization. The Main Study Consent form will cover all
activities of the trial. The prototype consent form, presented in Appendix C-3-
1, is an example of a Main Study Consent form. The approach for obtaining
consent is illustrated in Figure 3-1.

Figure 3-1. Main Study Consent Approach

In the past several SCs used a dual consent approach. As of April 1998, this
method of consenting participants is no longer used by any SC. 

3.2.1 Documenting the Results of Obtaining Informed Consent – 
Main Study

The SC Coordinator will record the signing or the refusal of the Main Study
Consent form in the SC’s recruitment tracking system. If the Main Study Con-
sent form is signed, the SC Coordinator will log the individual as “eligible” in
the tracking system. If the Main Study Consent form is refused, the SC Coordi-
nator will log the individual as “ineligible” and will record the reason for ineligi-
bility as refusal to sign the consent form. This information will be summarized
in the weekly report to the Coordinating Center (CC). Refer to Chapter 2.0 for
information on tracking potential participants and reporting recruitment sum-
mary data.
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3.3 Protocol Changes Consent (PCC)
In December 1998, NCI Project Officers and the PLCO Steering Committee
approved MAP recommended changes to the current PLCO protocol. Two more
years of screening will be added while simultaneously lengthening the interval
between FSG exams. At these last two visits, T4 and T5, PSA and CA-125 tests
will be performed. Participants who have not yet had their T3 FSG will receive
this exam in the last screening year (T5) instead of having it at T3. The TVU
and DRE will not be extended beyond T3. The remaining T3 x-ray exams will
be offered only to current or former smokers, and all the ovarian palpation
exams will be discontinued. Furthermore, follow-up is extended three years so
that all participants will be followed at least 13 years from randomization.

SCs are required to inform all intervention participants enrolled in the Trial of
the protocol changes and to obtain their written consent. The Protocol Changes
Consent (PCC) was designed to obtain consent for these revisions. The design
of the PCC is SC specific but must contain all elements of the sample PCC
given in Appendix C-3-2. Each SC must obtain SC IRB and NCI approval of all
versions of the PCC. In addition, the Main Study Consent was revised to incor-
porate the 1998 protocol changes (Appendix C-3-1).

3.3.1 Administration of the PCC
Administration of the PCC is SC specific and is expected for all intervention
participants who have enrolled in the trial before July 1, 1999. The Main Study
Consent revised to incorporate the 1998 protocol changes is administered to
all intervention participants enrolled after July 1, 1999. The SCs will not be
required to obtain consent for these protocol changes from control partici-
pants. For those participants who require mailing of this consent, the SMS
Requests (Directive, Rdirective, Idirective, and Ldirective) are programmed to
generate mailing labels and merge files for mailing PCCs.

If the participant is in the T1 through T3 study year and refuses to sign the
PCC, the SC should perform the screening exams appropriate for that study
year and make another attempt to obtain consent at the next annual exam. If
the participant is in his/her T4 study year and refuses to sign the PCC, the SC
should complete an MDF for the screening exam. Another attempt should be
made to obtain consent at T5. If the participant again refuses, the SC should
complete an MDF for the T5 exams and for the PCC. To differentiate between
those participants who refused to sign the PCC and those who did not return it,
different MDF reason codes should be used. If the participant does not return
the form, use the reason code 5 = Can’t Locate, subcode 501. If the partici-
pant refuses to sign the PCC the MDF reason code should be 1 = Refused, with
the appropriate refusal subcode.

Annual screening exams should continue and attempts to gain consent should
be made at each yearly exam. If the participant adamantly refuses to continue
in the trial, then an NRF should be completed. No additional attempts need to
be made to obtain consent, but annual follow-up should continue until the end
of the trial.

3.3.2 Documenting the Results of Obtaining Informed Consent – 
PCC

All intervention participants who have enrolled in the trial before July 1, 1999
will have an expectation for a PCC until it is receipted or an MDF-PCC is
3-3 PLCO Manual of Operations and Procedures
March 1, 2006



receipted. Expectations will be turned off for intervention participants who
enroll on or after July 1, 1999, by which time an approved revised Main Study
Consent should be in use for new participants. 

The status of the PCC (outstanding or received) will appear on the Participant
Overview Report, the Open Forms Report and the List/Count of receipted Miss-
ing Data Forms.

The signed PCC will be receipted into SMS. Receipt of the PCC will include the
following variables:

• PID; 

• Acknowledgement of signature and date signed; 

The acknowledgement for each signature in the SMS will require a yes 
or no answer.

Note: If a participant dies prior to signing the PCC (and there is an expecta-
tion for this form), the SC should complete an MDF-PCC. If later, a PCC is
returned for this participant signed by a proxy, it should not be receipted.
Instead, the MDF-PCC should remain in the system and the proxy form should
be kept in the participant’s file. 

3.4 Etiologic Studies Consent
The Etiologic Studies Consent (ESC) was implemented in March 1998. The ESC
obtains permission to use biologic specimens (blood and pathologic tissue)
already collected (prior to implementation of the consent) for research involv-
ing genetic studies. It also obtains permission for future collection of blood,
buccal cells (saliva) and pathologic tissue, and for the use of those samples for
research involving genetic studies. The ESC is not related to obtaining permis-
sion for collection of blood for PSA or CA-125 analysis or for collection of tissue
for the central pathology review process. Permission for those procedures is
obtained under the Main Study Consent. 

The prototype ESC form, presented in Appendix C-3-3, will be used as a guide
by each SC in the development of its own etiologic studies consent form(s).
The individual SC form(s), once developed, will be reviewed and approved by
the NCI before being sent to the SC IRB, and any changes made by the IRB
will be submitted to the NCI for review. In general, all information and assur-
ances contained in the prototype form will be included in the etiologic studies
consent form(s) that the SCs develop. Additional information may be added
based on individual IRB requirements, but required information may not be
excluded from the form(s).

3.4.1 Administration of the ESC
The ESC is to be administered once to all participants in the PLCO Trial.
Depending on the participant’s study year and study group (intervention ver-
sus control) the ESC may be administered at the SC or mailed with an
approved cover letter to the participant. For those participants who require
mailing of this consent, the SMS Requests (Directive, Rdirective, Idirective,
and Ldirective) is programmed to generate mailing labels and merge files for
mailing ESCs. Each SC may prepare their own cover letter to accompany the
ESC forms but should include the ESC language provided in Appendix C-3-4
(or similar language), as well as including statements of confidentiality. Cover
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letters must be submitted to NCI, with a copy to Westat, for review and
approval. 

The ESC may be administered to new participants as an integrated consent
(combined with the main PLCO consent), presented in Appendix C-3-5, or as a
separate document. For those participants who, as of May 4, 1998, have
already signed the Main Study Consent, the ESC must be administered prior to
the collection of any samples for etiologic studies. 

Note: 

1. The SCs are not required or encouraged to solicit proxy signatures for
deceased participants. After August 1999 the SCs should no longer
receipt ESC forms signed by proxies for deceased participants. Instead,
an MDF-ESC should be completed using the Deceased code and the
proxy ESC form should be kept in the participant’s file.

2. For transfer participants, the ESC obtained at the original SC is suffi-
cient. There will be no need to re-consent transfer participants. In
these instances, the ESC expectations and receipt issues will be
updated and transferred to the new SC.

Procedures for addressing intervention participant non-response to the ESC
are given in Section 3.4.2. Procedures for addressing control participant non-
response are given in Chapter 18.0.

3.4.2 ESC Non Response – Intervention
The SCs are required to mail the ESC to Intervention group non-responders
only twice. If after 2 mailing attempts there is no response, the SC is not
required to do additional ESC mailings to that participant. The SC is encour-
aged to administer the ESC on site during the participant’s screening visit but
if this is not possible and 2 mailing attempts have been made, an MDF-ESC
may be completed.

If an intervention participant has not responded to an ESC mailing by the time
of a screening visit, SCs are instructed to administer the ESC on-site. If a par-
ticipant refuses to sign the ESC, s/he should not be asked again and a Missing
Data Form should be completed for the ESC. After March 1998, if the partici-
pant has not signed an ESC but biorepository blood or other etiologic studies
samples are collected, this constitutes a protocol violation and it should be
reported to both Westat and NCI (see Chapter 17.0 for more information about
documenting protocol violations). If the specimen is collected and then the
consent is signed at a later date, this is still considered a protocol violation,
since a specimen was collected without a signed ESC.

3.4.2.1 Prioritizing ESC for Prostate Cancer
As of July 2002, NCI requests that SCs prioritize completion of outstanding
ESC forms for intervention participants with prostate cancer. If these partici-
pants come to a screening visit within the next 3 months, then the ESC should
be administered at the screening visit. If these participants will not be coming
in for a screening visit during the next 3 months, then please conduct the fol-
lowing follow-up activities:

• If the SC has mailed the ESC to the participant within the past three
months but has not received the signed form, the SC should conduct
telephone follow-up to obtain the signed ESC.
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• Regardless of earlier mailings, if the SC has not mailed the ESC to the
participant within the past three months, then the consent form should
be mailed. Mailings to these participants should be spaced out appro-
priately to ensure the completion of the required telephone follow-up. If
the participant does not return the signed ESC within 3 weeks of the
mail date, then the SC should conduct phone follow-up.

• If, after the completion of 5 attempted telephone follow-ups, the partic-
ipant cannot be located or refused to complete and return the ESC, an
MDF-ESC should be completed with the appropriate reason code. If,
after the completion of the telephone follow-up, the participant agrees
to complete an ESC, the SC should continue to track the event until the
ESC is complete.

3.4.3 Documenting the Results of Obtaining Informed Consent – ESC
The signed ESC will be receipted into SMS. Receipt of the ESC for intervention
and control participants will include the following variables:

• PID; 

• Acknowledgement of Signature A (research on cancer) and date
signed; and

• Acknowledgement of Signature B (research on diseases and conditions
other than cancer) and date signed. 

The acknowledgement for each signature in the SMS will require a yes 
or no answer. 

For those SCs that use an ESC with only one signature and date, the 
receipt screen must be completed as follows:

• If a participant has checked off yes to both types of research, then the
acknowledgement of the signature and date should be entered twice,
once as signature A and once as signature B. 

• If approval has only been given for one type of research, then only the
signature that corresponds to that type of research should be
receipted. The other signature should be marked no. (For example, a
participant only gives permission for his blood to be used for research
involving diseases and conditions other than cancer that affect his age
group, then only signature B would be acknowledged. Signature A
would be marked no.) 

For those SCs that use one consent for combining the main study and etiologic
components, the two signatures corresponding to the ESC must be receipted.

Blood samples will be expected (see Open Forms in Appendix B-17-8: Open
Forms/Specimens Report and Participant Overview Reports in Appendix B-17-
10: Participant Overview Report) for all intervention participants unless a Miss-
ing Data Form for the ESC has been receipted. 

If the SC is unable to obtain consent, the specimens will be flagged at the
biorepository so that they cannot be used for research involving genetic stud-
ies. An ESC data file will be matched to the PLCO specimen inventory at the
biorepository. Only matches, indicating that consent was obtained, will release
a sample for etiologic studies research. Any samples collected prior to the
implementation of the ESC will automatically be flagged at the biorepository.
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This flag will be removed once an ESC is signed and receipted for that partici-
pant. 

3.5 Monitoring the Results of Obtaining Informed Consent – 
Main Study, PCC and ESC
The SC Coordinator will monitor the number of participants who refuse or were
unable to sign an informed consent form. SCs will monitor the signing of the
Main Study Consent, ESC and PCC. The following SMS reports will be used for
monitoring the results of obtaining informed:

• Recruitment Summary Report (Appendix B-2-1: Recruitment Sum-
mary Report): This report, described in detail in Chapter 2.0, will show
the number of potential participants who are found to be ineligible
because they refused or were unable to sign an initial consent form (full
or forms consent). (Note: This report is no longer available from SMS
since the recruitment phase is complete.)

• PCC Directive/Late Directive (Appendix B-3-1: PCC Directive/Late
Directive): This report lists the participants who are due to complete
the Protocol Changes Consent (PCC) but the form has not been
receipted.

• Biorepository Activity Without ESC Report: (Appendix B-10-7:
Biorepository Blood Collection) This report will show participants that
had biorepository samples drawn without a signed ESC receipted.
These will require further investigation and completion of a protocol
violation report. 

• List/Count Receipt MDFs (Appendix B-17-2: Count/List of MDFs):
This report allows you to generate 3 separate listings of MDFs: 1) total
number of MDFs receipted by form type; 2) list of MDFs for a specific
PID; and 3) MDF for a specific form by PID. 

• Open Forms Report (Appendix B-17-8: Open Forms/Specimens
Report): This report will show all delinquent or outstanding forms, by
individual Participant ID. It can be used to identify those participants
who have not signed the PCC and ESC. 

• Participant Overview Report (Appendix B-17-10: Participant Over-
view Report): This report gives a summary of the study information for
a participant such as PID, Randomization Date, Randomization Group,
Participant Name, Gender, Date of Birth and address. Other vital status
and cancer information are also presented as well as forms that are
outstanding or receipted. This report can be run for selected PIDs or for
a block of participants according to their randomization date. The sta-
tus of the PCC and ESC will be given as “received” or “outstanding”. 

3.6 Reporting the Results of Obtaining Informed Consent
The SC will transmit the recruitment summary data to the CC as described in
Chapter 2.0. This data will include the number of potential participants found
to be ineligible because they did not sign a consent form.
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4.0 RANDOMIZATION/ENROLLMENT PROCEDURES

4.1 Overview
In the PLCO trial, half of the study participants will receive screening tests (the
intervention group) and half will receive their regular medical care (the control
group). Randomization is the process of randomly assigning potential partici-
pants to either the intervention or the control group in the trial. Enrollment is
signified by assigning a permanent study identification number to a partici-
pant. In the PLCO trial, the study sample will be stratified by age and gender
within each Screening Center (SC). The goal of each SC will be to enroll 50%
men, 50% women such that these participants will fall roughly equally into
four age strata: 55-59, 60-64, 65-69 and 70-74.

The Coordinating Center (CC) will provide the SCs with a module within the
Study Management System (SMS) for randomizing and enrolling participants.
This module will automatically assign potential participants to either the inter-
vention or control group, and will assign Participant IDs. 

The SC Coordinator will perform the following activities to complete the ran-
domization and enrollment process:

• Verify the potential participant’s eligibility by completing the Eligibility
Verification Form (Appendix A-4-1). See Section 4.2.

• Enter the eligibility verification information into the Randomization and
Enrollment (RAND) module of the SMS;

• The SMS will randomize the participant into either the intervention or
control group and will assign a Participant ID. Complete enrollment by
writing the Participant ID, randomization group, and confirmation num-
ber on the Eligibility Verification Form and affixing a Participant ID label
to the front of the form;

• Receipt the Eligibility Verification Form into the SMS; and 

• Notify the participant of his/her randomization group, as appropriate.
In the single (pre-randomization) consent approach, intervention and
control participants will be advised of their randomization group. In the
past, in the dual consent approach, only intervention participants were
advised of their randomization group. 

The SMS will also provide capabilities for the SC Coordinator to monitor and
report the rate of participant accrual to the CC on a monthly basis.

The following sections describe eligibility verification, randomization, enroll-
ment, and monitoring and reporting participant accrual. (Note: The Random-
ization and Enrollment [RAND] module of the SMS is no longer available since
the randomization/enrollment phase is complete.)

4.2 Verification of Eligibility
The eligibility of potential participants will be verified using the Eligibility Verifi-
cation Form. The Eligibility Verification Form collects selected demographic
information such as name, date of birth, and gender, and verifies that poten-
tial participants do not meet any of the PLCO exclusion criteria. The SC Coordi-
nator will use information from the Eligibility Screener and if available, the
medical records, and main consent form to complete the Eligibility Verification
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Form. Some SCs may choose to use the Eligibility Verification Form as an eligi-
bility checklist. The form must be completed and retained for all participants
randomized into the trial, but need not be completed or may be discarded for
individuals who are found to be ineligible for the trial.

The administrative section and Part A of the Eligibility Verification Form will be
completed prior to randomization. In the administrative section at the top of
the form, the SC Coordinator will record the SC identifiers and the potential
participant’s name, date of birth, and gender. In Part A, s/he will confirm each
exclusion criterion by checking “Yes” or “No” in response to each question.
Refer to the Eligibility Verification Form specifications (Appendix A-4-1) for
detailed instructions on completing the Eligibility Verification Form. In order for
a participant to be successfully randomized, the answer to each question in
Part A of the Eligibility Verification Form must be “No.” If any “Yes” boxes are
checked, the potential participant is not eligible for the trial and cannot be ran-
domized. The reason for ineligibility will be recorded on the potential partici-
pant’s tracking record, if not previously recorded. (See Chapter 2.0, for
information on maintaining tracking records). As noted above, an Eligibility
Verification Form with any “Yes” answer in Part A may be discarded.

4.3 Randomizing and Enrolling the Participant
(Note: Since the randomization/enrollment phase is complete, the information
in this section pertains to the pre-conversion SMS, not the current SMS.) The
SC Coordinator will randomize participants by entering the information from
the Eligibility Verification Form into the Randomization and Enrollment module
of the SMS. The SMS will be installed on the PLCO computer network at a cen-
tral site at each SC. At SCs which have one or more satellite centers involved
in the randomization and enrollment of participants, a SC staff member at the
satellite center will complete the Eligibility Verification Form and will call the
central site to communicate the information from the Eligibility Verification
Form to the Coordinator who will enter it into the computer.

The randomization process will be initiated by entering a valid staff ID number.
All SC staff members will be assigned a four-digit identifier and the system will
only recognize the ID numbers of staff who are approved to randomize partici-
pants. Refer to Chapter 17.0, SC Management, for more information on
assigning staff IDs.

Once the randomization has been initiated, the following information will be
entered into the system either via batch or interactive data entry:

• Caller ID: This is the four-digit identifier of the person who completed
the Eligibility Verification Form. This may be a staff member calling
from a satellite center for randomization. If the person who completed
the Eligibility Verification Form is also performing the randomization at
the computer, the caller ID will be the same as the ID entered to ini-
tiate the randomization process. 

• Participant Name: This is the last, first and middle name of the
potential participant as it appears on the Eligibility Verification Form.

• Date of Birth: This is the potential participant’s date of birth from the
Eligibility Verification Form.

• Gender: This is the potential participant’s gender from the Eligibility
Verification Form.
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The next step in the randomization process is to enter the responses to the
questions in Part A of the Eligibility Verification Form into the randomization
and enrollment module. The eligibility verification screen in the randomization
and enrollment module is identical to Part A of the Eligibility Verification Form.
As with the Eligibility Verification Form, the user must enter an “X” in either
the “Yes” box or the “No” box in response to each question. Only Eligibility
Verification Forms with all “No” answers should be entered. If the user checks
“Yes,” the system will prompt for the re-entry of the answer. If the user enters
a “Yes” answer to a question, after the second “Yes” answer, the randomiza-
tion process will stop and the participant record will be deleted.

The screens for entering the Eligibility Verification Form data are presented in
Figures 4-1 and 4-2.

 

Figure 4-1. Eligibility Verification Screen 1

Figure 4-2. Eligibility Verification Screen 2
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When each of the questions on the eligibility verification screens has been
answered “No,” the system will randomly assign the individual to the interven-
tion or the control group and will display the following information:

• Date of randomization/enrollment;

• Participant ID;

• Group assignment (intervention or control);

• The ID of the person who completed the Eligibility Verification Form;

• The ID of the person who performed the randomization; and

• Confirmation number. 

An Interactive Randomization Report (Appendix B-4-1: Interactive Ran-
domization Report) listing the above information may be printed after each
interactive randomization.

During the randomization process, enrollment tables in the SMS are dynami-
cally backed up to the backup tape immediately after each interactive random-
ization or each batch. (See Network User’s Guide/Network Upgrade
Documentation.)

The SC Coordinator will enroll the participant by recording the information dis-
played on the screen in Part B of the Eligibility Verification Form, and writing
the PID or affixing the PID label to the Eligibility Verification Form immediately
after randomization. As an alternative to writing the information from the
screen, the SC may attach hard copy documentation of the randomization
(screen shot or Randomization Assignment Report (Appendix B-4-5: Ran-
domization Assignment Report) for interactive randomization; Batch Ran-
domization Report (Appendix B-4-2: Batch Randomization Report) for batch
randomization) to the Eligibility Verification Form. Refer to the specifications
for completing the Eligibility Verification Form (Appendix A-4-1). After ran-
domization, the Eligibility Verification Form must be receipted into the SMS.

If the participant is being randomized at a satellite center, the staff member
who is running the randomization program at the main site will communicate
the above information by telephone to the satellite center staff member who
will record it in Part B of the Eligibility Verification Form. The Eligibility Verifica-
tion Form must then be sent to the main site so that it may be receipted into
the SMS.

4.3.1 Randomization in the Event of Computer Failure
If one or more of the PLCO network workstations is down, the SC staff may
randomize participants from another workstation. If the entire network is
down, no randomizations may take place. Eligibility information for potential
participants may be verified in preparation for randomization, but no actual
enrollments may take place until the computer network is back on-line. In the
event of any type of computer failure the SC should contact the PLCO Network
Administrator. (Refer to the PLCO Network User’s Guide/Network Upgrade
Documentation for details).

4.3.2 Randomization From a File of Eligibles (Batch Randomization)
Some SCs will be tracking recruitment using systems not provided by the CC
and will be determining many of the eligibility criteria based on computer
searches of hospital/HMO records. In such cases, the SC will extract a file of
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eligible candidates for randomization. To avoid entering all the names, dates of
birth and genders individually in this type of situation, the SC may load the file
of eligible candidates for randomization into the SMS. The SC must ensure that
all data in the file are correct, as all of the stratification data cannot be verified
by the system and none of the data may be changed once the participants are
randomized. The system does check the file for age ineligibles, potential dupli-
cates and incorrect file structure and provides information on such data prob-
lems in the Batch Randomization Report (Appendix B-4-2: Batch
Randomization Report). The SC must also verify that each potential participant
has signed a consent form. The file of eligible candidates can then be random-
ized in batch mode. (See SMS User’s Guide/SMS Upgrade Documentation for
more details.)

4.4 Post-Randomization Procedures
After randomization and enrollment are completed, a bar-coded label, display-
ing the assigned Participant ID, will be affixed to the Eligibility Verification
Form. Participant ID labels will be generated from the SMS. After the ID label
is attached, the form should be receipted into the SMS (see Chapter 17.0 for
more information on forms receipt). The SC staff member will create a study
folder for the participant and will store the Eligibility Verification Form and the
Eligibility Screener in it. These two forms must be kept on file for all random-
ized participants.

4.4.1 Special Procedures for Women Without Ovaries
Women who enter the trial with prior surgical removal of both ovaries will not
be given the Transvaginal Ultrasound Screening Examination (TVU) or the CA-
125II blood test. Immediately after enrollment of these women into the
screening group, the SC staff should complete and receipt one Missing Data
Form to indicate that the TVU and CA-125 examinations will not be performed
for T0. This will “turn off” system expectations for all 4 years of TVU screening
examinations and for all 6 years of CA-125 screening. These exams will not
appear on any list of outstanding examinations for these women in any study
year.

4.4.2 Notifying Participants of Their Group Assignments
After they are enrolled in the trial, all study participants will be notified of their
group assignment by mail, by telephone or in person. 

4.5 The Participant ID
The Participant ID is a unique 7-digit number that will be used throughout the
study period to link all data associated with an individual. It is part of a com-
mon system for reporting to the CC and will be used by all SCs. Participant IDs
will be assigned sequentially by the SMS at each SC. The bar-coded ID labels
will be generated using the Reports/Labels function of the SMS. (See the SMS
User’s Guide/SMS Upgrade Documentation for further details.) For SCs with
satellite centers, a block of Participant IDs will be reserved by the system for
each satellite center and Participant IDs will be assigned sequentially within
that block. Note that the ID of the person who completed the Eligibility Verifi-
cation Form must be associated with the satellite in order for the PID to be
assigned from the block reserved for that satellite. Each SC will establish pro-
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cedures for ensuring that the appropriate labels are distributed to the satellite
centers, and that they are correctly assigned and affixed to forms and speci-
mens. 

No Participant ID, once assigned, will be changed or reassigned to another
participant. In some situations, participant IDs that are not assigned to partic-
ipants may be deleted from the SC database, but these deletions must be per-
formed by the CC. If the participant is found to be ineligible after the
Participant ID has been assigned, the ID will not be reassigned. Similarly,
should a participant move to a new SC area during the trial, the Participant ID
will not be changed. This policy ensures that data associated with a participant
will not be lost or inadvertently attributed to another participant. 

4.6 Randomization Errors
Although it is critical that the SC is careful in the randomization process, it is
inevitable with a population of this size, that some errors may occur. These
may include:

• randomizing a participant twice;

• randomizing a participant with the incorrect gender;

• randomizing a participant with an incorrect date of birth; and 

• randomizing a participant who is not eligible for the trial.

All of these errors should be documented appropriately either with an SC
Report of Protocol Violation (see Chapter 17.0) and, as necessary, an Adminis-
trative Tracking From (see Section 4.6.2 below). The CC must be contacted in
all cases and must make a correction in the SC database for participants who
are randomized twice or randomized with the incorrect gender. If a participant
is randomized with an incorrect date of birth, this cannot be changed; how-
ever, the correct date of birth will be needed for management purposes and
should be entered into the “Corrected Date of Birth” field on the Participant
Status screen in the SMS (refer to the SMS User’s Guide/SMS Upgrade Docu-
mentation). 

4.6.1 Documenting Duplicate Randomization
If a participant is randomized twice, the first randomization will be maintained.
To document and resolve the error, a Protocol Violation Form should be com-
pleted. If the participant was inappropriately screened, the Biorepository and/
or UCLA may also need to be notified. In addition, the participant and his/her
physician should be informed of the error and any results should be distrib-
uted. Exam forms for erroneous screens should not be receipted, instead the
results should be entered in the Participant Status Screen. Maintenance of the
participant’s files is at the discretion of the SC. The charts can be combined or
left separate but complete documentation must be kept so that both PIDs are
easily identified and the correct records can be traced if necessary. Detailed
procedures to be followed for resolving inappropriate screening and follow-up
for a duplicate randomization are provided in Chapter 17.0. An exception to
this is the case in which a participant is randomized twice at two different
screening centers. This situation is not initially considered a Protocol Violation.
Such participants may simply be followed as transfer participants. The CC
must be notified, and all documentation submitted to the SC Coordinator at
Westat before a decision is made.
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4.6.2 Documenting Randomized Ineligibles
If the SC becomes aware that a randomized participant was ineligible at the
time of randomization, the participant should be documented as a “random-
ized ineligible” on an Administrative Tracking Form (ATF) (Appendix A-4-
2). Upon the discovery of a randomized ineligible participant, the SC is not
required to complete a Protocol Violation Report. The CC will use ATF reports
to determine the number of randomized ineligible protocol violations that have
occurred for each SC within a given timeframe. It is therefore important that
the SC completes the “Method of Discovery” section of the ATF so it is clear to
NCI whether or not the participant provided accurate eligibility information
prior to randomization. Detailed instructions for completing the ATF and for
followup of randomized ineligibles are presented in Chapter 17.0.

The purpose of the ATF is to differentiate between the following types of situa-
tions that may involve randomization of ineligible individuals:

• Intervention and control individuals who were randomized in error (i.e.,
the participant provided information to the SC indicating his/her ineligi-
bility, but the SC failed to exclude him/her from the trial); 

• Intervention and control individuals who were randomized appropri-
ately based on information provided at the time of randomization, but it
was discovered after randomization, (e.g., from a review of the base-
line questionnaire, during screening or follow-up of screening, through
conversations with the participant, etc.) that the information provided
had been incorrect.

Refer to Appendix Appendix A-4-2 for specifications for completion of the
Administrative Tracking Form. (Note: The entry of the ATF form is no longer
available from the SMS.)

The Report of BQ/RAND Discrepancies (Appendix B-4-7: Report of BQ/
RAND Discrepancies), formerly called the Randomized Ineligible Report, is
automatically generated from Baseline Questionnaire data to identify poten-
tial randomized ineligibles. This report will identify participants whose Eligibil-
ity Screener shows that they are eligible but then later their Baseline
Questionnaire shows one or more exclusion criteria. If a discrepancy exists
between the Eligibility Screener and the BQ in terms of the participant’s his-
tory of PLCO cancer, data retrieval should be performed to verify physician-
confirmed diagnoses of cancer. The results of this data retrieval should be
listed on the ATF. If the Report of BQ/RAND Discrepancies lists a flexible sig-
moidoscopy or prostate specific antigen examination (PSA), it is not necessary
to perform data retrieval to confirm the timing of the examination. However,
an ATF must be completed for these cases. 

All individuals discovered to be ineligible at the time of randomization will con-
tinue to be followed regardless of the method of discovery. If a randomized
ineligible is in the screening arm of the trial, s/he should be offered all screen-
ing examinations unless the reason for ineligibility precludes screening. As
with all other participants, if a randomized ineligible refuses a screening test,
the test should not be performed.

4.7 Monitoring Participant Accrual
The SC Coordinator will monitor participant accrual throughout the recruitment
period. The following information will be monitored:
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• The number of participants who have been enrolled (out of the total
number identified); and

• The distribution of enrolled participants by age, gender and race.

Monitoring the number of participants who have been enrolled will allow the
SC Coordinator to compare recruitment progress to participant accrual goals.
Monitoring the distribution of enrolled participants by age and gender will allow
the SC Coordinator to assess whether the SC is enrolling 50% men and 50%
women and the distribution of enrolled participants within the four age strata.
Monitoring recruitment by race will allow the SC Coordinator to assess the
level of enrollment of minority individuals.

To facilitate this monitoring activity, the Randomization and Enrollment mod-
ule of the SMS will produce the following reports (Note: These reports are no
longer available from the SMS):

• Enrollment Status Report (Appendix B-4-3: Enrollment Status
Report): This report summarizes the number of participants who have
been randomized/enrolled during a specified month and year, and
cumulatively, and the distribution between intervention and control
groups.

• Enrollment Summary Report (Appendix B-4-4: Enrollment Summary
Report): This report summarizes the number of participants in each
randomization group, the mean age within each randomization group,
the mean age overall, and the number of males and females in each
randomization group. For the four age ranges, the report summarizes
the number of participants in each age range, the mean age, and the
number of males and females within each age range.

To facilitate the day-to-day management of SC operations, the SMS will also
produce the following reports (Note: These reports, with the exception of the
Study ID Assignment Report, are no longer available from the SMS).:

• Randomization Assignment Report (Appendix B-4-5: Randomiza-
tion Assignment Report): For a specified time period, this report shows
the group assignment (intervention or control), gender, date of birth,
and date of randomization for each Participant ID.

• Study ID Assignment Report (Appendix B-4-6: Study ID Assignment
Report): This report lists the name, Participant ID, randomization date,
gender, date of birth, modified date of birth, group assignment, and
telephone number for each individual enrolled in the study. The report
may be sorted alphabetically by last name or by Participant ID. It may
be used as a reference report for a variety of SC management tasks
and is for internal SC use only.

• TASR/RAND Comparison Report (Appendix B-2-11: TASR/RAND
Comparison Report): This report compares the data for potential partic-
ipants in the Tracking and Summarizing Recruitment (TASR) module
with enrolled participants in the Randomization and Enrollment (RAND)
module to highlight data inconsistencies as well as pending randomiza-
tions.

• Report of BQ/RAND Discrepancies (Appendix B-4-7: Report of BQ/
RAND Discrepancies): Formerly the Randomized Ineligible Report, this
report is generated from the Data Entry and Editing System (DEES)
and identifies possible randomized ineligibles based on participant
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responses to questions on the Baseline Questionnaire regarding per-
sonal cancers and prior use of PLCO screening examinations.

The following PLCO system function supports the development of customized
reports for management of SC randomization and enrollment activities. 

• Data Export: This function will allow the SC to export data from the
RAND data tables to files that may be used to produce customized
reports. Appendix E of the SMS User’s Guide/SMS Upgrade Documenta-
tion contains information regarding use of the data export option.

All of the above reports are designed for internal SC management use and
may be printed as often as necessary. Reports that contain participant identifi-
ers such as names, will be used internally at the SC, and their use and storage
will be controlled by the SC Coordinator.

4.8 Reporting Participant Accrual to the Coordinating Center
The SC Coordinator will transmit participant accrual data to the CC on a
monthly basis. Reporting will be done electronically through the transmission
option(s) available in the Data Transmission application of the PLCO computer
system. This module will automatically extract all data related to participant
accrual that must be reported to the CC. No participant identifiers will be
reported. Electronic data transmission is described further in the SMS User’s
Guide/SMS Upgrade Documentation.
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5.0 ADMINISTERING THE BASELINE 
QUESTIONNAIRE AND BASELINE LOCATOR 
FORM

5.1 Overview
A questionnaire will be administered to all eligible participants recruited into
the trial. The purpose of this questionnaire is to collect baseline information on
demographics, cancer risk factors and history of cancer screening. Participant
identifying and locating information will also be collected. Procedures for
administration and processing of the Baseline Questionnaire and Baseline
Locator Form are presented in the following sections. (Note: Entry of the
Baseline Questionnaire and Baseline Locater Form are no longer available from
the SMS.)

5.2 Administration of the Baseline Questionnaire and Baseline 
Locator Form
There are two versions of the Baseline Questionnaire, one for male partici-
pants (A-5-1) and one for female participants (A-5-2). The Baseline Question-
naire is used to collect information on demographics, occupational history,
personal and family cancer history, lifestyle habits and history of screening for
prostate, lung, colorectal and ovarian cancer. The Baseline Questionnaire is
designed as a mail out questionnaire to be self-administered by the study par-
ticipant. Although the Baseline Questionnaire has been designed for this
method of administration, it can also be administered by Screening Center
(SC) staff as an in-person interview during an SC visit or as a telephone inter-
view, if preferred.

Accompanying the Baseline Questionnaire is the Baseline Locator Form (A-5-
3). This form is used to collect information that will help the SC locate the par-
ticipant in the future, including name, address and phone information, Social
Security number, names of household members and two contact persons for
each participant.

The Baseline Questionnaire and Baseline Locator Form may be administered to
all PLCO participants either before or after randomization and enrollment have
been completed, but they may not be administered before eligibility has been
determined. Once eligibility has been determined, the Baseline Questionnaire
and Baseline Locator Form will either be mailed or administered by the SC
staff. If the Baseline Questionnaire is completed more than one month prior to
randomization, it should be administered again.

Regardless of whether the Baseline Questionnaire is administered before or
after randomization, the SC should make every effort to have it completed by
the end of the participant’s reporting window (1 month after randomization).
At the latest, the Baseline Questionnaire must be completed by the end of the
participant’s delinquency period (3 months after randomization).

Specifications for completion of the Baseline Questionnaires and Baseline
Locator Form are presented in Appendices A-5-1, A-5-2 and A-5-3.
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5.3 Preparing Mailings of the Baseline Questionnaire and 
Baseline Locator Form
The SC Coordinator may use the SMS to determine which participants are due
to complete the Baseline Questionnaire and/or Baseline Locator Form. The
Baseline Directive (Appendix B-5-1: Baseline Directive) generated from the
Requests Module of the SMS, lists the participants who are in their reporting
window for baseline forms but have not yet completed them. (Note: The
Baseline Directive is no longer available from the SMS.)

SCs who choose to mail out the Baseline Questionnaire and Baseline Locator
Form to study participants will be responsible for preparing and mailing the
two forms and all related materials, including a cover letter. Each SC will
develop their own cover letter for the Baseline Questionnaire and Baseline
Locator Form mailing. 

The mailing package will consist of a cover letter, the appropriate version of
the Baseline Questionnaire booklet (male/female), the Baseline Locator Form
and a postage-paid, return envelope. Prior to the mailing of questionnaires to
randomized participants, the SC is responsible for labeling the Baseline Ques-
tionnaire and Baseline Locator Form with the appropriate Participant ID label.
(Questionnaires that are mailed to non-randomized participants will require
linking the participant by name and date of birth when the Participant ID is
assigned after randomization.) The Participant ID labels and the address labels
for both the mailing envelope and the return envelope may be generated by
the individual tracking module of the Study Management System (SMS). Each
SC may determine whether it is preferable to use the SMS or some other SC
support system already in place for mailing efforts.

5.4 Receipt, Edit and Data Entry of Baseline Questionnaire and 
Baseline Locator Form Data
Baseline Questionnaire mailings will be done on a regular basis as determined
by the recruitment schedule of each SC. With each batch of mailings, the SC
will record in the SMS the date the package was mailed for each study partici-
pant. The SMS will allow the SC to record and review all activities associated
with the Baseline Questionnaire mailings, including keeping a record of the
first and latest mailing dates.

When the completed questionnaires are returned to the SC, the SC staff will
receipt them into the SMS. This may be done through interactive data entry,
through keyed batch receipt, or through an update of the SMS database from
DEES. Regardless of the method of receipt, the forms should be receipted as
expeditiously as possible since the system will not consider any activity as
having occurred until the associated form has been receipted. 

During the receipt process, the following data items are recorded in the SMS:

• date of birth (only entered during interactive data entry for purposes of
identification of the participant);

• race;

• education level;

• cancer status; and 

• date of completion 
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Note that if the date of completion is left blank on the questionnaire, the SC
should either contact the participant to obtain the correct date, or use an esti-
mated date of completion. (Refer to the specifications for completion of the
Baseline Questionnaire). 

Recording data on age, race and education level will allow the SCs to evaluate
and prepare reports on the demographic characteristics of the study popula-
tion. Recording data on cancer status will allow SCs to identify some random-
ized ineligibles and to monitor non-PLCO cancers.

A sample receipt control screen for the Baseline Questionnaire-Male is pre-
sented in Figure 5-1.

Receipt of the Baseline Locator Form will involve entering the form type and
the Participant ID into the SMS. All of the Baseline Locator data will also be
manually entered into the SMS. Because this data entry is time consuming,
the Baseline Locator Forms may be receipted in batch and their data entered
into the SMS at a later time. These data will be used for generating Follow-up
Locator Forms, for annual follow-up mailings, and for merge files for cover let-
ters to participants and physicians. A sample receipt control screen for the
Baseline Locator Form is presented in Figure 5-2.

Figure 5-1. Receipt Screen for Baseline Questionnaire-Male
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In addition to receipt into the SMS, the Baseline Questionnaire must be
scanned in the Data Entry and Editing System (DEES). Prior to scanning, the
SC staff will perform a manual edit of the form. During this edit, several open-
ended items will be coded including:

• Place of birth (Q.1)

• Cancers reported in family members (Q.21)

• Cancers reported in participant (Q.30)

Refer to the specifications for the Baseline Questionnaire (Appendices A-5-1
and A-5-2) for further information on coding these items.

After the manual edit and coding are completed, the Optical Mark Reader
(scanner) will be used to scan the form using the DEES. Computer edits will be
generated from this process which will identify inconsistent responses, missing
data, and incomplete information. (Refer to Chapter 17.0 and the DEES User’s
Guide/DEES Upgrade Documentation.) The computer edit will identify prob-
lems with data items, some of which will require data retrieval. Data retrieval
is described in the following section. 

After data retrieval is completed, the form will be updated, rescanned and
assigned a final disposition. See Chapter 17.0 for additional information on
processing PLCO forms.

5.5 Follow-up of Non-Respondents and Data Retrieval
The SC will conduct follow-up for non-respondents and for items on either the
Baseline Questionnaire or the Baseline Locator Form that require data
retrieval.

Figure 5-2. Receipt Screen for Baseline Locator Form
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Although each SC will establish a schedule for making follow-up attempts to
non-respondents, we recommend an initial recontact approximately three
weeks after the Baseline Questionnaire has been mailed. The SC may arrange
for either a reminder phone call, a second mailing of the Baseline Question-
naire, an in-person interview if the participant is coming to the clinic, or a tele-
phone interview.

Data retrieval will be conducted for key items on the Baseline Questionnaire
and the Baseline Locator Form as identified from the computer edit. The key
items on the Baseline Questionnaire are data that NCI has determined are crit-
ical for analysis. Since items on the Baseline Locator Form are necessary for
future contact of the participant, each SC will determine which are key for data
retrieval. The SC will contact the participant for completion of any critical data
item which is incomplete, missing, or illegible. The SC may, if desired, use this
opportunity to also obtain information regarding data items which are consid-
ered non-critical. Listed below are the critical data items of the Baseline Ques-
tionnaire requiring data retrieval:

If a participant fails to complete the Baseline Questionnaire before the end of
the delinquency period, the SC Coordinator will complete a Missing Data Form
to indicate that the data will not be collected. If no other reason is identified,
the reason for the missing data will be recorded as “Out of Window.” If the
participant returns the Baseline Questionnaire after a Missing Data Form has
been receipted in its place, the Missing Data Form should be deleted from the
SMS and the Baseline Questionnaire should then be receipted into the SMS.
Refer to the SMS User’s Guide/SMS Upgrade Documentation for instructions on
deleting Missing Data Forms from the system. (See Chapter 17.0 for additional
information on the Missing Data Form.)

There may be a small number of cases in which more than one Baseline Ques-
tionnaire is completed by the same participant. Some of the common situa-
tions involving duplicate Baseline Questionnaires and their resolutions are as
follows:

1. Situation: Based on the participant’s name, the SC may send a female
participant a Baseline Questionnaire - Male in error and it may be com-
pleted and returned by the male participant. 

Critical Data Items Question Number

Date of Birth Cover Page

Race 2

Smoking 10,12

Personal Cancer History 29,30

Live Births (Female) 41

Ovaries Removed (Female) 49,50

Prostate Surgery (Male) 38

Screening Exams (Female) 55,58-62

Screening Exams (Male) 43-47
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Resolution: Do not receipt and scan the questionnaire for the wrong 
gender. The SC should transcribe non-gender-specific information onto 
the appropriate blank, gender-specific form, and then contact the par-
ticipant to collect missing gender-specific data. If the wrong question-
naire was already receipted and/or scanned, it must be deleted from 
SMS and/or DEES. 

2. Situation: After randomization, the participant completed the ques-
tionnaire and returned it late (by mail). The SC considered the partici-
pant a non-respondent and sent another questionnaire. The two
questionnaires crossed in the mail. 

Resolution: In this case, the form completed on the earliest date 
within the reporting window should be receipted and scanned. If both 
questionnaires were receipted and/or scanned before the error was 
detected, the one with the later date should be deleted from SMS and/
or DEES. 

Before any forms are deleted, it should be verified that the multiple forms
were completed by the same person (rather than mislabeled). 

5.6 Monitoring Completion of the Baseline Questionnaire and 
Baseline Locator Form
Reports generated by the PLCO computer system will assist the SC Coordina-
tor in monitoring receipt of the Baseline Questionnaire and the Baseline Loca-
tor Form. These include:

• Open Forms Report (SMS) (Appendix B-17-8: Open Forms/Speci-
mens Report): This report will show delinquent or outstanding Baseline
Questionnaires and Baseline Locator Forms by individual Participant ID.

• Duplicate Report (DEES) (Appendix B-5-2: Duplicate Forms Report):
This report will list PIDs for which more than one Baseline Question-
naire is scanned.

• DEES/SMS Comparison (DEES) (Appendix B-17-4: Population Profile
Report): This report compares like data items between SMS and DEES
for forms receipted and scanned.

• SMS/DEES Synchronization Reports (DEES) (Appendix B-17-6:
Intervention Activities Report): This report identifies forms scanned in
DEES but not in SMS or receipted in SMS but not yet scanned.

5.7 Transmitting Data to the Coordinating Center
The Baseline Questionnaires and Baseline Locator Forms will be filed at the SC.
Data from the Baseline Questionnaire will be transmitted to the Coordinating
Center (CC) using the Data Transmission application module of the PLCO com-
puter system. Problems identified by the CC will be sent to the SC Coordinator
for resolution. Refer to the SMS User’s Guide/SMS Upgrade Documentation for
specifications on data transmission.
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6.0 SCHEDULING, CONDUCTING AND REPORTING 
BASELINE SCREENING TESTS AND 
ADMINISTERING THE DIETARY 
QUESTIONNAIRES

6.1 Overview
Screening Centers (SCs) will schedule and conduct baseline-screening visits
with all participants randomized to the intervention arm of the study. The
baseline-screening visit is referred to as T0. The purpose of this visit is to con-
duct screening tests for the PLCO cancers. Intervention participants will
undergo the following tests at the baseline visit:

The SC Coordinator will contact participants to schedule a baseline-screening
visit to take place within one month of the participant’s enrollment in the
study. The screening tests will be conducted according to the PLCO protocols
described in Chapters 10 through 15. All examinations for a study year should
be scheduled to take place in one visit to the Screening Center. Only if neces-
sary should the examinations take place in more than one visit. The SC Coor-
dinator will monitor the completion or non-completion of all required
examinations and study forms. The results of all screening tests will be trans-
mitted to the Coordinating Center (CC) on a monthly basis. The SC Coordina-
tor will also oversee the process of reporting screening test results to
participants and physicians. The following sections describe the scheduling,
conduct, monitoring, and reporting of the baseline screening tests. 

Also included in this chapter are procedures for administration and handling of
the PLCO dietary questionnaires. The Dietary Questionnaire (DQX) will be
administered to all intervention group participants at baseline and the Diet
History Questionnaire (DHQ) will be administered to all control group par-
ticipants at baseline (in addition to interventions participants at T3).

6.2 Scheduling the Baseline Screening Visit
The baseline-screening visit will be scheduled to take place within one month
after randomization and enrollment of the participant in the trial. This period of
one month is called the participant’s “reporting period.” During the reporting
period, the SMS has “expectations” that the screening exam forms will be
receipted. After a participant has moved out of his/her reporting period, i.e.,

All participants: Chest X-ray
Flexible Sigmoidoscopy

Women Only: Ovarian Palpation Examination** (This exam was discon-
tinued in December 1998)
Transvaginal Ultrasound*
CA-125II Blood Test*

Men Only: Digital Rectal Examination
PSA Blood Test
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Figure 6-1.
after one month, the SC should continue to attempt to collect data from the
participant (i.e., perform screening examinations) until three months past the
participant’s randomization date. This period from one month to three months
past the randomization date is called the “delinquency period.” During the
delinquency period, the SMS continues to have “expectations” for the data col-
lection forms. After three months, the SC should discontinue all attempts to
collect data until the following annual reporting window begins. (See Figure 6-
1 below). If, however, a participant requests screening outside his or her
annual activity window, the screening should be performed up to 1 month
prior to the T1 randomization anniversary date. (See Chapter 17.0 for a dis-
cussion of data collection outside the window). If the participant is unable to
complete the T0 flexible sigmoidoscopy examination during his or her activity
window, it may be performed at his or her request up to 1 month prior to the
T1 randomization anniversary date.

 

A brief description of how the SC will schedule appointments for a baseline
screening visit is given below:

• Appointments will be scheduled for participants who are currently in
their reporting window or their delinquency period, and who have not
completed all baseline-screening examinations.

• The SC may generate the Intervention Activities Report (Appendix
B-17-6: Intervention Activities Report) from the SMS. This report lists
participants who are currently in their reporting window or their delin-
quency period. Chapter 17.0 contains a detailed explanation of the
Intervention Activities Report. (Note: The Intervention Activities
Report is no longer available from the SMS.)

• The SC may also generate the Participant Overview Report (Appen-
dix B-17-7: Control Activities Report) which provides information about
the status of study activities for individual participants.

• Once participants who need appointments are identified, the SC staff
will contact the participants (by mail or phone) to schedule an appoint-
ment;

• Appointments will be recorded in a scheduling system. Each SC will
develop its own scheduling system for tracking participant contact and
appointment times. 

 Baseline Study Year T0
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• It is recommended that each participant be recontacted in advance of
the appointment date either by phone or mail and given the following
information:

< a reminder of the appointment time and place, with maps or park-
ing instructions, as appropriate;

< a description of each of the procedures; and

< instructions for preparing for the screening tests, such as how to
use enemas, etc. 

The SC may wish to develop “Participant Information Sheets” for this purpose.
Such information sheets must be approved by the NCI prior to distribution to
participants.

The SC Coordinator should aggressively attempt to reschedule no-shows and
cancellations within the reporting window.

6.3 Documenting Non-Participation
When the SC Coordinator attempts to schedule an appointment for the base-
line visit, s/he may encounter participants who are unable or unwilling to par-
ticipate in one or more study activities. In addition, there may be situations in
which the study protocol prohibits completion of a screening examination
(e.g., when a PLCO organ has been removed or when a PLCO cancer has been
diagnosed). Please refer to Chapter 7.0 for a complete discussion of non-par-
ticipation in screening activities.

When a participant does not complete one or more study activities, the SC
Coordinator will complete a Missing Data Form (Appendix A-17-1) or a Non-
response Form (Appendix A-17-2), depending on the situation. During the
period from the end of the delinquency period until the beginning of the follow-
ing year’s reporting period, the SMS has “expectations” for Missing Data Forms
instead of data collection forms. The completion of these forms at baseline is
described below.

6.3.1 The Missing Data Form
If a participant firmly refuses or is unable to schedule a baseline screening visit
or to complete all of the tests during the reporting window or the delinquency
period, but may be willing or able to complete study activities in the future,
the SC Coordinator will complete the Missing Data Form as follows:

• Record the SC identifying information on the top of the form and affix
the Participant ID label.

• Check the box for each baseline form that will not be completed.

• Record the study year code as “T0”.

• Record the reason code and the appropriate subcode indicating the rea-
son for the missing data.

• Receipt the form into the SMS and file it in the participant’s folder.

If the participant returns a questionnaire or undergoes screening after a Miss-
ing Data Form has been receipted for that activity, the Missing Data Form
should be deleted from the SMS and the appropriate data form should then be
receipted into the SMS. Refer to the SMS User’s Guide/SMS Upgrade Docu-
mentation for instructions on deleting Missing Data Forms from the system.
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6.3.2 The Nonresponse Form
If a participant firmly refuses or is unable to schedule a baseline screening visit
and will no longer participate in any aspect of the trial that involves participant
contact, such as screening visits and questionnaires, the SC Coordinator will
complete the Nonresponse Form as follows:

• Record the SC identifying information on the top of the form and affix
the Participant ID label.

• Check the reason for nonresponse and describe in detail medical condi-
tions, refusals and loss of contact. 

• Record the effective date (i.e. date of refusal, etc.).

• Receipt the form into the SMS and file it in the participant’s folder.

The Non Response Form should be completed at the discretion of the SC Coor-
dinator, but its use should be minimized. It should only be used when there is
no reasonable chance that the participant will be willing or able to participate
in study activities in the future.

Specifications for the completion of the Missing Data Form and the Nonre-
sponse Form are included as Appendix A-17-1 and Appendix A-17-2, respec-
tively. A further discussion of these two forms is given in Chapter 17.0.

6.4 Preparing for the Baseline Screening Visit
Before the baseline-screening visit, the SC Coordinator will prepare the follow-
ing study forms needed for the visit:

The Participant Control Record is described below in Section 6.5. The examina-
tion forms are described in Chapters 10 through 15. Note that female partici-
pants who do not have one or more ovaries intact will not be given
transvaginal ultrasound or CA125II exams. As of December 1998, the ovarian
palpation screening exam will no longer be performed for any female partici-
pants.

It is strongly recommended that SC office staff prepare the examination forms
in advance of the visit by affixing Participant ID labels to them and completing
the administrative section at the top of each form. Note: Only the administra-
tive section of the data collection forms should be completed in advance of the
visit. Pre-filling of other sections can result in data collection errors. It is also
recommended that the complete study folder containing enrollment docu-
ments, correspondence, medical record abstracts, etc., not be sent to the
clinic for the participant’s screening visit; only the documents related to the
screening should be sent to the clinic.

For Males: For Females:

Participant Control Record (PCR)
Blood Collection Form (BCF3)
Chest X-Ray Screening Examination 
Form (XRY2)
Flexible Sigmoidoscopy Screening 
Examination Form (FSG2)
Digital Rectal Screening Examina-
tion Form (DRE2)

Participant Control Record (PCR)
Blood Collection Form (BCF3)
Chest X-Ray Screening Examination 
Form (XRY2)
Flexible Sigmoidoscopy Screening 
Examination Form (FSG2)
Transvaginal Ultrasound Screening 
Examination Form (TVU2)
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6.5 Conducting the Baseline Screening Tests
According to the study protocol, the baseline screening visit should take no
more than two hours to complete. The SC is required to explain the procedures
to the participant in advance of the tests. As noted above in Section 6.2, this
may also be done in writing (via participant information sheets) in advance of
the visit. It is also recommended that the procedures be reviewed verbally
during the visit. This can be accomplished in an intake interview in which the
individual procedures and the flow of the visit are explained, and the partici-
pant’s questions are answered. The SC may wish to also take the participant’s
medical history and vital signs at this time (a required activity for the flexible
sigmoidoscopy examination - see Chapter 13.0). The procedures for conduct-
ing the screening tests are described in Chapters 10 through 15.

6.6 Documenting the Baseline Screening Visit
After each examination is completed, the examiner will document the results
of the examination on the appropriate screening examination data collection
form.

6.6.1 The Participant Control Record
A Participant Control Record, shown in Appendix A-6-1, will be used to
track the status of each screening test and level of referral for each test. The
Participant Control Record may be completed, in part, by each examiner, or
may be completed by staff at the end of the visit, based on a review of exami-
nation forms. The Participant Control Record will be completed as follows:

• At the beginning of the screening visit, the SC Coordinator will ensure
that the administrative section at the top of the Participant Control
Record is complete and that a Participant ID label has been affixed to
the form.

• The SC Coordinator will record the time the participant arrived at the
SC next to “Screening Visit Total: Time In.”

• The Participant Control Record will accompany the participant as s/he
goes from one examination to the next. The order of examinations,
however, will not necessarily proceed according to the order in which
the tests are listed on the Participant Control Record. Rather, the order
will be dictated by protocol restrictions and by the setup of the SC facil-
ities. (Protocol restrictions regarding the order for the blood collection,
flexible sigmoidoscopy and transvaginal ultrasound are described in
Chapters 10, 14 and 15, respectively.)

• The examiner will record the result of the examination in the Exam
Result column. Possible exam results are as follows:

AS=Positive Screen

AN=Negative Screen, Other Abnormalities

NG=Negative Screen, No Abnormalities

IN=Inadequate

• If the examination was not done, the SC Coordinator will record “ND” in
the “Not Done/Result Pending” column. If the result of the examination
is pending, the SC Coordinator will record “RP” in this column.
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• For all exams, the SC Coordinator will record a number in the Level of
Referral column to indicate the level of referral.

Possible levels of referral are as follows:

1 = Significant Abnormality, Referral

2 = Moderate Abnormality, Referral

3 = Slight Variation from Normal, No Referral

4 = Normal/Result Not Available, No Referral

An exam result of Positive Screen must have a level of referral of 1. An 
exam result of Negative Screen, No Abnormalities must have a level of 
referral of 4. 

• The examiner who assigned the final result to the examination should
record his/her ID in the Staff ID column. If the examination result is
pending (activity status of RP), the Staff ID should be left blank.

• At the end of the screening visit, the SC Coordinator will write the time
the participant left the SC next to “Screening Visit Total: Time Out.”

Specifications for the completion of the Participant Control Record are pre-
sented as Appendix A-6-1

At the end of the visit, before the participant leaves the SC, the SC Coordina-
tor will review the Participant Control Record to make sure that all required
tests were performed. If a screening test needs to be rescheduled, it should be
rescheduled for a date that is within the reporting window (i.e., within one
month of the randomization date), but not later than three months past the
randomization date. The rescheduled date will be noted in the SC’s appoint-
ment scheduling system.

After the visit, the examination forms must be entered into the Data Entry and
Editing System (DEES) and the Study Management System (SMS). Once the
exam forms are scanned and the Participant Control Record is entered, com-
puter edits will verify that the referral codes correctly correspond to the result
codes. In the majority of cases these edits will identify situations in which the
SC should modify erroneous coding. In rare cases where the SC reviews the
results and the mismatched coding is valid, procedures for results reporting
will be handled on a case by case basis. In these instances, the SC should con-
tact User Support for assistance. Please refer to Chapter 17.0 for a discussion
of PLCO forms processing.

6.6.2 Documenting a Duplicate Screening Visit
If a participant is inadvertently screened twice in the same study year, the
exams from the first visit should be considered the official PLCO exams. In
order to document the situation, the following steps should be taken:

1. Any blood collected at the second visit should either be discarded or
processed by the SC outside of the PLCO Trial.

2. The forms for the second visit should not be scanned. Instead, the
exam results should be entered into the Participant Status Screen.

3. The hardcopy exam forms from the second visit should be kept in the
participant’s file with a note (initialed and dated) documenting the situ-
ation.
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4. The participant and his/her physician should be informed of the error
and given the results of all exams (from both the first and second visit).

5. A Protocol Violation Report (Appendix A-17-7) should be completed and
sent to the CC.

6.7 Monitoring the Baseline Screening Tests
The SC Coordinator will monitor the completion of the baseline screening tests
for all intervention participants using the following SMS reports:

• Open Forms Report (Appendix B-17-8: Open Forms/Specimens
Report): This report will show all delinquent, incomplete or outstanding
forms for each participant. Since the receipt of forms and specimens
indicates the successful collection of study data, the SC Coordinator will
use this report on a regular basis for monitoring the status of interven-
tion participants during the study.

• Results Pending Report (Appendix B-6-1: Results Pending Report):
This report lists all participants for whom screening examination results
are pending (status of RP). The report shows the PID, study year, form
type, and examination date.

• Results Pending Three or More Weeks Since Exam Date (Appen-
dix B-6-2: One or More Exam Statuses = Results Pending Three or
More Weeks Since Exam Date): This report lists all participants for
whom at least one examination is still pending (RP status) three or
more weeks after the examination date. It shows the PID, study year,
exam date, status of all examinations, and date the Screening Test
Results Report was sent.

• Referrals for Exam Forms (Appendix B-6-3: Referrals for Exam
Forms): This report displays the referral levels assigned to individual
examinations. It may be requested for specific participant IDs, for all
examinations that took place during a range of dates or for all partici-
pants. The report may be sorted by PID, examination date, referral
code or study year.

• QA Checks Report (Appendix B-6-4: QA Checks Report): This report
prints discrepancies between the results of regular examination and
medical record abstract forms and their associated quality assurance
forms. It presents counts as well as a listing of discrepant cases.

• Examination Summary Report (Appendix B-6-5: Examination Sum-
mary Report): This report generates summaries of exams performed.
The user may select any combination of exams and a range of visit
dates. This is a four part report: (1) exams performed, (2) exams by
examiner ID, (3) exams by outcomes, and (4) outcome by examiner.

Instructions for generating and using the above reports are provided in the
SMS User’s Guide/SMS Upgrade Documentation. Reports can also be gener-
ated to track an individual participant’s status with regard to the baseline
screening tests. These reports are described in Chapter 17.0.

The SC Coordinator should attempt to resolve all problems related to the
screening tests and their associated forms before the participant moves out of
his/her reporting window. If a participant reaches the end of his/her delin-
quency period without completing all of the required study activities, the SC
Coordinator will complete a Missing Data Form to indicate which activities were
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not completed. If no other reason is identified, the reason for the missing data
will be recorded as Code 6 “Out of Window”, subcode 666.  

6.8 Reporting Results of the Baseline Screening Tests
The SC Coordinator is responsible for reporting the results of the baseline
screening tests to the participant, to the participant’s physician of choice, and
to the CC. The procedures for reporting results are described below.

6.8.1 Reporting Results Immediately After the Screening Exam
The SC may choose to provide preliminary verbal results of an exam to the
participant immediately after the exam. At this time the examiner should
remind the participant that written results will also be sent in 3 weeks. Regard-
less of the outcome of a screening exam, no recommendations for specific
methods of follow-up, such as colonoscopy, biopsy, etc., should be provided
either to the participant or to his/her physician. It is also a violation of the
PLCO protocol to provide follow-up recommendations based on information
obtained outside of the PLCO screening examination. If the examiner is con-
cerned about a participant’s level of risk (due to family history, past results,
etc.) s/he may want to encourage the participant to talk to his/her physician
about these issues. For example, the examiner may say: “due to your family
history of cancer, you may want to talk to your physician about the appropri-
ate way to monitor your health….” If the SC provides follow-up recommenda-
tions either verbally or in writing to either the participant or to his/her
physician, the SC must submit a Protocol Violation Report (Appendix A-17-7)
to the CC.

6.8.2 Generating the Screening Test Results Report (STRR)
The Screening Tests Results Report (STRR) (Appendix B-6-7: Screening
Test Result Report Not Sent Three or More Weeks Since Exam Date) may be
used to report test results to participants and their physicians. There will be a
version of this report for male participants and a version for female partici-
pants. This report will be automatically generated by the SMS upon receipt of
the blood test results from UCLA. The report can also be reprinted, if neces-
sary (refer to the SMS User’s Guide/SMS Upgrade Documentation for more
information on generating the Screening Tests Results Report). Note: Since
the STRR may be automatically generated when the blood test results are
received, the SC must be sure to generate the STRRs for participants who did
not undergo the PSA/CA125II blood test or those samples that were not
shipped. 

  The Screening Tests Results Report will contain the following information:

• Participant Name;

• Participant Address;

• Participant Telephone Number;

• Study Year;

• Examination Date;

• Results of Examinations; and

• Type of test, analysis lab, and reference range (for blood assays).
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The report will list only those examinations appropriate to the participant’s
gender.

Several copies of the STRR should be made. One copy of the STRR will be sent
to the participant, one copy will be filed in the participant’s folder at the SC,
and one or more copies may be sent to physicians as appropriate.

The SCs should generate all STRRs regardless of results, or lack there of. For
example, a woman without ovaries will not have any results after her T4 visit
but an STRR documenting the visit should still be generated and filed in the
participant’s file for record keeping purposes. In addition, the SC may want to
draft a letter to be sent to acknowledge and appreciate participant efforts even
when there are no results to report. The SC should submit such a “No Results”
letter to NCI for approval, with a copy to the CC. 

6.8.3 Reporting Results Using an SC-Designed Report
The SC may elect to send notification of the test results using a form other
than the Screening Test Results Report generated from the SMS. The SC-
designed form must include all of the elements listed above. In addition, SCs
not sending the SMS STRR must generate one copy of it for the participant’s
file, in addition to maintaining a copy of the SC-designed report that was sent
to the participant and physician. The SC should submit such a "No Results"
report to NCI for approval, with a copy to the CC. 

6.8.4 Reporting Detailed Findings of the Examinations
If a SC wishes to report detailed findings to participants and/or physicians (to
supplement the Screening Test Results Report), the SC may use the Screen-
ing Examination Reports that are available in DEES (Appendices B-11-1
through B-15-1). If the SC uses some other method to report detailed find-
ings, the SC must obtain NCI approval of such reports. In addition, a copy of
detailed findings reports that are sent to participants and/or physicians must
be filed in the participant’s study file. 

6.8.5 Reporting Results of the Screening Tests to Participants and 
Physicians

Screening test results will be sent to participants and physicians with a sepa-
rate cover letter. Each SC is responsible for drafting its own cover letters, how-
ever the letters must include the elements described below.

  The participant letter must include:

• A disclaimer stating that the examination is a screening examination,
not a comprehensive examination;

• A statement advising the participant to seek medical attention in the
case of abnormal screening test results; 

• A statement that the results have been sent to his/her physician of
choice (if he/she provided the name of a physician); and

• The SC telephone number and the SC Coordinator’s and Principal
Investigator’s names for any questions or concerns the participant may
have.

The physician letter must include:
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• A statement that the PLCO trial is a NCI sponsored scientific study
designed to evaluate screening tests for prostate, lung, colorectal and
ovarian cancer;

• The name and date of birth of the participant whose results are being
reported;

• A disclaimer stating that the examination is a screening examination,
not a comprehensive examination;

• A statement indicating that the participant has been advised to seek
medical attention in the case of abnormal screening test results; 

• A statement encouraging the physician to see the participant for diag-
nostic follow-up of abnormal screening tests;

• A statement inviting the physician to contact the SC for more informa-
tion regarding the diagnosis and treatment of PLCO cancers; and 

• The SC telephone number and the SC Coordinator’s and Principal
Investigator’s names for any questions or concerns the physician may
have.

A sample participant results letter is presented in Appendix C-6-1. A sample
physician results letter is presented in C-6-2. All cover letters must be
approved by NCI prior to use at the SC.

Participants and physicians should be notified in writing of all test results
within three weeks of the screening visit. A copy of all written correspondence
to participants and physicians should be kept in the participant’s study file. The
SC Coordinator should monitor the mailing of test results on an ongoing basis.
See Section 6.7 

At the beginning of the study, each participant will be asked to provide the
name, address, and telephone number of his/her primary care physician on
the Baseline Locator Form. The SC will send the participant’s test results to
this physician. During the baseline screening visit, the SC staff should confirm
with the participant that this is the appropriate physician to whom results
should be sent, and that the name and address are correct. If a participant
does not have a physician, or if a specialist is needed to follow-up a positive
screening test result, the SC Coordinator will, at the participant’s request,
advise him/her to consult an appropriate physician, and will send the partici-
pant’s screening test results to this referral physician. Participants and primary
care physicians will be notified of both normal and abnormal test results. It is
acceptable to send referral physicians the results of abnormal tests only.

6.8.6 Correcting an Erroneous Results Report
If it is discovered that incorrect results were sent to the participant or his/her
physician, the correct results must be reported, regardless of the type of error
(underestimate or overestimate of seriousness). The manner and timing of
this reporting should be handled on a case by case basis at the discretion of
the screening center. In addition to reporting the correct results, the SC should
also report this error to the CC as a protocol violation.

In situations where a DE form was completed, receipted and scanned for an
erroneous “AS” exam—and no cancer was diagnosed—the DE form should be
deleted as follows:

1. Update the hardcopy screening exam form with the correct exam
result;
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2. Delete the DE screening exam from both the SMS and DEES;

3. Rescan and re-edit the screening exam form in DEES;

4. Update SMS from the DEES screening exam data (or update the SMS
exam result on the PCR interactively);

5. Review the cancer data on the SMS Participant Status Screen for
appropriate data;

6. Contact PLCO User Support if the cancer suspicion record still appears
on the Participant Status Screen for the exam form;

7. Record a note on the hardcopy DE form explaining why the DE was
completed, initial and date it, and file it in the participant’s file; 

8. Report the correct results with an explanation of the circumstances to
the participant and his/her physician.

6.8.7 Making Referrals for Abnormal Examinations
All participants with a positive screen must be referred for follow-up with an
appropriate specialist. Each SC is responsible for referring participants to
appropriate medical professionals in accordance with standard practice at the
SC. Participants with negative screening results but one or more significant
abnormalities may also be referred for follow-up at the discretion of the SC. In
some cases, the SC may wish to refer a participant “internally,” that is, to a
medical professional associated with the SC, for a review of a positive result. 

6.8.8 Internal Referrals
An internal referral involves the review of a positive lung screen by a SC physi-
cian or other qualified individual. In most cases, an internal referral entails a
review of the examination data by the physician, and not an actual clinical
examination of the participant. If the internal referral physician determines
that further follow-up is necessary, the participant will then be referred “exter-
nally” to a physician of his/her choice. In some cases, the review may be per-
formed by a nurse or other qualified individual. Internal referrals can be made
for only lung examinations. If an internal referral indicates that an abnormality
is stable and there has been no change, the SC is not required to refer the par-
ticipant externally, but the SC must report the results of the PLCO examination
and the internal referral to the participant and to the participant’s physician of
choice. If the participant requests an additional referral, the SC must refer the
participant externally. 

Reporting the results of internal referrals may be accomplished via an addition
to the Screening Test Results Report or to the cover letter that accompanies it,
or by some other type of written communication.  

Internal referrals do not in any way affect chest x-ray results. All chest x-ray
results should be assigned in accordance with the PLCO protocol, regardless of
the results of any prior examinations or any subsequent referrals. For exam-
ple, if a T0 chest x-ray shows an abnormality that is suspicious for cancer, the
result of the exam must be recorded as “Positive Screen.” If a subsequent
internal review reveals that a film taken prior to the participant’s enrollment in
the study showed the same abnormality and there has been no change, the
result of the T0 examination is still “Positive Screen.” 

Internal referrals represent the first step in the follow-up of a positive screen.
The result of an internal referral resulting from a positive screen must be doc-
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umented on a Diagnostic Evaluation Form (see Chapter 8.0), and not on the
chest x-ray examination form. If there is a subsequent external referral for the
positive screen, it should also be documented on the same Diagnostic Evalua-
tion Form.

6.8.9 Monitoring the Reporting of Results
The SC Coordinator will monitor the timeliness of reporting screening exami-
nation results using the following SMS report:

Screening Test Result Report Not Sent Three or More Weeks Since
Exam Date (Appendix B-6-7: Screening Test Result Report Not Sent Three or
More Weeks Since Exam Date): This report lists all participants whose screen-
ing visit took place three or more weeks previously, but a Screening Test
Result Report has not been sent.

6.8.10 Transmitting Results of the Screening Tests to the Coordinat-
ing Center

The SC Coordinator will transmit screening test results to the CC on a monthly
basis. This will be done through the Data Transmission application of the PLCO
computer system. When the SC Coordinator runs this application, the com-
puter will automatically extract the data that should be reported to the CC.
Refer to the Network User’s Guide/Network Upgrade Documentation for infor-
mation on transmissions.

6.9 Dietary Questionnaires
As part of the studies of cancer etiology being conducted in conjunction with
the PLCO trial, all intervention group participants will have blood drawn for
storage at an NCI biorepository (see Chapter 10.0) and will be asked to com-
plete the self-administered Dietary Questionnaire (DQX) at baseline. See
Appendix A-6-2 for the DQX and its specifications for completion.

In December 1998, a second dietary questionnaire was added to the PLCO
Cancer Screening Trial. The Diet History Questionnaire (DHQ) is a 40-page
opscan form designed to collect a wide range of nutritional information (see
Appendix A-6-3 for the DHQ form and its specifications). 

The DHQ will be administered to all control participants at baseline (T0) and all
intervention participants at T3. Because some participants will have already
moved through these activity windows at the time of implementation, there
will be a backlog of participants. This backlog will consist of Intervention par-
ticipants who have moved through their T3 window, and Control participants
who have moved through their T0 window. NCI has specified that backlog par-
ticipants receive the DHQ at their next randomization anniversary and that this
backlog be eliminated within two years of the initiation of the DHQ effort (by
December 2000). 

Any individuals who participated in the DHQ pilot will not be required to com-
plete the DHQ (regardless of which form, if any, they completed during the
pilot). Westat will enter MDF records into SMS for the DHQ for all pilot partici-
pants. Hardcopy MDFs will not be required for these participants. In addition,
any control participants who mistakenly complete the DQX will not be
approached to complete another dietary questionnaire. Such errors may have
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occurred if a control participant was randomized a second time as an interven-
tion and mistakenly given a DQX. 

This section provides instructions for administering, receipting, editing and
shipping the PLCO dietary questionnaires.

6.9.1 Administration of the Dietary Questionnaire (DQX)
The SC Coordinator may use the SMS to determine which participants are due
to complete the DQX. The Baseline Directive (Appendix B-5-1: Baseline
Directive) generated from the Requests Module of SMS lists the participants
who are in their reporting window for the Dietary Questionnaire but have not
yet completed it. (Note: The Baseline Directive is no longer available from the
SMS.)

The DQX should be given to each intervention participant at the beginning or
end of the baseline screening visit (T0). The participant should be asked either
to complete it during waiting times at the clinic or to take the questionnaire
home, complete it and mail it back to the SC. Depending upon the SC enroll-
ment procedures, it may also be appropriate to give the DQX during an orien-
tation session and then ask the participant to return the form at the T0 visit. 

Although the form is designed to be self-administered, it can be interviewer-
administered either in-person or via telephone, at the discretion of the SC
Coordinator. Specifications for the form appear in Appendix A-6-2

Intervention participants who are in their baseline study year and for whom
biorepository blood specimens are not collected, should still complete the
Dietary Questionnaire. 

6.9.1.1 Preparation
To prepare the DQX for distribution to the participant, the following steps
should be taken:

1. The Requests option in FAST (no longer available) can be used to deter-
mine which participants need to complete a DQX form. (See SMS User’s
Guide/ SMS Upgrade Documentation.)

2. Apply a Participant ID label to the front of the form (in the left corner).
Please be sure that the PID label is straight and the bar code portion is
closest to the edge of the form.

3. Clip a postage-paid return envelope to the questionnaire booklet.

4. Use the Requests/Mailing option to enter the date the questionnaire is
given/mailed to the participant into the Forms and Specimens Tracking
Module of the SMS. (See SMS User’s Guide/ SMS Upgrade Documenta-
tion.)

6.9.1.2 Timeframe
The timeframe for the completion of the DQX is the same as for the Baseline
Questionnaire. It should be completed, if possible, by the end of the partici-
pant’s reporting window (1 month after randomization) and at the latest, by
the end of the delinquency period (3 months after randomization).
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6.9.2 Administration of the Diet History Questionnaire (DHQ)

6.9.2.1 Scheduling
The SMS can be used to determine which participants need to complete the
DHQ. NCI has required that the DHQ be administered to all backlog partici-
pants within the first two years of the DHQ effort. To allow this, the DHQ
expectations are designed so that the current DHQ participants and the “old-
est” backlog participants (T4 and T5) are addressed in the first year of the
DHQ effort (December 1998 to December 1999). The remaining “younger”
backlog (control participants who at the time of implementation were in their
T1 - T3 windows) are addressed in the second year of the DHQ effort (Decem-
ber 1999 to December 2000). 

According to these expectation requirements, the following participants will be
listed as requiring a DHQ in the specified timeframes: 

Figure 6-2. Schedule for Administration of the DHQ

Expectations will be triggered in the following manner: (same as for the ASU)

• 30 days prior through one month after the randomization date or anni-
versary, the DHQ status will be “outstanding;” 

• between 1 and 3 months (90 days) after the randomization date or
anniversary, the status will be “delinquent;” and 

• after 90 days have past since randomization or the anniversary date,
the expectation will switch to “MDF-DHQ.” This expectation will remain
until and MDF-DHQ is receipted. 

Note: All MDF-DHQs should be receipted by the SCs before the 
opening of the participant’s next study year to prevent resetting 
of the DHQ expectation in the subsequent year. 

Note: If an SC is concerned about the participant burden associated 
with the administration of the DHQ in conjunction with the ASU or other 
PLCO activities, they may administer the DHQ outside of the activity 
window. If an SC administers the DHQ outside of the activity window, 
this time delay (amount of time between the activity window and 
administration of the DHQ) should be as uniform as possible for all par-
ticipants. If they decide to administer these questionnaires months 
after the randomization anniversary, the system will still show the reg-
ular windows in terms of outstanding, delinquent and MDF expecta-
tions. The Requests module will still reflect the standard activity 
window rules. In these cases, the SC can use the Individual Directive 
(IDIRECTIVE) option of the Requests module to determine which par-
ticipants need the DHQ and to generate a mail merge file.

First Year (Starting 12/98) Second Year (Starting 12/
99) 

All following years 
(Starting 12/00)

Current Intervention, T3
Control, T0

Intervention, T3
Control, T0

Intervention, T3

Backlog Intervention, T4, T5, T6
Control, T4, T5, T6

Control, T1, T2, T3 Control, T0
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6.9.2.2 Generating a Mailing List
The SCs will have the option of mailing the DHQ either alone or with the ASU.
Regardless of which option they choose, the DHQ directive must be generated.
This directive is required for all mailings because there may be participants
who, at the time of the DHQ mailing, may have already completed or may not
require the ASU (such as control participants at baseline).

Option 1: Mail the DHQ Alone

To prepare a mailing for the DHQ, the SCs can determine who requires 
the form by using the Directive option of the Requests module to gen-
erate the following directive:

DHQ directive: (Required) (Appendix B-6-10: DHQ Directive/Late 
Directive) This directive will list all participants who are due for their 
DHQ. It will not include those participants who were already mailed a 
DHQ with the ASU (those from the combined ASU/DHQ directive, see 
below). Because there will be participants who do not require the ASU 
but may still need the DHQ, it will be essential for the SCs to run this 
report. For example, when the DHQ window opens, some participants 
may have already completed their ASU for that study year. For those 
SCs that are not combining the ASU and DHQ mailings, this will be their 
only resource for identifying to whom the DHQ should be sent. (For 
more information see the SMS User’s Guide and the SMS Upgrade Doc-
umentation.) 

Option 2: Mail the DHQ with the ASU

For backlog control participants and intervention participants, the SCs 
may wish to add the DHQ to the ASU mailing. To prepare a combined 
ASU/DHQ mailing, the SCs can determine who requires these forms by 
generating the following directive:

ASU directive: (Appendix B-7-1: ASU Directive - Participant due for 
New Form) While running this directive, the SCs will be prompted with 
the question “Do you want to mail the DHQ too?” If they say yes, the 
report will list all those participants who require an ASU and a star will 
indicate those who also require a DHQ. When the SCs create a merge 
file for mailing, these participants will be “flagged” such that they will 
not appear on the DHQ directive. Unlike expectations, this directive will 
include those DHQ participants who, upon implementation of the DHQ 
effort, enter their DHQ expectation cycle as “delinquent” or “MDF-DHQ” 
- but only if they still require the ASU. (For more information see the 
SMS User’s Guide and the SMS Upgrade Documentation.)

Note: The SCs will also have to run the DHQ directive to identify those 
participants who do not require an ASU but do still need to complete 
the DHQ.

6.9.2.3 Preparation of the DHQ
To prepare the DHQ for distribution to the participant, the following steps
should be taken:
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• Generate the DHQ Directive to determine which participants need to
complete a DHQ. (As mentioned above, the ASU directive can also be
used to identify participants who require the DHQ.)

• Apply a Participant ID label to the front of the form. The PID label
should be placed in the label box in the bottom right corner (the lines in
this box represent the correct orientation of the barcode portion of the
label). The SCs should be sure that the PID label is on straight and the
bar code portion is closest to the spine of the form.

• Clip an approved DHQ cover letter and a postage-paid return envelope
to the questionnaire booklet. (See Appendices A-6-3 and C-7-4 for
sample cover letters.)

6.9.2.4 Administration 
The DHQ is designed to be a self-administered questionnaire. In pilot testing of
the form among PLCO participants, respondents needed an average of 60 min-
utes to complete the form, with most individuals needing little or no help.

The DHQ should be given to each control participant at baseline (T0). Inter-
vention participants will complete the DHQ while in their T3 window. The T0
administration should involve mailing the DHQ within the first 3 months after
randomization, and the T3 administration should involve mailing the DHQ
within the first 3 months after the third anniversary of randomization. Backlog
intervention participants (those intervention participants who have already
exited their T3 window) should receive the DHQ by mail at their next random-
ization anniversary. As for the backlog control participants (those control par-
ticipants who at the initiation of DHQ activities have already exited their T0
window), half will receive the DHQ in the first year of DHQ administration, and
half will receive the DHQ in the second year of administration, as specified in
Table 1.

The SCs are required to give or send the DHQ to participants within their activ-
ity window (one month prior to three months after randomization or the ran-
domization anniversary). The SCs can determine whether or not it would be
effective to send the DHQ with the ASU, mail it alone, or distribute it in person
at the clinic. If a SC does decide to mail the DHQ with the ASU, it is very
important that they closely monitor response rates, as NCI requires the SCs to
maintain a minimum 90% response rate for the ASU.

Although the form is designed to be self-administered, it can be interviewer-
administered either in-person or via telephone, at the discretion of the SC
Coordinator. A copy of the DHQ specifications for completion can be found in
Appendix A-6-3

6.9.3 Receipt and Editing the Dietary Questionnaires

6.9.3.1 Receipt
Upon return of the completed DQX and DHQ forms, they should be receipted
into the SMS. (Note: Receipt of the DQX Form is no longer available from the
SMS.) The questionnaires should be receipted as expeditiously as possible
since the system will not consider this activity to have been completed until
the questionnaire has been receipted. Receipting dietary questionnaires
involves entering the form type, Participant ID, and completion date into SMS. 

If a dietary questionnaire is returned more than 3 months after it is mailed, it
should still be receipted and sent to National Computer Systems (NCS).  
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6.9.3.2 Editing and Data Retrieval
After the questionnaire is receipted and before it is sent to NCS for processing,
the SC staff should perform a manual edit. This edit should involve the follow-
ing steps:

1. Check the form for completeness and machine readability. This includes
verifying the correct placement of the PID label. If the form is com-
pleted in blue or black ink instead of in pencil, there is no need to tran-
scribe the responses onto a new form using pencil.

2. Check that the PID, gender, date of birth, and form completion date (or
“today’s date”) are valid and scannable (i.e. PID is bar coded, date bub-
bles are darkened). These are critical items so if they are invalid, data
retrieval is required. It is acceptable to use participant files, rather than
participant contact, to verify or correct gender and date of birth. 

Note: The SC can estimate the completion date (or “today’s date”) by
using the date the form was receipted. For, example, if the form was
returned without a completion date and receipted at the SC on 10/19/
97, then the estimated date of completion would be this receipt date,
10/19/97. In order to keep a record of the forms with estimated com-
pletion dates, the SCs should put a flag in the SMS DQX or DHQ receipt
screen, noting the estimated date.

3. If information is present on the questionnaire but the participant did
not fill it out in a manner suitable for optical scanning, SC staff should
correct the form to the extent possible. This applies to items that are
not zero-filled or those responses that are circled or checked rather
than darkened. Answers should not be changed or adjusted for consis-
tency reasons.  Answers should only be changed if they are part of the
data retrieval information provided by the participant.

4. Check that there are no extra note cards or loose pages of comments
attached by the participant. Any notes, comments, complaints, etc.,
should be separated from the forms and carefully reviewed. When loose
pages are separated from the forms, the SC should be sure to mark on
the pages the PID and the batch number of the corresponding ques-
tionnaire. Only op-scan forms and transmittal/batch sheets should be
forwarded to NCS. SCs should check each form for other study forms
such as an ASU or FLF, as well as for inserted sheets or sticky notes,
because these may disrupt the scanning process. SCs should carefully
note on each loose sheet that is found the PID and batch from which it
came, and store the original sheets in the participant’s file. In addition,
the SC should keep a log of complaints regarding the dietary question-
naires, so that NCI can decide if further action needs to be taken
regarding complaints. Copies of this complaint log should be sent to the
CC on a quarterly basis.

5. Since the DHQ does not have a forms processing box, attempted data
retrieval should be noted either in the pink box on the cover of the form
or next to the actual data item. All notes should be made in red pen or
pencil and initialed and dated. Notes should not be made near the
skunk marks or data bubbles. See the DHQ form completion specifica-
tions for more information regarding the correction of participant
responses after data retrieval is conducted. 

Note: Due to the increased time burden caused by the introduction of
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the new DHQ, a manual review of non-critical items is no longer
required. Computer edits at the CC will identify forms where ten or
more consecutive items (which require completion) or an entire page or
more has been skipped. In these cases, the forms will be returned to
the SC for data retrieval. Occasional missing items (foods, portion
sizes, or additional questions) are not major omissions and data
retrieval for these items is at the discretion of the SC Coordinator. 

6.9.4 Monitoring Dietary Questionnaire Completion

6.9.4.1 Tracking
The return of the DQX and DHQ will be tracked in SMS in the following man-
ner:

• Up to 1 month after a participant’s randomization date, the Open Forms
Report (see description below) will list a DQX or DHQ that has not been
returned and receipted in SMS as outstanding. 

• If the questionnaire still has not been returned during the period 1-3
months after the participant’s randomization, the Open Forms Report
will list the dietary questionnaire as delinquent. 

• If the dietary questionnaire has not been returned within 3 months
after the participant’s randomization anniversary, it will show-up as
MDF-DQX Outstanding or MDF-DHQ Outstanding. In these cases, a
Missing Data Form (MDF) should be receipted for the missing dietary
questionnaire. After this 3-month period has passed, the SC should no
longer ask the participant to complete the form; however, if the partic-
ipant does return it after the end of the 3-month period, the SC should
delete the MDF and receipt the dietary questionnaire.

• The SMS may also be used to facilitate mailings of the DQX and DHQ.
An initial mailing date will be tracked by the system. Three weeks after
the initial mailing date and up to three months after the participant’s
randomization or randomization anniversary date, the SMS may be
used to generate a merge file and to print mailing labels for dietary
questionnaires that have not been receipted into SMS.

6.9.4.2 Reports and Directives
The following reports and directives generated by the SMS will assist the SC in
monitoring receipt of dietary questionnaires:

• Open Forms Report (Appendix B-17-9: Production Edit Report): This
report will show all delinquent or outstanding forms, by individual PID.
It can be used to identify those participants who have not returned a
dietary questionnaire.

• Participant Overview Report (Appendix B-17-10: Participant Over-
view Report): This report gives a summary of the study information for
a participant such as PID, Randomization Date, Randomization Group,
Participant Name, Gender, Date of Birth, and Address. Other vital sta-
tus and cancer information are also presented, as well as forms
receipted or outstanding and exam results. This report can be run for
selected PIDs or for a block of participants according to their random-
ization date.
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• Requests Module in SMS: This module gives the ASU, DHQ, DQX,
Late, and Individual Directives. These can be used to determine which
participants are expected to complete the DQX, DHQ, and ASU. Here
(except for the Idirective) SCs will have the option of combining the
DHQ information with the ASU. The Mailing Option of this module also
allows you to document the date a mailing file was generated.

6.9.4.3 Duplicates
SMS should also be monitored for the detection of duplicate dietary question-
naires. If a duplicate is detected, SMS will reject the duplicate entry (for more
information see the SMS User’s Guide). This duplicate form should not be
shipped to NCS, instead the SC should keep the form. If duplicate forms are
received, the SC should take the following steps:

1. Verify that the forms were completed by the same person, rather than
just mislabeled.

2. If they are from the same person, the form completed on the earliest
date within the reporting window should be considered the official study
questionnaire. This questionnaire should be receipted.

3. Only the official dietary questionnaire should be sent to NCS. The other
form should be placed in the participant’s file with a note explaining the
situation. 

4. If the incorrect form was already sent for processing, notify Beth
Bridgeman at Westat as soon as the error is discovered. This notifica-
tion may be made by telephone, fax, or email.

6.9.5 Follow-up of Non-Respondents

6.9.5.1 Non-Respondents
The SC Coordinator should be prepared to carry out follow-up activities for
those participants who do not return dietary questionnaires within three weeks
of administration. Non-respondents should be contacted to determine if a sec-
ond questionnaire should be sent. For the DQX, the number and type of con-
tacts made is left to the discretion of the SC.

In contrast to the DQX, follow-up is required for those participants who do not
return the DHQ within three weeks of administration or who have submitted an
unacceptable questionnaire (see manual editing guidelines above). Non-
respondents should be contacted once by telephone to remind him/her to
complete the questionnaire and to determine if a second questionnaire should
be sent. The following guidelines should be used to reach participants:

1. Up to three attempts may be made to contact a participant by tele-
phone;

2. Each call should be placed on a different day of the week (Monday
through Friday);

3. The calls should be made at different times each day (morning, after-
noon, evening); and 

4. The first and last calls should be separated by at least one week.

The SC will devise a strategy to ensure a high contact rate. If necessary, this
may include contacts in the evening or on weekends. If the questionnaire has
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been lost or misplaced, the center will provide one more complete mailing to
the participant (if s/he is still in the DHQ activity window). 

The Requests module of SMS will allow the SC to identify those participants
who have not returned their dietary questionnaire and are still within the
reporting window. The ASU Late directive (Appendix B-7-2: ASU Directive -
Late Respondents) will give the option of combining this with the DHQ. The
ASU Individual directive will not have this combined option. In these
instances, the SCs will have to run the DHQ Individual directive. The SMS
will support a second mailing by producing listings of outstanding question-
naires and allowing the SC Coordinator to generate merge files and print mail-
ing labels. The labels can be prepared for all outstanding forms; for those
forms that have not been returned within a specified number of days; or for a
specific Participant ID. (See SMS User’s Guide/SMS Upgrade Documentation
for more information.) 

6.9.5.2 Missing Data Forms (MDF)
If a participant refuses to complete the dietary questionnaire or fails to com-
plete the form by the end of the delinquency period, the SC Coordinator will
complete a MDF to indicate that the data will not be collected. If no other rea-
son is identified, the reason for the missing data will be recorded as Code 6
“Out of Window,” subcode 666. If the participant returns the dietary question-
naire after an MDF has been receipted in its place, the MDF should be deleted
from the SMS and the DQX or DHQ should then be receipted into the SMS.
Refer to the SMS User’s Guide/SMS Upgrade Documentation for instructions on
deleting Missing Data Forms from the system. (See Chapter 17.0 for additional
information on the Missing Data Form.) The hardcopy MDF should be kept in
the participant’s file with a note explaining the situation.

6.9.6 Shipping Completed Dietary Questionnaires to NCS

6.9.6.1 Schedule
Once each month, completed dietary questionnaires should be batched and
shipped to National Computer Systems (NCS) for processing. As of July 2002,
all completed DQXs will be mailed to Beth Bridgeman at Westat. Shipments
should be made so that they are received at NCS within the first 10 working
days of each month. Each year the SCs will be provided a DHQ/DQX Shipment
Schedule outlining the appropriate shipment dates and cut-off dates. If, for a
particular month this schedule is not possible, the SC must contact Data Prep.
at NCS and Beth Bridgeman at Westat to notify them of a delayed or non-exis-
tent shipment (see Appendix A-6-4 for the Shipment Notification Fax). If a
shipment is received by NCS after the cut-off date for that month, NCS will
hold the forms and scan them with the following month’s shipment.

Generation of shipping address labels is available through the SMS. Starting
January 1, 1999, questionnaires should be sent via a traceable mail service
such as certified mail, UPS, FedEx, etc. to the following address: 

Pearson NCS
Attn: Finishing
1313 Lone Oak Road
Eagan, MN   55121
FAX: (651) 681-6221

Note: The SCs should also be sure to list a return address on each package.
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6.9.6.2 Preparation of Shipments
The following tasks should be completed in order to prepare a dietary ques-
tionnaire shipment:

1. Generate a DQX Transmittal Log and a DHQ Transmittal Log for
this shipment. The transmittal lists the Participant ID of each receipted
questionnaire not previously shipped. (See the SMS User’s Guide/SMS
Upgrade Documentation for more information on generating a trans-
mittal). After the 4.3 upgrade (December 1998), the SMS will automat-
ically group receipted DQXs and DHQs into separate batches of 35 and
assign batch numbers. The first page of the transmittal will give the
total number of forms in this shipment and each page will give the
batch total (one batch per page).

2. Modify the transmittal log shipping date to reflect the date you plan to
ship that month’s forms. Transmittals should always be generated for a
given month prior to transmitting data to the CC, to ensure that the
data delivered to the CC will be current for the dietary questionnaire
receipts and shipments. By doing this, all of the forms sent to NCS or
Westat in a given month may not have the same date in their batch
number but they will have the same ship date.

Note: Rather than generating all of the dietary questionnaire transmit-
tals for a monthly shipment at once the SC may generate batch trans-
mittals on an ongoing basis. This way, the task of ordering the forms by
PID is much more manageable. If the SC is not planning to ship that
day, they should change the ship date in SMS to the anticipated ship
date. By doing this, all of the forms sent to NCS in a given month may
not have the same date in their batch number but they will have the
same ship date.

3. For each batch, organize the questionnaires in Participant ID order, the
same order in which they appear on the transmittal. 

4. Review the transmittal against the actual hard copy questionnaires. If
any are lost or are not ready to be shipped, they should be crossed off
the transmittal. Then, it is necessary to go into the SMS and remove
the shipping date for any dietary questionnaires not being included in
the shipment (do not send a transmittal with handwritten changes). A
revised DQX and/or DHQ Transmittal Log should then be generated.
Note: Because the first page of the transmittal gives the total number
of forms in a shipment, it, along with any revised pages, will have to be
replaced after any PIDs are removed.

5. Include one copy of the transmittal in the shipment and keep a second
copy on file at the SC.

6. Complete a Shipment Notification Fax (see Appendix A-6-4). The infor-
mation needed to complete this fax can be found on the pages of the
transmittal logs. On the day of the shipment, fax a copy of the Ship-
ment Notification Fax to Data Prep. at NCS (612-893-8325) for DHQs
and Beth Bridgeman at Westat (301-294-2085) for DQX so that both
NCS and Westat can be sure that all documents are received.

7. A sheet of cardboard should be placed on the top and bottom of a batch
and bound, outside the cardboard, with a rubber band. Be sure that the
rubber bands are not bending the forms, thus making them difficult to
scan. Then, these wrapped batches should be placed inside a
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17.25”x11.25”x10” box. For the first year of shipments to NCS,
these materials (boxes and cardboard) will be provided by
Westat. For the remainder of the years the SCs will be responsible for
purchasing these supplies.

8. Each box should contain the transmittal pages for the enclosed forms
(no boxes should be sent without a transmittal). 

9. Mark each piece of a multiple shipment as box “#” of “total number of
boxes,” such as “box 3 of 5.”

6.9.6.3 Lost Shipments
It is expected that the use of a traceable mail service will prevent the loss of
shipments containing completed questionnaires. In the event that a shipment
is lost, the receipt and shipping information (date shipped) for each form
should be deleted from SMS. An MDF should be completed with a reason code
of 8, subcode 801, and receipted in place of each lost form. NCS will use the
NCS Discrepancy Notification Fax (Appendix A-6-6) to notify the SCs of
any discrepancies between the transmittal information and those documents
received at NCS. 

6.9.7 NCS and Westat Processing and Data Retrieval

6.9.7.1 Processing
Upon receipt by NCS, the shipments will be carefully inventoried. If NCS dis-
covers any discrepancies between what they receive and what is noted on the
Shipment Notification Fax, they will complete a NCS Discrepancy Notifica-
tion Fax (see Appendix A-6-6). This fax describes the discrepancy and may
call for SC investigation. Next, the dietary questionnaires will be processed
using optical scanning. Monthly, NCS will ship all forms to Westat where the
data will be reviewed and computer edits will identify errors and missing data. 

6.9.7.2 Westat Initiated Data Retrieval
DQX and DHQ forms that are flagged as problematic as a result of the com-
puter edits will be photocopied for data retrieval. The copies will then be
returned to the SC along with a Data Retrieval problem sheet explaining the
issues needing attention. It will be up to the SC to resolve the problem, either
through record review or participant contact. Once the correct information is
obtained, the SC should use a red pen or pencil to record the information on
the enclosed form and complete the bottom section of each Data Retrieval
problem sheet. If data retrieval is unsuccessful or not performed, this should
be indicated on the problem sheet with an explanation for the missing informa-
tion. 

Within 2 weeks of the data retrieval request, corrected copies should be
returned to Westat at the following address: 

Beth Bridgeman
Westat
TB 294
1650 Research Boulevard
Rockville, MD  20850

It is expected that a thorough manual review at the SC, prior to the shipment
of the forms to NCS or Westat, will prevent the need for extensive Westat ini-
tiated data retrieval.
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Part III: Follow-up Operations

Introduction

Part III of this manual discusses the followup operations of the PLCO Cancer
Screening Trial. This includes all study activities occurring after a positive
screening examination and/or after the baseline year of data collection. Partic-
ipants in the intervention group will receive annual screening examinations for
five additional years after the baseline year. All study participants will be con-
tacted annually, for approximately 13 years to determine vital status and
whether a cancer has been diagnosed. 

All positive screening examinations and cancers reported by participants and
from other sources will be followed-up by contacting physicians and reviewing
medical records. Diagnosis and treatment information will be abstracted for all
PLCO cancers. For any participant determined to be deceased during the
course of the trial, a death certificate will be obtained. The goal is to determine
all PLCO cancer incidence and mortality in the study cohort.

Effective followup for endpoint determination is vital to the success of the
PLCO Trial. Each Screening Center is responsible for developing procedures to
help ensure a high rate of participant retention in the trial. This will include
adequate followup and tracking of non-respondents, reluctant, moved and lost
participants. Support for all followup activities is provided through the proce-
dures and systems documented in Chapters 7 through 9 of this manual.



7.0 ANNUAL PARTICIPANT FOLLOW-UP ACTIVITIES

7.1 Overview
Follow-up activities will be conducted annually for each PLCO participant for at
least thirteen years after randomization and enrollment into the trial. The pur-
pose of these follow-up activities is to re-screen intervention participants and
collect biospecimens in years T1 through T5, and to obtain information regard-
ing medical care as well as to update locator information from participants in
both the intervention and control groups. 

Follow-up activities for intervention participants will include:

• Screening tests in study years T1 through T5

• Blood collection for etiologic studies in study years T1 through T5

• Administration of ASU for cancer and vital status confirmation

• Administration of FLF to obtain new contact information

Follow-up activities for control participants include:

• Administration of ASU for cancer and vital status confirmation

• Administration of FLF to obtain new contact information

• Administration of the Health Status Questionnaire (HSQ)

• Collection of Buccal Cell

The “activity window” for a study activity consists of the reporting period plus
the delinquency period. The reporting period for most follow-up activities is
from one month prior to one month past the participant’s randomization anni-
versary date (see Figure 7-1 below). The delinquency period for all activities
other than screening exams is from one month past to three months past the
randomization anniversary date. For most screening examinations, the delin-
quency period extends to six months following the anniversary of randomiza-
tion. All screening examinations in study years T0 through T4 should be
pursued for six months after the opening of the activity window. For the T5
FSG and the T5 PSA and CA-125II, the delinquency period should extend to 12
months following the anniversary of randomization. Regardless of the length of
the delinquency period, once it ends, an MDF should be receipted for outstand-
ing forms. If all of the required data have not been collected by the end of the
delinquency period, all data collection efforts should be stopped until the fol-
lowing year’s reporting window begins. If, however, the participant requests
screening or the Annual Study Update is returned outside his/her annual
reporting period, the data should be collected. (See Chapter 17.0 for a discus-
sion of data collection outside the window.) 
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The SC Coordinator will monitor the completion or non-completion of all
required follow-up activities. The results of all data collection will be transmit-
ted to the CC on a monthly basis. The SC Coordinator will also oversee the
process of reporting screening test results to participants and physicians. The
following sections describe the annual follow-up activities.

7.2 Completing the Annual Study Update and Follow-up 
Locator Form
The Annual Study Update (ASU) (Appendix A-7-1) is a self-administered
questionnaire that will be used to collect information from the past year’s med-
ical history from all participants, both intervention and control for all years of
follow-up (T1-T13). Prior to July 1996, this form was called the Periodic Survey
of Health (PSH). The following information will be collected on the Annual
Study Update:

• cancer diagnoses since the reference date;*

• type of cancer and date of diagnosis;

• physician’s name and address where cancer was diagnosed;

• use of Proscar (men) since the reference date.

(*The reference date is the date the participant last completed an Annual
Study Update, or if the participant is in his/her T1 study year, it is the date of
randomization.)

The specifications for the completion of the Annual Study Update are given in
Appendix A-7-1 These specifications may be used by the SC Coordinator to
answer participants’ questions about the completion of the form.

* Please note that a 7-month activity window exists for all T0-T4 screening activities, and a 13-month 
activity window exists for T5 PSA, CA-125II, and FSG screens.

Figure 7-1. Follow-up Study Years (T1 through T13)
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Periodically, participants in both the intervention and control groups may also
be asked to confirm or update the participant location information the SC has
on file by completing a Follow-up Locator Form (FLF) (Appendix A-7-2). The
main purpose of the Follow-up Locator Form is to provide the SC with informa-
tion that can be used to trace the participant if s/he becomes lost to follow-up.
Its administration is not required and is at the discretion of the SC Coordina-
tor, although it is recommended that it be administered at least every other
year. There are two versions of the FLF. One is a computer-generated form
which is specific to each participant and lists the participant’s location informa-
tion, as it appears in the SMS files, on the left side of the form. On the right
side of the form, blanks are left for the participant to make additions when
information is missing, or to correct the information. The second version of the
FLF is a generic form that is similar to the Baseline Locator Form. It requires
that all locator information be completed again, even if it is on file in the SMS.
Both versions of the FLF as well as the specifications for their completion can
be found in Appendix A-7-2. These specifications may be used by the SC Coor-
dinator to answer participant’s questions about the completion of the form.

All participants entering their annual reporting window are due to complete the
Annual Study Update and some or all may be asked to complete a Follow-up
Locator Form. In situations where the participant is unable to complete the
form(s), they may be completed by someone else such as a spouse, other
family member, or friend. The following tasks will be completed in order to dis-
tribute the Annual Study Update and the Follow-up Locator Form in a timely
manner for completion by study participants:

• Annual Study Update Forms may be generated through the Requests
module of the SMS or through Word using a merge file generated from
the SMS (refer to the SMS User’s Guide/SMS Upgrade Documentation).
The SC will generate the ASU Directive (Appendix B-7-1: ASU Direc-
tive - Participant due for New Form) and will print the ASU for all partic-
ipants who are currently in or are entering their annual activity window.

• The ASU will be attached to a Follow-up Locator Form (if desired) and
sent/given to the participant for completion.

• Intervention participants may complete the ASU and FLF at the SC at
the time of the screening visit. At these visits, the SC staff will be avail-
able to provide assistance if the participant has questions regarding the
forms.

• The forms may also be mailed to participants. Any mailed question-
naires will be accompanied by a cover letter which will introduce the
forms and instruct household members to contact the SC if the partici-
pant is unable to complete the forms (due to death, illness, etc.) A
sample cover letter for the ASU is included as Appendix C-7-1 This let-
ter may be customized for individual SC use.

If a participant fails to return the ASU (and FLF) within three weeks of the date
they were mailed, the SC Coordinator will either send the materials again or
will contact the participant as a reminder to complete and return the question-
naires. The quantity and nature of these follow-up contacts will be left to the
discretion of the SC Coordinator. The SC Coordinator can determine which par-
ticipants have not responded in a timely manner by generating the ASU
Directive for Late Respondents Report (Appendix B-7-2: ASU Directive -
Late Respondents).
7-3 PLCO Manual of Operations and Procedures
March 1, 2006



If a participant fails to return the Annual Study Update before the end of the
ASU delinquency period, the SC Coordinator will complete a Missing Data Form
to indicate that the data will not be collected for that year. If no other reason is
identified, the reason for the missing data will be recorded as Code 6 “Out of
Window,” subcode 666. A Missing Data form is not required for the FLF, but it
may be receipted in place of an FLF, if desired. If the participant returns the
Annual Study Update after a Missing Data Form has been receipted in its place,
the Missing Data Form should be deleted from the SMS and the Annual Study
Update should than be receipted into the SMS. Refer to the SMS User’s Guide/
SMS Upgrade Documentation for instructions on deleting Missing Data Forms
from the system. (See Chapter 17.0 for additional information on the Missing
Data Form.)

If an Annual Study Update form is lost prior to completing the double data
entry and the form is less than one year old it should be re-administered to the
participant. If the form is older than one year, the SC should not attempt re-
administration. Instead, a MDF should be filed for the missing form and a Pro-
tocol Violation Report (Appendix A-17-7) should be completed and submitted
to the CC.

In cases where the Annual Study Update was lost after the first data entry
pass but before the second, the following steps should be followed:

1. The SC should recreate (printout) the ASU from the data in the system.

2. Call the participant to confirm the information for that time period.

3. Delete the old ASU.

4. Do double data entry using the new form.

5. Complete a Protocol Violation Report and submit it to the CC.

7.3 Receipting the Annual Study Update and Follow-up Locator 
Form
After the Annual Study Update and Follow-up Locator Form are received, they
will be manually edited for completeness and legibility. Item 1 on the ASU
(cancer diagnosed since reference date) is considered by NCI to be a key item
that is critical for analysis. Data retrieval must be performed for this item if the
response is incomplete, unclear, missing, or illegible. A qualified abstractor
needs to code the cancers reported on the ASU.

All items on the Annual Study Update will be entered into the SMS and the
response to Item 1 (cancer diagnosed since reference date) will require double
data entry.

The SMS screen for entry of this information is shown in Figure 7-2 below:
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If a Missing Data Form has been completed in place of the Annual Study
Update, it will be receipted into the SMS. When processing of the Annual Study
Update, the Follow-up Locator Form, or the Missing Data Form is completed,
the forms will be filed in the participant’s study folder.

7.4 Scheduling Annual Follow-up Screening Visits
Participants in the intervention arm of the trial will be scheduled for a follow-
up screening visit in each of the five years following the baseline visit. These
visits are referred to as T1, T2, T3, T4 and T5.  

Appointments will be scheduled for participants who are entering or are cur-
rently in their screening activity window, and who have not completed all fol-
low-up screening examinations for the study year. Depending on the screening
examination, the activity window will extend to either 6 or 12 months following
the anniversary of randomization. The length of this activity window will
depend on the participant’s study year. For T0 through T4, the activity window
will extend until 6 months after the anniversary of randomization. For the T5
study year, the activity window will extend a full 12 months after the 5th anni-
versary of randomization. The SC Coordinator will contact these participants to
schedule appointments for annual visits to take place any time after the start

Figure 7-2. Data Entry Screen #1 for Annual Study Update
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of the activity window. Appointments will be recorded in the SC’s scheduling
system. 

In order to minimize no-shows, it is strongly suggested that participants be
recontacted in advance of their appointment date to remind them of the
appointment. During this contact, they may also be given instructions for pre-
paring for the screening visit. The SC Coordinator should aggressively attempt
to reschedule no-shows and cancellations within the activity window.

7.5 Preparing for the Annual Follow-up Visit
As described in Chapter 6, the SC Coordinator will pull the folders for all partic-
ipants scheduled for an annual visit and will ensure that all required study
forms have Participant ID labels affixed and that the administrative section at
the top of each form is complete. As in the baseline-screening visit, a Partici-
pant Control Record (Appendix A-6-1) will be used to track the completion or
non-completion of the screening tests. The use of the Participant Control
Record is described in Chapter 6.0. 

7.6 Conducting Annual Follow-up Screening Tests
Screening tests for prostate cancer and ovarian cancer will be done during
each of the five annual follow-up visits. Screening for colorectal cancer
through flexible sigmoidoscopy will be done only at the fifth annual visit (T5).
Screening for lung cancer will done during the first 2 annual follow-up visits for
all intervention participants and only for current or former smokers at the third
(T3) annual visit. In addition to the screening tests, blood will be collected for
etiologic studies at each of the five annual visits. The visit to the SC, including
all of the screening tests, and possibly completion of the ASU and FLF,, should
take no more than 2 hours. 

The procedures for conducting the screening tests and recording screening
test results are described in Chapters 10 through 15.

A participant may not undergo a screening test for the following reasons listed
in Section 7.9 (Documenting Non-Participation). However, if a participant is
undergoing chemotherapy, and has volunteered this information, the SC
should encourage the participant to come in for their screening exam, unless it
is chemotherapy for a PLCO cancer.  The SC should record that the participant
is receiving chemotherapy in the Scheduling Notes section on the Participant
Status Screen.

7.7 Documenting the Annual Follow-up Screening Visit
Each screening examination will be documented on an examination form and
on the Participant Control Record. The result of an annual screening examina-
tion will be assigned by the examiner without knowledge of the results of pre-
vious examinations and should be based solely on the findings of the current
examination.

At the end of the screening visit, before the participant leaves the SC, the SC
Coordinator will review the Participant Control Record to make sure that all
required tests were performed and will attempt to reschedule any examina-
tions that were not done or were inadequate. Examinations will be judged
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inadequate based on criteria defined in the screening protocols (see Chapters
10 through 15). 

The SC Coordinator will process the Participant Control Record and the screen-
ing examination forms as described in Chapter 6.0.

7.8 Documenting A Duplicate Screening Visit
If a participant is inadvertently screened twice in the same study year, the
exams from the first visit should be considered the official PLCO exams. In
order to document the situation, the following steps should be taken:

• Any blood collected for PSA or CA-125II at the second visit should
either be discarded or processed by the SC outside of the PLCO Trial.

• Any Biorepository samples collected at the second visit should be dis-
carded.

• The forms for the second visit should not be scanned. Instead, the
exam results should be entered into the Participant Status Screen.

• The hardcopy exam forms from the second visit should be kept in the
participant’s file with a note (initialed and dated) documenting the situ-
ation.

• The participant and his/her physician should be informed of the error
and given the results of all exams (from both the first and second visit).

• A Protocol Violation Report (Appendix A-17-7) should be completed and
sent to the CC.

7.9 Documenting Non-Participation
A participant may not undergo one or more of the annual screening examina-
tions for one of the following reasons:

• Refusal

• PLCO Organ Removal

• PLCO Cancer Reported

• Mental or Physical Illness

• Out of the Area

If a participant is unable or unwilling to schedule an annual screening visit
before the end of the delinquency period, the SC Coordinator will complete a
Missing Data Form to indicate that the data for one or more of the screening
tests will not be available for that year. The length of this delinquency period
will depend on the participant’s study year. For T0 through T4, the delinquency
period will extend until 6 months after the anniversary of randomization. For
the T5 study year, the delinquency period will extend a full 12 months after
the 5th anniversary of randomization. As in the baseline visit, if a participant
undergoes screening after a Missing Data Form has been receipted for the
screening activity, the Missing Data Form should be deleted from the SMS and
the screening examination form(s) should then be receipted into the SMS.

Note: If an individual reports that they are currently taking Proscar, they are
not excluded from any of the annual study exams or follow-up. For Interven-
tion participants it is still acceptable to collect PSA samples as well as Biore-
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pository samples. The SC is not required to ask about these medications prior
to examinations. Information from the ASU will be sufficient to determine (for
data analysis purposes) which participants are taking these medications.

7.9.1 Non-Participation Due to Refusal
If a participant refuses screening, the SC should make an effort to “convert”
the refusal. Such refusal conversion attempts should be made at the discretion
of the SC Coordinator. If a participant refuses only one of the examinations
(for example, the flexible sigmoidoscopy), s/he should be encouraged to
undergo the remaining examinations. If the participant refuses all of the
screening examinations, s/he should be encouraged to complete the Annual
Study Update and Follow-up Locator Form.

7.9.2 Non-Participation Due to PLCO Organ Removal
If a participant has had a PLCO organ removed, the examination should be
performed (or not performed) according to the guidelines for each screening
test (see Chapters 10 through 15). If a screening examination is not per-
formed in the current year, a Missing Data Form should be completed to indi-
cate that the examination data will not be available for the current year. The
reason code should be “7” (PLCO Organ Removed), subcode 777. It is not nec-
essary for the SC to receipt Missing Data Forms for any subsequent years of
screening.

If a participant who has had a PLCO organ removed is erroneously given a
PLCO screening exam, the MDF for the screening exam form should still be
receipted (not deleted). The results of the exam should be entered in the Par-
ticipant Notes section of the Participant Status Screen of the SMS, rather than
receipting the form. The hardcopy exam form should be kept in the partici-
pant’s file with an initialed and dated note, explaining the situation. Also, the
participant and his/her physician should be informed of the results and why
the exam was done. Because this was an inappropriate screen, a Protocol Vio-
lation Report explaining the situation should be completed and sent to the CC.

If a participant reports that they have ovaries or a prostate but upon examina-
tion it is found that they do not have ovaries or a prostate, the exam forms
should still be completed and receipted. An MDF should be receipted for the
screening exam forms for that organ for all subsequent study years.

7.9.3 Non-Participation Due to PLCO Cancer Reported
It is strongly recommended that the Annual Study Update be administered to
intervention participants prior to annual follow-up screening visits to deter-
mine whether a PLCO cancer has been diagnosed. An intervention participant
who reports a primary or metastatic cancer of the prostate, lung, colon, rec-
tum or ovary, will not undergo the screening examination(s) for that cancer.
The participant may, if willing, undergo the screening examinations for the
other cancers. The SC is allowed to accept participant self-report of cancer
diagnosis. There is no need to confirm this reported cancer diagnosis with the
participant’s physician or consult medical records before the cancellation of the
related screening test(s). If an exam has been started, however, it should be
completed and an exam form should be completed and receipted as well. It is
still necessary to follow-up with the medical record abstract forms but this
confirmation process does not need to happen before the screening exams are
cancelled.
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If a participant does not undergo a screening examination because s/he has a
PLCO cancer and the Diagnostic Evaluation (DE) form confirming that cancer
has not yet been receipted into the SMS, there will still be an expectation in
the system for the associated screening exam(s). In these cases, a Missing
Data Form should be completed for the associated examination(s). The reason
should be recorded on the Missing Data Form as “C” (Reported PLCO cancer).

If the SC determines that the PLCO cancer was, in fact, diagnosed prior to the
participant’s enrollment in the study, the SC should complete an Administra-
tive Tracking Form as described in Chapter 4. 

If a participant who has reported a PLCO cancer is erroneously given a PLCO
screening exam, a MDF for the screening exam form should be receipted. The
results of the exam should be entered in the Participant notes section of the
Participant Status Screen of the SMS, rather than receipting the form. The
hardcopy exam form should be kept in the participant’s file with an initialed
and dated note, explaining the situation. Also, the participant and his/her phy-
sician should be informed of the results and why the exam was done. Because
this was an inappropriate screen, a Protocol Violation report explaining the sit-
uation should be completed and sent to the CC.

7.9.4 Non-Participation Due to Mental or Physical Illness
If a participant is declared mentally incompetent and a legal guardian is
appointed, the SC may request that the guardian complete the ASU (and FLF).
The participant’s legal guardian, in consultation with the SC staff, and if possi-
ble, the participant’s physician, should decide if the participant is able to
accomplish the activities necessary to complete the screening examinations. If
not, the Missing Data Form should be completed with a reason code “1”, sub-
code 113.

If a participant is physically unable to complete one or more of the screening
examinations, the SC staff should encourage the participant to complete any
exams s/he is physically able to complete, as well as the ASU (and FLF).

7.10 Reporting Results of Annual Follow-up Screening Tests
The SC Coordinator is responsible for reporting the results of the annual fol-
low-up screening tests to the participant, to the participant’s physician of
choice, and to the CC. Results will be reported to the participant and to the
participant’s physician of choice within three weeks of the screening visit.
Refer to Chapter 6.0 for detailed instructions on reporting results to partici-
pants and physicians. 

If there are no results from a PLCO visit, for example a woman without ovaries
will not have any results for her T4 visit, the SCs should still generate an STRR
to be kept in the participant’s file for record keeping purposes. In addition,
each SC may want to draft a letter to be sent to acknowledge and appreciate
participant efforts even when there are no results to report. The SC should
submit the participant “No Results” letter to NCI for approval, with a copy to
the CC. 

Results of chest x-ray examinations may be compared to the results of previ-
ous chest x-ray examinations as part of the internal referral process. (See
Chapter 6, Section 6.8.8)
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7.11 Transmitting Results of the Screening Tests to the 
Coordinating Center
The SC Coordinator will transmit screening test results to the CC on a monthly
basis. This will be done through the Data Transmission application of the PLCO
computer system.  Refer to the SMS User's Guide/SMS Upgrade Documenta-
tion for information on using the Data Transmission application.  

7.12 Tracing Lost Participants
When participant contact is attempted for any follow-up activity, it may be
determined that the participant can no longer be reached at the last known
address and/or phone number. In this situation, tracing activities must be ini-
tiated. If a participant has been deemed lost to follow-up, the SC should indi-
cate that the participant is “in tracing,” and his/her status should be changed
to such in the SMS (See SMS User’s Guide/SMS Upgrade Documentation.) The
Tracing Log (Appendix B-7-3: Tracing Log) may be generated to facilitate the
tracing process. This report provides all current locator information on the par-
ticipant, obtained from the Baseline Locator Form and Follow-up Locator Forms
(if available). Sufficient space is provided on the report so that tracing results
may be recorded directly on it. Alternately, tracing results may be recorded on
a separate form that can be attached to the Tracing Log.

The information collected on the locator forms should greatly facilitate the
tracing process. It is suggested that this information be used initially to try to
locate the participant. Subsequently, especially in later years of the trial, out-
side sources such as the Department of Motor Vehicles, the Social Security
Administration, National Death Index, Post Office checks, cancer registries,
credit bureaus, etc. may be utilized. Every effort must be made to minimize
the number of participants lost during the course of the trial. 

Once a participant has been determined as lost-to-follow-up, the SC should
change the participant’s status to “In Tracing” and should enter “IT” in the
SMS Participation Status field on the Participant Status screen. The SC should
begin tracing lost-to-follow-up participants by using Post Office address cor-
rection requests or other tracing sources as mentioned above.

7.12.1 Post Office Address Correction Request
The Post Office Address Correction Request (POA) form (Appendix C-7-5)
is a one-page form that can be used to obtain new address information for
participants whose forwarding address information has expired. 

The SC will use a Post Office Address Correction Request (POA) form to obtain
new address information for participants whose forwarding address informa-
tion has expired. The Post Office Address Correction Request form can only be
used by a government agency requesting new address information for an indi-
vidual. This requires that the Post Office Address Correction Request form be
printed on National Cancer Institute (NCI) letterhead and signed by Christine
Berg. The SCs must also use National Institutes of Health (NIH) envelopes for
mailing requests to local Postmasters. The SC will mail the Post Office Address
Correction Request form(s) in the NIH envelope to the postmaster located in
the same city, state and zip code in which the participant last resided. The SC
will be responsible for paying the postage for mailing the Post Office address
correction requests. The Postmaster will record the known address information
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(whether new information or the same) on the Post Office Address Correction
Request form and return it to the SC.

Following are the details of the procedures for preparing, mailing and receipt-
ing the Post Office address correction requests:

7.12.1.1 Post Office Address Correction Request Forms
• The Post Office Address Correction Request form is a one-page form

that follows a standard format required by the Postal Service. For the
PLCO study, each Screening Center will have a SC specific form. 

• The standard format requirements include: 

< The form be on government agency letterhead;

< The top portion of the form states the request from the government
agency; 

< Includes the participant name and last known address information; 

< The bottom portion of the form has mandatory language, as
required by the Postal Service, for completion by the Post Office
only; 

< Return address information, which is the Screening Center specific
address (the Postmaster will return the request forms to this
address); and

< The Postmark/Date Stamp, which is stamped by the Post Office with
the Postmark and date. 

• Christine Berg is the signatory on the Post Office Address Correction
Request forms.

• The SC specific Post Office Address Correction Request form will be
printed on NCI letterhead. Westat will maintain the master copy of the
POA form.

• The SC will need to submit the PLCO Reorder Form to Westat to request
additional copies of the POA form, as well as additional NIH envelopes
for mailing Post Office address correction requests.

7.12.1.2 Preparation of Post Office Address Correction Request Forms
1. The SC should prepare a participant label to include the participant’s

name, address and the Participant Identification Number (PID). The
participant label should be placed on the POA form in the blank space
provided in the top portion of the form, below the first paragraph but
above the second paragraph.

2. The SC can prepare the participant label (participant name, address
and PID): (1) by creating their own label outside the Study Manage-
ment System (SMS); (2) by handwriting the label; (3) by typing the
participant label directly on the POA form; or (4) by using the mergefile
created from the “Labels/Address” option in SMS.

3. The SC should separate POA forms by the participant’s zip code, since
POA requests will be mailed to the Postmaster in the same City, State
and Zip Code as the City, State and Zip Code of the participant who is
being traced.
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7.12.1.3 Mailing Post Office Address Correction Request Forms
1. The SC must use NIH envelopes (brown) for mailing Post Office address

correction requests, which is printed with the NIH return address in the
upper left corner including a space to record the NCI room number.

2. The SC will need to submit a PLCO Reorder Form to Westat to request
additional NIH envelopes. The NIH envelopes will NOT include the NCI
room number “EPN 3100.” The number must be stamped or handwrit-
ten by the SC prior to mailing Post Office address correction requests.

3. The POA request will be mailed to the Postmaster in the same City,
State and Zip Code as the City, State and Zip Code of the participant
who is being traced.

4. The SC should place a printed or handwritten label on the NIH enve-
lope.  The envelope should be addressed as follows:

Postmaster
City, State, Zip Code

5. Multiple requests to the Postmaster in the same City, State and Zip
Code can be placed in the same NIH envelope. The SC should batch no
more than 10 POA request forms per envelope. The SC should make
sure that the zip codes on the POA request forms correspond with the
zip code on the NIH envelope.

6. The SC will need to pay the postage to mail the POA requests.

7.12.1.4 Receipt of Post Office Address Correction Request Forms
1. The Postmaster will return POA request forms to the SC address pro-

vided at the bottom of the POA form. The Postmaster will return the
POA forms in post office envelopes; therefore it is not necessary for the
SC to include return envelopes with their Post Office address correction
requests. 

2. Two months after the original POA request mailout, the SC should eval-
uate outstanding Post Office address correction requests. The SC
should consider sending a second Post Office address correction
request for POA requests that are outstanding. Based on experience
from other Westat studies, the majority of the POA requests should be
returned within 2-3 weeks.

3. Upon receipt of new address information for a participant, the SC will
need to validate the new address. The SC should confirm the new
address by contacting the participant either by telephone, if the tele-
phone number for the new address can be obtained, or by sending a
test mailing to the new address. The test mailing should consist of a SC
contact letter notifying the participant that the SC is trying to contact
him/her and request the participant to contact the SC.

4. Once the participant’s new address has been confirmed, the SC should
remove the participant from “In Tracing” status by deleting “IT” from
the Participation Status field on the Participant Status screen of the
SMS.

5. If the new address information cannot be confirmed, the participant
should remain in tracing and the SC should consider using other tracing
sources as mentioned.
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6. The SC will need to decide how many test mailings should be sent in an
effort to confirm new address information and when to pursue other
tracing sources. Westat recommends that the SC send at least a second
mailing to confirm new address information for a participant who does
not respond to the first test mailing.

7. The SC will need to manually track and monitor the Post Office address
correction request activities. There is no system support for these
activities.

7.12.2 Termination of Tracing
Once tracing attempts are terminated, the SC Coordinator will update the par-
ticipation status in the SMS to indicate the outcome of the tracing. Alternately,
the SC Coordinator may enter the number of tracing attempts compiled either
manually or by a separate tracing management system (not part of the SMS).

Through tracing efforts, it may be determined that the participant has moved
to the location of another SC of the PLCO Trial. The SC may offer intervention
participants who are still in their screening years (T0 through T5), the opportu-
nity to transfer to another SC. Control participants and intervention partici-
pants who have completed screening are contacted by mail only, and should
not be transferred to other SCs. (See Chapter 17.0)

7.13 Monitoring Follow-up Activities
The SC Coordinator will monitor the completion of annual follow-up activities
for all intervention and control participants. The following SMS reports may be
used to facilitate this monitoring activity.

• Intervention Activities Report (Appendix B-17-6: Intervention
Activities Report): This report lists the PIDs of intervention participants
who are entering, continuing in, or leaving their reporting window, and
those who are in their delinquency period.

• Control Activities Report (Appendix B-17-7: Control Activities
Report): This report lists the PIDs of control participants who are enter-
ing, continuing in, or leaving their reporting window, and those who are
in their delinquency period.

• Open Forms Report (Appendix B-17-8: Open Forms/Specimens
Report): This report shows all delinquent, incomplete or outstanding
forms for each participant. Since the receipt of forms and specimens
indicates the successful collection of study data, the SC Coordinator will
use this report on a regular basis for monitoring the status of all partic-
ipants during the study.

• Participant Overview Report (Appendix B-17-10: Participant Over-
view Report): This report gives a summary of the study information for
a participant such as PID, name, gender, date of birth, address, ran-
domization date, and randomization group. Other vital status and can-
cer status information are also presented, as well as forms receipted
and exam results for the participant.

• ASU Forms Received (Appendix B-7-5: PSH/ASU Forms Received):
This report lists ASU forms received within a specified date range.
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• Results Pending Report (Appendix B-6-1: Results Pending Report):
This report lists all participants for whom screening examination results
are pending (status of RP). The report shows the PID, study year, form
type, and examination date.

• Results Pending Three or More Weeks Since Exam Date (Appen-
dix B-6-2: One or More Exam Statuses = Results Pending Three or
More Weeks Since Exam Date): This report lists all participants for
whom at least one examination is still pending (RP status) three or
more weeks after the examination date. It shows the PID, study year,
exam date, status of all examinations and, date the Screening Test
Results Report was sent.

• Referrals for Exam Forms (Appendix B-6-3: Referrals for Exam
Forms): This report displays the referral levels assigned to individual
examinations. It may be requested for specific participant IDs, for all
examinations that took place during a range of dates or for all partici-
pants. The report may be sorted by PID, examination date, referral
code or study year.

• QA Checks Report (Appendix B-6-4: QA Checks Report): This report
prints discrepancies between the results of regular examination and
medical record abstract forms and their associated quality assurance
forms. It presents counts as well as a listing of discrepant cases.

• Examination Summary Report (Appendix B-6-5: Examination Sum-
mary Report): This report generates summaries of exams performed.
The user may select any combination of exams and a range of visit
dates. This is a four part report: (1) exams performed, (2) exams by
examiner ID, (3) exams by outcomes, and (4) outcome by examiner.

• List of PIDs in Tracing (Appendix B-7-4: List Of Participants in Trac-
ing): This report lists the PIDs for participant currently “In Tracing.”
Each time a Tracing Log is generated for a participant, the number of
tracing attempts is automatically updated in this report. The report
shows the PID, DOB, gender, randomization group, participant status,
number of tracing efforts.

The SC Coordinator should attempt to resolve all problems related to the
Annual Study Update, Follow-up Locator Form and screening examination
forms before the participant moves out of his/her reporting window. If a par-
ticipant reaches the end of his/her delinquency period without completing all of
the required study activities, the SC Coordinator will complete a Missing Data
Form to indicate which activities were not completed. 

7.14 Procedures for Contamination Assessment

7.14.1 Overview
As part of the PLCO Cancer Screening Trial, a study is being conducted to
assess contamination among control participants. This is necessary in order to
fairly and accurately evaluate the results of the PLCO Trial. To initiate contam-
ination assessment, a sample of approximately 1000 control participants
(approximately 100 per SC proportional to the numbers enrolled) stratified on
Screening Center (SC), study year and gender are randomly selected to com-
plete a Health Status Questionnaire (HSQ). (For samples of the men and
women’s version of the HSQ see Appendices A-17-8 and A-17-9) Those control
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participants who indicate on the Baseline Questionnaire - Female (BQF) or
Baseline Questionnaire - Male (BQM) that they have received one or more flex-
ible sigmoidoscopy, colonoscopy or barium enema in the past 3 years, or more
than one PSA in the past 3 years (males only), are not eligible for sample
selection. In addition, T0 participants, participants past the T6 window, and
transferred participants are not eligible for sample selection, along with ran-
domized ineligible participants and participants for whom a Non-Response
Form (NRF) has been completed. 

As part of this contamination assessment study, the Coordinating Center (CC)
is responsible for printing the Health Status Questionnaires, affixing PID/study
year labels to the questionnaires, distributing them to the SCs, and performing
data entry on completed questionnaires. Systems support is provided for gen-
erating mailing labels, tracking the receipt of completed questionnaires, gener-
ating call records and shipping the questionnaires. The SCs are responsible for
mailing the questionnaires and obtaining completed questionnaires on 100%
of the selected sample. The SC is also responsible for shipping completed
questionnaires to the CC. The NCI requires a response rate of 100% to mea-
sure bias in participant response. Detailed procedures for the administration
and processing of the HSQ are presented in the following sections.

7.14.2 Administration of the Health Status Questionnaire
The HSQ is gender specific. See Appendix A-17-8 for the Health Status
Questionnaire for Men (HSM) and its specifications and Appendix A-17-9
for the Health Status Questionnaire for Women (HSW) and its specifica-
tions. The HSQ is designed for self administration and telephone administra-
tion. The questionnaires are generated at the Coordinating Center (CC) and
distributed to the SCs. SCs are responsible for adding a cover letter (discussed
below) and mailing the cover letter and questionnaire to selected controls. The
questionnaires are site-specific and are labeled with each participant’s PID and
study year. In addition, blank questionnaires (without PID/study year labels)
are provided by the Coordinating Center for remailing or telephone administra-
tion. Extra PID/study year labels are provided for each participant in the sam-
ple. Each page of the blank HSQs must be labeled with these labels.

Each SC must include a cover letter to accompany the HSQ. The cover letter
should include the following elements: 1) a statement emphasizing the impor-
tance of completing the questionnaire; 2) a recommendation to the participant
to contact his/her physician as necessary to obtain the information; and 3) a
reference to maintaining confidentiality of reported information. SC cover let-
ters should be submitted to the NCI for approval prior to use. (A sample cover
letter is given in Appendix C-7-2)

7.14.3 Mailing the Health Status Questionnaire
HSQ forms complete with PID/study year labels affixed are provided by the
Coordinating Center (CC) to the SCs for mailing to participants. The selected
sample is loaded into the SMS at the SC. The following steps should be com-
pleted to prepare the HSQ for mailing to participants:

1. Upon receipt of the forms and sample, generate a Directive from the
SMS. Select Requests/Annual/HSQ/Directive. Then select Requests/
Annual/HSQ/Mailing. This step must be performed to obtain a mailing
date for the HSQ and to create the merge file. The mailing date is used
with the HSQ receipt date to identify responders and non-responders.
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The merge file contains information needed for the HSQ cover letter
and address labels for the mailing envelope. Some or all of the informa-
tion can be used as required by the SC. Detailed specifications for this
procedure are provided in SMS User’s Guide/SMS Upgrade Documenta-
tion.

2. Mail the forms, along with the cover letter and a postage-paid return
envelope. Mailing procedures should be designed to enhance response
rates. Forms should be mailed the same day or the day after the direc-
tive is generated.

7.14.4 Receipt, Follow-up, and Data Retrieval of the Health Status 
Questionnaire

SCs should attempt to obtain completed questionnaires for 100% of the partic-
ipants so that bias in participant response can be measured. To achieve this,
data retrieval should be done on all missing or conflicting responses. Follow
these steps for receipt, follow-up and data retrieval of the HSQ.

1. Receipt completed forms into the SMS. To ensure that a questionnaire
was receipted for the correct participant, compare the date of birth on
the hard copy questionnaire against the DOB in the SMS as printed on
the Batch Receipt session report. Specifications for this procedure are
provided in SMS User’s Guide/SMS Upgrade Documentation.

2. Because we are trying to assess bias in responders (defined as partici-
pants who return a completed questionnaire within three weeks of the
initial mailing), SCs should not attempt follow-up calls or mailings for
questionnaires that are not received within the first three weeks follow-
ing the initial mailing. A full three weeks (21 days) after the initial mail-
ing, SCs should begin follow-up procedures. Use Requests/Annual/
HSQ/ LDirective in the SMS to generate a listing of participants for
whom questionnaires have not been receipted. This will generate a
merge file containing information needed for address labels and a call
record. The SC may choose to do a second mailing to listed participants
or may initiate telephone follow-up. In either case an HSQ should be
prepared with the correct PID/study year label on each page and either
mailed or used for telephone administration. Mailing labels can be gen-
erated for second mailings or call records can be produced for tele-
phone follow-up. (A sample call record is provided in Appendix C-7-3)
Guidelines for conducting telephone follow-up are given below:

< Make at least five attempts to contact a participant by telephone.

< Place each call on a different day of the week, Monday through Fri-
day.

< If necessary, place two additional calls, one on Saturday and one on
Sunday.

< Separate first and last calls by at least one week.

< Make calls at different times each day: morning, afternoon, and
evening. 

3. Six weeks after the initial mailing generate the LDirective a second time
to identify participants for whom a questionnaire has not been
receipted. However, do not mail a questionnaire on a third follow-up
attempt. Use the Requests/Annual/HSQ/Mailing merge file to generate
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a call record for initiation of telephone follow-up. Detailed specifications
for this procedure are provided in SMS User’s Guide/SMS Upgrade Doc-
umentation. SCs should continue to perform telephone follow-up for
questionnaires not receipted up to eleven months past the date of ini-
tial mailing to obtain a 100% response rate. 

4. Receipt returned questionnaires into SMS as described in step 1 above.

5. For all questionnaires received, perform data retrieval on missing, illeg-
ible or inconsistent responses. All items on the HSQ will be considered
critical, requiring data retrieval. Following are some examples of prob-
lems that may occur and how to resolve them:

< If the item was left blank and, upon data retrieval, the participant is
unwilling or unable to supply the data, leave the item blank, and
mark your initials and date near the question. 

< If the item was left blank and, upon data retrieval, the participant
supplies the data, complete the item and mark your initials and the
date near the question. 

< If the item was completed incorrectly (e.g. more than one response
is marked, or you are unable to tell which response is marked), per-
form data retrieval, make the changes on the form, and mark your
initials and date near the question. 

< If a verbatim response was given, attempt to interpret, or contact
the participant to interpret the response and mark the response on
the form that is most appropriate. Mark your initials and date near
the question. Do not erase the verbatim response. If a coding deci-
sion (i.e. interpretation) is made without the input of the partici-
pant, the decision must be recorded in a Coding Decision Log (see
Section 17.6.1 and Appendix A-17-3 of the MOOP). 

6. After three weeks from the date of the initial mailing, all outstanding
forms will be considered delinquent for up to eleven months past the
date of initial mailing. At the end of the delinquency period, a Missing
Data Form (MDF) must be completed and receipted for any missing
questionnaires. 

7.14.5 Shipping the Health Status Questionnaire to the CC
The SCs should follow these procedures for shipping of the HSQ forms to the
CC. Only finalized questionnaires (i.e., edited, with data retrieval performed)
should be shipped.

1. HSM and HSW forms should be shipped to the CC during the first week
of each month with a transmittal generated out of the Shipping module
of the SMS. Specifications for this procedure are provided in SMS User’s
Guide/SMS Upgrade Documentation. The transmittal lists the Partici-
pant ID of each receipted questionnaire not previously shipped. The
transmittal should be carefully reviewed against the actual hard copy
questionnaires. If any are lost or are not ready to be shipped, they
should be crossed off the transmittal. The SC Coordinator should then
go into the SMS and remove the shipping date for any HSQ not
included in the shipment. A revised transmittal should be generated.
Do not send a transmittal with handwritten notes. One copy of the
transmittal should accompany the shipment. The second copy of the
transmittal should be kept on file at the SC. 
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2. All forms to be shipped should be photocopied prior to shipment. The
SC will keep the copies on file and ship the original questionnaires. The
questionnaires should be organized for shipment in Participant ID
order, the same order in which they appear on the transmittal.

3. Questionnaires should be sent to the CC via certified mail. The SC Coor-
dinator should send an e-mail message to Beth Bridgeman the day the
forms are sent, to inform her of the shipment.

At the CC, the forms are keyed and progress reports are generated. Questions
or problems regarding the shipment or specific forms should be reported to the
SC Coordinator for resolution. 

7.14.6 Monitoring the Completion of the Health Status Questionnaire
There are several ways to monitor the completion of the HSM and HSW. Each
of them is described below.

• HSQ Directive (Appendix B-7-8: HSQ Directive): This lists participants
to whom a new request should be made to complete their HSQ.

• Open Forms Report (Appendix B-17-8: Open Forms/Specimens
Report): This report shows all delinquent or outstanding forms for indi-
vidual PIDs. Since the receipt of forms and specimens indicates the
successful collection of study data, the SC Coordinator will use this
report on a regular basis for monitoring the status of all participants
during the trial.

• Participant Overview Report (Appendix B-17-10: Participant Over-
view Report): This report gives a summary of the study information for
a participant such as PID, name, gender, date of birth, address, ran-
domization date, and randomization group. Other vital status and can-
cer status information are also presented, as well as forms receipted
and exam results for the participant. 

• HSQ Status Report (Appendix B-7-10: HSQ Status Report): This
report lists the date the HSM or HSW sample was generated, loaded
into the SMS, first and last mailing dates, date receipted, and date
shipped to the CC. This report also lists participation status, vital sta-
tus, and transfer status. This report can also be used to determine for
whom an MDF needs to be receipted. For example, if the participation
status, vital status, or transfer status is not blank, then an MDF should
be receipted.

• HSQ Summary Report (Appendix B-7-11: HSQ Summary Report):
This reports gives summary numbers for the total number of HSMs,
HSWs and overall HSQs in terms of forms loaded, mailed, received, and
shipped to the CC. Counts are also given for the number of outstanding
forms, those that have been followed-up, and the number of MDFs
receipted for HSQs.
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8.0 ASCERTAINMENT OF CANCER STATUS

8.1 Overview
Screening Centers (SCs) will implement procedures to determine cancer inci-
dence for all randomized individuals during the entire period of the Trial. All
reports of cancer will be followed up to ascertain whether or not cancer was
diagnosed. For every case of primary prostate, lung, colorectal and ovarian
cancer ascertained, information on diagnostic evaluation, cancer diagnosis and
initial cancer treatment will be collected and abstracted onto the appropriate
medical record abstract forms. In addition, for every non-PLCO cancer ascer-
tained, information on the cancer diagnosis will be collected and abstracted
onto the appropriate medical record abstract form for non-PLCO cancers. 

The main goals of the cancer confirmation process (i.e., medical record
abstraction) for PLCO and non-PLCO cancers are:

• To confirm whether or not a participant was diagnosed with a cancer;

• To document the diagnostic evaluation process for a suspected PLCO
cancer (including any medical complications);

• To document the cancer diagnosis information (such as date of diagno-
sis and ICD-O-2 code) for all cancers; and

• To document the staging procedures and the results of the procedures
that the participant underwent for a PLCO cancer.

Information collected as part of the cancer confirmation process is also impor-
tant for other aspects of the PLCO Trial, including death review, pathology
review, staging, and for evaluating the intermediate endpoint (cancer) and the
final endpoint (mortality). This type of information will allow the Trial to:

• Evaluate the human costs of screening by assessing the flow of events
following a positive screen that lead to a diagnosis, including morbidity
and mortality, and adverse experiences; and

• Evaluate the cost effectiveness of cancer screening.

This chapter will discuss the procedures for complete cancer ascertainment.
The main steps for cancer ascertainment are as follows:

1. Ascertain each participant’s cancer status at least annually (i.e., deter-
mine suspected cancer from a positive screen, the Annual Study
Update, cancer registries, etc.).

2. For all participants for whom cancer is suspected, obtain medical
records related to the cancer suspicion or the cancer diagnosis to con-
firm whether or not cancer was diagnosed;

If a cancer was diagnosed, the medical record should be abstracted:

1. For a PLCO cancer: Abstract diagnosis, staging and treatment infor-
mation (including coding) on to appropriate medical record abstract
form (diagnostic evaluation and treatment) and attach a copy of the
pathology report that supports the diagnosis;

2. For a non-PLCO cancer: Abstract diagnosis information (including
coding) on to the Other Cancer Confirmation Form (OCF) and attach a
copy of the pathology report that supports the diagnosis.
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If a cancer was not diagnosed, the medical record may or may not be
abstracted:

1. When the cancer suspicion was a result of a positive PLCO
screening examination: Abstract diagnostic evaluation and diagnosis
information for the participant’s non-cancer condition (if any) onto the
appropriate medical record abstract form.

2. When the cancer suspicion was from a source other than a posi-
tive PLCO screening examination: Complete a Missing Data Form to
indicate that the cancer was erroneously reported.

When the medical record abstract form or Missing Data Form is completed: 

1. Scan and edit and finalize the medical record abstract form in DEES;

2. Receipt the medical record abstract form(s) or MDF into SMS;

3. File the medical records and the data collection forms in the partici-
pant’s file.

The above cancer ascertainment and documentation procedures are presented
in the following flowchart.
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8.2 Methods to Ascertain Cancer Status
The SC should attempt to ascertain cancer status for all participants on an
annual basis. This will be accomplished mainly via the Annual Study Update
(See Chapter 7.0) and through the screening process for intervention partici-
pants (See Chapter 6.0). There are several additional methods through which
the SC may determine that a participant is suspected to have a PLCO cancer,
including search of cancer registries, search of SC information systems, notifi-
cation by the participant, notification by the participant’s physician, and acqui-
sition of death certificates for participants who are reported as deceased. Each
SC is responsible for developing procedures to utilize all available sources to
help ensure complete ascertainment. The participant’s cancer status may be
updated to “suspicious” in one or more of the following ways.

1. From a Positive PLCO Screening Test.

Upon the completion of the screening examinations, the result of each
screening examination is recorded in the SMS (see Chapter 6.0). When
a result of “Positive Screen” (AS) is recorded for a particular partici-
pant, the SMS assigns to the participant a cancer indicator code view-
able on the Participant Status Screen to indicate that cancer is
suspected but not confirmed and that a Diagnostic Evaluation Form is
outstanding.

It is the SC’s responsibility to encourage participants to seek
medical attention in a timely fashion, following a positive
screen. The SC is then required to follow-up with the participant and/
or the physician or hospital to determine whether a PLCO cancer is
identified. This will generally be accomplished by contacting the partici-
pant’s physician to determine what diagnostic tests have been per-
formed and the results of those tests. In cases where no diagnostic
follow-up procedures were recommended and the physician cannot be
contacted, the SC may accept verification from the participant. How-
ever, if a diagnostic workup was performed, all information regarding
procedures and their outcomes should be obtained from a physician or
hospital, not from the participant. 

If the SC refers a participant “internally” after a positive lung, the inter-
nal referral is part of the cancer ascertainment process and must be
documented on the appropriate Diagnostic Evaluation Form. (See
Chapter 6, Section 6.7 regarding internal referrals.) If the internal
referral physician does not recommend additional follow-up but the
participant does undergo additional diagnostic evaluation, both the
internal referral and the additional follow-up should be documented on
the same Diagnostic Evaluation Form.

Each participant must be followed until the first of the following situa-
tions:

< a conclusive diagnosis (either malignant or non-malignant) is
made;

< for 12 months from the date of the positive screen; or

< the next screening exam, whichever comes first.

It is expected that in most cases, the diagnostic workup will be com-
pleted within 12 months of a positive screen. At the end of 12 months
or on the date of the next screening examination, if the diagnostic eval-
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uation is not conclusively malignant, the result of the diagnostic evalu-
ation should be documented on the Diagnostic Evaluation form as “No
Malignancy.” The participant will then continue to be screened once
each year for the remaining screening years of the trial. 

If the participant is diagnosed with a primary PLCO cancer, cancer con-
firmation and treatment information must also be obtained and docu-
mented on the appropriate Diagnostic Evaluation and Treatment
Information Forms (see Section 8.4). These participants may continue
to be screened for the other PLCO cancers in subsequent years of the
trial.

2. From the Annual Study Update (ASU). 

The Annual Study Update (Appendix A-7-1) will be administered each
year of the study (after the baseline year) to all randomized partici-
pants. The administration of this instrument is the primary method of
ascertaining cancers among the control group, interval cancers among
the intervention group and cancers among intervention group partici-
pants who have withdrawn from or completed all years of screening.
The questionnaire asks if a participant has been newly diagnosed with
any type of cancer, and collects the type of cancer and the date of diag-
nosis. 

When a participant reports that s/he was diagnosed with a cancer the
SC staff will enter the cancer and the reported date of diagnosis into
the ASU data entry screen in the SMS. Non-PLCO cancers will be coded
into a 3-digit cancer code, which is entered during receipt of the ASU. It
is important to properly code the cancer reported on the ASU before
entering this information to the system. The coding of the ASU should
be performed under the direction of the Lead Medical Record Abstrac-
tor. Coding of responses on the ASU is an important part of the MRA
process and is described fully in Appendix A-7-1 and in Appendix I:
Cancer Codes. A flag indicating that cancer is “Suspected” will then be
set in the SMS and receipt of the medical record abstract forms will be
expected. If the cancer was already confirmed and this is a second
report of the cancer, the cancer code will indicate that this cancer type
was previously confirmed and no additional medical record abstract
forms will be expected for that cancer type. (See Section 8.2.2 below). 

Note that there may be situations in which it is inappropriate to set
expectations for cancer confirmation and it would be preferable to sim-
ply not key the ASU response into the SMS, thereby reducing paper-
work burden. These situations may include repeated reports of the
same cancer that are confirmed with the participant to be the same
cancer, and reports of conditions that the SC determines are not can-
cer. Outcomes of investigation or review of cancer confirmation should
be noted on the ASU and initialed. These should also be reviewed under
the direction of the Lead Medical Record Abstractor. The SCs should
consult the ICD-9-CM coding manual to determine whether reported
conditions are cancer or not. All conditions that are coded in ICD-9-CM
as a primary malignant neoplasm (140-195, 200-208), non-PLCO carci-
noma in-situ (230-234) or neoplasms of uncertain behavior, including
carcinoids, but excluding villous adenomas (235-238) are considered
cancer.
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3. From a report (telephone, letter, etc.) from the participant, a rela-
tive, physician, etc. 

The SC may be notified of a cancer diagnosis by the participant, a rela-
tive or friend of the participant, or some other method. The SC should
implement a system, such as a telephone log or event form, to record
such information when it is received. The information must then be
keyed manually into the cancers table via the Participant Status
Screen. If the cancer reported is a non-PLCO cancer, the cancer type
should be coded into the appropriate 3-digit code (see Appendix I: Can-
cer Codes) prior to entry into the SMS. These should be coded under
the direction of the Lead Medical Record Abstractor.

4. From a Diagnostic Evaluation (DE) form. 

If the result of a diagnostic evaluation for a PLCO cancer is a non-PLCO
malignancy or a different PLCO malignancy (for example, a diagnostic
evaluation for a positive x-ray reveals a prostate malignancy), the SC
codes this malignancy in ICD-9 in Part B of the Diagnostic Evaluation
Form. Upon receipt of the Diagnostic Evaluation form into the SMS, the
ICD-9 code will be translated into the 3-digit cancer code and the can-
cers table will automatically be updated with a record showing a new
cancer suspicion. 

5. From the death certificate. 

On a monthly basis, the SCs will ship death certificates to the CC for
cause of death coding. A list of death certificates with PLCO or non-
PLCO cancers appearing on them will be generated at the CC and sent
to the SCs on a monthly basis (Cancers on Death Certificates
Report (Appendix B-9-5: Participants with Cancer on Death Certificate
Report). The three-digit code for non-PLCO cancers will be provided to
the SCs on this list. The SC staff will manually key the cancer suspicion
into the cancers table in the SMS. 

6. From a Cancer Registry. 

Local or state registries, if available, may be used to identify PLCO can-
cers in either control or intervention participants which were not ascer-
tained via follow-up of a positive PLCO screening test or via
administration of the Annual Study Update. It is the responsibility of
each SC to determine which registries might be appropriate in the local
area and to seek the approval of the registry to release the requested
information. It is suggested that requests for information be made on
an annual basis.

In the future, the SMS will be used to generate the Cancer Registries
Request List (Appendix B-8-1: Cancer Registries Request List), a list-
ing of all participants for whom the SC has not received a death notifi-
cation or a confirmation of cancer. This list will contain participant
identifiers which would likely be required for a registry search including
name, date of birth, sex and social security number. The Cancer Regis-
tries Request List will be generated either as a hard copy list or as an
ASCII file.

The SC will need to establish guidelines for determining matches from
information received back from a cancer registry search. Once a match
is determined and a PLCO cancer is identified, the participant cancer
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indicator code in the SMS will be updated to indicate that a PLCO cancer
is suspected.

Note: The Cancer Registries Request List is not yet implemented in the
SMS.

8.2.1 Reports for Tracking Cancer Suspicions
The SC will monitor the cancer confirmation process for all intervention and
control participants. The following SMS reports may be used to facilitate this
monitoring activity.

• Cancer Confirmation List (Appendix B-8-3: Cancer Confirmation
List): This report lists all participants for whom a possible PLCO cancer
has been reported. The listing contains the following information for
each participant: Participant ID number, participant status, vital status,
type of cancer reported, date of notification, and source from which the
cancer was reported. This form can be used by the SC Coordinator to
rapidly identify the participants for whom information on diagnostic fol-
low-up and cancer confirmation and treatment must be obtained.

• Open Forms Report (Appendix B-17-8: Open Forms/Specimens
Report): This report lists all participants and all delinquent, incomplete
or outstanding forms for each participant. In terms of cancer ascertain-
ment, this report can be used by the SC Coordinator to track the com-
pletion of the medical record abstract forms. 

• Participant Overview Report (Appendix B-17-10: Participant Over-
view Report): This report may be used to monitor the status of cancer
confirmation for a specified individual or group of individuals. Expected/
receipted medical record abstract forms and cancer status are listed on
this report. 

• Medical Record Background Report (Appendix B-8-2: Medical
Record Background Report): This report may be used to monitor the
status of cancer confirmation for a specified individual or group of indi-
viduals. It contains contact information for the participant and his/her
physicians and hospitals. It also includes the participant’s cancer status
table as it appears in the SMS Participant Status Screen.

• Cancers on Death Certificates Report (Appendix B-9-5: Participants
with Cancer on Death Certificate Report): This report is generated by
the CC and lists all participants with cancer reported on the death cer-
tificate as a cause of death. For each death, the report shows the PID,
study year of death, cancer type, date of death, 3-digit cancer code (if
applicable) and cancer description. 

8.2.2 Updating Cancer Status to “Suspected” in the SMS
Cancer suspicions may be automatically set in the SMS, upon receipt of a form
such as an examination form or an Annual Study Update, or they may be man-
ually keyed by the SC staff. The data elements that must be entered into the
SMS when keying cancer suspicions are as follows:

• Type of cancer

Types of Cancer:

P – Prostate
L – Lung
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C – Colorectal
O – Ovary
T – Other (+ 3-digit cancer code to indicate the type of cancer)

• Study year cancer was reported to the SC

• Source of the suspicion.

Sources: 

< ASU – Annual Study Update

< 3-character exam form type (DRE, FSG, etc.)

< DCF – Death Certificate

< REL - Relative

< PHS – Physician

< OTH – Other (participant, cancer registry, review of medical
records, etc.)

• Date the cancer was identified by the SC. This is the date that the SC
learns of the cancer and not the date of diagnosis of the cancer.

Upon updating of cancer suspicions, expectations for the appropriate medical
record abstraction form (DE or OCF) are set. If the primary cancer was already
confirmed in a previous study year, no new expectations are set. The cancer
status is automatically set to “P” - previously confirmed.

8.3 Collection of Medical Records 
Once a suspected cancer has been identified, the SC will initiate activities to
confirm the reported cancer. This process includes contacting the participant
and/or physician to obtain information. The nature and quantity of medical
records to be collected differs depending on whether the suspected cancer is a
non-PLCO cancer or a PLCO cancer, and, in the case of PLCO cancers, whether
or not the suspicion is due to a positive screen. For additional guidelines on
obtaining follow-up information from the medical records, see Attachment 1.

8.3.1 Collection of Medical Records for Confirmation of PLCO 
Cancers

Collection of medical records may involve contacts to physicians and hospitals
to determine the status of screening followup, the collection of medical records
documenting the participant’s cancer status, and in the case of cancer diagno-
sis, the diagnostic evaluation and staging information, including the pathology
report and pathology slide. (See Chapter 16.0 for information on obtaining
pathology slides.)

The process of cancer confirmation differs slightly depending on whether the
participant is in the intervention group and has a positive screening test or
whether the cancer was reported from some other source. Participants with
positive screening results will be followed forward in time, through the process
of additional diagnostic testing and possibly cancer diagnosis. For these partic-
ipants, a DE form will always be completed, even if cancer was not diagnosed.
For situations in which no cancer is diagnosed, the DE is used to document the
followup that resulted from a positive screen. 
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For suspected cancers identified through sources such as the Annual Study
Update, the SC must contact the participant’s physician and/or obtain medical
records to determine whether or not cancer was, in fact, diagnosed. If so, the
appropriate medical record abstract forms will be completed. In this case, the
cancer will be identified after diagnosis, so the participant’s medical record will
be abstracted historically, beginning with the first visit for initial assessment
and ending with the diagnosis.   

To facilitate the process of requesting medical records, the Medical Record
Background Report (Appendix B-8-2: Medical Record Background Report)
may be generated from the SMS for a participant for whom cancer has been
reported. This form lists participant and physician identifying information and
information on the reported cancer, which may be needed to request the med-
ical record. In addition, the SC may use the tumor registry information to help
obtain additional source documents, but the SC should not complete PLCO
abstracts on the basis of a tumor registry abstract.

In some instances the hospital may not accept the PLCO Cancer Screening
Trial consent form as sufficient for release of the records. Additional authoriza-
tion may need to be requested from the participant or the participant’s next of
kin. In addition, some institutions require that the authorization be recent
(within 6 months, for example). A sample Medical Record Release Authori-
zation Form that may serve the purpose of obtaining authorization to obtain
records is provided in Appendix C-8-1, however some hospitals or insurance
plans may require a release in a specific format.

If the hospital where the participant was diagnosed and treated is located in
the local area, it is preferable to have the abstractor travel to that hospital to
review the record and complete the medical record abstract forms. This allows
for review of the complete record. If the hospital is not in the local area or if
the SC is unable to abstract off-site, then the records must be requested to be
sent to the study office. A sample request letter to a hospital or physician for
medical records is provided in Appendix C-8-2 Because it may not be possible
to request the complete record, certain key parts have been identified which
will be needed to complete medical record abstract forms for PLCO cancers.
These include (for each admission):

• Admission History for diagnosis and initial treatment

• History and Physical

• Treatment History or Reports

• Discharge Summary for all hospitalizations related to diagnosis and
treatment

• Operative Reports

• Pathology Reports

• TNM Classification Form/Cancer Staging Form

• Reports of Diagnostic Work-up

If information is available in the medical record regarding metastatic sites
when the primary site is a PLCO organ, this information should be collected
and kept with the participant’s record as it may be useful for death review and
pathology review. This information should include a photocopy of the pathol-
ogy report and the ICD-O-2 classification (if available). The SC should not pur-
sue additional information about metastatic sites if it is not already available in
the medical record. 
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In some cases, the SC may be charged fees for obtaining copies of medical
record documentation. Since PLCO is a federally funded research study, the SC
may attempt to obtain a waiver of fees from each institution from which they
obtain medical records.

8.3.2 Collection of Medical Records for Confirmation of Non-PLCO 
Cancers

For non-PLCO cancers, sufficient medical records must be collected to enable
the abstractor to record the following data items on the OCF.

• Result of Investigation (non-PLCO primary, non-PLCO metastasis, PLCO
primary, etc.)

• Date of diagnosis

• ICD-O-2 code

• Basis for diagnosis

• Metastatic Sites

The SC should obtain the pathology report from the initial definitive diagnosis
and a discharge summary, if the participant was hospitalized. If the participant
was not hospitalized, and/or was not diagnosed with pathology, the abstractor
must use his/her judgement to determine the appropriate records to collect.
The SC should not collect extensive records on diagnostic evaluation proce-
dures or on treatment.

Medical record release authorization forms may be required for collection of
records as described in Section 8.3.1 above.

8.3.3 Tracking the Medical Records Collection Process (Epi-Info)
Each SC is responsible for tracking the medical records collection process, that
is, to track the requests to participants for signed medical records release
forms and to physicians and hospitals for copies of the medical records. The
tracking may be done manually using methods such as tickler files, or using an
automated system. This is left to the discretion of the SC Coordinator.

The SMS provides some support for the medical records collection process (for
PLCO cancers only) via a link to a database management system called Epi-
Info. For each participant with a cancer status of “Suspected,” or with a status
of “Confirmed” or “Not Confirmed” (i.e., confirmed as non-malignant), but the
DE and TI forms have not been finalized, a record with selected data items
such as PID, date of birth, randomization group, cancer status, etc., will be
exported to Epi-Info. The SC can then access Epi-Info and use these data
items, together with other SC-specified data items to request to view, edit, or
run reports for medical records collection tracking purposes. Refer to the SMS
Version 3.2 Upgrade documentation for more information about Epi-Info.
(Note: Support for Epi-Info is no longer available from the SMS.)

8.3.4 Acquisition of the Histopathology/Cytopathology Report
For each case of cancer diagnosed histologically or cytologically during the
trial, the SC will obtain a photocopy of the histopathology or cytopathology
report which confirms the initial cancer diagnosis. Information from the pathol-
ogy report will also be abstracted onto the Diagnostic Evaluation or Other Can-
cer Confirmation Form. If the cancer was diagnosed both histologically and
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cytologically, information should be abstracted from the earliest procedure
that yielded tissue, with an adequate specimen, that gives a definitive diagno-
sis of cancer. In PLCO, a histologic basis of cancer diagnosis is preferred, even
if there is an earlier cytolologic confirmation of the cancer. If there are several
tissue specimens that confirm the cancer, the information should be
abstracted from the earliest tissue specimen that confirmed the diagnosis of
cancer, even if it does not provide the most complete picture of the cancer. 

8.4 Abstraction of the Medical Record 
Once the records have been obtained, they should be placed in date order and
carefully reviewed to confirm that they are for the correct participant. A Partic-
ipant ID label should be attached to each page. Each document should be
reviewed for legibility and completeness. Consistency of information between
documents should be compared and, if necessary, the physician or hospital
should be contacted to resolve any problems. In addition, if the records are
not complete, the diagnosing physician or hospital may need to be (re)con-
tacted for additional information.

The first step of the abstraction process is to determine whether or not the
reported cancer was diagnosed, and if it was primary or metastatic. If a cancer
was diagnosed, information from the record about the diagnosis of the cancer
should be abstracted onto the appropriate medical record abstract form (DE/
TI/OCF). In cases where followup of a positive screen revealed no cancer,
information about the diagnostic evaluation and the non-malignant diagnosis
should be abstracted onto the DE form. 

The medical record abstract forms are as follows:

• Diagnostic Evaluation Form-Prostate (DEP2) (Appendix B-8-1: Cancer
Registries Request List)

• Treatment Information Form-Prostate (TIP) (Appendix B-8-1: Cancer
Registries Request List)

• Diagnostic Evaluation Form-Lung (DEL2) (Appendix B-8-2: Medical
Record Background Report)

• Treatment Information Form-Lung (TIL) (Appendix B-8-2: Medical
Record Background Report)

• Diagnostic Evaluation Form-Colorectum (DEC2) (Appendix B-8-3: Can-
cer Confirmation List)

• Treatment Information Form-Colorectum (TIC) (Appendix A-8-3)

• Diagnostic Evaluation Form-Ovary (DEO2) (Appendix A-8-4)

• Treatment Information Form-Ovary (TIO) (Appendix A-8-4)

• Diagnostic Evaluation-Diagnostic/Staging Procedures Supplement
(DSS) (Appendix A-8-6)

• Other Cancer Confirmation Form (OCF) (Appendix A-8-5)

These forms have been developed to facilitate standardized documentation of
information concerning diagnostic evaluation; cancer diagnosis, including
pathology, histology, and staging evaluation; and initial cancer treatment. The
item-by-item specifications for completing each set of medical record abstract
forms are provided with the forms in Appendices A-8-1 through A-8-6.
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A trained and approved medical record abstractor will abstract information
regarding diagnostic evaluation, cancer confirmation and initial treatment onto
the appropriate medical record abstract forms. A certified nosologist (medical
coder) is required for coding cancer diagnoses. (Refer to APPENDIX L for qual-
ifications and certification requirements for the medical record abstractor and
the study nosologist.) In addition, a copy of the corresponding histopathology
or cytopathology report, which supports the diagnosis of cancer, must be
obtained and attached to the Diagnostic Evaluation Form.

There will be situations in which a cancer will be reported erroneously, that is,
there is no evidence in the medical record to substantiate the report of a can-
cer diagnosis. Once the SC determines that a report of cancer was, in fact,
erroneous, a DE or OCF form should not be completed. Instead, a Missing Data
Form should be completed. (See Section 8.6 below).

8.4.1 Abstracting Diagnostic Evaluation Information 
Diagnostic evaluation information is recorded in the five sections of the DE
form and the Diagnostic and Staging Procedures Supplement form (DSS), if
necessary. These forms are described below.

• Part A - Diagnostic Evaluation and Staging Information - This
section is used to document clinical presentation, procedures per-
formed for diagnostic evaluation and staging, results of selected proce-
dures, the medical complications of the diagnostic evaluation and
staging, and the final result of the diagnostic evaluation. If the partici-
pant undergoes more than 12 diagnostic/staging procedures, the addi-
tional procedures are recorded on the Diagnostic/Staging Procedures
Supplement (DSS) form.

• Part B - Diagnosis Information For Any Condition Other Than
(PLCO) Cancer - This section is used to record the diagnosis of spe-
cific conditions other than prostate, lung, colorectal, or ovarian cancer.

• Part C - Cancer Diagnosis Information - This section is used to doc-
ument the source of the cancer confirmation, the date and description
of the cancer diagnosis, the ICD-O-2 code, the histologic classification,
TNM staging, and the stage of disease appropriate to the cancer. It also
requests that the histopathology or cytopathology report which sup-
ports the diagnosis be photocopied and attached.

• Part D - Date of Diagnostic Evaluation Determination - This sec-
tion is used to note when a workup is completed or stopped in three cir-
cumstances:

- when the result is “No Malignancy” and no specific diagnosis

- when the result is “No Malignancy” and there are no diagnostic pro-
cedures per participant report

- when the result of the diagnostic evaluation is “No Information
Available” because the participant discontinued the evaluation

• Part E - Physician/Hospital Location Information - This section is
used to document all physicians, hospitals or clinics where the partici-
pant received diagnostic evaluation and cancer confirmation. This sec-
tion collects the name, address, and telephone number of the
physician, hospital and/or clinic, and the participant’s medical record
8-12 PLCO Manual of Operations and Procedures
March 1, 2006



number. Recording of these data is recommended, but not required,
and these data are not entered into the DEES.

As noted earlier, participants with a positive PLCO screening result will be fol-
lowed forward in time from the time of the positive screen. Diagnostic evalua-
tion information will be collected until one of the following occurs: 

• a conclusive diagnosis (either cancer or non-cancer) has been made;

• for 12 months from the date of the positive screen; or

• the next screening exam, whichever comes first.

If, despite SC efforts to encourage a participant to seek medical attention for a
positive screen, the participant does not initiate follow-up of the screen until
late in the year, such as 10 months after the positive screen for example, the
SC should still collect only the diagnostic evaluation data until 12 months after
the positive screen or the next screen, whichever comes first. In the example
given, this would mean two months of diagnostic evaluation data. 

In the case of a confirmed cancer, diagnostic evaluation information should be
collected up to (and including) the date the conclusive diagnosis is made. All
staging information related to the initial diagnosis should be collected, even if
a staging procedure was performed after the date of the initial diagnosis or
after the first definitive treatment. For example, if a participant is diagnosed
with lung cancer by an endoscopic bronchoscopic biopsy, and then has a CT-
chest, CT-brain, bone scan, or lobectomy with lymph node sampling, all of the
latter would be recorded on the DEL3 form as staging procedures, even though
they follow the confirmation of the lung cancer diagnosis. Some treatments,
such as surgical resection of lung tissue or lymph node sampling, can be con-
sidered both staging and treatment procedures, so they would be recorded on
both the DE and TI forms. Any treatment procedure that could not also be con-
sidered staging, such as chemotherapy, radiation therapy, or hormone treat-
ment would not be recorded on the DE form. Any procedure that follows
chemotherapy or radiation therapy would not be considered staging proce-
dures and would not be included on the DE form unless the treatment is con-
sidered neoadjuvant. A special consideration is “watchful waiting” as in the
case of prostate cancer. Watchful waiting is considered to be a first line of
treatment; consequently, diagnostic/staging information would only be col-
lected up to the date when watchful waiting begins. If there is any question
whether watchful waiting is taking place, abstractors should consult with the
Principal Investigator at the Screening Center. Staging procedures that are
recorded should correspond to the TNM or stage of disease classifications
recorded in Part C of the DE form. Staging information on cancer recurrence
Staging information on cancer recurrence or disease progression should not be
collected. should not be collected. 

Staging procedures that are recorded should correspond to the TNM or stage
of disease classifications recorded in Part C of the DE form. Staging informa-
tion on cancer recurrence should not be collected. 

In conducting medical record abstractions for PLCO cancers, the SC may
encounter some special situations:

• When no followup procedures were performed based on an SC internal
referral or a physician’s decision that follow-up of a positive screening
examination was not necessary. In such cases, the SC should complete
a Diagnostic Evaluation Form and document the result of the diagnostic
evaluation as “No Malignancy.” The SC must also document that the
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case was an SC internal referral or must record verbatim what the phy-
sician stated (whether written or verbal) regarding no need for follow-
up and the date the physician made the statement. In the situation
where only a participant’s report can be obtained that his/her physician
decided not to do follow-up on a positive screening exam, this informa-
tion should be collected. Refer to the specifications for the DEP, DEL,
DEC and DEO forms for specific instructions for completing the forms in
such situations.

• When the participant begins diagnostic evaluation but then decides
(against the recommendation of his physician) not to continue: In such
cases, the SC should complete a Diagnostic Evaluation Form and docu-
ment the result of the diagnostic evaluation as “No Information avail-
able” and provide an explanation of the situation. Refer to the
specifications for the DEP, DEL, DEC and DEO forms for specific instruc-
tions for completing the forms in such situations.

• When a participant reports cancer on the ASU for the study year follow-
ing a positive screen and the SC has no record of follow-up directly
related to the positive screen: The SC should contact the participant
and the participant’s physician to determine if the cancer diagnosis was
made as a result of diagnostic evaluation following the positive screen
or because the participant developed new symptoms. If the diagnostic
evaluation was made as a follow-up to the positive screen, then a DE
form should be completed for the same study year as the positive
screen. If the diagnostic evaluation was made because the participant
sought medical care for new symptoms, a DE form for the same study
year as the ASU should be completed. Sometimes it is not clear what
the motivation is for seeking an evaluation. It is assumed that if follow-
up occurred within 12 months of a positive screen, the follow-up was
motivated in part by the positive screen.

• When a participant has more than one diagnostic evaluation
during the year following a positive screen: If, following a positive
screen, a participant has a negative evaluation for cancer from one
physician, then later (within the same study year) decides to go for a
second opinion, at which time the second physician diagnoses a PLCO
cancer, the SC should contact the participant and the participant’s phy-
sician(s) to determine whether the participant was seeking additional
care as a result of the screening test or because s/he developed new
symptoms, or some other reason. 

If the participant was seeking additional care as a result of the screen-
ing test, only one DE form should be completed and information from
diagnostic follow-up performed by both physicians should be recorded.
The final diagnosis should be prostate, lung, colorectal or ovarian can-
cer. If the participant was prompted to seek additional medical atten-
tion due to a change in his/her condition, two DE forms should be
completed. The first form should reflect the negative diagnosis follow-
ing a work-up for a positive screen. The second form should reflect a
positive cancer diagnosis. The SC should enter an expectation for a DE
for the next study year into the cancers table in the SMS, with a source
of “OTH.” The abstractor should then document the second workup on
a DE for the next study year.

• When multiple primary cancers of the same PLCO organ are
diagnosed: If multiple primary cancers are diagnosed at the same
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PLCO site, during the same diagnostic evaluation process and prior to
the first definitive treatment for the cancer that is being confirmed,
individual DE forms should be completed for each primary cancer. Once
treatment has been initiated, SCs are not required to follow-up or doc-
ument any additional reported cancer (a new primary, a recurrence, or
metastases) of the organ. Refer to the specifications for the DEP, DEL,
DEC, and DEO forms for specific instructions for completing the forms
in such situations. 

Note: If the SC becomes aware of multiple primary cancers, recur-
rences or metastases occurring after treatment of the first cancer, and
has access to the medical records, the hardcopy data should be col-
lected and maintained in the participant’s study file. They may be used
for the death data review process. 

• When a participant is diagnosed with a metastatic PLCO cancer:
Only a primary PLCO cancer should be recorded in the cancer section of
the DE form. If the diagnostic evaluation for a suspected PLCO cancer
reveals a PLCO malignancy, but it is a metastasis from another cancer
site (including a different PLCO cancer site), the result of the diagnostic
evaluation should be recorded as “Other Malignancy Confirmed Histo-
logically or Cytologically,” and the primary cancer type should be
recorded in section of the DE form for Diagnosis Information for Any
Condition Other Than [PLCO] Cancer. An OCF for the primary cancer
will then be expected by the system.

The Diagnostic Evaluation Form should always be completed before the Treat-
ment Information Form because the Treatment Information Form is only
required if a PLCO cancer has a confirmed diagnosis documented on the Diag-
nostic Evaluation Form. The follow-up of positive screening examinations and
confirmation of reported cancers from the Annual Study Update and other
sources may show that the participant had a non-malignant condition or a
non-PLCO cancer. In such situations, the Treatment Information Form need
not be completed.

8.4.2 Abstracting Treatment Information 
The Treatment Information Form is organized into two sections.

• Part A - Initial Treatment Information - This section is used to doc-
ument all initial treatment information for the cancer diagnosis. This
section also includes, when appropriate, a section for recording com-
ments.

• Part B - Physician/Hospital Location Information Form - This
section is used to document all physicians, hospitals or clinics where
the participant received PLCO cancer treatment. Note: The SC has to
track metastatic PLCO cancer sites manually for those intervention par-
ticipants who are still undergoing screenings in order to prevent addi-
tional cancer screenings for that particular organ.

Initial treatment is defined as the first treatment received, and is usually
within six months of diagnosis (before cancer progression or recurrence). Six
months should be long enough to collect information, at the least, about initia-
tion of adjuvant treatment after diagnosis. If treatment begins after six
months, it is possible that this treatment is not related to the initial disease,
but perhaps to a recurrence of the disease.  Cases in which primary therapy is
begun after 6 months post-diagnosis should be referred to the SC Principal
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Investigator for adjudication. If necessary, photocopies of the appropriate
information should be sent to the MRA Coordinator at the CC, who will send
the information to NCI for final adjudication. NCI will decide with the SC the
best way in which to handle each specific case.

8.4.3 Abstracting Non-PLCO Cancer Information 
The purpose of the Other Cancer Confirmation Form (OCF) is to document the
SC investigation of non-PLCO cancer reports, to document the ICD-O-2 code
for primary non-PLCO cancers, and to document metastatic cancer. The OCF is
organized into two sections.

• Part A – Confirmation of Cancer - This section is used to document
the result of the investigation of the cancer report (primary, meta-
static—unknown primary, metastatic—PLCO primary), and information
about the diagnosis such as date, ICD-O-2 code, basis for diagnosis.
This section also includes an item for recording cancer reports that are
initially reported as primary cancer but, after further investigation, are
found to be metastases of an unknown primary cancer. 

Note: Only metastasis of unknown primaries should be recorded.

• Part B - Physician/Hospital Location Information Form - This
section is used to document all physicians, hospitals or clinics where
the participant was diagnosed with the cancer.

A separate OCF should be completed for each primary non-PLCO cancer diag-
nosed. Up to three cancers that were initially reported as primary cancers, but
are later determined to be metastatic sites of an unknown primary, (in Item
A.12 of the OCF), may be confirmed using one OCF. If the investigation of the
reported cancer reveals a metastasis from an unknown primary, the site and
date of diagnosis of the metastasis will be recorded on the OCF.

In conducting medical record abstractions for non-PLCO cancers, the guide-
lines below should be followed:

• Do not complete an OCF for active recurrences of a primary non-PLCO
cancer that were diagnosed prior to randomization. 

• If a reported “cancer” is confirmed to be a primary non-PLCO cancer,
the SC will not be required to complete another OCF for any subsequent
reports of this cancer, even if it is a multiple primary cancer in the
same organ (i.e. melanoma or breast). NCI is interested in the first pri-
mary only. 

• For multiple reports of a cancer that has been confirmed as a meta-
static site in a previous study year, the SC will be required to determine
(via a method chosen by the SC such as a review of diagnosis dates,
contact with the participant, review of medical records, etc.) whether or
not it is the same metastasis or a new primary. 

• When a non-PLCO cancer is reported via a Diagnostic Evaluation Form,
the ICD-9 code recorded in the Non-PLCO Cancer Diagnosis section
(Part B) of the DE form will be translated into the three-digit cancer
code and an expectation for an OCF will be set for that cancer.

• While confirming a reported non-PLCO cancer, if the primary cancer
site is identified to be a PLCO site, it is necessary to indicate this in
Items A.6 and A.6a of the OCF. Depending on whether or not the PLCO
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cancer was confirmed in the past, it may or may not be necessary to
complete a DE form for the PLCO cancer. For example:

The SC reviews the medical record to confirm a reported liver cancer,
and finds that the primary cancer site was prostate. The circle for pros-
tate should be darkened in Item 6a. If the liver cancer was a metastasis
from a prostate cancer that was already confirmed in the study (the
cancer status code is “C”), then a new DE is not required. If the pros-
tate cancer had never been confirmed in the study, a DEP form is now
required.

• When there is an unknown primary with a PLCO metastatic cancer site,
this should be recorded in Items A.6 ‘Result of Confirmation of
Reported Non-PLCO Cancer’ and A.12 ‘Reported Metastatic Sites’ of the
OCF. The SMS and DEES options will reject the receipt of this data.
User Support should be contacted to get this data receipted into the
SMS.

• The OCF should be used to document metastases of unknown primary
cancers only. 

• Up to three metastatic sites of an unknown primary cancer may be
recorded on one OCF. If there were more than three metastatic sites,
the SC should contact the MRA Coordinator for an appropriate resolu-
tion. 

• The SC is not required to document metastatic sites revealed upon
review of the medical record.

• There is no “window” for abstracting information about non-PLCO can-
cers, it is expected that once the SC is notified of the non-PLCO cancer,
that every attempt should be made to investigate and complete the
OCF, if appropriate, in a timely manner. 

8.5 Receipt and Processing of the Medical Record Abstract 
Forms
When medical record abstract forms are completed, they should be receipted
into the SMS as soon as possible so that the participant’s cancer status can be
updated. Receipt may be accomplished by interactive data entry or via the
DEES-SMS Update (see Chapter 17.0 for more information on the receipt pro-
cess). Data items from the forms that are entered into the system as part of
the receipt process include:

Diagnostic Evaluation Forms:

• Date receipted

• PID

• Study Year 

• Date Abstracted 

• Abstractor ID

• Result of diagnostic evaluation

• ICD-9-CM code for diagnosis (if non-PLCO cancer)

• Date of physician diagnosis (for non-PLCO cancer)
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• Date for first cancer diagnosis (if PLCO cancer)

• ICD-O-2 code for diagnosis (for PLCO cancer)

Treatment Information Forms:

• Date receipted

• PID

• Study Year 

• Date Abstracted 

• Abstractor ID

Other Cancer Confirmation Forms:

• Date receipted

• PID

• Study Year 

• Date Abstracted 

• Abstractor ID

• Result of Confirmation of Reported Non-PLCO Cancer 

• date of diagnosis

• ICD-O-2 code

• Up to three 3-digit codes for reported metastases 

The SMS receipt screen for the Diagnostic Evaluation is given below.

If a PLCO cancer is confirmed, the SMS will be expecting future receipt of a
Treatment Information Form. It is possible that several weeks or months may
elapse between the completion of the two medical record abstract forms. This
would likely occur if the Diagnostic Evaluation Form is completed close to the

Figure 8-1. Receipt Screen for DEP Form
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time of diagnosis. Since the Treatment Information Form includes treatment in
the six months following diagnosis, completion of the form must necessarily
wait until this period of time has elapsed. Note that if a cancer is not confirmed
until treatment is performed, the information regarding the treatment should
be abstracted onto both the Diagnostic Evaluation Form and the Treatment
Information Form. For example, if a participant does not have the diagnosis of
cancer prior to a surgical resection, then the surgical resection would be con-
sidered diagnostic staging and treatment, and would be recorded on both the
DE form and the TI form.

Medical record abstract forms should be manually edited using the procedures
described in Chapter 17.0 of this manual. After a form has undergone a man-
ual edit, it will be scanned using the Optical Mark Reader into the DEES. Since
it may take several months to collect all of the required data and complete the
medical record abstract form, the SC may scan the form even if it is not final-
ized. It should be assigned a form disposition of “Interim Complete” and
scanned each time it is updated. (See DEES User’s Guide/DEES Upgrade Docu-
mentation for more information.) After scanning, the computer edit should be
run. If items are incomplete or unclear as identified from the manual or com-
puter edits, data retrieval should be requested from the abstractor. If the form
is final, a final disposition code of “Final Complete” or “Final Incomplete”
should be assigned by the SC Coordinator (see Chapter 17.0). Completed
abstracts should be filed in the participant’s folder. In addition, all medical
records received at the study office should be filed in the participant’s folder
or, if required, copied, with the copy retained and the original returned to the
physician or institution from which they were requested.

8.6 Updating Cancer Status in the SMS
Below are the cancer indicator codes that may be set during cancer confirma-
tion activities:

S = suspected cancer – This status is set when a cancer that has not
previously been reported or confirmed, is reported to the SC from a
source such as the ASU, a participant phone call, etc.

C = confirmed cancer – This status is set when a DE or OCF is receipted
that confirms the cancer.

P = previously confirmed cancer – This status is set when a cancer that
was previously confirmed is reported to the SC again. This status is set
automatically by the system, without receipt of a DE or OCF form.

N = case confirmed as non-cancer - This status is only used for PLCO
cancer suspicions that result from positive screens. This status is set
when a DE form is receipted with the result of Diagnostic Evaluation. 

M = Missing Data Form – This status is set when a Missing Data Form is
filed in place of a DE, TI or OCF form.

Figure 8-2 presents the screen display of the cancer information maintained by
SMS. Cancer information may also be viewed on the Medical Record Back-
ground Report.
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8.7 Documenting Non-Response for Cancer Confirmation
In some cases, the SC will not be able to complete a Diagnostic Evaluation,
Treatment Information, or Other Cancer Confirmation form for the participant.
The following are the conditions under which a Missing Data Form (MDF)
should be completed: 

• When the medical records necessary for the completion of the DE, TI,
or OCF are not available (i.e., records are lost, institutional refusal, for-
eign or non-local institution). Reason code R (“could not be obtained”
and the appropriate subcode) should be recorded on the MDF;

• When the SC is unable to find the participant to determine whether or
not s/he had follow-up for a positive screen. Reason code 5 (“Can’t
locate contact” and the appropriate subcode) should be recorded on the
MDF;

• When the SC determines that the participant will not ever be obtaining
diagnostic follow-up for a positive screen (that is, the participant
refuses to obtain diagnostic follow-up). Reason code 1 (“Refused study
activity” and the appropriate subcode) should be recorded on the MDF.
If the participant refused to follow-up, the MDF can be completed at the
time of the refusal. If the participant states that s/he plans to follow-up
but does not, an MDF should be completed after 12 months from the
positive screen, or the next screening visit (whichever comes first); 

Figure 8-2: Screen Display of Cancer information
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• When the participant had no follow-up for a positive PLCO screen due
to other, more critical illnesses. Reason code 1 (“Refused study activ-
ity” and the appropriate subcode) should be recorded on the MDF;

• When the SC determines that the participant will not ever be obtaining
treatment for a confirmed cancer that is, the participant has decided
not to undergo treatment). Reason code 1 (“Refused study activity”
and the appropriate subcode) should be recorded on the MDF;

• When the SC is unable to find the participant to obtain consent to col-
lect medical records. Reason code 5 (“Can’t locate” and the appropriate
subcode) should be recorded on the MDF;

• When a participant refuses to sign a Release of Information form for us
to obtain medical records to document cancer diagnostic/staging proce-
dures or treatment information. Reason code “R” (records could not be
obtained, subcode R01) should be recorded on the MDF.

• When the participant may have sought follow-up attention but has
since died, and the SC cannot obtain consent forms from the partici-
pant’s family to obtain medical records. Reason code R (Records could
not be obtained) should be recorded on the MDF. If the SC is unable to
locate the participant’s family to obtain consent or to obtain medical
records, use Code 5 (“Can’t locate,” subcode 504).

• When the participant dies before seeking follow-up for a PLCO positive
screen, record Reason code D, subcode DDD on the MDF;

• When the SC obtains records for a participant who reported an interval
cancer (PLCO or non-PLCO) but the records do not substantiate the
report of the cancer diagnosis. Reason code E record (“Erroneous
Report of Cancer,” subcode F01) on the MDF;

• When the cancer reported by the participant is found to be a primary,
or a recurrence, or a metastasis from a primary cancer that was diag-
nosed prior to randomization. Reason code “E” (“Erroneous Report of
Cancer,” subcode E02) should be recorded on the MDF. If the primary
cancer that was found to have been diagnosed before randomization is
a PLCO cancer, an ATF should also be completed to document the par-
ticipant as a randomized ineligible. (See Chapter 4.0);

• When the cancer reported by the participant is found to be a recurrence
or metastasis from a primary cancer diagnosed after randomization,
reason code E (“Erroneous Report of Cancer,” subcode E03) should be
recorded on the MDF.

• When the participant sees a physician for treatment of the cancer, but
the SC is unable to obtain any information from the participant’s physi-
cian or a medical facility regarding the details or outcome of the treat-
ment. Reason code R (Records could not be obtained and the
appropriate subcode of R03, R04, or R05) should be recorded on the
MDF.

Note: Only the reason codes, 1, 8, E, and R should be used on the Miss-
ing Data Form for DE, TI or OCF Forms. Each reason code must be
accompanied by an appropriate subcode.

A MDF should not be completed for a DE form if the SC or the participant con-
sults a physician for follow-up and the physician indicates, based on the
screening exam result and/or a review of the participant’s medical record, that
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no follow-up testing is necessary. In this situation, a DE form should be com-
pleted as described in the form completion specifications.

Refer to Chapter 17.0 and Appendix A-17-1 for information on the completion
of the Missing Data Form.

8.8 Monitoring Cancer Ascertainment Activities
The SMS will produce reports that can be used by the SC Coordinator to assist
in monitoring cancer confirmation activities. These reports are described
below:

SMS Reports:

• Medical Record Background Report (Appendix B-8-2: Medical
Record Background Report): This report is generated for participants
with a suspected or confirmed PLCO cancer. It lists locator information,
date of birth, modified date of birth, and cancer information (such as
outstanding DE forms, cancer status, cancer type, and ICD-9-CM
codes). The report may be generated to facilitate the collection of Med-
ical Record Abstracting information.

• Cancer Confirmation List (Appendix B-8-3: Cancer Confirmation
List): This report lists all participants for whom a possible PLCO cancer
has been reported. The listing will contain the following information for
each participant: Participant ID number, participant status, vital status,
type of cancer reported, date of notification, and source from which the
cancer was reported. This form will be used by the SC Coordinator to
rapidly identify the participants for whom information on diagnostic fol-
low-up and cancer confirmation and treatment must be obtained.

• Open Forms Report (Appendix B-17-8: Open Forms/Specimens
Report): This report lists all participants and all delinquent, incomplete
or outstanding forms for each participant. In terms of cancer ascertain-
ment, this form will be used by the SC Coordinator to track the comple-
tion of the medical record abstract forms. Although there is no
“deadline” for these forms, it is expected that they should be able to be
completed within six months of notification of an unconfirmed cancer.
For participants in the intervention group with a positive screening test,
it is expected that the Diagnostic Evaluation Form should be able to be
completed before the activity window the for the next study year
begins.

• Participant Overview (Appendix B-17-10: Participant Overview
Report) This report may be used to monitor the status of cancer confir-
mation for a specified group of participants. This report also provides a
summary of study information for each participant in the group.

DEES Reports:

• Summary of Scanned Forms (Appendix B-17-11: Summary of
Scanned Forms Report) This report may be used to determine the
cumulative number of medical record abstraction forms (DE, TI and
OCF) scanned and counts by date scanned.

• DEES Final Disposition (Appendix B-17-12: Report of DEES Final Dis-
position) This report lists forms according to their final disposition
(FCM, FIC, ICM). This report will enable SC staff to identify MRA forms
that are not yet final and have a disposition of Interim Complete (ICM).
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Semi-Annual SAS Reports:

• Completion Status of Expected Other Forms Relative to Activity
Windows – This report is generated by the CC and sent to the SCs on
a semi-annual basis. It may be used to monitor the cumulative number
of DEs, TIs and OCFs and MDFs completed out of the total number
expected. It may also be useful in estimating abstracting workload.
Note that the expected number of DEs is taken from Cancer Status =
Suspected. If there are multiple positive screens per cancer type per
person in a study year, only one screen is counted.

Chapter 17.0 and the SMS User’s Guide/SMS Upgrade Documentation contain
additional information on producing reports to monitor cancer ascertainment
activities.

8.9 Reporting Cancer Status to the Coordinating Center
Once a month, the SC will transmit all medical record abstract information
from DEES to the Coordinating Center (CC). This will be done through the Data
Transmission application of the PLCO computer system. Refer to the SMS
User’s Guide/SMS Upgrade Documentation.

8.10 Quality Assurance for Cancer Confirmation
The Medical Record Abstraction Quality Assurance Plan (APPENDIX L) consists
of six components, regular communication, registration, training and external
quality assurance, internal quality assurance, workshops and conference calls,
problem resolution and response to medical record abstraction issues. Each
abstractor or nosologist will be required to submit a registration form which
will be reviewed and approved by NCI. The MRA Coordinator at the CC will
facilitate regular communication between the SCs and NCI on medical record
abstraction issues and problem resolution as well as coordinate training and
the quarterly external quality assurance cycles. The Lead Abstractor at each
SC will assist the CC in monitoring internal quality assurance at their SC and
provide input for medical record abstraction issue resolution. Please see
APPENDIX L for more details of the plan.
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Attachment 1
Attachment 1
Minimum Requirements for SC Contact of Participants Following a Positive Screen

1 There is considerable variation in the approach and effort that Screening Centers use
when collecting information on the follow-up to a positive screening exam. One con-
cern is that an insufficient or inconsistent effort may preclude the SC from contacting
the participant in a timely manner to encourage follow-up and verify that follow-up I
occurring. A second concern is that a number of SCs are not contacting the health
care provider (HCP) early and frequently enough to obtain all medical records. As the
goal of these guidelines is the reduction of the MDF-DE rate, these requirements may
be followed by all SCs, but specifically apply only to any SC with a MDF-DE rate that
exceeds 10%.

a What is the minimum requirement for participant contact attempts fol-
lowing a positive screen? 

Resolution: The SC staff should make timely and frequent follow-up contacts
with the participant to determine the status of the follow-up. Follow-up contact
begins with the results letter that the participant and the participant’s HCP should
receive each within three weeks of the screening exam.

The SC should begin contact attempts 3 months after the results letter is sent and
should continue to contact the participant every 3 months if earlier attempts are
unsuccessful. Each quarterly contact attempt should consist of five calls over two
weeks, with calls at different times of the day and week, and with at least one call
at night and on weekends until the SC is able to reach the participant. If telephone
contacts are unsuccessful, the SC needs to send a follow-up letter. The letter
should encourage the participant to obtain follow-up, and request that the partici-
pant call the SC as soon as possible. The letter should also indicate that the SC will
continue to re-contact the participant to confirm that s/he has contacted her/his
physician for follow-up. 

If the SC has been unable to contact the participant prior to the next screening
exam or until 12 months from the screen, whichever comes first, then a MDF can
be completed.

When the SC has been unsuccessful in contacting the participant, the SC should
contact the HCP to enlist his/her help in encouraging the participant to get follow-
up. HCP contact is recommended two weeks following each unsuccessful cycle of
five calls and one letter.

If the SC has successfully contacted the participant, but the participant still has
not had an evaluation, the SC should make one final effort to encourage the par-
ticipant to get follow-up, even though it means that any follow-up information
obtained beyond the window of data collection would not be collected.

The SC staff should document any successful contact with a participant on the
Telephone Screening Exam Follow-up form. The form should be placed the partic-
ipant’s folder. The SC should also document that the participant has discussed the
results of the positive screening exam with his/her HCP or the reason why the par-
ticipant has not discussed the results with his/her HCP.

b If the SC verifies that follow-up has occurred, how often should the SC attempt re-
contacting the participant to determine the status of the subsequent follow-up.

Resolution: The SCs need to re-contact the participant every three months to
determine the status of the evaluation. Timely and frequent contact will improve
1-1 PLCO Manual of Operations and Procedures
March 1, 2006



the quality and completeness of data collection. Each attempt to re-contact should
include a minimum of five phone calls and one letter. Attempts to contact the par-
ticipant and verify the status of the work-up should continue until a conclusive
diagnosis is made, until the next screening exam, or until 12 months from the
screen, whichever comes first.

c To date there has been no standard approach for the collection of information
from a participant regarding his/her follow-up of a positive screen. Furthermore,
when the participant says s/he has not had an evaluation, there has not been a
standard approach for determining the reasons for lack of follow-up. How can the
SCs improve the collection of information describing the reasons why follow-up
has not occurred?

Resolution: To standardize the collection and coding of follow-up information
obtained during this process, the SC should refer to the Telephone Screening
Exam Follow-up form and ask the participant probing questions. Record the par-
ticipant’s responses each time the SC has a conversation with the participant
regarding follow-up to a positive screen. This form includes sections formatted to
document the health care provider’s name and address and to list any procedures
that have occurred or are planned. 

When an evaluation is either not obtained or discontinued, this form provides
questions to probe for reasons and space available to record the participant’s
responses.

A separate Telephone Screening Exam Follow-up form should be used each time
the SC reaches the participant to verify the status (or lack of progress) of the
evaluation following a positive screening exam. Each completed script should to
be placed in the participant’s folder.

d How often should the SCs collect medical records? 

Resolution: The SC should collect medical records as soon as possible. Since the
SC will call the participant quarterly to determine the status of the follow-up eval-
uation, the SC should request medical records within one month of the call if any
evaluation has occurred in the previous quarter. The longer the SC waits to collect
medical records, the more difficult it may be to obtain medical records.

2 When can the SC complete an MDF? Is there a way to capture the additional
information that is obtained during follow-up phone calls?

Resolution: The SCs will not complete an MDF until there has been at least three
separate attempts (one attempt is defined as a minimum of five calls and one let-
ter) to contact the participant. In addition, the SC needs to wait until the window
of data collection closes for any follow-up evaluation—that is, until 12 months
after the screening exam or until the next screening exam, whichever is first. NCI
wants the SC to contact each participant frequently to encourage retention and
follow-up, particularly when no follow-up to a positive screening exam has
occurred. The SC will use the information recorded on the script to complete an
MDF when three separate attempts have failed to produce a result. While the MDF
has not changed in appearance, the SCs will be able to record additional reason
codes to clarify why follow-up was not obtained. The additional reason codes will
match the codes and explanations included in the sample script. Separate specifi-
cations for the completion of the MDF are attached.





9.0 VITAL STATUS ASCERTAINMENT AND THE 
DEATH REVIEW PROCESS

9.1 Introduction

9.1.1 Background
The primary objective of the PLCO trial is to ascertain whether screening
exams for prostate, lung, colorectal or ovarian cancer can reduce mortality
from these cancers. A statistically significant reduction in the PLCO cancer
mortality rate for intervention participants would provide strong evidence for
the value of these screening exams. The Screening Centers (SC), the Coordi-
nating Center (CC) and a Death Review Committee (DRC) will participate in
activities to implement a review of cause of death for all PLCO participants who
die during the course of the trial. The purpose of the Death Review Process
(DRP) is to determine whether or not death was due to a PLCO cancer. This
review process plays an important role in minimizing bias in assignment of
PLCO cancer as cause of death on the death certificate, and therefore ensures
a more accurate assessment of the value of these screening exams. 

Intervention arm participants in the PLCO screening trial may be diagnosed
with a cancer earlier in its natural history than they would have been in the
absence of these screening exams. Moreover, since these participants undergo
repeated screening tests, it is possible that a cancer may be diagnosed that
may never have presented in that individual’s lifetime. Therefore, during each
year of follow-up in the PLCO trial, there is likely to be a greater incidence of
newly diagnosed cancers in the intervention arm than in the control arm. This
may affect mortality data, since it has long been established that if an individ-
ual has been diagnosed with cancer, this will impact the cause of death
entered on the death certificate. This influence, known as “sticking diagnosis,”
may lead to an overdiagnosis of PLCO cancers among intervention partici-
pants. 

Alternatively, control arm participants may be underdiagnosed with PLCO can-
cer since they will not have had repeated screening exams and may die before
the cancer was diagnosed. In the absence of a directed autopsy this bias can-
not be corrected, however, certain ICD-9 codes, which are closely related to
PLCO cancers, can be investigated. For example, the medical records of a par-
ticipant whose death certificate suggests a primary liver, bone, brain or spinal
cord cancer (ICD-9 155,170) can be further evaluated to determine if the par-
ticipant had a PLCO cancer. Other examples include, causes of death which
suggest uncertainty of the diagnosis of cancer, such that prostate, lung, colon-
rectum or ovarian cancer cannot be excluded, or a metastatic cancer with
unknown primary (ICD-9- 184.9, 199). Further investigation of medical
records may reveal that some of these deaths were due to PLCO cancers.
Review of these deaths should minimize the level of underreporting of PLCO
cancers on the death certificate in the PLCO trial and reduce the influence of
this bias.

Because the DRP will involve a review of all PLCO cancer deaths, as well as
other closely related ICD-9 cancer deaths, it will minimize the effect of over-
and under-reporting of PLCO cancers as the death certificate cause of death.
This process will further ensure that ascertainment of the fact of death is
equally applied to the intervention and control arm participants.
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9.1.2 Overview of the Death Review Process
The SCs are responsible for ascertaining all deaths, collecting all death certifi-
cates, and shipping all death certificates to the CC. 

The following is a brief overview of the activities to be completed by the SCs,
the CC and the DRC to implement the DRP:

• Ascertainment of the Fact of Death: Each SC is responsible for
implementing procedures to follow-up all PLCO participants for vital
status ascertainment during the course of the trial. For participants who
are reported as deceased, the SC is responsible for confirmation of
death through procurement of the death certificate. 

• Cancer Ascertainment: Each SC will determine cancer incidence for
all PLCO participants during the course of the trial as described in Chap-
ter 8.0 

• Identification of Deaths for Review by the DRC: The CC will be
responsible for identifying deaths to be submitted to the DRC for
review. The CC will code cause of death from SC-supplied death certifi-
cates, enter the information into a central database and then apply a
computer algorithm to select, from the coded cause of death and coded
cancer status and cancer diagnosis, all deaths which meet the criteria
described in Section 9.8.3. For those deaths not selected by the com-
puter algorithm, the case will be deemed as “Certified” and no addi-
tional action is required. 

• Collection of Medical Records for Death Review. The SC will be
responsible for providing all necessary documentation to the DRC. All
records will be carefully read by the SC, and the relevant portion of any
record that identifies a cancer as screen-detected, or makes mention of
the PLCO trial, will be deleted. On a quarterly basis, the SC will prepare
1 copy of all DRP documentation, batch the DRP folders, and forward
them to the CC. The CC will verify that the DRP folders are complete
and forward the information to the NCI consultant for review prior to
sending them to the DRC.

• Analysis by the Death Review Committee. The DRC is composed of
five physicians/oncologists who have experience with treating a variety
of cancers and are not affiliated with the PLCO study or any of its
screening centers. Each of these experienced reviewers will review all
medical record documents for each death to: 

< evaluate the adequacy of the information; 

< decide whether they consider the participant death to be: “due to,”
“probably due to,” “probably not due to,” or “not due to,” prostate,
lung, colorectal or ovarian cancer; 

< decide whether or not other competing disease processes contrib-
uted to death. 

• If a DRC member determines that additional documentation or pathol-
ogy information is needed, the committee member will submit a
request to the CC.

• If the results of the DRC are discordant, a conference call will be held
with all the DRC members and the NCI consultant to reach consensus
on the underlying cause of death.
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• All results of the DRC review will be documented by the CC and
reported to the SCs. The committee’s decision will be binding. 

Figure 9-1 provides a visual representation of this process.

The remainder of this chapter will describe in detail the SC procedures and
review activities to be completed for ascertaining and confirming participant
deaths, providing death certificates to the CC, identifying cases for submission
to the DRC, and obtaining, editing and processing all medical record documen-
tation to be submitted to the DRC. Systems support for some SC activities will
be provided by the CC and documented in the appropriate User Upgrade
memos. Central death certificate coding, data processing and coordination
procedures to be completed by the CC will be documented in the “Death
Review Manual – Coordinating Center Procedures.” Procedures to be com-
pleted by the DRC will be documented in the “Death Review Manual – Death
Review Committee Procedures.”
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9.2 Death Ascertainment Activities

9.2.1 Introduction
The SC will determine the vital status of all participants during the course of
the trial and obtain death certificates for those participants reported as
deceased. Tracing procedures will be implemented for all participants who are
considered lost-to-followup in order to ascertain their vital status. The results
of vital status ascertainment will be entered into the SMS. 

If a Non-Response Form (NRF) has been receipted, vital status ascertainment
should only be performed for those participants who are classified as a level 1
- “No Active Contact with Participant”. For more information please refer to
Section 17.4.6 Documenting a Participant’s Request to Withdraw from
the Study.

9.2.2 Vital Status Ascertainment
Ascertainment of vital status is the first step in the DRP. The second step is the
acquisition of death certificates, which is described in Section 9.3. The primary
method for determining vital status is the Annual Study Update (ASU), which
is sent to all participants on a yearly basis. Participants who do not respond to
the ASU will require follow-up tracing activities to determine whether they are
alive or deceased. In some cases, the participant’s relatives or friends may
complete and return the forms indicating the participant has died. In addition,
the envelope containing the ASU form may be returned from the post office
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marked “Deceased.” If a participant is reported as deceased through this pro-
cess, his/her vital status will be updated in the SMS to “presumed deceased.”
When presumed deaths are identified, the SC Coordinator should initiate pro-
cedures to confirm the death. When a participant is reported as deceased, the
SC Coordinator will need to obtain the date of death and state of death in
order to obtain the death certificate from the appropriate state Vital Statistics
Bureau. The SC Coordinator will determine the most appropriate strategy to
obtain this information.

When participants are considered lost-to-follow-up because of failure to return
the ASU or to keep an appointment for a screening visit, relatives, friends and/
or physicians may be contacted for information. The Baseline Locator Form
(Appendix A-5-3) and the Follow-up Locator Form (Appendix A-7-2) collect
location information on the participant’s relatives, friends and physicians. If
the participant was identified as having a positive screening exam and/or a
PLCO cancer at some time during the trial, the Physician/Hospital Location
Information (part of the medical record abstract forms) would provide addi-
tional information about physicians and hospitals where the participant was
seen. In the absence of contact within a year, standard SC tracing procedures
should be initiated. These procedures may include a search for fact of death
with the National Death Index (NDI), the Health Care Financing Administration
(HCFA), the Social Security Death Index (SSDI), tumor registries, Depart-
ments of Motor Vehicle Administration and Vital Statistics Bureaus.

Critical identifying information, essential for making submission requests for
vital status determination and for tracing participants will be maintained by the
SC and stored in the SMS. This information is collected on the Baseline Locator
Form (BLF) and the Follow-up Locator Form (FLF). It includes:

• Name: first, middle, and last;

• Sex;

• Date of Birth: month, day and year;

• Social Security Number;

• Address and date of address; and

• Mother’s place of birth.

See Chapter 7.0 for more information regarding tracing lost participants.

9.2.2.1 National Death Index
The National Death Index (NDI) is an important source for identifying
deceased individuals. The NDI is a computerized database of death records for
the nation since 1979. NDI plus provides the underlying and multiple causes of
death coded using the International Classification of Diseases. The National
Center for Health Statistics, the agency that maintains the database, updates
the NDI on an annual basis to include deaths through the previous year. For
example, at the beginning of 2004 the database would include deaths through
December 2000. This excellent source for vital status determination is rapid
and only requires social security number, a full date of birth, and the gender of
the participant for matching with death certificate information. Submission of
additional participant data, however, may provide more certainty in the
matches.

Prior NDI approval is required by the National Center for Health Statistics for
all submissions for death searches of the NDI files. Westat will submit a central
application to NCHS for search of the NDI. Approval will be for the project and
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each SC will be able to submit their files to the NDI and the results will be
returned to the SC. Once approval has been received for the initial NDI sub-
mission, the SC will be given guidance on submitting requests to NDI and
interpreting NDI results. In addition to receiving the results of the NDI search,
the SC will also receive an NDI User’s Manual and a Repeat Request Form. The
Repeat Request Form is provided for making future NDI submissions. 

NDI updates the death records approximately 10 months after the end of a
particular calendar year. It is recommended that the annual searches be con-
ducted in January or February in order to take full advantage of updated infor-
mation. The SC Coordinator will be responsible for preparing the data file for
the NDI submission, for reviewing the returned NDI output, and for determin-
ing good matches. The address and phone number of the National Death Index
are:

National Death Index
Division of Vital Statistics
National Center for Health Statistics
3311 Toledo Road, Room 7318
Hyattsville, MD 20782
(301) 458-4444

The NDI output will be returned directly to each SC for review and determina-
tion of good matches. This output will be returned on CD-ROM and will contain
eight different output files. One of the eight files included on the CD-ROM is
the NDI Retrieval Report. Whenever a participant record matches with one or
more NDI records, it will appear on this report. The other seven reports pro-
vide information on the records that were submitted and a file for forms to
request death certificates from the State’s Vital Statistics Office. 

9.2.2.1.1 Submitting Files to NDI
Beginning in March 2001, SCs will begin annual NDI searches, any SC not
planning to perform an annual NDI search, must provide written justification to
the NCI. 

The SC Coordinator will use the SMS to facilitate the NDI searches by generat-
ing the submission file for the NDI which contains all participants whose vital
status is unknown (in-tracing, lost contact, NRF receipted, or missing 2 or
more consecutive ASUs) or presumed deceased as of the date through which
the NDI database is currently updated. The file will contain the participant’s
name (including maiden name), date of birth, social security number, sex, and
city and state of residence (and state of death if presumed deceased). These
data will be submitted to determine the vital status of participants who are lost
to follow-up. These data are included to enable as close a match as possible
with NDI records. The NDI results include the state file number for the death
certificate which may facilitate (and perhaps reduce the cost of) obtaining the
death certificate from the state Vital Statistics Bureau. Participants whose vital
status has been determined as deceased within the past calendar year will not
be included because NDI would not yet have a record of their death. A hard-
copy listing of the PID and most recent date submitted to NDI will be gener-
ated National Death Index List (Appendix B-9-1: National Death Index
List).

9.2.2.1.2 NDI Reports
Approximately four weeks after NCHS receives the data file the NDI retrieval
report and several related reports containing information on the resulting pos-
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sible record matches will be sent to the SC. This section describes each of the
reports. The NDI Retrieval Program generates eight different files of informa-
tion stored on one CD-ROM. Following is a summary of the different reports.
For more detailed information, please refer to the NDI User’s Manual. The page
associated with the report is provided.

1. Summary Retrieval Statistics – This file contains a three- page
report which provides the summary information about the NDI search.
The information includes the SC coordinator’s name and address, years
of death searched, number of NDI records involved in possible record
matches and other statistics related to the NDI search.

2. NDI Retrieval Report – The NDI Retrieval Report indicates which par-
ticipant records matched with the NDI records. This report is explained
in more detail below in Section 9.2.2.1.3: Determining NDI Matches.

3. Compressed NDI Retrieval Report – The Compressed NDI Retrieval
Report contains the same information as the NDI Retrieval Report, but
without the column headings and line spacings to reduce the amount of
paper generated when printing this report.

4. Death Certificate Request Forms – This report lists all the possible
NDI matches grouped by the States in which the deaths occurred. A
separate form is generated for each state that had at least one NDI
match. The report is explained in greater detail below in Section
9.2.2.1.5: Requesting Death Certificates for NDI Matches.

5. Combined File – This file combines the participant record with the
matching NDI record(s). A separate Combined Record is created for
each NDI record match. The file is intended for users who receive a
large number of matches and would like to write a computer program
to assess the quality of these matches.

6. Matching User Records – This file only contains those records sub-
mitted by the SC that were involved in possible matches with one or
more NDI records.

7. Non-Matching User Records – This file only contains those records
submitted by the SC that were not involved in matches with any NDI
records.

8. Rejected User Records – This file contains the records that did not
satisfy the basic criteria of the NDI edit program and were thus rejected
prior to the search of the NDI file. Records are rejected if they did not
contain the participant’s social security number, date of birth and the
sex code.

9. Cause of Death File (NDI Plus manual page 9) - This file contains only
those possible NDI record matches, which are ranked first or have a
high probabilistic score.  This file is for users who would like to write a
computer program to link causes of death with the matched results in
the Retrieval report.

10.Cause of Death Report (NDI Plus manual page 19) - This file allows
for quick inspection of coded causes of death of those records which are
ranked first or have a high probabilistic score. The matches are
grouped by State and year of death.

Please notify Westat if any records are rejected.
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9.2.2.1.3 Determining NDI Matches
When evaluating each NDI match, it is important to realize that many submit-
ted subjects will either have false matches, or will not have a match at all.
Specific matching criteria have been developed which should be satisfied for a
possible match to be considered a true match.

In general, a record is considered a match if first name (F) and last name (L)
and middle initial (M) (if available); Social Security Number (Soc Sec No),
month and year of birth and sex are in agreement. 

On the NDI Retrieval Report the results of each match are listed in rank order.
If each item submitted by the SC matches exactly to an NDI record, the NDI
record will have an asterisk next to the state of death. This can be interpreted
as a match, however, prior to assigning NDI results code, all matching items
should be verified.

The guidelines for selecting and classifying matches are as follows:

EM = Exact Match to NDI record. The following fields must match 
exactly:

< F, L and M 

< Soc Sec No

< Date of Birth (DOB) – month and year

< Sex code

PM = Probable Match should be considered if all or some of the items 
do not match exactly to warrant a code of EM. PM should be used:

< If F has an NDI code of ‘I’ is given indicating that the first initial of
the F match.

< If L, has an NDI code of ‘N’ is given indicating that the name
matched only on NYSIIS (New York State Identification and Intelli-
gence System) phonetic codes.

< At least 6 digits of the Soc Sec No match. If the Soc Sec No is not
provided then the DOB should match exactly i.e. month, day and
year.

< Month of birth within 1 month before or after the participant’s date
of birth 

< Year of birth within 10 years before or after the participant’s date of
birth 

< Sex code must match.

If a record does not meet the criteria for an EM or PM then one of the 
two following codes can be assigned.

NM = No Match. Use this code if:

< Not enough items listed above match to indicate that the informa-
tion returned from NDI are for the participant.

NF = Not Found. 

< Use this code to indicate that no information was returned from NDI
for the participant. These participants can be easily identified using
the Non-Matching User Records report.
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The death certificate should be requested for all NDI matches designated as
EMs and PMs. The information on the death certificate should be matched with
information in the participant’s file to verify that the correct death certificate
was received.

9.2.2.1.4 Updating SMS for NDI Matches
To indicate the results of the NDI match, the participant’s vital status and
Source for Vital Status should be updated for those participants assigned a
code of EM or PM. If the participant’s vital status code is “blank”, update the
vital status code to ‘P’ – presumed deceased and enter ‘NDI-EM’ or ‘NDI-PM’
in the Source for Vital Status. If the participant was previously assigned a vital
status of ‘P’ before the submission to NDI, the vital status should be left as ‘P’
and in the Source of Vital Status NDI-EM or NDI-PM should be added to the
existing Source of Vital Status. Once the death certificate has been received
and the information is verified, then change the Vital Status from ‘P’ to ‘C’ –
confirmed deceased. Do not change any information in the Source for Vital
Status. This information will be used to determine the utility of NDI. 

If the NDI code assigned is NM or NF, the SMS does not need to be updated.

9.2.2.1.5 Requesting Death Certificates for NDI Matches
With the return of the results of the NDI search you will also receive a docu-
ment entitled Obtaining State Death Certificates. This document contains the
most recent available information on each state’s requirements and charges
for the release of copies of death certificates. The document also includes a
contact person’s name, address and phone number in each state vital statistics
office, release policies, procedures and charges.

When requesting copies of death certificates from the state’s vital statistics
office, the SCs are strongly encouraged to use the Death Certificate Request
Forms from NDI. The Request Forms lists the NDI record matches for each
state are sorted first by year of death and then by death certificate number.
Selected information from each matching record is also presented. This infor-
mation is to assist the vital statistics office to confirm that they are releasing
the correct death certificate. The request forms for some States may involve
several pages. Except for the first page of the form, any pages that do not
contain any certificates that are being requested should be eliminated.

1. Place a check mark (√) in the left margins of the Death Certificate
Request for those death certificates that you would like to obtain.

2. Always complete the first page of a state’s death certificate request
form. Eliminate all other pages that do not contain requests for death
certificates.

3. Contact the vital statistics office to determine (a) their fees, (b) how to
make payment and (c) what additional information you need to attach
before the office will release copies of the death certificates.

4. Mail the forms along with payment to the appropriate state office.

For more detailed information on any of the reports provided by NDI, please
refer to the NDI Users Manual. 

9.2.2.1.6 Cause of Death Report
After matches have been determined on the Retrieval report, the record
should be located on the Cause of Death report. The matches are first grouped
by State, then by year of death and within a given year by death certificate
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number.  A copy of the Cause of Death report, with the participant's name
removed should be sent to Westat for translation from ICD-10 codes to ICD-9.

9.2.2.2 Centers for Medicare & Medicaid Services
The Centers for Medicare and Medicaid Services (CMS) formerly known as The
Health Care Financing Administration (HCFA) is a good resource for determin-
ing the vital status of participants who are lost-to-follow-up. CMS is the gov-
ernment agency that administers the Medicare program. For individuals who
received Medicare benefits, the CMS files can provide date and state of death.
Prior approval is required by CMS for all submissions for record searches. An
application/instructions can be obtained by contacting the Centers for Medi-
care and Medicaid Services at the address given below.

Centers for Medicare & Medicaid Services
7500 Security Boulevard
Baltimore, MD 21244-1850

CMS files can be searched either by social security number or by name.  Sub-
mission requirements include a valid social security number for the social
security number search, or the first and last name and full date of birth for the
name search.  The social security number match is strongly recommended
over the name search because of the quality of information provided.  Once a
submission is made, the response time is quick and the information provided is
accurate.  The SC Coordinator will use the SMS to facilitate preparing submis-
sions to CMS. (Note: This facility is not yet implemented in the SMS.)

9.2.2.3 Social Security Death Index
The Social Security Death Index (SSDI) is an online search index of deceased
individuals whose social security benefits have been paid out. It provides the
last and first name, the social security number, birth and death dates, city,
county, state and zip code of the last residence and city, county, state and zip
code to which the final lump sum payment was made. It is useful for verifying
a death or completing information about a death prior to submission to the
state vital statistics office. The SSDI is updated monthly. The main disadvan-
tages to using this system are that is includes only those individuals assigned
a social security number and who have had social security benefits paid out,
and the accuracy of information is not guaranteed. The SSDI may be accessed
on the Internet at 

http://ssdi.genealogy.rootsweb.com/

or 
http://www.ancestry.com/search/rectype/vital/ssdi/main.htm. 

Both of these web sites provide information about using the SSDI.

9.2.2.4 Other Sources for Vital Status Determination
It is expected that most deaths will be ascertained through the methods
described above. Other tracing resources that may be useful for locating lost-
to-follow-up participants and for determining vital status include: cancer regis-
tries, Departments of Motor Vehicle Administration, and Vital Statistics
Bureaus. These sources may be most useful in latter years of the trial when
there has been an increase in the number of participants who are lost-to-fol-
low-up. The SC Coordinator will be responsible for establishing the tracing
methodologies to be used and for conducting all searches. The SC Coordinator
will use available SMS functions to facilitate these tracing activities, as appro-
priate.
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9.2.3 Updating Vital Status in the Study Management System
When the SC learns of a death, from any of the sources discussed above, the
participant’s vital status must be updated to “P” (presumed deceased) on the
Participant Status Screen in the SMS (Figure 9-2). The SMS will also have
fields in which to record the source and date of the report of the death, and
the date of death. A death is not considered confirmed until the death certifi-
cate is received. The date of death in the SMS is “presumed” until the death
certificate is obtained and the date is confirmed. It is acceptable to enter an
estimated date for an unknown date of death. The only field that can be esti-
mated is the day, which should be entered as the 15th. For example, if Octo-
ber 1996 is the only known date of death (prior to receiving the death
certificate), it should be entered as 10/15/96. If the month and/or year are
unknown, the entire field should be left blank.

Once the vital status is updated to “presumed deceased,” this participant will
no longer appear on reports of participants who require an Annual Study
Update or a screening examination visit. 

9.3 Death Certificate Acquisition
Death certificates must be obtained for all participants who are reported as
deceased during the entire duration of the trial. The death is not considered to
be confirmed until the death certificate is obtained. The SC will conduct the
necessary procedures for the procurement and processing of all death certifi-
cates.  A certified copy of the death certificate is not required for the DRP; the
SC may obtain a photocopy of the death certificate. Once a copy of the death

Figure 9-2. Participant Status Screen
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certificate is receipted in SMS the vital status will be changed to ‘C’ (confirmed
deceased). Copies of all death certificates will be edited to delete identifying
information and shipped monthly to the CC for cause of death coding. Collec-
tion of a death certificate should trigger preparation of a Death Documenta-
tion Sheet (DDS, Appendix A-9-1) which will be used to track receipt of
medical records and other DRP activities. A new folder will be prepared to store
the medical record information relating to the DRP separately in the partici-
pant’s file (see Section 9.6). This documentation is in addition to the documen-
tation collected for record abstraction that is used for the cancer
ascertainment process.

A brief description follows of the various activities associated with death certif-
icate acquisition and processing:

• Prepare and submit all necessary application forms to the various state
Vital Statistics Bureaus for approval to obtain death certificates; 

• Once approval has been received, prepare and submit death certificate
requests to the state vital statistics bureaus. A NCI-approved summary
of the PLCO protocol is given in Appendix C-9-1 This protocol may be
attached to applications to state vital statistics bureaus;

• Receive and review results of the death certificate acquisition efforts;

• Determine good matches of death certificates based on comparisons
with the data submitted to the state;

• Conduct quality assurance by ensuring the death certificate matches
the participant for whom the request was made, check death certifi-
cates for legibility and, if necessary, follow back to the Vital Statistics
Bureau for clarification; 

• Verify that the death certificate contains date of death, date of birth,
race, occupation and cause of death information (Some states, such as
Florida, have two versions of the death certificate, one with the cause
of death, and one without). [Note: Do not receipt an illegible or
incorrect certificate into the SMS if you plan to obtain a replace-
ment certificate];

• Place a PID label on the death certificate where it does not obscure any
information, preferably in the upper right hand corner of the death cer-
tificate;

• Receipt the death certificate into the SMS. When the form is receipted,
the fact that the certificate matches the participant and the date of
death are entered into the system.  After receipt, the SMS will print the
Death Certificate Receipt Report (one per PID) (Appendix B-9-3:
Death Certificate Receipt Report) showing the death certificate infor-
mation that was receipted. The vital status will now show ‘C’ – con-
firmed deceased. File the death certificate and the Death Certificate
Receipt Report in the participant’s DRP folder.

It is expected that death certificates can be obtained for all deaths occurring in
the United States. For deaths occurring outside the U.S., every attempt should
be made to obtain the death certificate from the country in which the partici-
pant died or through the State Department. If the death certificate cannot be
obtained, the SC will update the participant’s cancer status in the Participant
Status Screen of the SMS to “N” - death confirmed without a death certificate,
and no further activity will be required.
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9.4 Shipment of Death Certificates
Once a death certificate is receipted, it is then available to be shipped to the
CC. All death certificates must be edited to delete identifiers, then shipped
monthly (on the last day of the month) to the CC following the procedures
described below: 

• Photocopy the death certificate and place the original in the partici-
pant’s DRP folder (see Section 9.6).

• On the photocopy, delete the following identifying information:
Deceased name, social security number, and address, spouse or other
relative names and addresses, and informant name and address. It is
recommended that a black magic marker or white out be used. 

• Verify that the identifiers cannot be read. 

• Prior to the end of the month, use the SMS to generate a Death Certif-
icate Transmittal (Appendix B-9-4: Death Certificate Transmittal
Log). The transmittal lists in PID order, the PID for each death certifi-
cate not previously shipped. (See the SMS User Guide/Upgrade Docu-
mentation for more information on generating this transmittal). 

• Assemble the death certificates listed on the transmittal in the order in
which they appear on the transmittal. Verify that all death certificates
are present. If any death certificates are lost or are not ready to be
shipped, cross off the corresponding PID on the transmittal. Use the
SMS Shipping Module to remove the shipping date for any death certif-
icate not being included in the shipment. Generate a revised Death Cer-
tificate Transmittal.

• Include one copy of the Death Certificate Transmittal with the package
of death certificates sent to the CC. FAX a copy to:

Beth Bridgeman
TB 294 - DRP
(301) 294-2085

• Keep one copy for the SC files. 

• Package the death certificates in a Tyvec envelope and send it to:

Beth Bridgeman
TB 294 - DRP
1650 Research Blvd.
Rockville, MD 20850

• Send the death certificates to the CC using Federal Express, UPS or
another certified mail carrier. Keep a record of the package number.

• Any month that the SC will not be shipping death certificates, the SC
needs to notify Beth Bridgeman via e-mail BridgeB1@Westat.com with
this information.

The CC will receive and verify all shipments of death certificates from the SC.
Upon receipt of a shipment, the CC will check the transmittal log. If there is a
discrepancy between the transmittal log and the contents of the shipment, or
if any of the certificates are incorrect or illegible, the DRP Coordinator will con-
tact the SC Coordinator by telephone, FAX or e-mail to resolve the discrep-
ancy. The SC may be instructed to remove certain certificates from the
transmittal and to regenerate the transmittal.
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9.5 Monitoring Vital Status Ascertainment and Death Certificate 
Processing Activities
Notification of death of participants in both randomization groups may be
received through a number of sources as previously discussed in this chapter.
The SMS will facilitate the tracking and monitoring of activities associated with
vital status ascertainment and death certificate acquisition. Reports, which
support this process, include:

• National Death Index List (Appendix B-9-1: National Death Index
List). This list contains all participants who are selected for the NDI
submission (presumed deceased and lost-to-followup). The list includes
the Participant ID number name and most recent date submitted to
NDI. 

• Vital Status Confirmation List (Appendix B-9-2: Vital Status Confir-
mation List). This report lists all participants who have been identified
as deceased during the PLCO trial (i.e., all participants who have a vital
status on the Participant Status Screen of P - Presumed Deceased, C -
Confirmed Deceased, and N - Confirmed Deceased without the receipt
of a death certificate.) The list includes the following identifying infor-
mation: Participant ID number, vital status (P, C, or N), source of
reported death, date of report, and date of death and is automatically
sorted by Vital Status, then by PID. 

Specific instructions for using the SMS to generate these lists are given in the
SMS User Guide/Upgrade Documentation. 

9.6 Folder Preparation and the Death Documentation Sheet 
(DDS)
Once a death has been confirmed through acquisition of the death certificate,
a new folder should be prepared for the participant’s file. The folder should be
a color or type unique to the DRP and it should be labeled with the partici-
pant’s PID number. All documentation relating to the DRP, including the death
certificate, should be placed in the DRP folder to facilitate access and review. A
DRP folder should be created for all deceased participants, regardless of
whether or not they are selected for death review.

In addition to the death certificate, each DRP folder should contain a Death
Documentation Sheet (DDS) (Appendix A-9-1). The DDS is provided as a
manual tracking record to document and monitor completion of each step of
the DRP. It should be used to indicate completion of cancer ascertainment,
ongoing medical record collection and editing, and shipment of DRP materials.
The SC may wish to develop an addendum to the DDS to meet SC specific pro-
cedures for requesting and obtaining medical record documentation. The spec-
ifications for completion of the DDS are given in Appendix A-9-1.

9.7 Cancer Status Determination and Confirmation
Once a participant’s vital status has been confirmed through collection of the
death certificate, the cancer confirmation process must be completed as well.
Cancer confirmation in preparation for death review includes three major
steps:
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• Identify and enter into the SMS all reports of cancer from the ASU and
other sources;

• Identify all reports of cancer from the death certificate (CC report: Can-
cers on Death Certificates refer to Section 9.7.2) and enter them into
the SMS;

• Administer the History of Malignancy Form (HOM) (Appendix A-9-2) for
those death certificates which list the cause of death as ‘Natural
Causes’ and enter into the SMS all reports of cancer noted on the HOM;
and

• Complete and process the DE or OCF forms for all suspected cancers.

These steps are described in detail in the following sections.

9.7.1 Cancer Reports from ASU and Other Sources
Cancer in participants may be reported on the ASU or the SC may be notified
by a participant, a relative, a physician, etc., that a cancer has been diag-
nosed. The SC may also incidentally find a primary cancer diagnosis upon
review of the participant’s medical record. The SC is responsible for entering
these cancer suspicions into the SMS.

When cancer is reported on the ASU, the cancer is entered during the ASU
receipt process. (See Chapter 7.0). When a cancer is reported by the partici-
pant, a relative, etc., usually via telephone, or incidentally found upon review
of the participant’s medical record for some other purpose (e.g., a prior breast
cancer identified while the SC was confirming suspected lung cancer), the SC
will record this information on an SC form and then enter the report into the
SMS. The SC will access the Cancer Suspicion and Confirmation History tab of
the Participant Status Screen and enter the cancer suspicion with the following
information:

Refer to the SMS documentation for information on keying cancer information
into the Participant Status Screen.

Upon saving of this record, the participant’s cancer status will either remain ‘S’
if this cancer was not previously confirmed, or will be updated to ‘P’ if the can-
cer was previously confirmed. For all cancer types with a status of ‘S’, cancer
confirmation activities (completion of the DE and/or OCF) must be initiated. 

9.7.2 Cancer Reports from the Death Certificate
All death certificates will be sent to the CC for coding of the cause(s) of death.
The CC will notify each SC of the PIDs and cancer types for all participants with

Study Year: T0, T1, T2, etc.

Cancer Type: P, L, C, O, T (If type is T (other cancer), the SC must enter the 3-digit cancer 
code)

CCode: Three digit PLCO cancer for other (non-PLCO) cancers.

Source: REL (Relative), PHS (Physician), OTH (Other, used for participant, and 
any other sources that are not specified)

Status: S (Suspected)

Identify date: Date of the report by the participant, relative, etc
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cancer reported on the death certificate as a cause of death. This notification
will be via a hardcopy report, Cancers on Death Certificates (ConDC)
(Appendix B-9-5: Participants with Cancer on Death Certificate Report), that
will be sent to the SCs on a monthly basis. The report includes the ICD-9 code
associated with each PLCO code of ‘999’. Currently there are two ICD-9 codes
that are translated to ‘999’. They are 199.1 for metastases and 234.X for car-
cinoma in situ. These codes are shown so that the SC can determine which
metastatic cancers on the death certificate require medical record abstraction.

If the death certificate contained a primary cancer site and a metastatic site,
both will be shown on the ConDC report. The primary site must be entered in
to the participant’s cancer status table in SMS, but entering the metastasis is
optional. However, if there is only a metastasis (199.1) with an unknown pri-
mary reported that has not been previously confirmed, then it must be entered
into SMS. 

Upon receipt of this report, the SC will access the Participant Status Screen
and enter the cancer suspicion with the following information for each PID on
the report:

It is important that the participant’s cancer table be updated in a timely man-
ner. The CC will monitor this data to determine any inconsistencies between
the SCs cancer data and cancers reported on the death certificates. 

Refer to the SMS documentation for information on keying cancer information
into the Participant Status Screen.

Upon saving this record, the participant’s cancer status will either remain ‘S’ if
this cancer was not previously confirmed, or will be updated to ‘P’ if the cancer
was previously confirmed. For all cancer types with a status of ‘S’, cancer con-
firmation activities (completion of the DE and/or OCF) must be initiated. 

9.7.3 Death Certificates Causes of Death – ‘Natural Causes’
The cause of death on death certificates is often listed as “natural causes.” In
such cases, additional information needs to be collected for the Death Review
Committee (DRC) in order to determine a more specific cause of death. In
addition, the committee needs to confirm that there was no PLCO cancer.

To obtain this information, the History of Malignancy Questionnaire (HOM)
should be sent to the deceased participant’s primary care physician. The SC
should send the HOM to the physician with a cover letter. A sample cover letter
is provided in Appendix C-9-2 The HOM should be sent only for those individu-
als who died of “natural causes.” 

Study Year: T0, T1, T2, etc.

Cancer Type: P, L, C, O, T (If type is T (other cancer), the SC must enter the 3-digit cancer 
code)

CCode: Three digit PLCO cancer for other (non-PLCO) cancers.

Source: DCF (Death Certificate)

Status: S (Suspected)

Identify date: Date of death
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9.7.4 Completion of DE and OCF Forms for Suspected Cancers
Cancer ascertainment and confirmation is not considered complete until all
outstanding DEs and OCFs have been completed, including all ICD-9-CM and
ICD-O-2 coding. The expectation for these forms may have been triggered by
information from a screening exam, an ASU, a death certificate, or another
source. Further details regarding cancer ascertainment and confirmation are
provided in Chapter 8.0 of the MOOP.

After all DE and OCF forms have been completed, (and set to Final Complete
(FCM) or Final Incomplete (FIC)) the “Cancer Confirmation” box should be
completed on the DDS. 

9.8 Determining Eligibility for DRC Review
All participant deaths will be reviewed by a computer algorithm program at the
CC to determine eligibility for DRC review. The computer algorithm analyzes
the causes of death on the participant’s death certificate and other SMS data
and selects participants for review by the DRC. The program will reject cases
that have incomplete information. If a case is not selected for the DRC, it will
be designated as ‘certified’ and no additional action is necessary. The proce-
dures to determine the eligibility of a death for DRC review are described
below.

9.8.1 CC Review of Deaths
On a monthly basis, the CC reviews the recent shipment of death certificates
for proper editing and legibility. The SC coordinator will be notified if there is a
problem with a death certificate. Two CC nosologists will code all causes of
death, and any discrepancies in coding will be arbitrated by a third nosologist
as necessary. The agreed upon codes will be entered into a data file that will
be merged with SMS information that is transmitted monthly from the SCs to
the CC. A computer algorithm will be applied to all cases that have complete
cancer information and complete cause of death information. For each PID
submitted to the algorithm, the program reviews vital status and cancer status
information to determine whether the case has the following information com-
pleted:

• Vital status is confirmed as deceased with a death certificate (vstatus =
C).

• Cancer status is confirmed or closed because of an MDF (i.e. all cancers
in cancers table have cstatus = C or P and there are no outstanding
cancer suspicions).

• For cancer statuses of C (confirmed cancer), an ICD-O-2 code exists.

• For cancer statuses of N (confirmed as not cancer), an ICD-9-CM code
exists.

If a case is missing any of the above information (e.g. the cancer status = S),
the algorithm program will reject the participant and the SC will be sent a
rejection report as described in Section 9.8.2 below.

All valid (non-rejected) cases are run through the algorithm and only cases
that meet criteria for review by the DRC, as described in Section 9.8.2 below,
are selected. If a case is selected for DRC review, it will be assigned a status of
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“AR” for “Review.” Cases that are valid but do not meet any of the death
review criteria will be assigned a status of “AC” for “Certified.” 

9.8.2 The Algorithm Report
Once a month, the SC will receive by fax a report of the results of the CC
review of deaths, the Algorithm Results Report (Appendix B-9-6: Algorithm
for Death Review). The SC should carefully review the results of the algorithm.
All cases selected for review are marked with an “AR” and the SC should begin
record collection as described in Section 9.9. All cases determined to be certi-
fied, are marked with a “AC” and require no additional action.

For participants who were rejected, “XX” the report indicates one or more rea-
sons for the rejection as follows:

1 = Vital Status is not C

2 = Cancer Status is S

3 = Cancer Status of C or P, but no ICD-O-2 code

4 = Cancer Status of N but no ICD-9-CM code

5 = No Cancer Record with CSOURCE = “DCF”

6 = DC Data Not Yet Evaluated for Cancers

For rejected participants, the SC should review the participant’s file and SMS
record, collect any missing information and enter it into DEES and SMS. These
participants will be automatically included in the next run of the algorithm. If
the data are not available on the subsequent run, the PID will again be
rejected by the algorithm. They will continue to be rejected by the algorithm
until they are assigned a status of either “AR” or “AC.”

For participants who were assigned “AR,” the report indicates one or more rea-
sons the “AR” status was assigned as follows:

• AR1

• AR2

• AR3

• AR4

• AR5

For more information, refer to the Algorithm Results Report (Appendix B-9-6:
Algorithm for Death Review).

9.8.3 Death Review Selection Criteria
A. death certificate diagnosis (from an immediate, underlying or contrib-

uting cause of death field) which specifies prostate, lung, colon-rectum 
or ovarian cancer, i.e., ICD-9:

• 153-154, 235.2 malignant neoplasm of colon or rectum

• 162, 235.7 malignant neoplasm of trachea, bronchus, and
lung

• 183, 236.2 malignant neoplasm of ovary and other uter-
ine adnexa

• 185, 236.5 malignant neoplasm of prostate
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B. A death certificate diagnosis (from an immediate, underlying, or con-
tributing cause of death field) which suggests a primary bone, i.e., ICD-
9:

• 170, 238.0 malignant neoplasm of bone and articular car-
tilage

C. A death certificate diagnosis (from an immediate, underlying, or con-
tributing cause of death field) which suggests uncertainty of the diag-
nosis of cancer, such that prostate, lung, colon-rectum, or ovarian
cancer cannot be excluded, or a metastatic cancer with unknown pri-
mary, i.e., ICD-9:

• 158, 235.4 malignant neoplasm of retroperitoneum and
peritoneum

• 159, 235.5 malignant neoplasm of ill-defined sites within
the digestive organs 

• 163, 235.8 malignant neoplasm of pleura

• 165, 235.9 malignant neoplasm of other and ill-defined
sites within the respiratory system and
intrathoracic organs

• 184, 236.0, 236.3 malignant neoplasm of unspecified female
genital organ

• 187, 236.6 malignant neoplasm of male genital organ,
site unspecified

• 195. 1,2,3, 238.9 malignant neoplasm of other ill-defined sites
(thorax, abdomen, or pelvis)

• 196-199 secondary malignant neoplasm (with no men-
tion of primary malignant neoplasm (ICD-9
140-195) on death certificate)

• 239 neoplasm of unspecified nature

• E870-876 Misadventures to patients during surgical and
medical care

• E878-879 Surgical or medical procedures as the cause of
abnormal reaction of patient or later complica-
tion, without mention of misadventure at the
time of procedure 

• E930-949 Drugs, medicinal and biological substances
causing adverse effects in therapeutic use

• 960-979 Poisoning by drugs, medicinals and biological
substances 

• 997-999 Complications of surgical and medical care,
not elsewhere classified 

D. A death certificate coded to an unknown underlying cause of death,
i.e., ICD-9:

• 789 sudden death, cause unknown

• 797 senility without mention of psychosis

• 799 other ill-defined and unknown causes
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E. Death of a participant, from any cause, if the result of diagnostic evalu-
ation field on a diagnostic evaluation form (DEP, DEL, DEC, or DEO)
indicates prostate, lung, colon-rectum or ovarian cancer, i.e., ICD-9:

• 53-154, 235.2 malignant neoplasm of colon or rectum

• 162, 235.7 malignant neoplasm of trachea, bronchus, and
lung

• 183, 236.2 malignant neoplasm of ovary and other uter-
ine adnexa

• 185, 236.5 malignant neoplasm of prostate

F. Death of a participant, from any cause, if any Annual Study Update
(ASU) form reports prostate, lung, colon-rectum or ovarian cancer,
unless subsequent documentation show that the original report was
incorrect.  This occurrence should already have resulted in the comple-
tion of a DE form and therefore should be covered in the preceding sec-
tion (E). 

G. Death of a participant, from any cause, if any ASU form suggests an
interval diagnosis of a primary malignancy possibly representing mis-
classified or metastatic prostate, lung, colon-rectum, or ovarian cancer.
This occurrence should have resulted in the completion of an OCF.
Completion of an OCF with an ICD-O-2  topography  code  of any one of
the following codes will trigger death review, i.e., ICD-O-2 topography:

• C480, 481, 482, 488 malignant neoplasm of retroperitoneum and
peritoneum

• C260, 268, 269, malignant neoplasm of ill-defined sites within
the digestive organs 

• C381, 382, 383, 384 malignant neoplasm of pleura and mediasti-
num

• C390, 398, 399 malignant neoplasm of other and ill-defined
sites within the respiratory system 

• C400-419 malignant neoplasm of bone and articular car-
tilage

• C570-574;C577-579 malignant neoplasm of unspecified female
genital organ

• C630-632;C637-639 malignant neoplasm of male genital organ,
site unspecified

• C761-3, 768 malignant neoplasm of other ill-defined sites
(thorax, abdomen, or pelvis)

• C809 secondary malignant neoplasm (with no men-
tion of primary malignant neoplasm) on death
certificate)

9.9 Collection and Preparation of Documents for the DRC
The SC will be responsible for preparing all documentation for the DRC. All
documentation, which is collected for the DRP, should be placed in the DRP
folder. Documentation should be collected, reviewed and edited, by a trained
medical record abstractor with at least two years of job experience abstracting
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medical records, and a demonstrated knowledge of medical record terminol-
ogy, anatomy and physiology. The SC should attempt to collect the same
types of information for all participants selected for death review. Obtaining all
relevant documentation is critical for the determination of the underlying
cause of death. If the SC is experiencing problems obtaining information from
a physician’s office or medical center assistance from the PI may be necessary.
Procedures for collection and preparation of documents for the DRC review are
given in the following sections.

9.9.1 Document Collection
Any participant with a DRP status code of “AR,” as designated by the algo-
rithm, requires death review. The Death Review Committee will require all in/
outpatient medical records including:

• Terminal events;

• Diagnosis documents;

• Treatment documents;

• Outpatient notes;

• Hospital admission history/physical;

• Operative procedures reports;

• Pathology reports;

• Chemotherapy notes;

• Radiotherapy notes;

• Management of co-existing cancers;

• Hospital discharge abstracts;

• Hospital discharge summary;

• Diagnostic procedure reports; and

• Diagnostic imaging reports.

Diagnostic documents will differ depending on the type of cancer. Some exam-
ples of diagnostic documents for PLCO cancers can be found in Appendix A-9-
3. The Medical Documentation section (Part B) of the DDS should be updated
as each document is collected.

Medical records needed for the DRP are those from the time of the initial pre-
cipitating cause of the terminal illness. The DRP does not require knowledge of
the entire natural history of the underlying cause of death, but requires knowl-
edge of disease status at the time of death.  For example, the death review
does not require knowledge of extent of cancer at the time of death or in a
time frame encompassing the sequence of proximate events immediately lead-
ing to death.

For each case, screening centers must exercise informed judgement regarding
the appropriate time frame for medical record collection. The time frame
should be long enough to enable adequate characterization of cancer status at
the time of death. In general, this time frame will encompass the last several
weeks or months of life. Because of the long clinical duration associated with
cancer, this time frame will often, but not always, exclude the time of initial
cancer diagnosis. 
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The Death Review Committee should also be given information on cancers
diagnosed prior to randomization. This information will simply be the fact of
diagnosis, based on participant self-report on the Baseline Questionnaire. For
all cases sent for review, the SC should consult the hardcopy Baseline Ques-
tionnaire, Item #30 (Personal cancer history). Any cancers listed in this item
should be reported to the DRC by photocopying the page from the Baseline
Questionnaire, and including it with the DRP package.

In some cases, the hospital or physician’s office may not accept the PLCO Can-
cer Screening Trial consent form as sufficient for release of medical records.
Additional authorization may need to be requested from the participant’s next
of kin. A sample Medical Authorization Release Form that may serve this pur-
pose is provided in Appendix C-8-1 of the MOOP, however some hospitals or
insurance plans may require a release in a specific format. 

If the death certificate stated the cause of death as ‘Natural Causes’, enough
information needs to be collected for the DRC to determine the cause of death.
In addition, the committee needs to confirm that there was no PLCO cancer.

9.9.2 Document Review
Once the SC Coordinator determines that all available information has been
collected, all documents should be reviewed and edited. Documentation should
be evaluated for completeness, placed in chronological order, and each of the
following questions should be answered:

• Does each hospital discharge summary have a corresponding admission
history and physical? (Exceptions may occur, if initial diagnosis and
treatment were outpatient).

• Is there an operative and pathology report for all surgical procedures
related to a malignancy or suspected malignancy?

• Is there a report for each diagnostic procedure performed?

If the answer to any of these questions is “no,” then additional information
should be collected. If the SC has attempted and is unable to obtain certain
documentation this should be documented in Part B of the DDS.

9.9.3 Document Editing
Death Review Committee members will be blind as to participant allocation in
the trial (intervention or control), and all information that could identify
whether a cancer was screen-detected should be deleted. All identifiers should
also be deleted to maintain participant confidentiality. Medical records for sub-
jects in the screened group are more likely to contain direct or indirect men-
tion of PLCO as an entity than in controls. Therefore, clinical records submitted
to the DRC should also be edited to remove mention of PLCO, participation in
research, or involvement in special cancer detection programs.

Medical records should be edited using the following guidelines:

• Editing should only be performed on a copy of the medical record. Orig-
inal medical records should be photocopied and returned to the partici-
pant file or hospital (if on loan). The SC should keep an unedited
copy of the medical records in the file.

• Any mention of the PLCO trial should be crossed out with a black magic
marker or white out.
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• All participant identifiers should be crossed out with a black magic
marker or white out.

• Incorrect grammar and spelling should not be changed.

• Any mention as to the participant’s randomization group should be
removed.

• Any indication as to whether the cancer was screen detected or clini-
cally detected should be deleted.

• WHEN IN DOUBT, DON’T WHITE IT OUT! The NCI consultant will help
provide examples of information that should be deleted from the
record. The DRP Coordinator will provide feedback to the SCs regarding
information that should have been deleted. 

• Edits should not be initialed, dated or highlighted in any way. This will
minimize attention to the edits and thus prevent bias in the DRC mem-
bers. If it becomes obvious that a participant file has many deletions,
DRC members may be biased into assuming that this is a screened par-
ticipant.

• Each page of documentation should be labeled with a PID number (PID
label, or stamp). The PID should be placed anywhere on the front of the
page (so that it will appear on the photocopies). This step is important
in case a folder becomes disassembled at some point during the death
review process. Do not hand write the PID number. 

• All documentation that is required by the DRC should be included in the
DRP folder, and if it is not available, this should be documented on the
DDS.

After all documentation has been gathered and is complete, the DDS should be
updated to indicate that medical record collection and editing is complete (Part
C).

9.10 DRP Material Shipment
DRP materials should be shipped at the beginning of each quarter, by the 10th

of the months of January, April, July and October. Once the SC Coordinator
has verified that a participant’s documentation is complete, one copy of the
participant’s DRP folder should be made. Folders should then be batched and
shipped to the CC as follows:

• Verify that the DDS is included in the folder;

• Photocopy all documents in the participant’s DRP folder; DO NOT STA-
PLE THE DOCUMENTS TOGETHER. 

• Identify each document and folder with a PID label or stamp;

• Include a supply of 10 extra PID labels for each participant;

• Place a rubber band around each folder to ensure that all materials stay
together;

• Complete a DRP Material Transmittal Log (Appendix A-9-4). The
transmittal should list in PID order, the PID of each DRP folder included
in the shipment.

• Compare the transmittal against the actual hard copy material. If any
folders are lost or are not ready to be shipped, they should be crossed
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off the transmittal. Delete any PIDs for which DRP materials are not
being included in the shipment

• Include one copy of the transmittal with the shipment. FAX a copy to:

Joseph Eisen
TB 268 - DRP Coordinator
(301) 610-5516

• Keep one copy for the SC files.

• Assemble the folders in PID order. Package the folders in a box and
send to the DRP Coordinator at the following location:

Joseph Eisen
TB 268 - DRP Coordinator
1650 Research Boulevard
Rockville, MD  20850

• Send the death documentation material to the CC using Federal
Express, UPS or another certified mail carrier. Keep a record of the
package number.

9.11 CC Preparation of Materials for the DRC
The CC will receive and verify all shipments of documentation from the SC.
Upon receipt of a shipment, the CC will check the transmittal log. If there is a
discrepancy between the transmittal log and the contents of the shipment, the
DRP Coordinator will contact the SC Coordinator by telephone or e-mail to
resolve the discrepancy. 

Once the contents of the shipment have been verified, the CC will ensure
review of all of the material in order to ascertain that all editing has occurred
and that the material is complete. When the CC review is complete, the folders
will be forwarded to members of the DRC on a quarterly basis.

9.12 Requests for Additional Documentation from the SC
The CC, NCI and the members of the DRC will evaluate the adequacy of the
information provided. If more information is needed, an Additional Docu-
mentation Request Form (ADR) (Appendix A-9-5) will be completed. NCI
and DRC members will send this form to the CC DRP Coordinator who will for-
ward it to the SC with a cover letter. The ADR will document exactly what addi-
tional data are needed. The SC will collect these data, delete identifiers and
any other information, as stated above, and send a photocopy back to the CC
in the same manner as the original DRP material, using the DRP Material
Transmittal Log. The DRP coordinator will forward the documentation to the
requestor. The SC should keep a copy of all information that is sent to the CC.

9.13 DRC Review
The Death Review Committee consists of six physician members, all of whom
have no relationship to the PLCO study or to any of the SCs.  After the review
by the CC is performed, and it is determined that there is sufficient medical
documentation provided to determine the underlying cause of death and that
there is no information revealing the participant's group assignment, the folder
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is sent to a randomly selected DRC reviewer.  This folder will not contain the
death certificate.

If the DRC member decides that more information is needed, he may request
additional documentation as described in Section 9.1.2 above.  

Since the clinical record may contain conflicting or ambiguous information
regarding the cancer diagnosis, DRC members may request acquisition and an
external review of pathology slides by a designated pathologist(s). A Pathology
Review Request (PRR) form (Appendix A-9-6) will be used to document this
request.  The SC coordinator will the complete the Pathology Review Request
Transmittal Log (Appendix A-9-7) when sending slides to the CC.

Once the DRC member has determined that the information is adequate, s/he
will determine based on the evidence provided, whether s/he considers the
death to be due to, probably due to, not due to, or probably not due to, pros-
tate, lung, colorectum or ovarian cancer. The DRC member will also indicate
whether or not other competing disease processes contributed to a partici-
pant's death. DRC members will complete a Cause of Death Questionnaire
(CDQ). When a case review has been completed, the DRC member returns the
CDQs to the DRP coordinator. The DRP coordinator runs a report to compare
the results of each CDQ against the underlying cause of death on the death
certificate and generates a concordance report for each case.  

• If there is disagreement between reviewer one and the death certifi-
cate, then the folder is reviewed by one other DRC member. The results
on the CDQ from the first reviewer and the second reviewer are com-
pared. If there is agreement, then the case is finalized. If there is dis-
agreement, the case is sent to a third reviewer. If there is
disagreement among the three reviewers regarding the cause of death,
the DRP coordinator schedules either a conference call or an ad hoc
meeting with all members for case adjudication (see Section 9.1)

• The DRP coordinator will notify the DRC members of the results.
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Part IV: Screening Tests, Diagnostic 
Pathology, Laboratory and Endpoint 

Assessment Protocols

Introduction

Part IV of this manual presents the PLCO Screening Trial protocols for the
screening examinations.  These include:

• Blood Collection

• Chest X-Ray

• Digital Rectal Examination

• Flexible Sigmoidoscopy

• Ovarian Palpation Examination (Note: this exam was discontinued
December 1998)

• Transvaginal Ultrasound

These protocols describe the aspects of the examinations that are standard-
ized across all Screening Centers.  They were developed and approved by the
NCI and the PLCO Steering Committee.

In addition to the procedures for the examinations themselves, these protocols
include examiner qualifications, examiner training and certification, and quality
assurance. Each Screening Center is required to develop a plan which
addresses these issues, using the guidelines presented in the protocols.  These
plans must be reviewed and approved by the NCI prior to the initiation of
screening activities.



10.0 BLOOD SAMPLE PROTOCOL

10.1 Overview
Blood samples will be collected from each participant who is randomized to the
intervention arm of the PLCO trial. Samples will be used for PSA and CA-125II
analyses to be performed by the UCLA Tissue Typing Laboratory (UCLA) and
for etiologic studies to be designated by NCI. Samples to be used for etiologic
studies will be held in storage at the NCI Biorepository in Frederick, Maryland.
A total of 43 ml of blood will be collected at the baseline visit (T0), 16 ml at the
first annual follow-up visit (T1), 16 ml at the second annual follow-up visit
(T2), 43 ml at the third annual follow-up visit (T3), 26 ml at the fourth annual
follow-up visit (T4), and 36 ml at the fifth annual follow-up visit (T5). 

Blood samples will be collected by SC staff during the screening visit. The SC
will also be responsible for the blood processing, storage, and shipment to
UCLA, the Biorepository, and the Processing Laboratory. The blood samples
will be shipped as whole blood or processed to extract either serum, plasma,
white cells (buffy coat), and/or red cells. The labeled cryovials containing the
blood component samples will be frozen and shipped to UCLA (once a week) or
to the Biorepository (at least once a month). Whole blood tubes will be shipped
at ambient air temperature (20° - 28° C) to the Processing Laboratory daily. At
some SCs, shipments of vials to the Biorepository may be made more fre-
quently than once a month because of the volume of specimens to be shipped.

The blood tests performed by UCLA are the CA-125II for all female partici-
pants, except those who report ovarian cancer or bilateral oophorectomy, and
the PSA for all male participants, except those who report prostate cancer or
total prostatectomy. UCLA uses the CA-125II, a radioimmunoassay that uti-
lizes a high affinity capture antibody that also tests for ovarian cancer, and the
PSA, a microparticle enzyme immunoassay, that tests for prostate cancer. The
Biorepository blood samples are collected for studies of cancer etiology and of
molecular markers for early detection of cancer. Some of the tests to be per-
formed on the Biorepository specimens include detection of trace metals and
nutrient content. These tests will be performed at a later date.

Each SC will be responsible for making arrangements for the handling of sam-
ples collected at any satellite facility. The blood samples may either be pro-
cessed and stored at each satellite facility until shipment to UCLA/
Biorepository, or centralized at one facility for processing, storage and ship-
ping. Whatever the arrangements, the SC should assume responsibility for
maintaining quality control of any samples collected, processed and/or stored
at satellite facilities.

The following sections of this chapter describe the study procedures for the
collection, processing, storage, and shipment of blood samples. Also included
in this chapter are discussions on labeling blood tubes, storage vials, and data
forms.

10.2 Scheduling Blood Draws
Blood sample collection will be scheduled as part of the baseline or annual fol-
low-up visit for each participant in the intervention arm of the trial. All inter-
vention participants will have blood drawn for PSA or CA-125II at all study
years (T0-T5) unless they meet certain conditions as described in Section
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10.3. All intervention participants who have completed an Etiologic Studies
Consent (ESC) will have the Biorepository blood drawn for current and subse-
quent years through T5. Procedures for scheduling screening visits are dis-
cussed in Chapter 6.0 (baseline visit) and Chapter 7.0 (annual follow-up
visits). Note that NCI has specified that the T5 PSA/CA-125II blood draw
should be pursued for one year after the participant’s activity window opens.

The PLCO protocol requires that the blood sample be collected from males
prior to the digital rectal examination. There are no other restrictions on the
order in which the blood collection takes place.

The blood sample for the PSA/CA-125II specimen will always be the first prior-
ity tube to be collected at each screening visit. If the PSA/CA-125II sample
cannot be collected for any reason during a screening visit, the SC will make
every attempt to reschedule the participant for a redraw. If possible, the visit
should be rescheduled before the end of the participant’s reporting period.
Redraws will be scheduled only when the PSA/CA-125II sample cannot be
obtained at the screening visit, or if the UCLA sample was thawed, destroyed
or lost before it was analyzed at UCLA. If the UCLA blood was obtained at the
screening visit, but the Biorepository blood was not obtained, then a repeat
visit should not be scheduled; repeat visits should not be conducted for the
purpose of drawing only Biorepository blood. If neither the UCLA nor the Biore-
pository blood was drawn at the initial screening visit, and a re-draw is sched-
uled, then Biorepository blood may be drawn in addition to the UCLA blood if
the participant is willing and has signed an ESC.

Yellow-top tubes from T3 participants will be shipped to the Processing Labora-
tory on the same day they are drawn. Some SCs may need to arrange specific
morning appointments for T3 participants in order to meet this goal. Holiday
schedules at the SC, the Processing Laboratory, and the overnight courier ser-
vice must also be taken into consideration when scheduling blood draws from
T3 participants. Do not collect yellow-top tubes if the tubes will not be received
at the Processing Laboratory within two days of collection. For example, if the
Processing Laboratory will be closed on Thursday and Friday because of holi-
days, do not collect yellow-top tubes from T3 participants scheduled on
Wednesday. However, in this example, the T3 green and lavender-top tubes
would still be collected, processed, and frozen according to the protocol.

The T3 blood collection protocol was implemented in May 1998. T3 participants
who were randomized on or before April 1, 1995 may have passed through
their T3 screening window before the T3 protocol was put into the field. A spe-
cial collection effort was fielded in October 1999 and concluded in September
2000 that attempted to obtain the T3 samples at the T5 visit from participants
who were randomized between October 1994 and May 1995. Participants who
had their T3 draw conducted belatedly at T5 were called the Vanguard group.
For details on the Vanguard blood collection, see the Vanguard blood collection
procedures memo (Appendix A-10-8).

10.3 Situations in Which the SC Should Not Draw Blood
If a participant reports that he or she has been diagnosed with prostate or
ovarian cancer, the PSA/CA-125II sample should not be collected. The SC is
allowed to accept participant self-report of cancer. There is no need to confirm
the cancer diagnosis before the cancellation of the PSA or CA-125II blood
draws.
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If a male participant has had his prostate or a female participant has had her
ovaries either partially or completely removed, and the removal was not a fol-
low-up to cancer of that organ, blood collection for the PSA and CA-125II
screens will be performed according to the following guidelines:

1. Surgical removal of both ovaries: If both ovaries are completely
removed, the CA-125II exam should not be performed. The status of
the participant’s ovaries will be based on spontaneous self-report only.
The SC does not need to ask the participant if her ovaries are intact,
nor to obtain written medical record documentation of bilateral
oophorectomy. If a woman reports bilateral oophorectomy but requests
the CA-125II test, the SC should not perform the test.

If a woman reports bilateral oophorectomy at randomization or at a
screening visit, then reports at a subsequent visit that she does have
one or both ovaries either partially or fully intact, then the SC should
draw blood for the CA 125II test.

2. Surgical removal - one or partial ovary remaining: If a partial or entire
ovary is remaining, the CA-125II should be performed at each screen-
ing visit from T0 through T5.

3. Men with a prostate gland (complete or partial) or who are unsure of
whether or not they have a prostate will be offered the PSA test at each
screening visit from T0 through T5.

4. Men who report radical prostatectomy after entrance into the study will
not be offered the PSA test. The status of a participant’s prostate will
be based on spontaneous self-report only. The SC does not need to ask
the participant if his prostate is in tact, nor obtain written documenta-
tion of prostatectomy. If a man reports prostatectomy but requests the
PSA test, the SC should not perform the test. If the SC becomes aware
that a man, who previously reported prostatectomy, does have his
prostate fully or partially intact, the SC should resume offering the PSA
tests.

If a participant reports missing all or part of their prostate or ovaries, or has
reported cancer of the prostate or ovaries and is therefore ineligible for the
PSA/CA-125II draw, but is willing to have blood collected, then the appropriate
Biorepository specimens should be collected.

Note: Individuals currently taking Proscar or Propecia should still have the
UCLA and Biorepository blood samples collected. The SC is not required to ask
about these medications prior to blood collection.

If a participant has not signed the ESC, Biorepository samples should not be
collected. The ESC obtains permission to use blood already collected (prior to
implementation of the consent) for research involving genetic studies. It also
obtains permission for future collection of blood and use of those samples for
research involving genetic studies. The ESC is not related to obtaining permis-
sion for collection of blood for PSA or CA-125II analyses.

If the participant did not have Biorepository blood drawn in the prior study
year, but is willing to have blood drawn for the Biorepository in the current
study year, the current study year protocol should be followed. For example, if
the participant did not have Biorepository blood drawn in T0 and is now in his/
her T1 study year, the T1 blood collection protocol should be followed, not the
T0 protocol.
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Participants in their T4 and T5 screening windows who are ineligible for the
PSA/CA-125II draw because of missing organs or cancer are still eligible for
the Biorepository draw, and should be scheduled to come in for these draws
during their T4 and T5 activity windows.

10.4 Blood Sample ID Labels
Each SC will be supplied with a series of self-adhesive sample ID labels that
will be used to label all blood samples, storage vials, and blood collection
forms. A unique sample ID will be assigned for each blood draw. The sample
ID number for blood samples will be a nine-digit number. The first six digits
(two alpha and four numeric) are the unique draw ID and the last three digits
(numeric) are the specimen ID (AA-NNNN-NNN). The specimen ID will identify
the PSA and CA-125II samples; the Biorepository samples; and the Processing
Laboratory samples. The sample ID labels will be bar-coded and eye readable,
and will be freezer safe (-70°C). Sample ID labels will be specific to a study
year as described below:

An example of each type of sample ID labels follows:

A sheet of sample ID labels will be provided for each participant for each blood
draw procedure. The sheet of labels will include a set of sample ID labels for
the Blood Collection Form, the blood draw procedure and transport of the
blood samples (specimen ID = 000) and a set of labels for the processing of
the PSA and CA-125II blood samples (specimen ID = 001 or 002). All study

Study Year Number of Labels per Unique 
Sample ID Ink Color

T0 18 Black

T1 and T2 8 Black with “T1/T2 Only” in red

T3 18 Black with “T3 Only” in green

T4 12 Black with “T4 Only” in blue

T5 18 Black with “T5 Only” in lavender
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year labels are printed with “PSA” and “CA-125” on the “001” and “002” labels,
respectively in each set of sample IDs. Each set of labels will also include
Biorepository and Processing Laboratory (T3 only) labels appropriate to the
study year as shown in the table below. Correct placement of the sample ID
labels on the cryovials is shown in Exhibit 10-1.

Exhibit 10-1. 
Correct Label Placement
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The following table depicts each specimen ID, how each specimen ID is to be
assigned, and in which study years the specimen ID must be used:

Sample ID Label Use Study Year(s)

AA-NNNN-000 Blood collection form and collection tubes T0, T1, T2, T3, T4 and T5

AA-NNNN-000 Extra label T0, T1, T2, T3, T4 and T5

AA-NNNN-001 PSA vial T0, T1, T2, T3, T4 and T5

AA-NNNN-002 CA-125II vial T0, T1, T2, T3, T4 and T5

AA-NNNN-003 Biorepository – serum T0, T1, and T2

AA-NNNN-004 Biorepository – serum T0, T1, and T2

AA-NNNN-005 Biorepository – plasma T0

AA-NNNN-006 Biorepository – plasma T0

AA-NNNN-007 Biorepository – buffy coat T0

AA-NNNN-008 Biorepository – RBC T0

AA-NNNN-009 Biorepository – serum T0

AA-NNNN-010 Biorepository – serum T0

AA-NNNN-011 Biorepository – serum zinc T0

AA-NNNN-012 Processing Laboratory – yellow-top tube #1 T3

AA-NNNN-013 Processing Laboratory – yellow-top tube #2 T3

AA-NNNN-014 Biorepository – plasma T3

AA-NNNN-015 Biorepository – plasma T3

AA-NNNN-016 Biorepository – buffy coat T3

AA-NNNN-017 Biorepository – plasma T3

AA-NNNN-018 Biorepository – plasma T3

AA-NNNN-019 Biorepository – plasma T3

AA-NNNN-020 Biorepository – plasma T3

AA-NNNN-021 Biorepository – buffy coat T3

AA-NNNN-022 Biorepository –Isocard Not implemented

AA-NNNN-023 Biorepository – RBC T3

AA-NNNN-028 Biorepository-serum T4

AA-NNNN-029 Biorepository-serum T4

AA-NNNN-030 Biorepository-plasma T4

AA-NNNN-031 Biorepository-buffy coat and RBC T4

AA-NNNN-038 Biorepository-serum T5

AA-NNNN-039 Biorepository-serum T5

AA-NNNN-040 Biorepository-plasma T5

AA-NNNN-041 Biorepository-plasma T5

AA-NNNN-042 Biorepository-buffy coat T5

AA-NNNN-043 Biorepository-RBC T5

AA-NNNN-044 Biorepository-plasma T5

PLCO Blood Sample ID Label Assignments
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For each blood draw, a sample ID is assigned to a participant and a sample ID
label will be attached to the appropriate blood collection form, at baseline or
follow-up as appropriate, to link the blood samples to the participant ID and
the date of the blood draw. Sample IDs will be assigned in sequential order.

If the barcode labels are not available (because the SC’s supply was depleted
or they were destroyed), the SC should take the following steps to temporarily
label blood samples until new bar-code labels are supplied by the CC:

• Blank self-stick labels should be used. Be sure that the labels will fit on
the blood tubes and vials.

• Assign the next sequential Sample ID number. If the SC has run out of
the bar-code labels, the SC should verify the next sequential Sample ID
by immediately contacting their Westat Coordinator.

• Handwrite the assigned Sample ID on all the labels. As a reminder, the
assigned Sample ID includes the unique draw ID (two alpha and four
numeric) and the specimen ID (three numeric). One label should be
placed on the Blood Collection Form and one label on each vial that is
collected. Be sure to place the label with the appropriate specimen ID
number on the corresponding vial. Also be sure that the handwriting is
clear and legible and the ink is permanent.

• Attach the labels to the tubes and vials. If the labels are not freezer
safe, secure the label to the vial with transparent tape. The tape should
cover the label, completely surround the vial, and overlap itself.

• Since these temporary labels cannot be scanned, the SC must hand
enter the Sample IDs into DEES.

• Once the SC receives the new bar-code labels, the SC should remove
the temporary labels if the vials have not been frozen and replace them
with the corresponding Sample ID bar-code labels. The temporary
labels should not be removed once the vials have been frozen. In this
case, only the bar-code label with specimen ID “000” should be used on
the Blood Collection Form. All the other new bar-code labels (specimen
IDs “001” through “046”) should be discarded. The frozen vials will be
shipped to UCLA and the Biorepository with the handwritten labels.

• Whenever vials with handwritten labels are being shipped to UCLA, the
Biorepository or the Processing Laboratory (i.e., new bar-code labels
have not arrived at the time of shipment or the vials were frozen prior
to receiving the new labels), the SC must contact UCLA, the Bioreposi-
tory and the Processing Laboratory to notify them that samples are
being shipped with modified labels. The SC should remind UCLA, the
Biorepository and the Processing Laboratory that they will have to hand
enter the receipt data for these samples. Upon receipt of the handwrit-
ten labels, the recipient laboratory will contact the SC to confirm receipt
of the samples with handwritten labels and verify that the SC was
aware that handwritten labels were used.

AA-NNNN-045 Biorepository-plasma T5

AA-NNNN-046 Biorepository-buffy coat T5

Sample ID Label Use Study Year(s)
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In the rare situation where one or more labels of a unique Sample ID have
been destroyed, the following procedures should be used for labeling these
blood samples whose labels have been destroyed:

• Labels for all study years have at least one extra label with specimen ID
“000” that may be used for replacing destroyed labels.

• When using an extra “000” specimen ID label for replacing a destroyed
label, cross out the “000” and handwrite in the space above the appro-
priate specimen ID number for which the sample is being collected. Be
sure that the handwriting is clear and legible and the ink is permanent.

• Attach the label to the appropriate tube or vial.

• The SC must contact both UCLA and the Biorepository to notify them
that a sample is being shipped with a modified label. The SC should
remind UCLA and the Biorepository that they will have to hand enter
the receipt data for the sample.

10.5 The Blood Collection Forms
Two blood collection forms, the Blood Collection Form (BCF3) and the T4/T5
Blood Collection Form (BFF2) (Appendix A-10-1 and Appendix A-10-7), are
currently in use on the trial. These forms are used to document information
pertaining to the participant’s ID number, sample ID number, SC visit, results
of blood draw, and the processing, storage, and shipment of the blood sam-
ples. The BCF3 must be used for participants in study years T0, T1, T2 and T3.
The BFF2 must be used for participants in study years T4 and T5.

Throughout this chapter, the term “blood collection form” refers to the appro-
priate form, either the BCF3 or the BFF2, to be used in accordance with the
participant’s study year (BCF3 for T0-T3 and BFF2 for T4/T5). The term “blood
collection form” does not apply solely to the BCF3.

Part A (Blood Draw) of the blood collection form will document the blood draw
procedure, including time of blood draw, position of the participant, medical
complications and any comments related to the blood draw. Part B (Blood Col-
lection and Processing for PSA/CA-125II Samples) of the form will document
information pertaining to the collection, processing, and storage for the PSA/
CA-125II blood samples, while Part C (Blood Collection and Processing for
Biorepository Samples) will document information pertaining to the collection,
processing, and storage of the Biorepository samples and the Processing Labo-
ratory samples. A new form should be completed each time a participant has
blood drawn. If a participant does not have blood drawn (i.e., was not stuck
with a needle), the blood collection form should not be completed. Refer to the
specifications for completing the blood collection forms provided in Appendix
A-10-1 (BCF3) and Appendix A-10-7 (BFF2). 
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The Blood Collection Form should be kept with the blood sample from the time
that the blood was collected until after the sample has been processed and
stored. The form will be scanned into the Data Entry and Editing System
(DEES) and the form will be entered into the Study Management System
(SMS) as described in Chapter 17.0.

10.6 Phlebotomy Protocol
The blood collection protocol for the PLCO Trial is provided in Exhibit 10-2.
Required and recommended supplies for blood collection are listed in Exhibit
10-3. Specific instructions on participant preparation and phlebotomy proce-
dures are presented in Section 10.6.2 and Section 10.6.3.

The blood samples must be collected according to the sequence specified in
Exhibit 10-2. First priority will always be collecting the 6 ml SST tube for PSA
and CA-125II blood samples. It should be noted that in several SCs up to 10
additional milliliters of blood are being collected for the Biorepository to
increase serum yields. In these cases, some SCs an additional 10 ml red-top
tube is collected. In others, the 10 ml red-top tube specified in the protocol is
replaced by a 15 ml red-top tube.
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Exhibit 10-2

PLCO Blood Protocol
Specimen Collection and Allocation

Baseline: T0

T1

T2

*UCLA-PSA/CA-125II

Tube Size (mm) Aliquot (#/amount) Material Cryovials (#/size) Allocation

SST
1 (6 ml draw)

13x100 1 x 2.0 ml Serum 1 x 2.0 ml 1 UCLA*

Red-top #1
1 (10 ml draw)

16x100 2 x 2.0 ml Serum 2 x 2.0 ml 2
Biorepository

Green-top
1 (10 ml draw)

16x100 2 x 2.0 ml
1 x 2.0 ml
1 x 2.0 ml

Plasma
Buffy Coat
RBC

2 x 2.0 ml
1 x 2.0 ml
1 x 2.0 ml

4
Biorepository

Red-top #2
1 (10 ml draw)

16x100 2 x 2.0 ml Serum 2 x 2.0 ml 2
Biorepository

Royal blue-top
1 (7 ml draw)

13x100 1 x 2.0 ml Serum 1 x 2.0 ml 1
Biorepository

Tube Size (mm) Aliquot (#/amount) Material Cryovials (#/size) Allocation

SST
1 (6 ml draw)

13x100 1 x 2.0 ml Serum 1 x 2.0 ml 1 UCLA*

Red-top
1 (10 ml draw)

16x100 2 x 2.0 ml Serum 2 x 2.0 ml 2
Biorepository

Tube Size (mm) Aliquot (#/amount) Material Cryovials (#/size) Allocation

SST
1 (6 ml draw)

13x100 1 x 2.0 ml Serum 1 x 2.0 ml 1 UCLA*

Red-top
1 (10 ml draw)

16x100 2 x 2.0 ml Serum 2 x 2.0 ml 2
Biorepository
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Exhibit 10-2 (Contd.)
PLCO Blood Protocol

Specimen Collection and Allocation

T3

T4

T5

*UCLA-PSA/CA-125II

10.6.1 Recommended and Required Supplies
A list of required and recommended supplies that should be assembled for
each phlebotomy procedure is presented in Exhibit 10-3. The supplies listed
are referenced in: the VWR Scientific Products Catalog, 2000-2001 Edition; the

Tube Size (mm) Aliquot (#/amount) Material Cryovials (#/size) Allocation

SST
1 (6 ml draw)

13x100 1 x 2.0 ml Serum 1 x 2.0 ml 1 UCLA*

Yellow-top
2 (8.5 ml draw)

16x100 N/A Whole Blood N/A 2
Processing Laboratory

Green-top
1 (10 ml draw)

16x100 2 x 2.0 ml
1 x 2.0 ml

Plasma
Buffy coat

2 x 2.0 ml
1 x 2.0 ml

3
Biorepository

Lavender-top
1 (10 ml draw)

16x100 4 x 1.0 ml
1 x 2.0 ml
1 x 2.0 ml

Plasma
Buffy coat
RBC

4 x 1.2 ml
1 x 2.0 ml
1 x 2.0 ml

6
Biorepository

Tube Size (mm) Aliquot (#/amount) Material Cryovials (#/size) Allocation

SST
1 (6 ml draw)

13x100 1 x 2.0 ml Serum 1 x 2.0 ml 1 UCLA*

Red-top
1 (10 ml draw)

16x100 2 x 2.0 ml Serum 2 x 2.0 ml 2
Biorepository

Lavender-top
1 (10 ml draw)

16 X 100 1 x 3.6 ml
1 x 3.6 ml

Plasma
Buffy Coat &RBC

1 x 4.0 ml
1 x 4.0 ml

2
Biorepository

Tube Size (mm) Aliquot (#/amount) Material Cryovials (#/size) Allocation

SST
1 (6 ml draw)

13x100 1 x 2.0 ml Serum 1 x 2.0 ml 1 UCLA*

Red-top
1 (10 ml draw)

16x100 2 x 2.0 ml Serum 2 x 2.0 ml 2 
Biorepository

Lavender-top #1 16x100 2 x 2.0 ml
1x 2.0 ml
1x 2.0 ml

Plasma
Buffy Coat
RBC

2 x 2.0 ml
1x 2.0 ml
1 x 2.0 ml

4
Biorepository

Lavender-top #2 16x100 2 x 2.0 ml
1 x 2.0 ml

Plasma
Buffy Coat

2 x 2.0 ml
1 x 2.0 ml

3
Biorepository
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Fisher Catalog 2000-2001; and the Becton Dickinson Catalog 2000. The CC
will supply the Blood Collection Forms, the sample ID labels, and the royal
blue-top tubes (T0 only). All other supplies must be purchased by each SC.

In 2000, Congress amended the Bloodborne Pathogens Act to require the use
of needleless systems and safety devices, such as shielded needles, in health
care settings to reduce the risk of needlestick injuries. This new law requires
the screening centers to evaluate and select some sort of safety device, such
as a shielded blood collection needle or a safety needle holder, for the PLCO
blood collection at the T0 through T5 screening visits. One acceptable product
is listed below. Additional acceptable products are available from other manu-
facturers. 

Exhibit 10-3
Recommended Supplies for Blood Collection

Item Supplier Quantity Required

Blood collection form (BCF3 or 
BFF2)

Will be supplied by CC One BCF3 per participant at T0-T3
One BFF2 per participant at T4 and T5

* Sample ID labels Will be supplied by CC One set per participant per study year

* 6 ml draw (13x100) Vacutainer 
serum separator tube, silicon 
coated.

Becton Dickinson, p.1-5, 366511
VWR, p.1493, VT6511

One per person in all study years

* 10 ml draw (16x100) red-top Vacu-
tainer tube, silicone coated

Becton Dickinson, p.1-6, 366430
VWR, p. 1493, VT6430

Two per person at T0 and one per per-
son at T1, T2, T4 and T5

* 10 ml draw (16x100) green-top 
Vacutainer tube, with sodium hep-
arin added

Becton Dickinson, p.1-7, 366480
VWR, p. 1493, VT6480

One per person at T0 and T3

* 7 ml draw (13x100) royal blue-top 
Vacutainer tube, trace element 
studies, silicone coated, no antico-
agulant

Becton Dickinson, p.1-9, 369737

Will be supplied by CC

One per person at T0

* 10 ml draw (16x100) lavender-top 
Vacutainer tube, with liquid EDTA 
(K3) added

Becton Dickinson, p.1-11, 366457, 
VWR, p. 1493, VT6457

One per person at T3 and T4
Two per person at T5

Blood collection needle and holder, 
21 gauge

Becton Dickinson, 368607 As determined by SC

Tourniquet, latex Fisher, p.1515, 15-235-2 As determined by SC

Alcohol wipes, individually wrapped VWR, p.1373, 566-12-916 As determined by SC

BloodBloc Protective Pads, 2”x 2” Fisher, p.1941, 06-670-37 As determined by SC

Adhesive bandage strips, ¾”x 3” VWR, p.1374 As determined by SC

Test tube rack; Nalgene Brand 
Unwire

VWR, p.1681 As determined by SC

Needle disposal unit VWR, p.1495 As determined by SC

Biohazard bags VWR, pps.52-54 As determined by SC
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10.6.2 Participant Preparation
Participant suitability in accordance with the criteria specified in Section 10.3
will be determined immediately prior to phlebotomy.

Several steps in the process of participant preparation will be standardized
across all Screening Centers. The participant will be told that blood will be
drawn for screening for prostate cancer (PSA, if male) or ovarian cancer (CA-
125II, if female). In addition, the participant will be told that he/she will
receive written documentation of the results of the PSA/CA-125II screening
examinations within approximately three weeks. The SC will verify that the
participant has signed an ESC and explain that blood is also being collected for
future studies of cancer and other diseases.

10.6.3 Examination Steps
Before the blood samples are drawn, have the participant rest in a seated or
reclining position for at least 5 minutes and remain in this position during the
venipuncture. (Postural variation may elevate the lipid results by as much as
10 to 15 percent.) Clothing should not restrict the arm. If the blood draw is not
successfully completed (all tubes filled to capacity) for all tubes, another draw
should be attempted from the other arm. If attempts from both arms are
unsuccessful, the participant should be scheduled for a repeat visit for the
blood exam.

The participant will be asked to roll up a shirtsleeve to expose the middle por-
tion of his/her arm. The phlebotomist will explain the procedure and position
the participant with the arm in a dependent position. The phlebotomist will
prepare the appropriate blood collection tubes, placing them in a test tube
rack in the order in which they will be drawn. The phlebotomist will wash his/
her hands and put on protective gloves. The phlebotomist will position the arm
so that the veins are readily accessible and so the phlebotomist is able to work
in a comfortable position. He/she will ensure that the arm is in a downward
position with the elbow lower than the heart to prevent backflow. The phlebot-
omist will then inspect the arm to be used for the venipuncture. The veins of
choice are those located in the antecubital area. Blood should not be drawn
from any arm with an arterial access, such as a fistula or shunt, nor from any
arm which has a rash or open sore or is swollen or edematous. A tourniquet
will be applied 2 to 4 inches above the site with enough pressure to impede
venous blood flow. The phlebotomist will select a vein that is palpable and
well-fixed to surrounding tissue. The skin will be cleansed with alcohol in a cir-
cular motion beginning with a narrow radius and moving outward so as not to
cross over the area already cleansed. The area will be dried using a sterile
gauze pad and should be completely dried before the venipuncture is done in
order to reduce the burning sensation caused by alcohol penetrating the skin.

The blood draw will be performed by inserting an appropriate needle into the
arm, then inserting the SST tube, followed by the Biorepository tubes in
sequence of priority. The SST tube for PSA/CA-125II will always be filled first.

Disposable gloves, latex, powder 
free; small, medium, large

VWR, pps.736-742 As determined by SC

Ammonia inhalants Fisher, p.1516, 17-987-97E As determined by SC

* There should be no substitutions for these products without prior NCI approval
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The Biorepository samples will be collected at Baseline in the following order: a
red-top tube, a green-top tube, a red-top tube, and a royal blue-top tube. At
T1 and T2, only a red-top tube will be collected for the Biorepository. The
Biorepository and Processing Laboratory samples will be collected at T3 in the
following order: two yellow-top tubes, a green-top tube, and a lavender-top
tube. At T4, the Biorepository tubes should be drawn in the following order:
the red-top tube first, then the lavender-top tube. The Biorepository tubes for
T5 should be drawn in the following order: the red-top first, then the two lav-
ender-top tubes.

Immediately after the venipuncture, the phlebotomist will press a clean gauze
square over the venipuncture site. After a few minutes, the venipuncture site
should be checked and if clotting has occurred, an adhesive bandage will be
applied over the gauze pad. If bleeding continues, direct pressure should be
applied to the site for five minutes. Once the participant is feeling well enough,
the phlebotomist will escort the participant to the appropriate SC staff.

10.7 Blood Processing and Storage Protocol for the PSA/CA-
125II
The PLCO PSA/CA-125II blood processing protocol is summarized below.

The following table lists equipment and supplies that will be needed for pro-
cessing for the PSA/CA-125II blood specimens. The supplies listed are refer-
enced in the VWR Scientific Products Catalog, 2000-2001 Edition; the Fisher
Catalog 2000-2001; and the Becton Dickinson Catalog 2000.

Recommended Supplies for Processing the PSA/CA-125II Blood Specimens

Collection
Device

Specimen
Type

Storage
Vial

Volume per
Vial

No. of
Storage Vials

16 ml SST Serum 2.0 ml 2.0 ml 1

Item Supplier Quantity Required

* Blood Collection Form (BCF3 or 
BFF2)

Will be supplied by the CC One BCF3 per participant at T0-T3
One BFF2 per participant at T4 and 
T5

* Sample ID Labels Will be supplied by the CC One set per participant per study year

* Nalgene cryovial, 2.0 ml capacity, 
polypropylene, self-standing external 
threads, 13.5 mm x 48.3 mm

VWR, p.1878, 66008-728 One per participant per study year

* (Optional) Cryovial closure color-cod-
ers, (blue for PSA test, red for CA-
125II test);

VWR, p. 431, 24270-060, blue clo-
sure;
VWR, p. 431, 24270-064, red clo-
sure

One per participant per study year

Fisher/CMS transfer pipets, 5 ml, sterile, 
individually wrapped

Fisher/CMS, p. 1297,13-711-20 As determined by SC

Nalgene cryovial holder WR, p.1895, 66008-783 As determined by SC

* There should be no substitutions for these products without prior NCI approval.
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Section 10.7.1 through 10.7.3 describe the processing procedures immedi-
ately after the blood draw, the processing procedures for the serum compo-
nent, and storage of the PSA and CA-125II blood samples. Please note that all
blood handling and processing procedures should be followed as closely as
possible. However, it is expected that some adjustments will have to be made
to fit the unique situations that exist at each SC. If a SC would like to adjust a
procedure, the adjustment must be documented and approved by NCI.

If an SC has difficulty obtaining the 2.0 ml Nalgene Cryovial (product no.
66006-728) as part of the blood processing protocol, then the SC may use the
NCI-approved vial (Corning part no. 430659) as an acceptable substitute.

10.7.1 Processing Procedures Immediately After the Blood Draw 
for the PSA/CA-125II

The following steps should be taken to process the blood sample immediately
after the blood draw is complete:

1. After the blood sample tube is filled, invert it gently five times to mix,
then stand it upright in the test tube rack. Allow the tube to stand at
room temperature (22° to 25°C) for at least 30 to 45 minutes from the
time of the draw to allow complete clotting retraction. If necessary, the
tube may be transported during the clotting period as long as it
remains in a stable, upright position. Once clot retraction is complete,
maintain the tube at 2° to 8°C using either a refrigerator or an ice water
bath. The sample may be allowed to stand longer than 45 minutes as
long as it is maintained at 2° to 8°C after clot retraction is complete,
centrifuged, and has the serum separated from the clot and frozen
within 2 to 4 hours of blood collection.

2. Label the tube with the appropriate sample ID label. 

3. Complete Part A (Blood Draw) and Part B, Items 1-2a (Blood Collection
and Processing for PSA/CA-125II) of the Blood Collection Form. 

4. If necessary, transport the blood sample with the Blood Collection Form
to the SC processing laboratory. If the tube is transported during the
clotting period, transport the tube at room temperature, 22° to 25°C. If
the tube is transported after the clot retraction is complete, transport
the tube at 2° to 8°C using an ice water bath or some type of refrigera-
tion device. For ease of processing, the PSA/CA-125II and Bioreposi-
tory samples may be centrifuged together. 

10.7.2 Processing Procedures for Serum Separation for the PSA/
CA-125II

Follow the procedures given below to process the serum component of the
blood sample:

1. Label one 2.0 ml cryovial with the sample ID label for PSA (001) or CA-
125II (002), as appropriate. Sample ID labels will be provided by the
CC.

2. Centrifuge the sample at 22° to 25°C at 1,200 x g for 15 minutes or
3900 x g for 6 minutes. A refrigerated centrifuge is not required. How-
ever, if the samples are not immediately aliquoted and frozen, transfer
the samples to a refrigerator or an ice water bath within 5 minutes of
finishing centrifugation.
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3. Inspect the serum for hemolysis.

< If the serum layer is red-tinged or pink, the blood sample is hemo-
lyzed. Dispense the hemolyzed serum into the cryovial. Document
the problem on the Blood Collection Form.

4. Check to see if the serum appears icteric. 

< Icteric (deep, yellow-green) samples may be processed after noting
the condition on the Blood Collection Form.

5. Check to see if the serum appears turbid or lipemic. 

< If the serum is grossly turbid or lipemic, dispense the serum into
the cryovial and document the problem on the Blood Collection
Form.

6. Transfer the serum into a labeled storage cryovial. 

< Remove vial cap.

< Using a graduated 5 ml transfer pipet, transfer 2.0 ml of serum into
the 2.0 ml storage cryovial.

< Recap the vial. If desired, use the blue closure cap for all PSA tests
(male participants) and the red closure cap for all CA-125II tests
(female participants). The SC may also use plain (i.e., non-colored)
closure caps for both types of vials.

7. Record the results of the PSA/CA-125II blood processing in Part B of
the Blood Collection Form. 

8. Store specimens in storage boxes and freeze at -70°C. 

10.7.3 Storage of PSA/CA-125II Samples
All processed samples should be stored at -70°C until they are shipped to
UCLA. They may be frozen on dry ice until they can be placed in a freezer. The
PSA and CA-125II cryovials will be stored separately (81 vials/box) in num-
bered storage (freezer) boxes. Each freezer box will contain an inventory sys-
tem. The inventory system and the organization of the vials in each box will be
reflected on map cards, which must be completed for every box. (Exhibit 10-4
provides an example of the map card.) Each PSA/CA-125II storage box will be
labeled with an ID box label, which will be generated by the SC (series number
UP-xxxx or UC-xxxx). Three box labels will be generated for each unique stor-
age box. One label will be placed on top part of the storage box, one label will
be placed on the bottom part of the box, and one label will be placed on the
side that is visible when the freezer door is opened. The storage boxes will be
reusable for the PSA/CA-125II specimens; however, box numbers should be
assigned sequentially and not reused. Instructions for generating box labels
are provided in the SMS User’s Guide/SMS Upgrade Documentation.
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Exhibit 10-4
Map Card

The box labels will contain a six-character number. The first two characters will
be either “UP” or “UC,” which designates UCLA/PSA or UCLA/CA-125II blood
samples, respectively. The next four characters will be a unique identifier
number ranging from 0001 to 9999.

The supplies needed for storage of processed UCLA samples are listed below: 

• 2” storage box (box dimensions 5 1/4”l x 5 1/4”w x 2”d) with 1-1/4”
high 9 x 9 cell dividers; (Example: Bell Metal Specialty; telephone #
301-663-4522)

• Map Card (See Exhibit 10-4);

• Box labels; and

• -70°C freezer.

Follow the instructions given below to store processed samples.

1. Each vial for PSA/CA-125II is to be placed in the storage box, which is
then stored in the freezer until shipment to UCLA.

2. Before adding samples to a storage box, be sure to label the box with a
box number. There will be three labels provided for each box. Affix one
label to the top part of the box, the second label to the bottom part of
the box, and the third label to the side of the box.

3. Place each storage vial into the next available slot within the appropri-
ate box, filling the box in serpentine order from the upper left corner to
the lower right corner. Designate the upper left corner of the box with
an “X”.

4. Fill in the storage box map card with the sample ID of each vial added
to the box.

5. Record the storage box number on the Blood Collection Form.

6. Immediately store the samples in the freezer at -70°C.

7. Do not remove a storage box from the freezer to add more vials. Small
samples will quickly thaw. In the freezer environment, open the current
10-17 PLCO Manual of Operations and Procedures
March 1, 2006



storage box, and place the new vial into the box. Take out the map
card and let it stand in the air to defrost a few seconds. Then, write the
sample ID of the new sample being added to correspond with the slot
being filled. Replace the map card in the storage box.

10.8 The Blood Processing and Storage Protocol for the 
Biorepository
The Biorepository blood processing protocol is summarized below in order of
processing priority:

Baseline: T0

T1

T2

T3

Collection Device Specimen Type Storage Vial Volume per Vial No. of Storage Vials

1 7 ml royal blue-top 
tube

Serum 2.0 ml 2.0 ml 1

1 10 ml green-top 
tube

Plasma
Buffy coat
RBC

2.0 ml 
2.0 ml
2.0 ml

2.0 ml
2.0 ml
2.0 ml

2 plasma
1 buffy coat
1 RBC

1 10 ml red-top tube Serum 2.0 ml 2.0 ml 2

1 10 ml red-top tube Serum 2.0 ml 2.0 ml 2

Collection Device Specimen Type Storage Vial Volume per Vial No. of Storage Vials

1 10 ml red-top tube Serum 2.0 ml 2.0 ml 2

Collection Device Specimen Type Storage Vial Volume per Vial No. of Storage Vials

1 10 ml red-top tube Serum 2.0 ml 2.0 ml 2

Collection Device Specimen Type Storage Vial Volume per Vial No. of Storage Vials

2 8.5 ml yellow-top 
tubes

Whole blood N/A N/A N/A

1 10 ml green-top 
tube

Plasma
Buffy coat

2.0 ml
2.0 ml

2.0 ml
2.0 ml

2 plasma
1 buffy coat

1 10 ml lavender-top 
tube

Plasma
Buffy coat
RBC

1.2 ml
2.0 ml
2.0 ml

1.0 ml
2.0 ml
2.0 ml

4 plasma
1 buffy coat
1 RBC
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T4

T5

The following equipment and supplies will be needed for specimen processing.

• *Appropriate Blood Collection Form (BCF3 for study years T0 through
T3, BFF2 for study years T4 and T5);
Provided by the CC

• *Sample ID Labels;
Provided by the CC

• *Nalgene cryovials, 2.0 ml capacity, polypropylene, pre-capped, self-
standing external threads, 13.5mm x 48.3mm. (Number per participant
per draw: T0 = 9; T1 = 2; T2 = 2; T3 = 5; T4 = 2, T5 = 9);VWR,
p.1983, 66008-728

Approved Substitute: Corning cryovial 2.0 ml capacity, polypropy-
lene, pre-capped, self-standing, external threads. Corning product
number 430659

• *Wheaton cryovials, 1.2 ml capacity, polypropylene, pre-capped, self-
standing internal threads, 12mm x 42mm
(Number per participant per draw: T3 = 4);
Wheaton Science Products Catalog product number 985745
(Wheaton telephone 1-800-494-3286)
Also available through VWR using product number 66008-955
(VWR telephone 1-800-234-5227)

• *Wheaton cryovial, 4.0 ml capacity, polypropylene; pre-capped, free-
standing internal threads, 12 mm x 71 mm
(Number per participant per draw: T4 = 2)
Wheaton product number, 985747

Approved Substitute: Corning cryovial, 4.0 ml capacity, polypropy-
lene, pre-capped, free standing, internal threads. Corning product
number 430491.

Collection Device Specimen Type Storage Vial Volume per Vial No. of Storage Vials

1 10 ml red-top tube Serum 2.0 ml 2.0 ml 2

1 10 ml lavender-top 
tube

Plasma
Buffy coat and 
RBC

4.0 ml
4.0 ml

3.6 ml
3.6 ml

1 plasma
1 buffy coat and RBC

Collection Device Specimen Type Storage Vial Volume per Vial No. of Storage Vials

1 10 ml red-top tube Serum 2.0 ml 2.0 ml 2

1 10 ml lavender-top 
tube

Plasma
Buffy Coat
RBC

2.0 ml
2.0 ml
2.0 ml

2.0 ml
2.0 ml
2.0 ml

2
1
1

1 10 ml lavender-top 
tube

Plasma
Buffy coat

2.0 ml
2.0 ml

2.0 ml
2.0 ml

2
1
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• * Porex Serum Sep IB, 13 mm diameter, 4’’ long, (trace metal free),
(one per participant for T0); Fisher, Health Care Catalog, p. 405, 02-
681-66

• Fisher/CMS transfer pipets, 5 ml, sterile, individually wrapped;
Fisher/CMS, p. 1297, 13-711-120

• Nalgene cryovial holder;
VWR, p. 2007, 66008-783

[NOTE: The cryovials will be capped by the supplier prior to shipping.
Precapping helps to eliminate contamination in the cryovial. This is
especially important for the serum zinc specimen (cryovial 011).]

• Sharps containers and biohazard bags will also be needed for the
proper disposal of contaminated waste.

10.8.1 Processing Procedures Immediately After the Blood Draw 
for Biorepository Specimens

Keep tubes away from sunlight or any other strong light source, which may
degrade the Vitamin A content of the serum. If prolonged exposure to strong
light is unavoidable, then tubes should be temporarily covered by aluminum
foil for protection.

The following steps should be taken immediately after the blood draw.

Baseline (T0)

1. Label each of the following tubes with a Sample ID label (AA-NNNN-
000):

10 ml draw (16x100) red-top tube
10 ml draw (16x100) green-top tube
10 ml draw (16x100) red-top tube
7 ml draw (13x100) royal blue-top tube

2. Immediately after the blood sample tubes are filled, invert the green-
top tube gently several times and then stand upright in the test tube
rack. After the green-top tube is inverted, maintain the green-top tube
at 2° to 8°C using either a refrigerator or an ice water bath.

3. Allow the red-top tubes and the royal blue-top tube to remain at room
temperature for a minimum of 60 minutes for complete blood coagula-
tion. If necessary, the tubes may be transported during the clotting
period if they remain in a stable, upright position. Once clot retraction
is complete, maintain the red-top tubes and the royal blue-top tube at
2° to 8°C using either a refrigerator or an ice water bath.

4. Complete Part A (Blood Draw) and Part C (Blood Collection and Pro-
cessing for Biorepository Samples), Items 1 through 3, of the Blood
Collection Form.

5. If necessary, transport the blood samples with the Blood Collection
Form to the SC processing laboratory. Transport the green-top tube at
2° to 8°C using an ice water bath or some type of refrigeration device.
If the red-top tubes and the royal blue-top tubes are transported during
the clotting period, transport the tubes at 22° to 25°C. If the red-top
tubes and the royal blue-top tubes are transported after the clot retrac-
tion is complete, transport the tubes at 2° to 8°C using an ice water
bath or some type of refrigeration device. The Biorepository samples
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must be centrifuged, processed, and frozen within two hours of blood
collection.

6. For ease of processing, the PSA/CA-125II and Biorepository samples
may be centrifuged together.

T1 and T2

1. Label the following tube with a Sample ID label (AA-NNNN-000):

10 ml draw (16x100) red-top tube

2. Allow the red-top tube to remain at room temperature for a minimum
of 60 minutes for complete blood coagulation. If necessary, the tube
may be transported during the clotting period if they remain in a stable,
upright position. Once clot retraction is complete, maintain the red-top
tube at 2° to 8°C using either a refrigerator or an ice water bath.

3. Complete Part A (Blood Draw) and Part C (Blood Collection and Pro-
cessing for Biorepository Samples), Items 1 through 3, of the Blood
Collection Form.

4. If necessary, transport the blood sample with the Blood Collection Form
to the SC processing laboratory. If the red-top tube is transported dur-
ing the clotting period, transport the tube at 22° to 25°C. If the red-top
tube is transported after the clot retraction is complete, transport the
tube at 2° to 8°C using an ice water bath or some type of refrigeration
device. The Biorepository samples must be centrifuged, processed, and
frozen within two hours of blood collection.

5. For ease of processing, the PSA/CA-125II and Biorepository samples
may be centrifuged together.

T3

1. Label each of the following tubes with a Sample ID label (AA-NNNN-
000):

10 ml draw (16x100) green-top tube
10 ml draw (16x100) lavender-top tube

2. Label each of the yellow-top tubes with a Sample ID Label (AA-NNNN-
012 and AA-NNNN-013). Affix the sample ID label so that the longest
side of the label wraps around the tube (in the same manner sample ID
labels are placed on the cryovials).

3. Immediately after the blood sample tubes are filled, invert the yellow,
green, and lavender-top tubes gently several times and then stand
upright in the test tube rack. After the green and lavender-top tubes
are inverted, maintain the green and lavender-top tubes at 2° to 8°C
using either a refrigerator or an ice water bath. The yellow-top tubes
will remain at ambient temperature.

4. Complete Part A (Blood Draw) and Part C (Blood Collection and Pro-
cessing for Biorepository Samples), Items 1 through 3, of the Blood
Collection Form.

5. If necessary, transport the blood samples with the Blood Collection
Form to the SC processing laboratory. Transport the green and laven-
der-top tubes at 2° to 8°C using an ice water bath or some type of
refrigeration device. The green and lavender-top tubes must be centri-
fuged, processed, and frozen within two hours of blood collection.
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[Note: the two yellow-top tubes will not be processed by the SC, but
instead will be shipped to the Processing Laboratory on the same day
they are drawn. Please refer to Section 10.10 for specific instructions
on packaging and shipment of yellow-top tubes.]

6. For ease of processing, the PSA/CA-125II and green and lavender-top
tubes may be centrifuged together.

T4

1. Label the following tubes with a Sample ID label (AA-NNNN-000):

10 ml draw (16x100) red-top tube
10 ml draw (16x100) lavender-top tube

2. Immediately after the lavender-top tube is filled, gently invert the tube
several times and then stand it upright in the test tube rack. After the
tube has been inverted, maintain it at 2oC to 8oC using either a refrig-
erator or an ice water bath.

3. Allow the red-top tube to remain at room temperature for a minimum
of 60 minutes for complete blood coagulation. If necessary, the tube
may be transported during the clotting period if it remains in a stable,
upright position. Once clot retraction is complete, maintain the red-top
tube at 2° to 8°C using either a refrigerator or an ice water bath.

4. Complete Part A (Blood Draw) and Part C (Blood Collection and Pro-
cessing for Biorepository Samples), Items 1 through 3, of the Blood
Collection Form.

5. If necessary, transport the blood sample with the Blood Collection Form
to the SC processing laboratory. If the red-top tube is transported dur-
ing the clotting period, transport the tube at 22° to 25°C. If the red-top
tube is transported after the clot retraction is complete, transport the
tube at 2° to 8°C using an ice water bath or some type of refrigeration
device. Transport the lavender-top tube at 2° to 8°C using an ice water
bath or some type of refrigeration device. The Biorepository samples
must be centrifuged, processed, and frozen within two hours of blood
collection.

6. For ease of processing, the PSA/CA-125II and Biorepository samples
may be centrifuged together.

T5 

1. Label the following tubes with a Sample ID label (AA-NNNN-000):

10 ml draw (16x100) red-top tube
10 ml draw (16x100) lavender-top tube #1
10 ml draw (16x100) lavender-top tube #2

2. Immediately after the lavender-top tubes are filled, gently invert the
tubes several times and then stand them upright in the test tube rack.
After the tubes have been inverted, maintain them at 2oC to 8oC using
either a refrigerator or an ice water bath. 

3. Allow the red-top tube to remain at room temperature for a minimum
of 60 minutes for complete blood coagulation. If necessary, the tube
may be transported during the clotting period if it remains in a stable,
upright position. Once clot retraction is complete, maintain the red-top
tube at 2° to 8°C using either a refrigerator or an ice water bath. 
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4. Complete Part A (Blood Draw) and Part C (Blood Collection and Pro-
cessing for Biorepository Samples), Items 1 through 3, of the Blood
Collection Form. 

5. If necessary, transport the blood sample with the Blood Collection Form
to the SC processing laboratory. If the red-top tube is transported dur-
ing the clotting period, transport the tube at 22° to 25°C. If the red-top
tube is transported after the clot retraction is complete, transport the
tube at 2° to 8°C using an ice water bath or some type of refrigeration
device. Transport the lavender-top tubes at 2° to 8°C using an ice water
bath or some type of refrigeration device. The Biorepository samples
must be centrifuged, processed, and frozen within two hours of blood
collection. 

6. For ease of processing, the PSA/CA-125II and Biorepository samples
may be centrifuged together. 

10.8.2 Processing Procedures for Biorepository Samples
The following steps should be taken to process all components of the blood
samples:

Baseline (T0)

1. Label the cryovials with the appropriate Sample ID labels. (See Exhibit
10-1.) The cryovials should be processed according to the following
sequence:

*Vial 011serum from royal blue-top tube
Vial 005plasma from green-top tube
Vial 006plasma from green-top tube
Vial 007buffy coat from green-top tube
Vial 008RBC from green-top tube
Vial 003serum from red-top tube
Vial 004serum from red-top tube
Vial 009serum from red-top tube
Vial 010serum from red-top tube

[*NOTE: The cryovials will be precapped by the supplier, which helps
eliminate contamination in the vial. This is especially critical for cryovial
011, serum from the royal blue-top tube. Do not use uncapped vials for
this specimen. As an added precaution, do not remove the vials or the
serum separators from their self-sealing bag until you are ready to pro-
cess the centrifuged serum. Close the bag immediately thereafter to
keep these supplies as clean as possible.]

2. Centrifuge all tubes for 15 minutes at 1,200 x g (or approximately
2400-3000 RPM for most counter-top centrifuges) or for 6 minutes at
3900 x g. Be sure to use balance tubes in the centrifuge, when neces-
sary. Do not “rim” clot tubes prior to centrifugation. A refrigerated cen-
trifuge is not required. However, the temperature should not exceed
25°C. If the samples are not immediately aliquoted and frozen, transfer
the samples to a refrigerator or an ice water bath within 5 minutes of
finishing centrifugation.

3. Inspect the blood tubes (serum) for hemolysis, icteric, turbid, or
lipemic appearance. Document any problems on the Blood Collection
Form.
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4. Aliquot the serum from the royal blue-top Vacutainer tube first. After
centrifugation, remove the stopper from the Vacutainer. Carefully and
slowly push the Porex serum separator into the Vacutainer, white filter
end down. Do not force it quickly; this could possibly create aerosol for-
mation of the serum. The end of the serum separator should stop just
short of the clot/serum interface. Red blood cells should not be forced
into the serum; they contain very high amounts of zinc compared to
the serum levels and a falsely elevated serum zinc level can result.
Raise the serum separator approximately 25 mm. (1 inch) above the
clot or cells until air space separates the serum separator and its con-
tents from the clot or cells. Decant 2 ml of serum into cryovial 011.
Recap the vial immediately after filling it with serum.

Do not use a pipet to transfer serum from the royal blue-top tube. Use
only the Porex serum separator to decant the serum from the royal
blue-top tube.

[NOTE: Any remaining serum can be placed into one of Vials 003, 004,
009, or 010.]

5. Aliquot the plasma from the green-top tube into cryovials 005 and 006
using a clean graduated 5 ml transfer pipet. Using the same pipet
transfer the buffy coat into cryovial 007. Again using the same pipet,
transfer 2 ml of RBC into cryovial 008. In order to maximize the buffy
coat yield, when removing plasma leave a small amount of plasma
above the buffy coat and when removing buffy coat include a small
amount of RBC in the sample.

6. Aliquot the serum from the first red-top tube. Transfer 2 ml of serum
into cryovials 003 and 004 using a graduated 5 ml transfer pipet. Ali-
quot serum from the second red-top tube. Transfer 2 ml of serum each
into cryovials 009 and 010 using a graduated 5 ml pipet.

[NOTE: If the second red-top tube is not drawn, extra serum from the
first red-top tube may be placed in vials 009 and 010; however extra
serum from the SST tube for the PSA/CA-125II should not be used to
fill Biorepository vials.]

7. Record the results of the Biorepository blood processing in Part C of the
Blood Collection Form. 
[*Note: A partially filled vial should be marked with a problem code on
the Blood Collection Form (refer to Appendix A-10-1, Specifications for
the Blood Collection Form)].

8. Place specimens in one of the numbered storage boxes for T0 partici-
pants’ samples. Note that only samples from T0 participants should be
placed in a T0 storage box. Freeze the samples at -70°C (refer to Sec-
tion 10.7.3 for specific storage box instructions) within two (2) hours of
blood draw. Record the storage box number on the Blood Collection
Form.

T1 and T2

1. Label the cryovials with the appropriate Sample ID labels. (See Exhibit
10-1..) The cryovials should be processed according to the following
sequence:

Vial 003 - serum from red-top tube
Vial 004 - serum from red-top tube
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2. Centrifuge all tubes for 15 minutes at 1,200 x g (or approximately
2400-3000 RPM for most counter-top centrifuges) or for 6 minutes at
3900 x g. Be sure to use balance tubes in the centrifuge, when neces-
sary. Do not “rim” clot tubes prior to centrifugation. A refrigerated cen-
trifuge is not required. However, the temperature should not exceed
25°C. If the samples are not immediately aliquoted and frozen, transfer
the samples to a refrigerator or an ice water bath within 5 minutes of
finishing centrifugation.

3. Inspect the blood tubes (serum) for hemolysis, icteric, turbid, or
lipemic appearance. Document any problems on the Blood Collection
Form.

4. Aliquot the serum from the red-top tube. Transfer 2 ml of serum into
cryovials 003 and 004 using a graduated 5 ml transfer pipet.

5. Record the results of the Biorepository blood processing in Part C of the
Blood Collection Form. 
[*Note: A partially filled vial should be marked with a problem code on
the Blood Collection Form (refer to Appendix A-10-1, Specifications for
the Blood Collection Form).]

6. Place specimens in one of the numbered storage boxes for T1/T2 par-
ticipants’ samples. Note that only samples from T1/T2 participants
should be placed in a T1/T2 storage box. Freeze the samples at -70°C
(refer to Section 10.7.3 for specific storage box instructions) within two
(2) hours of blood draw. Record the storage box number on the Blood
Collection Form.

T3

1. Label the cryovials with the appropriate Sample ID labels. (See Exhibit
10-1.) The cryovials should be processed according to the following
sequence:

Vial 014plasma from green-top tube
Vial 015plasma from green-top tube
Vial 016buffy coat from green-top tube
Vial 017plasma from lavender-top tube
Vial 018plasma from lavender-top tube
Vial 019plasma from lavender-top tube
Vial 020plasma from lavender-top tube
Vial 021buffy coat from lavender-top tube
Vial 023RBC from lavender-top tube

[*NOTE: The cryovials will be precapped by the supplier, which helps
eliminate contamination in the vial. This is especially critical for the T3
cryovials. Do not use uncapped vials for these specimens. As an added
precaution, do not remove the vials from their self-sealing bag until you
are ready to process the centrifuged sample. Close the bag immedi-
ately thereafter to keep the cryovials as clean as possible.]

2. Centrifuge the green-top and lavender-top tubes for 15 minutes at
1,200 x g (or approximately 2400-3000 RPM for most counter-top cen-
trifuges) or for 6 minutes at 3900 x g. Be sure to use balance tubes in
the centrifuge, when necessary. A refrigerated centrifuge is not
required. However, the temperature should not exceed 25°C. If the
samples are not immediately aliquoted and frozen, transfer the sam-
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ples to a refrigerator or an ice water bath within 5 minutes of finishing
centrifugation.

3. Inspect the blood tubes for hemolysis, icteric, turbid, or lipemic appear-
ance. Document any problems on the Blood Collection Form.

4. Aliquot 2 ml of plasma from the green-top tube into two 2 ml cryovials
(014 and 015) using a clean graduated 5 ml transfer pipet. Using the
same pipet transfer the buffy coat (approximately 1.5-2.0 ml) into one
2 ml cryovial (016). In order to maximize the buffy coat yield, when
removing plasma leave a small amount of plasma above the buffy coat
and when removing buffy coat include a small amount of RBC in the
sample.

5. Aliquot 1.0 ml of plasma from the lavender-top tube into four 1.2 ml
cryovials (017, 018, 019, and 020) using a clean graduated 5 ml trans-
fer pipet. Using the same pipet transfer the buffy coat (approximately
1.5-2.0 ml) into one 2 ml cryovial (021). Again using the same pipet,
transfer 2 ml of RBC into one 2 ml cryovial (023). In order to maximize
the buffy coat yield, when removing plasma leave a small amount of
plasma above the buffy coat and when removing buffy coat include a
small amount of RBC in the sample.

6. Record the results of the Biorepository blood processing in Part C of the
Blood Collection Form. 
[*Note: A partially filled vial should be marked with a problem code on
the Blood Collection Form (refer to Appendix A-10-1, Specifications for
the Blood Collection Form).]

7. Place cryovials in the appropriate numbered storage boxes for T3 par-
ticipants’ samples. Note that only vials from T3 participants should be
placed in a T3 storage box. Freeze the samples at -70°C (refer to Sec-
tion 10.7.3 for specific storage box instructions) within two (2) hours of
blood draw. Record the storage box numbers on the Blood Collection
Form.

T4

1. Label the cryovials with the appropriate Sample ID labels. Exhibit 10-1
shows the correct placement for Sample ID labels. The cryovials should
be processed according to the following sequence:

Vial 028serum from red-top tube
Vial 029serum from red-top tube
Vial 030plasma from lavender-top tube
Vial 031buffy coat and RBC from lavender-top tube

2. Centrifuge the red-top and the lavender-top tubes at for 15 minutes at
1,200 x g (or approximately 2400-3000 RPM for most counter-top cen-
trifuges) or for 6 minutes at 3900 x g. Be sure to use balance tubes in
the centrifuge, when necessary. A refrigerated centrifuge is not
required. However, the temperature should not exceed 25°C. If the
samples are not immediately aliquoted and frozen, transfer the sam-
ples to a refrigerator or an ice water bath within 5 minutes of finishing
centrifugation. 

3. Inspect the blood tubes for hemolysis, icteric, turbid or lipemic appear-
ance. Document any problems on the blood collection form. 
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4. Aliquot the serum from the red-top tube. Transfer 2 ml of serum into
cryovials 028 and 029 using a graduated 5 ml transfer pipet. 

5. Aliquot 3.6 ml of plasma into one 4.0 ml cryovial (vial 030) using a
graduated 5-ml transfer pipet. Using the same pipet, transfer the
remaining material (includes buffy coat and substantial proportion of
RBC) to about 3.6 ml into one 4.0 cryovial (vial 031). Collect the mate-
rial by suctioning from the top of the buffy coat layer then gradually
moving downward in a circular motion as the buffy coat and RBC are
aspirated. Aliquot until the 3.6 ml line on the vial is reached. If more
than 3.6 ml of material is available, discard extra RBC, but take care to
retain the buffy coat. 

6. Record the results of the Biorepository blood processing in Part C of the
blood collection form. 
[*Note: A partially filled vial should be marked with a problem code.] 

7. Place the cryovials in the appropriate numbered storage boxes for the
T4 participants’ samples. Note that only samples from T4 participants
should be stored in a T4 storage box. Freeze the samples at –70oC
(refer to Section 10.7.3 for specific storage box instructions) within two
(2) hours of blood draw. Record the storage box numbers on the blood
collection form. 

T5

1. Label the cryovials with the appropriate Sample ID labels. Exhibit 10-1
shows the correct placement for the Sample ID labels. The cryovials
should be processed in the following order:

Vial 038serum from red-top tube
Vial 039serum from red-top tube
Vial 040plasma from lavender-top tube #1
Vial 041plasma from lavender-top tube #1
Vial 042buffy coat from lavender-top tube #1
Vial 043RBC from lavender-top tube #1
Vial 044plasma from lavender-top tube #2
Vial 045plasma from lavender-top tube #2
Vial 046buffy coat from lavender-top tube #2

2. Centrifuge the red-top and the lavender-top tubes at for 15 minutes at
1,200 x g (or approximately 2400-3000 RPM for most counter-top cen-
trifuges) or for 6 minutes at 3900 x g. Be sure to use balance tubes in
the centrifuge, when necessary. A refrigerated centrifuge is not
required. However, the temperature should not exceed 25°C. If the
samples are not immediately aliquoted and frozen, transfer the sam-
ples to a refrigerator or an ice water bath within 5 minutes of finishing
centrifugation. 

3. Inspect the blood tubes for hemolysis, icteric, turbid or lipemic appear-
ance. Document any problems on the blood collection form. 

4. Using a graduated 5-ml transfer pipet, aliquot 2.0 ml of serum from the
red-top tube into the pre-labeled 2.0 ml cryovials, vials 038 and 039. 

5. From lavender-top tube #1, aliquot 2.0 ml of plasma into two 2.0 ml
cryovials, vials 040 and 041, using a graduated 5-ml transfer pipet.
Using the same pipet, transfer the buffy coat (approximately 1.5-2.0
ml) into one 2.0 ml cryovial, vial 042. Then, transfer 2.0 ml of RBCs
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into one 2.0 ml cyrovial, vial 043. Collect the buffy coat and RBCs by
suctioning from the top layer, then gradually moving downward in a cir-
cular motion. In order to maximize the buffy coat yield, when removing
the plasma leave a small amount of plasma above the buffy coat and
when removing the buffy coat, include a small amount of RBC in the
sample. 

[NOTE: If the second lavender-top tube is not drawn, extra plasma
from the first lavender-top tube may be placed in vials 044 and 045.]

6. From lavender-top tube #2, aliquot 2.0 ml of plasma into two 2.0 ml
cryovials, vials 044 and 045, using a graduated 5-ml transfer pipet.
Using the same pipet, transfer the buffy coat (approximately 1.5-2.0
ml) into one 2.0 ml cryovial, vial 046. Collect the buffy coat by suction-
ing from the top layer then gradually moving downward in a circular
motion. In order to maximize the buffy coat yield, when removing the
plasma leave a small amount of plasma above the buffy coat and when
removing the buffy coat, include a small amount of RBC in the sample. 

7. Record the results of the Biorepository blood processing in Part C of the
blood collection form. *Note: A partially filled vial should have a prob-
lem code recorded on the blood collection form. (Refer to Appendix A-
10-7 Specifications for the BFF2)

8. Place the cryovials in the appropriate numbered storage boxes for the
T5 participants’ samples. Note that only samples from T5 participants
should be included in a T5 storage box. Freeze the samples at –70oC
(refer to Section 10.7.3 for specific storage box instructions) within two
(2) hours of blood draw. Record the storage box numbers on the blood
collection form. 

10.8.3 Storage Box Assignment for Biorepository Samples 
Each storage box will be labeled with a box label taken from a series of
sequentially numbered labels generated by the SC. There will be two series of
box labels: “B” series to be used for 2-inch and 3-inch Biorepository boxes and
“Y” series to be used for yellow-top tube boxes shipped to the Processing Lab-
oratory. The “T” box previously used for T3 vial 016 was discontinued in Octo-
ber 1999. All Biorepository vials for study years T0, T1, T2, T3, and T5, are
stored in a 2-inch “B” box. Biorepository vials for T4 only are stored in a 3-inch
“B” box. The box label has a five-character number. The first character of
Biorepository box labels will be the letter “B.” For Processing Laboratory box
labels, the first character will be the letter “Y.” The next four characters are
the unique identifier number ranging from 0001 to 9999. Biorepository and
Processing Laboratory samples must be assigned to storage boxes as follows:

Alpha Character Storage Box Type Used for Study Years Used for Specimen Ids

B 2-inch Biorepository Box T0
T1 and T2

T3
T5

003–011
003-004

014-021, and 023
038-046

B 3-inch Biorepository Box T4 028-031
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Three box labels will be generated for each unique storage box. One label will
be placed on top of the storage box, one label will be placed on the bottom of
the box, and for frozen samples in “B” boxes, one label will be placed on the
side, which is visible in the freezer. The storage boxes will be reusable for the
Biorepository specimens; however, box labels should not be reused. In addi-
tion, do not use the same storage box number again within a 6-month period.
Each SC will have the capability to generate new box labels if the storage box
is lost or destroyed. Instructions for generating box labels are provided in the
SMS User’s Guide/SMS Upgrade Documentation.

10.8.4 Storage of Biorepository Cryovials
All processed serum, plasma, buffy coat, and RBC cryovials will be stored at -
70°C until they are shipped to the Biorepository. The cryovials will be placed
into storage (freezer) boxes (81 vials/box). The inventory system and the
organization of the cryovials in each storage box will be reflected on map
cards, which must be completed for every cryovial storage box. (Exhibit 10-4
provides an example of the map card.) The SC Coordinator should label the
storage box with the SC name and address using a -70° label and a freezer-
safe ink pen.

Supplies needed for storage of processed samples are listed below:

• 2” storage box (box dimensions 5 1/4”l x 5 1/4”w x 2”d) with 1-1/
4”high 9 x 9 cell dividers; (Example: Bell Metal Specialty; telephone #
301-663-4522)

• 3” storage box (box dimensions 5 1/4”l x 5 1/4”w x 3”d) with 1-1/4”
high 9 x 9 cell dividers; (Example: Bell Metal Specialty; telephone #
301-663-4522) (T4 only)

• Map Card (See Exhibit 10-4);

• Box labels, laser labels, dimensions 2/3” x 3 7/16” (Example: Avery File
Folder Laser Labels, Item #5366); and

• -70°C freezer.

Follow the instructions given below to store cryovials for the Biorepository.

1. Each cryovial is to be placed in the appropriate storage box. Cryovial
storage boxes are then stored in the freezer until shipment to the
Biorepository.

2. Before adding samples to a storage box, label the box with a unique
box number. There will be three labels provided for each unique box
number. Affix one label to the top part of the box, the second label to
the bottom part of the box, and the third label to the side of the box.

3. For the T0 visit, each row of a storage box will be designated for a
single T0 participant. Place the cryovials, in ascending specimen ID
order (vials 003-011), into the slots next to each other in that row.
Designate the upper left corner of the box with an “X”. If all blood vials
have been successfully filled, the participant will have nine cryovials
and the row will be completely filled. However, if only some of the blood
vials have been filled, then the row in the storage box for that partici-

Y Yellow-top Tube Box for Pro-
cessing Laboratory

T3 012 and 013
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pant will only be partially filled. Start a new row for each participant.
The 2-inch Biorepository storage box will hold the cryovials for nine T0
participants. Only vials for T0 participants should be stored in T0 stor-
age boxes.

For the T1 and T2 visits, place each storage vial (with specimen IDs
003-004) into the next available slot within the appropriate box, filling
the box in serpentine order from the upper left corner to the lower right
corner. Designate the upper left corner of the box with an “X”. The 2-
inch Biorepository storage box will hold the cryovials for 40 participants
with one empty slot remaining. T1 and T2 vials may be placed in the
same storage box.

For the T3 visit, All cryovials will be placed in a 2-inch Biorepository
storage box. Each row of a storage box will be designated for a single
T3 participant. Place the cryovials, in ascending specimen ID order
(vials 014-021, and 023), into the slots next to each other in that row.
Designate the upper left corner of the box with an “X”. If all blood vials
have been successfully filled, the entire row will be full with no empty
spots. However, if only some of the blood vials have been filled, then
one or more slots in the row for that participant will be empty. Start a
new row for each participant. The 2-inch Biorepository storage box will
hold the cryovials for nine T3 participants. Only vials for T3 participants
should be placed in a T3 storage box.

The 3-inch storage box used previously for T3 vial 016 was discontin-
ued in October 1999. Vial 016 is now placed in a 2-inch box with the
other T3 specimens.

For the T4 visit: All four (4) of the T4 Biorepository vials (028-031)
should be stored and shipped in a 3-inch “B” box. Place each storage
vial (with specimen IDs 028-031) into the next available slot filling the
box in serpentine order from the upper left corner to the lower right
corner. Designate the upper left corner of the box with an “X”. The 3-
inch Biorepository storage box will hold the cryovials for twenty partic-
ipants with one empty slot remaining. Only vials from T4 participants
should be placed in T4 storage boxes.

For the T5 visit: All nine (9) of the T5 Biorepository vials (038-046)
should be stored and shipped in a 2-inch “B” box. Each row of a storage
box will be designated for a single T5 participant. Designate the upper
left corner of the box with an “X”. Place the cryovials, in ascending vial
ID order, into the slots next to each other in that row. If all blood vials
have been successfully filled, the entire row will be full with no empty
spots. However, if only some of the blood vials have been filled, then
one or more slots in the row for that participant will be empty. Start a
new row for each participant. One 2-inch T5 storage box will hold the
vials for nine participants. Only vials for T5 participants should be
placed in a T5 storage box.

4. Fill in the storage box map with the sample ID and specimen ID of each
vial added to the box. (For example, IX 1234 003.) 

5. Record the storage box numbers on the Blood Collection Form. 

6. Immediately store the cryovials in the freezer at -70°C within five min-
utes of processing.
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7. Do not remove a 2-inch or 3-inch storage box from the freezer to add
more cryovials. Small samples will thaw quickly. In the freezer environ-
ment, open the current storage box and place the new cryovial into the
box. Take out the map card and let it defrost for a few seconds. Then,
write the sample ID of the new sample being that to correspond with
the slot being filled. Replace the map card in the storage box.

10.9 UCLA and Biorepository Blood Sample Shipment
All frozen blood samples will be shipped to UCLA or the Biorepository via Fed-
eral Express* overnight Priority 1 delivery. PSA and CA-125II blood samples
will be shipped weekly on designated days for each SC, while Biorepository
blood samples will be shipped at least monthly (once a month at some SCs,
more than once a month at others). Blood samples shipped to UCLA or the
Biorepository will be packed on dry ice for shipment. A Blood Sample Trans-
mittal Log (Appendix B-10-1: UCLA Transmittal Log and Appendix B-10-2:
Biorepository Transmittal Log) will be included with each shipment.

All PSA/CA-125II blood sample shipments will be processed by UCLA on the
day received. Upon receipt, UCLA staff will check the shipment to identify
missing, thawed, or damaged specimens. UCLA will contact the SC immedi-
ately by telephone and FAX to report any problems.

All Biorepository blood sample shipments will be receipted and stored by the
Biorepository on the day received. Within two weeks of sample receipt, the
Biorepository will inventory the samples and match the vials noted on the
Transmittal Log to identify missing, thawed, or damaged vials. The Bioreposi-
tory will contact the SC immediately by telephone and FAX to report any prob-
lems.

The following sections of this chapter discuss the procedures for packing and
shipping blood samples. Included in this section are the following items:

• Scheduling shipments;

• Notifying UCLA and the Biorepository of shipments;

• Procedures to be completed the day of shipment;

• Preparing shipping transmittal logs;

• Packing specimens; and,

• Reporting problems with shipments.

10.9.1 Scheduling UCLA and Biorepository Shipments
PSA and CA-125II blood samples will be shipped to UCLA weekly; on Monday,
Tuesday, or Wednesday. Biorepository blood samples will be shipped once a
month, at a minimum, on the first Monday, Tuesday or Wednesday of each
month. SCs wishing to ship to the Biorepository more than once a month must
contact the Coordinating Center, who will then contact the Biorepository and
request approval for a change in the shipping schedule. Each SC has been
assigned a designated day of shipment on which it will regularly ship blood

* Any Express Mail service that carries biologic samples may be used provided
that overnight next morning delivery service is available and guaranteed.
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samples to UCLA and the Biorepository. The SC schedule for weekly shipments
of blood samples to UCLA and shipments to the Biorepository is as follows:

Schedule for Weekly UCLA Shipments

Schedule for Biorepository Shipments

Day Screening Center

Monday: University of Minnesota

Pacific Health Research Institute (Hawaii)

Tuesday: Washington University - St. Louis 

University of Utah School of Medicine

University of Alabama at Birmingham

University of Colorado Health Sciences Center

Wednesday: Georgetown University

Pittsburgh Cancer Institute

Washington University - St. Louis

Henry Ford Hospital

Marshfield Clinic

Frequency Screening Center Shipment Day

Monthly: Pacific Health Research Institute (Hawaii) Monday

University of Alabama at Birmingham Tuesday

Georgetown University Wednesday

Pittsburgh Cancer Institute Wednesday

Twice Per Month: Marshfield Clinic Wednesday

(First and Third Weeks) University of Colorado Health Sciences Center Wednesday

Washington University – St. Louis Wednesday

Weekly: University of Minnesota Monday

University of Utah School of Medicine Tuesday

Henry Ford Hospital Wednesday
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Blood samples should never be shipped to be received at either UCLA or the
Biorepository on Fridays, holidays, or the day before a holiday. The SC will
notify UCLA or the Biorepository, as appropriate, prior to making each ship-
ment. If, on occasion, the SC cannot make the shipping date, they must call
UCLA or the Biorepository in advance of the regular shipping date to resched-
ule. On the day of each Biorepository shipment, the SC will transmit the Biore-
pository transmittal file to the NIH Mainframe using standard File Transfer
Protocol (FTP). Refer to the SMS User’s Guide/SMS Upgrade Documentation
for specifications on data transmission.

10.9.2 Tasks to be Completed the Day of UCLA and Biorepository 
Shipments

The tasks that must be completed for a blood sample shipment to UCLA or the
Biorepository are as follows:

• Contact Federal Express to arrange a pick-up time. (The Federal
Express telephone number is 1-800-238-5355.)

• Fax or e-mail UCLA or the Biorepository the following information:

< SC name and number;

< Number of shipping boxes in shipment; and

< Federal Express airbill number.

• The PLCO Shipment Notification fax sheet (Appendix A-10-5) may be
used to fax the information listed above to either UCLA or the Biorepos-
itory.

• Generate the appropriate Blood Sample Transmittal Log. Make two cop-
ies of the log; one for shipment to UCLA or the Biorepository and one
for the SC file.

• Generate a diskette that contains the transmittal log data for inclusion
in the shipment to UCLA.

• Using the appropriate Blood Sample Transmittal Log, select the sam-
ples to be shipped. Do not ship samples that are not listed on the trans-
mittal.

• Pack the shipping containers with the blood samples and cover with dry
ice. Include the Blood Sample Transmittal Log and the appropriate dis-
kette (UCLA shipments only). Place the diskette in a diskette mailer and
tape to top of the styrofoam lid. Place the fiberboard lid on top of the
styrofoam lid and tape the container to securely seal the fiberboard lid
to the fiberboard base.

• Label the exterior of each shipping container with the appropriate Fed-
eral Express and IATA required warning labels.

• Confirm the Federal Express pick-up.

• File a copy of the Blood Sample Transmittal Log with a record of the
Federal Express airbill number for each package shipped.

• On the day of each Biorepository shipment, the Biorepository transmit-
tal file will be transmitted to the NIH mainframe using FTP.
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10.9.3 The Blood Sample Transmittal Log for UCLA and 
Biorepository Shipments

A Blood Sample Transmittal Log must be generated for every shipment of
blood samples sent either to UCLA or the Biorepository. The Blood Sample
Transmittal Log will consist of a cover page and a computer generated log. The
first page of the transmittal will be a standardized cover page for all SCs, while
the remaining page(s) will be the computer generated log that will allow each
SC to identify samples for each blood sample shipment. The central SC will
generate the Blood Sample Transmittal Log and attach it to the cover page. If
blood samples are shipped directly from the satellite centers to UCLA or the
Biorepository, the central SC will generate the appropriate Blood Sample
Transmittal Log for the satellite centers.

There are two versions of the Blood Sample Transmittal Log; one for shipment
of PSA/CA-125II blood samples and one for shipment of the Biorepository
blood samples. For the PSA/CA-125II blood sample shipments, the Blood Sam-
ple Transmittal Log will be generated separately for PSA samples and for CA-
125II samples.

This log will include all relevant shipping and receipt control information for
each sample ID. A copy of the Blood Sample Transmittal Log for PSA/CA-125II
and the Biorepository is presented in Appendices B-10-1 and B-10-2, respec-
tively. Instructions for generating the Blood Sample Transmittal Log are pro-
vided in the SMS User’s Guide/SMS Upgrade Documentation.

In preparation for shipment of samples, the SC staff will perform the following
steps:

1. Generate a Blood Sample Transmittal Log using the SMS.

< All samples that were receipted (without problems that would pre-
vent shipping) and have not been shipped will appear on the Blood
Sample Transmittal Log as available/due for shipment.

< It is strongly recommended that the SC run the SMS and DEES edits
and comparison reports for Blood Collection Forms prior to generat-
ing a Blood Sample Transmittal. This will reduce or eliminate errors
on the transmittal. (See Chapter 17.0 for information on running
edits.)

2. Locate and batch the specimen vials according to the transmittal log. 

If a specimen cannot be located, has been destroyed, or other prob-
lems are identified that will prevent shipping, the SC staff member will
cross the sample ID off the transmittal log, remove the shipping date
from the SMS, and document that the vial was lost or destroyed
according to the specifications for completion of the blood collection
form. Then, regenerate the transmittal.

If a specimen is in the freezer but is not on the transmittal, the SC staff
member will make a notation on the transmittal log and investigate to
determine whether the sample should be listed on the transmittal log.
If so, the SMS should be updated to indicate that it is available with no
problems, and the transmittal should be regenerated. If necessary, cor-
rect the hard copies, rescan, and edit the forms in DEES. 

The capacity of each storage box is 81 vials so there should be no more
than 81 vials listed on the transmittal for one box.
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3. If problems were found with the original transmittal log, regenerate a
corrected transmittal log and verify that all problems have been
resolved. Transmittal logs with handwritten notations will not be sent to
UCLA or the Biorepository. 

4. When the final, corrected transmittal is generated, retain one copy of
the transmittal for the SC files, and include one copy with the speci-
mens shipped to UCLA or the Biorepository. 

5. Create the transmittal log file for UCLA and the Biorepository. For
UCLA, save the transmittal log file on a diskette and include it with the
shipment as described above in Section 10.8.2 For the Biorepository,
send the transmittal log file electronically to the Biorepository via the
NIH Mainframe Computer as described in the SMS User’s Guide/SMS
Upgrade Documentation. 

10.9.4 The Blood Sample Pre-Transmittal Log for UCLA and 
Biorepository Shipments

In order to resolve discrepancies between the sample storage boxes and the
information in the SMS, it is strongly recommended that the SCs generate a
Pre-Transmittal Log for all UCLA (Appendix B-10-4: UCLA Pre-transmittal Log)
and Biorepository (Appendix B-10-5: Biorepository Pre-transmittal Log) ship-
ments. The major advantage of the Pre-Transmittal is that ship dates are not
assigned when the Pre-Transmittal is generated. This allows the SC to make
modifications and/or corrections to the blood collection form SMS data as nec-
essary without having to take additional steps to delete ship dates for those
samples that require corrections. When this Pre-Transmittal is generated, only
a hardcopy listing will be produced (an electronic file is not produced). There
are no limits on the number of times a Pre-Transmittal can be generated. Once
any discrepancies have been resolved, the SC should then generate the “offi-
cial” transmittal log. The Biorepository and UCLA have been instructed not to
accept Pre-Transmittal logs from the SCs. Instructions for generating the Pre-
Transmittal Logs are provided in the SMS User’s Guide/SMS Upgrade Docu-
mentation.

SCs using the Pre-Transmittal Log will perform the following steps in prepara-
tion for shipment of samples:

1. Generate a Pre-Transmittal Log using SMS.

All samples that were receipted (without problems that would prevent
shipping) and have not been shipped will appear on the Blood Sample
Pre-Transmittal Log as available/due for shipment.

It is strongly recommended that the SC run the SMS and DEES edits
and comparison reports for Blood Collection Forms prior to generating a
Pre-Transmittal Log. This will reduce or eliminate errors on the Pre-
Transmittal. (See Chapter 17.0 for information on running edits.)

2. Locate and batch the specimen vials according to the Pre-Transmittal
log. 

If a specimen cannot be located, has been destroyed, or other prob-
lems are identified that will prevent shipping, the SC staff member will
cross the sample ID off the Pre-Transmittal log, and document that the
vial was lost or destroyed according to the specifications for completion
of the blood collection form. Then, regenerate the Pre-Transmittal.
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If a specimen is in the freezer but is not on the Pre-Transmittal, the SC
staff member will make a notation on the Pre-Transmittal log and
investigate to determine whether the sample should be listed on the
Pre-Transmittal log. If so, the SMS should be updated to indicate that it
is available with no problems, and the Pre-Transmittal should be regen-
erated. If necessary, correct the hard copies of the blood collection
form, rescan, and edit the forms in DEES to resolve any problems noted
on the Pre-Transmittal.

The capacity of each storage box is 81 vials so there should be no more
than 81 vials listed on the transmittal for one box.

3. If problems were found with the original Pre-Transmittal log, regener-
ate a corrected Pre-Transmittal log and verify that all problems have
been resolved. 

4. Once the Pre-Transmittal is correct, generate the “official” Transmittal
Log and review the Transmittal. Then, retain one copy of the transmit-
tal for the SC files, and include one copy with the specimens shipped to
UCLA or the Biorepository. Pre-Transmittal logs or transmittal logs with
handwritten notations will not be sent to UCLA or the Biorepository.
SCs are cautioned that if blood collection forms are receipted after the
Pre-Transmittal was reviewed, but prior to generation of the “official”
transmittal log and transmittal file, these “new” samples will appear on
the transmittal log and file. 

5. Create the transmittal log file for UCLA and the Biorepository. For
UCLA, save the transmittal log file on an empty/clean diskette and
include it with the shipment as described above in Section 10.8.2 For
the Biorepository, send the transmittal log file electronically to the
Biorepository via the NIH Mainframe Computer as described in the SMS
User’s Guide/SMS Upgrade Documentation. 

10.9.5 Packing Containers for Frozen Blood Samples
Each SC should maintain a sufficient supply of shipping supplies for making
regularly scheduled frozen shipments to UCLA and the Biorepository that meet
the shipping requirements specified in the current version of the International
Air Transport Authority (IATA) Shipping Regulations for Dangerous Goods. The
following is a list of recommended supplies that can be used for frozen blood
shipments:

• SafTPak 710, 730 or 740 leakproof bag and envelope system as deter-
mined by size and number of freezer boxes included in the shipment
(Telephone: 1-800-814-7484. Website www.saftpak.com);

• SafTPak 151 or 152 Absorbent Strips as determined by the volume of
blood included in each leakproof bag and envelope system (see above);

• Polyfoam Packers Insulated Bio-Shippers; to be used as overpacks;
(Telephone: 1-800-323-7442);

• Packing material;

• Self-sealing plastic bags to hold Transmittal Forms and UCLA transmit-
tal diskette: and

• Dry ice.
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Guidelines for the maximum number of freezer storage boxes and the mini-
mum quantity of dry ice required for three different sizes of shipping over-
packs are provided below.

Frozen samples should always remain the freezer environment when they are
being prepared for shipment. Thawing can occur within only a few minutes
with small samples.

The procedure that should be followed to pack frozen samples is specified
below.

1. Cover the bottom of the shipping overpack with crumpled packing
material.

2. Lay dry ice on top of the packing material.

3. Remove the sample storage boxes from the freezer and secure each
box with rubber bands.

4. Place the sample storage box into the leakproof plastic bag included
with the SafTPak combination packaging (plastic bag and envelope).
Note that the STP 730 can hold two 2-inch freezer boxes or one 3-inch
freezer box. The STP 710 can hold one 2-inch freezer box, but is not
large enough to accommodate the 3-inch box. The STP 730 must be
used for shipping the 3-inch freezer box.

5. Place an absorbent strip sufficient to absorb the contents of the storage
box(es) into the leakproof plastic bag. Normally, this will be the STP
152 which absorbs up to 250 ml. Note that a full 2-inch freezer box
contains 160 ml of blood.

6. Seal the leakproof plastic bag in accordance with the printed instruc-
tions on the bag. Be careful to follow these directives as failure to do so
will compromise the integrity of the packaging system.

7. Place the sealed leakproof plastic bag into the accompanying Tyvek
envelope. Seal the envelope in accordance with the printed instructions
found on the reverse side of the envelope. Only one leakproof plastic
containing no more than two freezer boxes for the STP 730 and one
freezer box for the STP 710 can be included in a single envelope.

8. Place the sealed Tyvek envelopes containing the sample storage
box(es) in the leakproof plastic bags on top of the layer of dry ice.

9. Add dry ice to completely surround each envelope.

10. Fill the sides of the shipping overpack with dry ice.

11.Use crumpled packing material to fill in any holes or spaces and to keep
the dry ice in place around the envelopes.

Dimensions of 
Shipping Overpack 

(inches)

Maximum Number of 
Freezer Storage 

Boxes

Minimum Suggested 
Quantity of Dry Ice 

(pounds)

Minimum Suggested 
Quantity of Dry Ice 

(kilograms)

7x l0x 11.5 3 12 5.4

13x13x13 8 30 13.6

12.5x12x18.5 12 45 20.4
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12. Place a final layer of dry ice on top of the envelopes.

13. Fill in any remaining space with crumpled packing material, and place
the styrofoam lid on top of the shipping overpack.

14. Place the self-sealing bag containing the hardcopy Blood Sample Trans-
mittal Log(s) and, for UCLA shipments, the transmittal diskette on top
of the styrofoam lid.

15.Close the flaps on the fiberboard box and secure the exterior of the
fiberboard box with strapping tape. Be sure to tape the box securely.

UCLA and the Biorepository will recycle both components of the overpacks, the
Styrofoam liner and the outer fiberboard box to the appropriate SC. The SC
will be responsible for covering the cost of the shipping of the storage boxes
and shipping containers from UCLA and the Biorepository. The SC should
include a mailing address label or a pre-addressed Federal Express airbill in
the plastic bag with the Blood Sample Transmittal Log. Eight to ten working
days should be allowed for return of the shippers. UCLA and the Biorepository
will not return shipping containers that they consider to be too damaged or too
worn to ensure safe transport of PLCO samples. The use of pelleted dry ice
instead of block dry ice will result in less damage to the shipping container
during transit and enable the shipper to be used for more shipments.

10.9.6 Labeling Shipping Containers for Frozen Samples
As mentioned previously, all blood samples will be shipped to UCLA and the
Biorepository via Federal Express* overnight priority 1 delivery. All packages 

containing frozen samples must be labeled as described in this section. Federal
Express will supply airbills, plastic pouches for airbills, Class 9 (dry ice) labels,
and multiple package service labels (if needed). Each SC will have the capabil-
ity on the SMS to generate address labels and mailing labels for specimen
shipment. The procedures given below meet Federal regulations, the Interna-
tional Air Transportation Association (IATA) Regulations for the Transport of
Dangerous Goods, and Federal Express requirements for the labeling of bio-
logic diagnostic specimens for shipment.

• Complete the Federal Express airbill, including: the date; the sender's
name, telephone number, and address; and the recipient's name, tele-
phone number, and address. Under express package service, mark the
box for “Priority Overnight” delivery. Designate the type of packaging
by marking the “Other Packaging” box. Under special handling: 1)
check the box for “No” in response to “Does this shipment contain dan-
gerous goods?” 2) check the box for “Dry Ice” and 3) record the num-
ber of packages and the number of kilograms of dry ice included in
each package. (For example, “1x6 kg.”) Complete the payment infor-
mation section.

• Place the airbill in its self-stick plastic pouch, and attach the pouch to
the top of the overpack.

• Place a Federal Express Class 9 label (for dry ice) on one side of the
fiberboard box. The Federal Express Class 9 label (for dry ice) may be
ordered, free-of-charge, through the local Federal Express Courier only.
Request Logos #106426.

* Any Express Mail service that carries biologic samples may be used provided
that overnight next morning delivery service is available and guaranteed.
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If Class 9 labels are obtained from another source, such as Labelmas-
ter, verify that the following information is pre-printed on the Class 9
label:

UN 1845 
Dry Ice, 
___kg.

• On the Class 9 label, record the weight (in kilograms) of dry ice
included in the box. (The weight must be recorded in kilograms, not
pounds. Calculate an approximation for kilograms as follows: kg = lb
divided by 2.)

The following language must appear on the top of the overpack:

“Diagnostic Specimens

Packed in compliance with IATA Packing Instruction 650”

This language may be hand-written, or printed on labels which are
then affixed to the top of the fiberboard box. Please note that pre-
printed labels are preferred. IATA regulations specify that the exact
language and punctuation listed above must be used.

• Attach a label with the SC name and address to the top of the over-
pack. Note that this is in addition to recording the information on the
airbill.

• For shipment of PSA/CA-125II samples: attach a UCLA Tissue Typing
Laboratory address label to the top of the fiberboard box. The specimen
shipment address for UCLA is given below:

David Chia, Ph.D.
UCLA Immunogenetics Center
PLCO Study
1000 Veterans Ave, Room A-549
Los Angeles, CA 90095
310-206-2062

• For shipment of Biorepository samples: attach a Biorepository address
label to the top of the fiberboard box. The specimen shipment address
for the Biorepository is:

McKesson BioServices - NCI Frederick
1066 Boyles Street 
Ft. Detrick, MD 21702 
ATTN: Bldg. 1066 Repository 
Contact Person: Irma Flores
Daytime Telephone: 301-846-5182
After Hours Telephone: 301-846-1091
FAX: 301-846-7069
Email: iflores@ncifcrf.gov

• It is important that all labels are securely attached to the fiberboard
box and that the labels do not overlap. If the box has pre-printed “up”
arrows, avoid placing labels over the pre-printed markings.
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10.10 Packaging and Shipment of Yellow-top Tubes
The yellow-top tubes for T3 participants will be placed directly into the ship-
ping container and shipped at ambient temperature to the Processing Labora-
tory on the same day they are drawn. The yellow-top tubes will be shipped via
Federal Express overnight Priority 1 delivery. A Processing Laboratory Trans-
mittal Log (Appendix A-10-4) will be included with each shipment.

The Processing Laboratory will process all yellow-top tube shipments on the
day received. Upon receipt of the samples, the Processing Laboratory will
check the yellow-top tubes and match the tubes noted on the Processing Lab-
oratory Transmittal Log to identify missing or damaged tubes. The Processing
Laboratory will contact the SC immediately by telephone and FAX to report any
problems.

The following sections of this chapter discuss the procedures for packing and
shipping yellow-top tubes. Included in this section are the following items:

• Scheduling shipments;

• Notifying the Processing Laboratory of shipments;

• Procedures to be completed the day of shipment;

• Preparing shipping transmittal logs;

• Packing specimens; and,

• Reporting problems with shipments.

10.10.1 Scheduling Processing Laboratory Shipments
Yellow-top tubes from T3 participants will be shipped to the Processing Labora-
tory on the same day they are drawn. This is important to maintain cell viabil-
ity. The Processing Laboratory will be able to receive shipments Mondays
through and including Saturdays. However, the SC should not ship samples
which would arrive at the Processing Laboratory on a holiday. If the SC is
unable, under unusual circumstances, to ship samples on the same day they
are drawn, then the yellow-top tubes may be shipped the next day. Yellow-top
tubes not shipped on the same day or the next day after they are drawn
should be destroyed. The reason the samples were not shipped within the
required time frame must be noted on the Blood Collection Form under Part C
(Blood Collection and Processing for Biorepository Samples) in Item C.16,
Comments.

In addition to same day notification of yellow-top tube shipments, the SC will
provide the Processing Laboratory of with a projection of the SC’s T3 partici-
pant load for the upcoming week. T he projection should include the number of
T3 participants scheduled each day, and may be sent to the Processing Labo-
ratory via email or fax. The PLCO Weekly Projection for Processing Laboratory
fax sheet (Appendix A-10-5) may be used for this purpose. The projection
should be sent to the Processing Laboratory by the close of business on the
Friday preceding the week the projection details.

10.10.2 Tasks to be Completed the Day of Processing Laboratory 
Shipments

The tasks that must be completed for a blood sample shipment to the Process-
ing Laboratory are as follows:
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1. Contact Federal Express to arrange a pick-up time.

2. Fax or e-mail the Processing Laboratory the following information: 

< SC name and number; 

< Number of samples in shipment; 

< Number of shipping boxes in shipment; and, 

< Federal Express airbill number.

The PLCO Shipment Notification fax sheet (Appendix A-10-5) may be
used to fax the information listed above to the Processing Laboratory.

3. Complete the manual Processing Laboratory Transmittal Log (Appendix
A-10-4).

4. Confirm the Processing Laboratory Transmittal Log reflects only yellow-
top tubes included in this shipment and make any necessary correc-
tions. Then, make one copy of the log for the SC file. Place the original
log in a self-sealing bag.

5. Pack the shipping containers with the yellow-top tubes (as described in
Section 10.10.5) and place the self-sealing bag containing the original
Processing Laboratory Transmittal Log on the Tyvek envelope in the
fiberboard shipping box. Close the flaps on the fiberboard box and
secure the exterior of the fiberboard box with strapping tape. Since
these samples are to be shipped at ambient temperature, neither dry
ice nor cold packs are to be used.

6. Label the exterior of each shipping container with the appropriate Fed-
eral Express and lATA-required warning labels. If Saturday delivery is
required, attach a Federal Express “Saturday Delivery” label. Note that
unless a “Saturday Delivery” delivery label is used, any packages
shipped on Friday will be held for normal Monday delivery.

7. Confirm the Federal Express pick-up.

File the copy of the Processing Laboratory Transmittal Log with a record of the
Federal Express airbill number for each package shipped.

10.10.3 The Processing Laboratory Transmittal Log
A Processing Laboratory Transmittal Log (Appendix A-10-4) must be com-
pleted for every shipment of blood samples sent to the Processing Laboratory.
This log will be manually maintained and will contain only the information vital
to processing the yellow-top tubes. The central SC and/or the satellite centers
will complete the Processing Laboratory Transmittal Log.

This log will include the sample ID of each yellow-top tube contained in the
shipment. A copy of the Processing Laboratory Transmittal Log and specifica-
tions for completing each item on the log are presented in Appendix A-10-4 

In preparation for shipment of samples, the SC staff will perform the following
steps:

1. Complete the Processing Laboratory Transmittal Log using the Blood
Collection Form as an information source. List all yellow-top tubes
(without problems that would prevent shipping) that were drawn that
day.
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2. Verify that the sample IDs listed on the transmittal log match the sam-
ple ID labels on the yellow-top tubes.

3. If a tube cannot be located, has been destroyed, or other problems are
identified that will prevent shipping, cross the sample ID off the trans-
mittal log. Make any necessary corrections on the Blood Collection
Form including the entry of a problem code and removal of the shipping
date. If the Blood Collection Form has been scanned prior to these cor-
rections, rescan the Blood Collection Form and update the SMS.

4. If a yellow-top tube is available for shipment, but is not on the trans-
mittal, investigate to determine why the sample was not listed on the
transmittal log. If necessary, add the sample to the transmittal log and
update the Blood Collection Form with the new shipment information. If
the Blood Collection Form has been scanned prior to these corrections,
rescan the Blood Collection Form and update the SMS.

5. Place the yellow-top tubes in the shipping container in the order they
are listed on the transmittal log. The capacity of each shipping con-
tainer will vary and a separate transmittal log should be completed for
each shipping container. More than one page of a transmittal log may
be required for a single shipment.

6. When the final, corrected transmittal is completed, make one copy of
the transmittal for the SC files, and include the original transmittal with
the shipment of yellow-top tubes to the Processing Laboratory.

10.10.4 Packaging and Shipping Yellow-top Tubes to the 
Processing Laboratory

Each SC should have adequate shipping containers available for making daily
shipments of yellow-top tubes at ambient temperature that meet the shipping
requirements specified in the current version of the International Air Transport
Authority (IATA) Shipping Regulations for Dangerous Goods. Yellow-top tubes
should always be shipped at ambient temperature. The following is a list of
recommended supplies that can be used for fresh blood shipments:

• SafTPak STP 210 (includes leakproof plastic bag, Tyvek envelope and
reusable fiberboard shipping box). Can hold up to six Vacutainer tubes.

• Saftpak STP 250 (includes leakproof plastic bag, Tyvek envelope and
reusable fiberboard shipping box). Can hold up to thirty Vacutainer
tubes.

• SafTPak STP 151 or 152 Absorbent strips; and

• Plastic self-sealing bags to hold Processing Laboratory Transmittal
Form.

Note that while the outer fiberboard boxes included with the STP 210 or
STP 250 can be re-used, a new leakproof plastic bag and Tyvek enve-
lope must be used each time. These supplies can be ordered from SafT-
Pak as STP 710 and ATP 730. The leakproof plastic bags and Tyvek
envelopes used must be those obtained from SafTPak. Other plastic
bags and envelope combinations will not meet the IATA regulations.

Follow the instructions given below to pack yellow-top tubes for shipment to
the Processing Laboratory:.

1. Complete the Processing Laboratory Transmittal Log (Section 10.9.3).
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2. Generate box labels and label the Tyvek envelope with a box number.

3. There will be three labels provided for each unique box number. Affix
one label to each side of the Tyvek envelope. The third label may be
discarded.

4. Record the storage box number on the Blood Collection Form and the
Processing Laboratory Transmittal Log.

5. The Vacutainer tubes must be securely wrapped so that they do not
break during shipment. The SCs may use bubble wrap, a tube holder or
the Polyfoam Packers styrofoam shippers used to transport yellow top
tubes prior to 2003. SafTPack sells both tube holders and self-adhesive
bubble wrap that can be used for this purpose. Selection of cushioning
material used is left to the SC's discretion.

The tubes must be wrapped with sufficient cushioning so that the do
not break and in such a manner that the tubes do not touch each other.

6. Place the wrapped tubes in the leakproof plastic bag provided with the
SafTPak shipper.

7. Place an absorbent strip, either the STP 151 or 152 depending upon the
volume of blood included in the package, in the plastic bag.

8. Seal the plastic bag in accordance with the instructions printed on it.

9. Place the sealed plastic bag into the Tyvek envelope that has been
labeled with a box number, and seal the envelope in accordance with
the instructions printed on it.

10. Place the sealed Tyvek envelope in the fiberboard shipping box.

11.Seal the Processing Laboratory Transmittal Log in a self-sealing bag
and place it on top of the Tyvek envelope.

12.Close the fiberboard shipper and secure the exterior with strapping
tape.

13.Store the shipping container (with samples enclosed) at ambient tem-
perature until shipment to the Processing Laboratory.

The Processing Laboratory will recycle the outer portion (the fiberboard box) of
the yellow-top tube shipping containers to the appropriate SC. The SC will be
responsible for covering the cost of shipping the shipping containers from the
Processing Laboratory to the SC. For return of the shipping container, include
a mailing address label or a pre-addressed airbill in the bag with the Process-
ing Laboratory Transmittal Log.Ten to fourteen days should be allowed for
return of the shippers. The Processing Laboratory will not return shipping con-
tainers that they consider to be too “damaged” or too “worn” to ensure safe
transport of PLCO samples.

10.10.5 Labeling Shipping Containers for Yellow-top Tubes
As mentioned previously, all blood samples will be shipped to the Processing
Laboratory via Federal Express (Any express mail service may be used pro-
vided that overnight next morning delivery service is available and guaran-
teed) overnight priority 1 delivery. All packages containing yellow-top tubes
must be labeled as described in this section. Federal Express will supply air-
bills, plastic pouches for airbills, and if needed, multiple package service labels
Each SC will have the capability on the SMS to generate address labels and
mailing labels for specimen shipments. The procedures given below meet Fed-
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eral regulations, IATA regulations, and Federal Express requirements for the
labeling of biologic diagnostic specimens for shipment.

• Complete the Federal Express airbill, including: the date; the sender’s
name, telephone number, and address; and the recipient's name, tele-
phone number, and address. Under express package service, mark the
box for “Priority Overnight” delivery. Designate the type of packaging
by marking the “Other Packaging” box. Under special handling mark
the box for “No” in response to “Does this shipment contain dangerous
goods?” Complete the payment information section.

• Place the airbill in its self-stick plastic pouch, and attach the pouch to
the top of the fiberboard box.

• The following language must appear on the fiberboard box:

“Diagnostic Specimens

Packed in compliance with IATA Packing Instruction 650”

This language may be hand-written, or printed on labels which are then
affixed to the fiberboard box. Note that pre-printed labels are pre-
ferred. IATA regulations specify that the exact language and punctua-
tion listed above must be used.

• Attach a label with the SC name and address to the fiberboard box.
(This is in addition to recording the information on the airbill.)

• Attach a Processing Laboratory address label to the fiberboard box. The
specimen shipment address for the Processing Laboratory is given
below:

Bill Kopp
SAIC-Frederick 
Building 1050
Boyles Street
Frederick, MD 21702
Telephone: 301-846-1491
FAX: 301-846-6022
Email: wkopp@mail.ncifcrf.gov

• If it is anticipated that the shipment will require Saturday delivery to
the Processing Laboratory, affix a Federal Express Saturday Delivery
label next to the Federal Express airbill. The Saturday delivery box
must also be marked on the airbill. Packages shipped on Fridays with-
out the Saturday delivery box checked on the airbill and without the
Saturday delivery label will not be delivered until Monday.

• It is important that all labels are securely attached to the fiberboard
box and that the labels do not overlap.

10.11 Resolving Problems with Shipments
If a shipment is not received at UCLA, the Biorepository, or the Processing
Laboratory at the scheduled time, the respective laboratory will notify the SC
immediately. The SC will be responsible for initiating tracking procedures.
Each SC should keep a record of all Federal Express airbill numbers and certi-
fied tracking numbers.
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Upon receipt of blood specimens, UCLA, the Biorepository, and the Processing
Laboratory will reconcile the sample ID numbers listed on the Blood Sample
Transmittal Log against samples actually received, and will notify the SC of
any discrepancies. UCLA, the Biorepository, and the Processing Laboratory will
also notify the SC of any other problems with the shipment such as broken
vials or tubes, thawed samples (frozen shipments), or missing labels.

There are several types of discrepancies that can occur between the speci-
mens that the lab received and the transmittal the SC sent to the lab:

1. A specimen that is in the shipment is not on the transmittal file (or log).

2. A specimen that is on the transmittal file (or log) is not in the shipment.

3. The box number on the transmittal does not match the number on the
box that the lab received.

4. A PSA vial was shipped in a CA-125II box or a CA-125II vial was
shipped in a PSA box (UCLA only).

10.11.1 Discrepancies in UCLA Shipments
When discrepancies occur in shipments to UCLA, UCLA personnel will fax the
SC (and the CC) a “PLCO Discrepancy Notification” memo (Appendix A-10-2).
The SC should investigate the error, make any necessary corrections in the
SMS and DEES, and regenerate the transmittal file. The SC should not gen-
erate a new transmittal that only contains the corrected vial informa-
tion. A complete, corrected transmittal must be generated for all vials
in the storage box. The SC should then fax the hardcopy corrected transmit-
tal to UCLA. It is not necessary for the SC to send UCLA a diskette with the
corrected transmittal file. If the SC is not able to correct the error reported by
UCLA, the SC should contact the UCLA lab supervisor for PLCO (Jean Reiss)
and the CC to assist in the resolution of the error.

10.11.2 Discrepancies in Biorepository Shipments
When discrepancies occur in shipments to the Biorepository, Biorepository per-
sonnel will fax the SC a copy of the discrepancy report generated from the
Biorepository Receipt System (BRS) with a cover memorandum (see example
in Appendix A-10-3). The SC should investigate the error, make any necessary
corrections in the SMS and DEES, and regenerate the transmittal file. The SC
should not generate a new transmittal that only contains the corrected vial
information. A complete, corrected transmittal must be generated for all vials
in the storage box. The SC should then fax the corrected hardcopy transmittal
to the Biorepository. The memo from the Biorepository will indicate whether or
not the regenerated transmittal file should also be sent. If the SC is not able to
correct the error reported by the Biorepository, the SC should contact the
Biorepository contact person (Irma Flores) for PLCO and the CC to assist in the
resolution of the error.

10.11.3 Discrepancies in Processing Laboratory Shipments
When discrepancies occur in shipments to the Processing Laboratory, Process-
ing Laboratory personnel will fax the SC (and the CC) a “PLCO Discrepancy
Notification” memo (Appendix A-10-6). The SC should investigate the error,
make any necessary corrections in the SMS and DEES, and provide written
clarification for resolution of the discrepancy to the Processing Laboratory (and
the CC). If the SC is not able to correct the error reported by the Processing
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Laboratory, the SC should contact the Processing Laboratory contact person
for PLCO (Craig Smith) and the CC to assist in the resolution of the error.

10.12 Reporting Medical Complications of the Blood Draw 
Procedure
Medical complications of the blood draw procedure that occur while the partic-
ipant is at the SC will be documented on the Blood Collection Form. Medical
complications that occur prior to the participant’s arrival at or after his/her
departure from the SC will be documented on the Adverse Experience Report
(AER), (see Chapter 17.0). The CC will provide information on medical compli-
cations to the NCI for monitoring purposes. The SC must also monitor medical
complications so that appropriate action can be taken should any problems
become apparent.

10.13 Documenting Non-Response for Blood Collection
There are a number of situations in which the SC will need to document non-
response for the blood collection activity. In some cases, a participant may
refuse to have his/her blood drawn. In other cases, the participant may be
willing to participate in the blood collection, but blood cannot be obtained. As
stated in Section 10.5, one attempt from each arm should be made to obtain
the PSA/CA-125II blood sample. If blood cannot be obtained from one arm
and the participant is willing, an attempt should be made on the other arm. If
attempts from both arms are unsuccessful, the participant should be sched-
uled for a repeat visit for the blood exam. 

The following guidelines describe when to complete the blood collection form,
when to assign a Sample ID number, and when to complete a Missing Data
Form for cases in which blood is not collected:

1. If the participant is willing to participate in the blood exam, is stuck
with a needle but a blood sample is not obtained, then a Sample ID is
not assigned but the blood collection form is completed.

2. If the participant is willing to participate in the blood exam but is not
stuck with a needle and, therefore, a blood sample is not obtained,
then a Sample ID is not assigned, the blood collection form is not com-
pleted, and a Missing Data Form is completed instead. (Refer to Chap-
ter 17.0 for information on completion of the Missing Data Form.)

3. If the participant is not willing to participate in the blood exam, then a
Sample ID is not assigned, the blood collection form is not completed,
and a Missing Data Form is completed instead.

10.14 Editing and Data Entry
After the blood collection form is completed, the SC Coordinator will manually
edit the form to make sure that all of the required data were collected. The
blood collection form and the Participant Control Record will be receipted into
the SMS and blood collection form will be scanned into the DEES. Form receipt
may be performed through interactive data entry or via the DEES to SMS
Update function. (See Chapter 17.0) It is recommended that the blood collec-
tion form be scanned in DEES, edited and then receipted via the DEES to SMS
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Update as this method will reduce or eliminate errors on the blood sample
transmittals. 

The participant’s signed ESC should be receipted prior to scanning or receipt-
ing a blood collection form. If a participant has not signed an ESC, the “No
Biorepository Samples Expected” bubble must be marked on the blood collec-
tion form. 

10.15 Resolving Blood Collection Form Discrepancies Between 
DEES and SMS
Screening Centers should run the DEES-SMS Comparison Report periodically
to identify and resolve any blood data discrepancies. Screening centers can
help to prevent discrepancies by scanning, editing, and finalizing the blood
data form and using Update SMS to transfer the data to the SMS. If possible,
avoiding directly keying data into the SMS. 

Once blood vials have been shipped, the system will not allow the SC to modify
certain blood data fields in SMS. Note that if the ship date has been set in
SMS, but the vials have not been physically shipped, the SC may remove the
ship date, correct the discrepancies, and then reset the ship date. However, if
the vials have been shipped and/or if the UCLA results associated with the
blood form in question have been receipted into the SMS, then the SC will be
unable to correct any data without assistance from the Coordinating Center.

If the SC requires assistance to resolve a blood data discrepancy they should
contact either Karen Turk or User Support. 

10.16 Interpreting Results of the PSA and CA-125II
The following definitions of normal and abnormal findings are provided. These
definitions will be used by the SC staff in entering the findings in the SMS.

PSA Results

• Normal: less than or equal to 4.00 ng/ml

• Abnormal: greater than 4.00 ng/ml

CA-125II Results1

• Normal: less than or equal to 34 units/ml

• Abnormal: 35 units/ml or greater

Normal and abnormal findings will be reported to the participant and his/her
physician of choice. The SC will also report the name of the laboratory that
performed the assay, the date the assay was performed, the brand name of
the assay, and the normal limits for the assay.

A participant with abnormal findings will be told to consult with his or her own
physician for evaluation of any symptoms and for routine medical care. Each
SC will institute procedures for referring participants to appropriate physicians
(see Chapters 6 and 7).

1. Prior to October 1,1995, the CA-125 assay was in use and per UCLA, the normal range was 0-
35 units/ml. Beginning October 1,1995, the CA-125II assay was initiated and per UCLA the normal
range is 0-34 units/ml.
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10.17 Reporting Results
The UCLA Tissue Typing Laboratory will report assay results directly to the SC
within seven calendar days of blood specimen receipt. Receipt of assay results
may be as much as fourteen days from time of blood sample collection. UCLA
will electronically transmit the assay results to the SC. One report form will be
generated for each participant sample ID. When a test sample result is out-of-
limits and must be repeated, UCLA will provide the SC with an average of both
test sample results. A copy of the UCLA report forms for the CA-125II assay
results and the PSA assay result are presented in Appendix B-10-3

UCLA will be responsible for transmitting assay result data in batches to the CC
on a regular basis. Assay result data will be transmitted electronically. The CC
will run quality control edit programs comparing the assay result data from
UCLA and from the SCs, and if discrepancies exist, will contact UCLA or the SC,
when appropriate, for data resolution. 

To help the SC monitor UCLA assay results and discrepancies, the SMS will
produce the following laboratory receipt and discrepancy reports. (See Appen-
dix B-10-3 for samples of these reports.)

• All Original CA-125II/PSA Records Received from UCLA. This
report is generated for all samples that are contained in a specific UCLA
file.

• Errors on CA-125II/PSA Analysis File Results returned from
UCLA with no corresponding vial or blood collection form record
or with Blank Shipdate. This report is generated if a UCLA result
record is returned and there is no corresponding vial blood collection
form record in the SMS, or a matching record exists in the SMS but the
UCLA shipdate is blank. 

• Errors on CA-125II/PSA Analysis File Rejected: blood collection
form results already set. ***Contact Westat and Fax this report to User
Support.*** This report is generated if the current SMS blood collection
form’s UCLA result is already AS, NG or IN for any of the Sample IDs on
the UCLA records. 

• Rejected: Analysis Date is Blank. This report is generated if the
record from UCLA contains a blank analysis date. 

• Error: Problem plus Result – Notify Westat. This report is gener-
ated if the UCLA Analysis record contains a CA-125II or PSA result but
there is also a problem code (indicating a lost or damaged vial)
present. The update for this Sample ID is rejected. 

• Unexpected Problem Code – Notify Westat. This report is gener-
ated if the UCLA Analysis record contains an unexpected problem code.
The update for this Sample ID is rejected. 

• Damaged Vials: Exam Result will be IN. This report is generated if
a UCLA vial was damaged, lost or destroyed after the vial was shipped
from the Screening Center. The UCLA analysis record will contain a
problem code indicating the type of problem incurred and the SMS will
translate the code appropriately and update the blood collection form
UCLA result to IN. This report will be used for the SC’s information only
and to assist the SC in contacting participants as necessary. The SC
does not need to contact the Coordinating Center. 
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• Errors on CA-125II/PSA Analysis File Results returned from
UCLA with no corresponding PCR records. This report is generated
if a UCLA result is returned and there is no corresponding PCR record
for the associated blood collection form and Sample ID. 

To investigate a discrepancy reported on one of the above reports, the follow-
ing steps should be taken:

1. Review SMS and DEES data and the original data collection forms (the
appropriate blood collection form and the Participant Control Record) to
identify any errors. If any errors are found, they should be corrected. 

2. Document in a memo to the CC (to the Westat Coordinator and Westat
User Support) the errors identified and the steps taken to correct them.
A copy of the associated report or reports should be attached to the
memo.

3. If upon investigating the SMS, DEES and the original forms, no errors
can be identified, this information should also be included in a memo to
the CC (to the Westat Coordinator and Westat User Support). A copy of
the associated report or reports should be attached to the memo.

4. Upon receipt of the memo, Westat will contact UCLA to investigate and
resolve any outstanding errors.

In cases where a specimen is lost or destroyed after the specimen has been
shipped but prior to UCLA providing a result of the PSA/CA-125II, UCLA will
download a special problem indicator with the other assay results. This indica-
tor will cause the UCLA result for the blood collection form in the SMS to be
changed to “inadequate.” The blood collection form data should not be altered
on hard copy, and the SC staff should not make any changes to the blood col-
lection form data in the SMS or DEES. The information on the blood collection
form should reflect the result of the blood draw, not the result of the analysis.
The SC should contact the participant and give him/her the option of having an
additional blood draw for PSA or CA-125II analysis. If the participant agrees to
return for the blood draw, he/she must return to the SC by the end of his/her
delinquency period. If Biorepository blood was successfully collected on the
participant’s previous visit for the current study year, collect only the PSA/CA-
125II red-top SST tube. If Biorepository blood was not collected on the partic-
ipant’s previous visit for the current study year, both the PSA/CA-125II red-
top SST tube and the Biorepository blood may be collected if the participant
has signed an ESC. The SC should not use Biorepository blood to replace UCLA
samples unless directed to do so by NCI. The SC will document the events
related to both the lost or destroyed specimens and the outcome of contacting
the participants and store this documentation in the participant’s file.

10.18 Violations of the Blood Collection Protocol
If the SC violates the blood collection protocol in some way, a SC Report of
Protocol Violation Form should be completed and sent to the Coordinating Cen-
ter. (See Chapter 17.0 for more information on Protocol Violations.) The fol-
lowing situations require submission of a protocol violation form:

• Blood was drawn on a control participant. If the participant is a
control who was inadvertently screened, the blood should not be sent
to the Biorepository or to UCLA. The SC will not be able to receipt a
blood collection form for a control and therefore should not be able to
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generate a transmittal to ship bloods. However, if in a rare situation,
blood drawn from a control is shipped to the Biorepository, notification
must go in writing to the Specimen Data Coordinator at the CC with
copies to the CC Coordinator. 

If blood drawn from a control is shipped to UCLA, the SC should send a
notification letter to the CC Coordinator and User Support, with a copy
to NCI. Upon receipt of this letter, the CC will write a memo to UCLA
and request that the results of the CA-125II or the PSA be deleted from
the UCLA data files. 

The notification letter for both Biorepository and UCLA shipments must
include:

< Participant ID;

< Sample IDs and sequence number for each vial;

< Date of Blood Draw; and

< Ship Date.

• PSA/CA 125-II red-top SST tube was drawn on a participant
with a confirmed prostate or ovarian cancer or with a total pros-
tatectomy or bilateral oophorectomy. In these situations where
blood was drawn in error, the PSA/CA-125II blood should be discarded,
or if the participant so requests, it may be analyzed for PSA or CA-
125II by an SC designated laboratory (cost to be incurred by the SC.)
The decision of whether or not to analyze the blood and report the
results of the blood test to the participant and/or to his or her physician
is left to the SC. 

If the blood has already been shipped to UCLA before the error is dis-
covered, the SC must still notify the Coordinating Center in writing by
the submission of a completed protocol violation. Note that the UCLA
results incurred as a result of the inappropriate screen will not be
removed from either the UCLA database or the SMS.

• Biorepository blood was drawn on a participant without a
signed ESC. Biorepository blood samples should not be collected with-
out a signed ESC. 

• However, if this occurs, the data collection form should be receipted
and Biorepository and Processing Laboratory samples should be
shipped to the appropriate destination. The SC should not discard
Biorepository or Processing Laboratory samples drawn without an ESC.
The SMS is programmed to include an error message on the Interform
Edits report so that the SC will be notified to obtain the appropriate
consent (subsequent to the collection) and to complete a Protocol Vio-
lation form. If the consent is signed at a later date, this is still consid-
ered a protocol violation, since the blood was collected without a signed
ESC. If the SC is unable to obtain the participant’s consent, his/her
specimens will be flagged at the Biorepository so that they can not be
used for research involving genetic studies. An ESC data file will be
matched to the PLCO specimen inventory at the Biorepository. Only
matches, indicating a consent was obtained, will release a sample for
research involving genetic studies. Any samples collected prior to the
4.1 systems upgrade date will be automatically flagged at the Biorepos-
itory. This flag will be removed once an ESC has been receipted. 
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• Blood Drawn According To The Wrong Study Year Protocol. If
blood is drawn in accordance with the wrong study year protocol (e.g.,
a T3 participant receives a T2 draw), the UCLA blood should be shipped
as usual. However, the Screening Center should not ship the Bioreposi-
tory or Processing Laboratory samples that were drawn in error, and
should destroy these specimens on site. Because the Processing Labo-
ratory samples are shipped daily, a wrong protocol draw error is some-
times not discovered until after the yellow-top tubes have been
shipped. If the Processing Laboratory samples are shipped before the
wrong protocol draw is identified, notify the Processing Laboratory and
the Coordinating Center so that corrective action can be taken. 

< Section C “No Biorepository Tubes Drawn” should be bubbled

< Section C “Result of Blood Draw and Processing for Biorepository” =
Inadequate

< Section C “Reason for Partial or Inadequate” = Other Specify
(wrong protocol draw)

< Section C “Comments” = Yes. Provide a brief description of prob-
lem. (“T3 participant received T4 blood draw.”)

If the Screening Center discovers that a wrong protocol draw occurred
after the Biorepository samples have been shipped, they should contact
the Coordinating Center for assistance.

Note that these are only general instructions for wrong protocol draws
and the Screening Center should contact the Coordinating Center for
guidance if necessary for specific situations.

• PSA/CA 125II red-top SST tube was drawn on a participant
without a signed main study consent. In these situations where
blood was drawn in error, the PSA/CA-125II blood should be discarded. 

10.19 Training Requirements for PLCO Shipments
Both the PLCO blood samples and the dry ice used to ship them are classified
as dangerous goods by the International Air Transport Authority (IATA) Regu-
lations for Shipping Dangerous Goods. These regulations require that individu-
als who ship dangerous goods must receive appropriate training to be IATA-
certified to ship dangerous goods, including dry ice. Note that Federal Express
requires compliance with IATA regulations for packing and labeling shipments
of dangerous goods. Although the specific procedures detailed below for pack-
ing, labeling and shipping PLCO specimens meet the IATA regulations, they are
not a substitute for IATA training. Screening Centers are required to be in
compliance with these regulations. Screening Centers may contact the Coordi-
nating Center if they need additional information on obtaining the required
training.

10.20 Examiner Training
The blood collection procedure requires a trained examiner for the phlebotomy
procedure (phlebotomist) and for the laboratory processing procedure (labora-
tory technologist). These procedures may be performed by one examiner or by
two different examiners.
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10.20.1 Minimum Qualifications for Examiners
Phlebotomists will have documented experience in blood draw techniques.
Individuals with an RN, nurse practitioner degree, or certification as a medical
laboratory technician or medical technologist are assumed to have previous
experience in phlebotomy, however they will be asked to verify this experi-
ence.

The laboratory technologist performing the laboratory processing of the blood
samples must be certified by ASCP or NCA as a medical laboratory technician
or medical technologist. Individuals with an RN or nurse practitioner degree
who have prior experience in laboratory processing, particularly blood aliquot-
ing, in a research environment will also be acceptable.

The SC must report the qualifications and licensure of each examiner by sub-
mitting to the NCI a completed Record of Experience, Credentials and Training
(ECT) (Appendix A-17-5) with copies of relevant diplomas, certificates, and/or
licenses. For any examiner who does not meet the PLCO qualifications listed
above, the SC Principal Investigator must document and certify adequate
training and experience. This information must be submitted with a completed
ECT to NCI. The ECT must be approved by the NCI prior to the initiation of
data collection activities. 

10.20.2 Examiner Training Protocol
Whenever a new blood collection protocol requiring centralized training is
implemented, the SCs will be asked to send a qualified individual (phleboto-
mist, laboratory technician, or a nurse with laboratory experience) to a train-
ing session for blood drawing and processing. Ideally, the individual sent
should be someone who is in a supervisory position and who will then train the
examiner(s) on the blood collection and processing procedures.

10.20.3 Examiner Certification
No additional certification will be necessary for the blood collection and pro-
cessing procedures. Documentation of qualifications on the ECT form will suf-
fice as documentation of certification.

10.21 Equipment Specifications
The equipment required for the blood protocol includes a centrifuge with a
swing out angle rotor and a -70°C freezer. The SC may opt to use a -20°C
freezer for the storage of PSA/CA-125II specimens only. All equipment must
meet FDA guidelines and institution and state licensure regulations. 

Each SC must send equipment specification documentation to the NCI and the
Coordinating Center. This should be done before data collection begins, and
whenever equipment is replaced during the course of the trial.

10.22 Freezer Security
Screening Centers will adhere to the following requirements to maintain secu-
rity for biospecimen freezers:

• The temperature of each freezer used for PLCO specimens should be
manually recorded in a freezer log each day. 
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• The freezer temperature should be recorded automatically by the
freezer. 

• Each freezer should have reliable back-up emergency power that can
maintain the freezer temperature in case of a power outage. 

• Each freezer should have an audible alarm system. The alarm system
should have back-up power so that the alarm will sound in case of a
power failure or freezer malfunction. 

• The SC should develop written response plans to enact in case of a
power outage, freezer malfunction or some other situation that would
disable the primary freezer and require moving the samples to another
freezer location. The SC should identify back-up emergency storage
space where specimens can be stored for both the short-term and long
term if the primary freezer becomes disabled. The response plan should
specify where and how the samples will be moved and who will be
available (during and after working hours) to supervise the transfer. 

• Staff should be available 24 hours a day to respond to an alarm from
any freezer at the Screening Center, including satellite centers. This
may be accomplished by housing the freezer in an area in which staff
are available at all times, such as laboratory within a hospital, or by
installing an alarm system which is capable of calling one or more tele-
phone or pager numbers to report a change in temperature. 

• The SC should have maintenance service available for all freezers. 

10.23 Specimen Collection Standardization and Quality 
Assurance
It is the responsibility of the SC to develop a quality assurance plan for blood
specimen collection, processing and storage. The SC’s QA plan must be sub-
mitted to NCI for review prior to the initiation of screening and should be
updated annually as necessary. The quality assurance plan should include the
minimum qualifications of the phlebotomists, blood processors and shipping
personnel, certification of completed training of examiners, quality control of
the equipment and supplies and the SC’s approach to monitoring phleboto-
mist, processor and shipping personnel performance. Quality assurance of the
equipment will be guaranteed by each institution’s compliance with a mainte-
nance program as dictated by state and Federal regulations. Each SC labora-
tory must follow OSHA regulations for employee safety.

To facilitate the QA process so that minimum quality standards can be moni-
tored and maintained for the blood specimen collection and processing, each
phlebotomist must document the following information on the blood collection
form: the time of the blood draw, the position of the participant, the number of
tubes drawn, problems with the blood draw and any medical complications
associated with the blood draw. In addition, the blood processor must docu-
ment the blood processing procedures, including the time the sample was cen-
trifuged, the vials filled, problems with the vial sample, the storage box
number, and the time the sample was frozen.

As part of the quality assurance plan, the SC will monitor the number of suc-
cessful, adequate, and repeat blood draws for the examiner performing blood
draws. A successful draw is one where all tubes required to be drawn accord-
ing to the study year protocol are filled to capacity. Note that the green-top
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tube collected at T0 (baseline) and T3 for the Biorepository must be filled at to
least fifty percent of capacity to allow effective mixing of the anticoagulant and
be considered a successful draw. An adequate blood draw is one where only
the PSA/CA-125II tube is filled. A repeat blood draw is a rescheduled draw that
is done because the previous blood draw for the PSA/CA-125II tube was inad-
equate. The SC will report the results of quality assurance to the NCI on a
semi-annual basis, and the report will include the number of adequate, suc-
cessful, and repeated blood draws.

Upon receipt of the aliquoted specimens, UCLA, the Biorepository and the Pro-
cessing Laboratory will check the condition and quality of the specimens. They
will report any problems to the SC. The SC will document the problems and the
resolutions and will include a log in their semi-annual report to NCI. 

10.24 UCLA Laboratory Quality Control
UCLA Laboratory will maintain strict quality control procedures for the PSA and
CA-125II assays performed. The PSA and CA-125II assays will only be per-
formed by licensed technologists who have satisfied the training requirements
established by the Laboratory Supervisor and have demonstrated competence
in performing these tests. Assay procedures will be performed as specified by
the manufacturer. Quality control data for assay runs will be stored in the
computer and control statistics may be generated monthly or as needed.

Each test run will include both a reagent kit control and a Bio-Rad tumor
marker bi-level control, which are commercially prepared specifically for use in
tumor marker testing. Also, to ensure accurate laboratory results, UCLA will
retest a sample when a test result exceeds the normal range specified for the
specific assay. The normal range for PSA is 0.00 to 4.00 ng/ml, and for CA-
125II, 0 to 34 units/ml.
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11.0 CHEST X-RAY PROCEDURES

11.1 Overview
A chest X-ray (one postero-anterior view) will be taken for each participant in
the intervention arm at the T0-T2 screening visits. At the T3 visit, only partici-
pants classified as “smokers” will receive the X-ray screening examination.
Screening Centers (SCs) are responsible for scheduling the participant for the
X-ray, taking the X-ray, having the X-ray read and interpreted by a radiologist
and documenting the performance and results of the X-ray. This chapter
describes these procedures. It also provides the PLCO protocol for examiner
training and certification and quality assurance procedures for this examina-
tion.

Smoking status is assigned based on responses to the Baseline Questionnaire
(BQF/M) and is defined as Smoker, Non Smoker, or Unknown. The Participant
Status Screen displays a smoking status that is derived from the Baseline
Questionnaire for each participant. In addition, it also has an extra field where
the SC can modify the smoking status, if necessary. For example, if the smok-
ing status is “nonsmoker” but the participant insists that s/he is a smoker, the
SC should change the smoking status on the Participant Status Screen, per-
form the T3 X-ray and receipt the exam. If the smoking status is unknown, the
SC may either determine the smoking status or offer the participant the X-ray
without ascertaining the smoking status. If the SC decides to determine the
smoking status this should be done by asking the participant these questions
from the Baseline Questionnaire: #10 (ever smoked cigarettes regularly), #16
(ever smoked a pipe), and #17 (ever smoked cigars). If the answer is yes to
any of these, the participant should be classified as a smoker.

11.2 Scheduling Chest X-rays
The chest X-ray will be scheduled as part of the baseline or annual follow-up
visit for each participant in the intervention arm of the trial. Procedures for
scheduling screening visits are discussed in Chapter 6.0 (baseline visit) and
Chapter 7.0 (annual follow-up visits). 

If a participant has had a lung either partially or completely removed, and the
removal was not a follow-up to lung cancer, the chest X-ray will be performed
in all study years.

If a participant’s responses on the Baseline Questionnaire classify him or her
as a “never smoker” i.e., smoking status is equal to “non-smoker,” the T3 X-
ray will not be performed. If the smoking status has been changed, the modi-
fied smoking status will take precedence and this will be displayed on the Par-
ticipant Overview Report.

If a “non-smoker” maintains that s/he has never smoked, but insists on having
the T3 X-ray the SC should follow these steps:

• Perform the exam

• Do not receipt the exam in the system

• Report the results to the participant and his/her physician

• Keep the hardcopy exam forms in the participant’s file with a note (ini-
tialed and dated) documenting the situation.
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Smoking information on the Baseline Questionnaire is of particular importance,
because the performance of the T3 XRY is dependent on the smoking status
reported on the BQ. If a participant reports that s/he is a smoker on the BQ,
an XRY will be performed at the T3 examination, regardless of the smoking
status reported in data collection that is subsequent to the BQ. This examina-
tion is not to be performed on participants who report being non-smokers (i.e.
have never smoked) on the BQ. 

The timing and direction of a change in smoking status will determine whether
BQ data can be changed and whether the T3 XRY will be performed. If it is dis-
covered in the T0 year that a participant incorrectly reported his/her smoking
status on the BQ, the BQ data can be changed. If the newly reported smoking
status is “smoker”, the T3 XRY should be performed. If the newly reported
smoking status is “nonsmoker”, the T3 XRY should not be performed. If such
an error is discovered after the T0 year, the BQ data should not be changed.
The participants smoking status should only be changed on the participants
status screen if the participant reported on the BQ that s/he was a non-smoker
and now reports that s/he is a smoker.  Do not update the participant smoking
status if the participant was originally reported being a smoker and now states
s/he is a non-smoker. The T3 XRY should be performed regardless of the
direction of the change in smoking status, effectively treating newly-reported
nonsmokers as ex-smokers, and newly-reported smokers as longtime smokers
– both being groups that should receive a chest XRY.

The SC staff will be responsible for determining when the chest X-ray is done
during the screening visit. There are no protocol restrictions in regard to order
for this procedure.

The PLCO protocol requires that every attempt be made to reschedule the
examination if it is inadequate or cannot be done for some reason. It is antici-
pated that such problems should be minimal for the X-ray examination. If the
X-ray technologist determines that the quality of the film is inadequate, it is
expected that every attempt will be made to repeat the X-ray during the same
visit. However, if the interpreting radiologist finds the X-ray to be inadequate,
the participant should be asked to return for a repeat examination.

11.3 Chest X-ray Protocol
This section presents the PLCO protocol for the chest X-ray. It discusses equip-
ment, participant preparation, examination procedures and interpretation of
results. This protocol was developed and approved by the NCI and the PLCO
Steering Committee. In addition, experts in the field of radiology were con-
sulted. Each SC is required to follow the protocol. Situations in which the SC
cannot do so must be reported to the NCI. The Protocol for Chest X-Ray Exam-
ination is presented as Appendix J-11-1

11.3.1 Equipment Specifications
The chest X-ray will be taken using dedicated high-kV equipment (approxi-
mately 110-140 kV). Film will be wide latitude type with a 12 to 1 standard
grid or higher. The SC is required to send documentation of equipment specifi-
cations, including information on film type (e.g., symmetric or asymmetric film
screen combination, etc.) to the NCI. This should be done before data collec-
tion begins and whenever equipment is replaced during the course of the trial.
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11.3.2 Participant Preparation
Several steps in the process of participant preparation will be standardized
across all SCs. The participant will be told that the examination is a screening
examination for lung cancer, not a routine examination, and that s/he should
consult his/her own physician for evaluation of any symptoms and for routine
medical care. In addition, the participant will be told that s/he will receive writ-
ten documentation of the results of all screening examinations within approxi-
mately three weeks. If the SC plans to report preliminary results to the
participant, the participant will also be told this in advance of the examination.

11.3.3 Examination Procedures
A postero-anterior X-ray will be taken at a tube-to-film distance of 6 to 10
feet. The participant will wear a hospital gown. The technologist will explain
the procedure and position the participant. The participant will be instructed to
inhale deeply and to hold his/her breath while the X-ray is being taken. 

Note: If a participant has a condition such as severe kyphosis and cannot
assume the correct position for a PA view of the lung, it is acceptable to do an
AP view of the lung. The fact that an AP film was taken and the reason for it
must be recorded in the Comments section of the data collection form.

The technologist will initially evaluate the X-ray for quality before the partici-
pant has left the SC. The quality will be such that the lung vessels are clearly
visible and the mediastinal structures are sufficiently penetrated to allow for
adequate visualization. If the X-ray is determined to be inadequate it will be
repeated. Reasons for inadequacy may include participant refusal, poor film
quality, or equipment malfunction. Poor film quality may be due to:

• Excessive rotation;

• Inadequate inspiration;

• Motion or processing artifact;

• Over or under penetration; and

• Entire lung and mediastinal structures not included on the film.

The SCs will do their best to ensure that when a repeat X-ray is necessary, it is
taken during the same visit. No more than two X-ray attempts will be made in
one visit. Note: If an X-ray is initially determined to be adequate but upon
quality assurance review it is found to be inadequate, a second X-ray should
not be performed. 
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X-rays determined by the technologist to be adequate will be sent to the study
radiologist for interpretation. The radiologist may, at this point, determine the
X-ray examination to be inadequate due to poor film quality, because the X-
ray film has been lost, or for some other reason. In such cases, the participant
will be asked to return for a repeat examination. If the X-ray is judged to be
adequate, it should be read by the study radiologist in a timely manner such
that the results can be reported to the participant within approximately three
weeks of the visit, as dictated by the protocol.

11.3.4 Interpretation of Findings
The examination result should be an interpretation of the examination findings
only. The participant’s prior medical history, prior chest X-rays, or prior PLCO
examination findings should not be considered when assigning an examination
result. The following definitions of negative and abnormal findings are pro-
vided. These definitions will be used by the radiologist in recording his/her
findings on the Chest X-ray Screening Examination Form. 

• Negative Screen, No Abnormalities (formerly Negative):

Evaluation reveals midline structure and heart to be of normal size and 
not displaced or enlarged. Pulmonary parenchyma reveals no suspi-
cious abnormality for cancer.

• Positive Screen (formerly Abnormal, Suspicious for Lung Cancer):

Evaluation reveals any of the following pulmonary abnormalities: 

< nodule (circular opacity < 3.0 cm in diameter);

< mass (any discrete opacity > 3.0 cm in diameter without regard to
contour, homogeneity, or border characteristics);

< hilar or mediastinal lymph node enlargement (exclude calcified
nodes);

< major atelectasis/lobar collapse;

< infiltrate/consolidation/alveolar opacity; or

< pleural mass.

• Negative Screen, Other Abnormalities (formerly Abnormal, Not
Suspicious for Lung Cancer):

Evaluation reveals any of the following pulmonary abnormalities:

< pneumonia 

< marked cardiac enlargement

< pulmonary edema

< congestive heart failure (CHF)

< pericardial effusion

< pleural effusion

< valvular heart disease

< shunt vascularity

< thoracic aortic aneurysm, dissection
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< pneumothorax

< pneumomediastinum

< unexplained foreign body (catheter fragment in heart, etc.)

< granuloma

< rib/spine/shoulder girdle metastases

< plasmacytomas

< acute fractures

< hepatomegaly

< splenomegaly

< old rib fractures

< compression fractures of the spine

< shoulder fractures

< scoliosis

< pleural calcification, pleural thickening, placques

< previous mastectomies, breast implants

< COPD, emphysema, bullae

< old granulomatous disease, parenchymal calcification, calcified
nodes

< pneumoconiosis

< mild to moderate cardiac enlargement

< pulmonary vascular congestion

< interstitial fibrosis, honeycombing, small scars

< pulmonary fibrosis with hilar retraction,

< radiation fibrosis

< previous lung surgery

< biopsy sites

< changes related to old trauma, retained shrapnel, etc.

< previous cardiac surgery (CABG, valve replacements)

< vascular anomalies (right aortic arch, etc.)

< vascular calcification

< bronchiectasis

< hiatal hernia, gallstones

< linear or plate atelectasis

< enlarging tracheal nodule

11.3.5 Referral of Participants for Abnormal Results
Negative and abnormal results will be reported to the participant. Abnormal
results that are suspicious for cancer will also result in the participant being
referred to a physician of his/her choice. The examiner will determine whether
or not a referral is needed for abnormal findings that are not suspicious for
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cancer, according to standard practice at the SC. Each SC will institute proce-
dures for referring participants to appropriate physicians (see Chapter 6.0 and
Chapter 7.0).

All screening examinations with a result of “Positive Screen” must be referred
for follow-up. Screening examinations with a result of “Negative Screen, Other
Abnormalities” should be referred according to standard practice at the SC.
The SC may choose to obtain prior radiographs and compare them to the
screening chest X-ray before referring the participant externally to reduce the
number of referrals to outside physicians for conditions that can be determined
to be stable based on a comparison with prior radiographs. Prior radiographs
may include radiographs taken prior to the participant’s enrollment in the
study, or prior PLCO films. The comparison must be performed by a board-cer-
tified radiologist and should not be documented on the PLCO Chest X-Ray
Examination Form. Such comparisons are “internal” referrals and are consid-
ered part of the diagnostic evaluation process. Refer to Chapters 6 and 7 for a
discussion of “internal” referrals.

11.4 Documenting Performance and Results of the Chest X-ray
Information documenting that the X-ray was taken and the interpretation by
the radiologist will be recorded on the Chest X-ray Screening Examination
Form (Appendix A-11-1). The Participant Control Record (see Chapter 6.0)
will also be used to summarize information about the examination. Since the
radiologist’s reading of the X-ray will usually not occur during the participant’s
visit, the exam status recorded on the Participant Control Record at the end of
his/her visit will likely be “Result Pending” (RP). This means that the X-ray has
been taken but has not yet been read by the radiologist. This status will not be
able to be updated to a final status (Positive Screen, Negative Screen-No
Abnormalities, Negative Screen, Other Abnormalities, or Inadequate) until the
Chest X-ray Screening Examination Form is received back from the radiologist. 

In addition to the examination result, the radiologist will assign a level of refer-
ral for the exam indicating the severity of the abnormality, if any, and whether
or not the SC recommends follow-up for this examination.

11.4.1 The Chest X-ray Screening Examination Form
The Chest X-ray Screening Examination Form will be used to document
the results and findings of the examination. The form provides documentation
of the fact that the examination was carried out, whether the results were
negative or abnormal and a description of abnormal findings. The information
in the administrative section at the top of the first page of the form will be
completed by the SC Coordinator. Part A will be completed by the X-ray tech-
nologist. If adequate films are obtained, Parts B and C of the form will be com-
pleted by the interpreting radiologist. If adequate films are not obtained by the
technologist, Part B will be left blank and Part C will be completed by the tech-
nologist. Specifications for the Chest X-ray Screening Examination Form are
provided in Appendix A-11-1 It is the responsibility of the SC Coordinator to
train the technologists and radiologists in the use of the form.

11.4.2 Editing and Data Entry
After completion, the examination form will be manually edited by the SC
Coordinator. Any data retrieval with the examiner will be performed as expedi-
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tiously as possible. The form will be receipted into the SMS and scanned into
DEES. SMS receipt may be performed interactively or via the DEES to SMS
Update function. Editing and data entry procedures are discussed in Chapter
17.0.

11.4.3 Reporting Results of the Chest X-ray Examination
As described in Chapter 6.0 and Chapter 7.0, within three weeks of the screen-
ing visit, the SC will send the participant and the participant’s physician of
choice the results of the chest X-ray examination. This reporting will be
accomplished using the Screening Test Results Report (STRR) or the SC’s ver-
sion of the STRR. The SC may, if desired, report the detailed findings from the
examination using the Screening Examination Report for the Chest X-Ray
Examination (Appendix B-11-1: Screening Examination Report - Chest X-Ray).
This report is generated from DEES and is a decoded or “English” version of
the opscan form. The SC may also design its own materials for reporting
detailed findings. All such materials must be approved by the NCI prior to
implementation at the SC. Refer to Chapters 6 and 7 for a detailed discussion
of results reporting activities.

11.4.4 Storage of PLCO Images
The SC is responsible for storing the films for each of the participant’s annual
chest X-ray screening examinations. Inadequate films should be retained at
the SC until adequate films are obtained. Upon collection of an adequate film,
inadequate films may be discarded. PLCO films should be stored in a way that
is consistent with the confidentiality agreement for the trial. It is not recom-
mended that a participant’s films be stored with the participant’s medical
record or with other films that are not related to the PLCO trial, but if an SC
wishes to store PLCO data in the regular medical record, it must submit to NCI
documentation of the methods that will be used to maintain confidentiality of
the data (see APPENDIX L).

While images on radiographic film are the usual method of storage, digital
images are also acceptable. This method of storage should meet the require-
ments for 20-year storage with no decrease in image quality, and the image
must be retrievable at any time during the 20-year period. If digital images
are the chosen method of storage, it is required that a backup file of each
image be maintained.

11.5 Examiner Qualifications, Training, and Certification
The chest X-ray examination requires two examiners: the X-ray technologist
and the radiologist. The minimum qualifications for these persons and the
PLCO training protocol are discussed in this section.

11.5.1 Minimum Qualifications for Examiners
Technicians will be American Registry of Radiologic Technologists certified
(ARRT) radiologic technicians. The radiologists (interpreters and QA examin-
ers) will be American Board of Radiology (ABR) board certified or board eligi-
ble. The SC must report the qualifications and licensure of each examiner to
the NCI by submitting a completed Record of Experience, Credentials and
Training (ECT) Appendix A-17-5, to the NCI. For any technician who is not
ARRT certified or any radiologist/interpreter/QA examiner who is not ABR
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board certified or board eligible, the SC Principal Investigator must document
and certify adequate training and experience in a letter to be submitted with a
completed ECT to NCI. The ECT must be approved by the NCI prior to the initi-
ation of data collection activities. 

11.5.2 Training Protocol
Because of the qualifications required of the technologist and radiologist, train-
ing requirements are minimal. The SC Coordinator will be responsible for train-
ing the technologist and the radiologist on the use of the study forms and SC
administrative procedures. The training plan must be submitted to the NCI.

11.6 Examiner Certification
No special certification of the technologist or radiologist is required for this
examination. The qualifications of these individuals will serve as certification of
their technical expertise.

11.7 Examination Standardization and Quality Control
For the chest X-ray, there are several aspects of the procedure that will be
part of the quality assurance plan. These include quality control of the equip-
ment, quality control of the X-ray film produced by the technologist, and qual-
ity control of the interpretation of the findings by the radiologist.

Quality control of the equipment will be assured by each institution’s compli-
ance with a maintenance program as dictated by state licensure regulations.
Quality control will generally include sensitometric testing at least three times
a week, and yearly documentation of kV calibration within 5 percent, radiation
output assessed by use of an anatomic phantom, documentation of film-screen
contact, and demonstration that the X-ray spectrum is free of low energy con-
taminants through use of half-value layer, collimation, dose exposure and
function of automatic exposure control. The SC will send the NCI a record of
maintenance and quality checks of the X-ray equipment.

Quality control of the X-ray will be maintained through maintenance of the
equipment and through the radiologist’s reading of each X-ray. The number of
X-rays which the radiologist determines to be inadequate and types of prob-
lems noted must be carefully monitored. In addition, the number of X-rays
which the technologist has to repeat during the same visit should be moni-
tored. Remedial action must be taken if problems resulting from the compe-
tency of the technologist are encountered.

Each month, the X-ray results from 9 participants will be reinterpreted by a
second designated qualified radiologist (QA examiner). Second radiologists are
blinded to the results of the initial interpretation. If circumstances are such
that examiners review their own film, a letter should be submitted to NCI
explaining this system and justifying the level of blinding. The number of X-
rays to be reinterpreted as well as the method for their selection are deter-
mined by NCI through consultation with each screening center (see APPENDIX
L: PLCO Quality Assurance Plan). If in the process of selecting exams for QA
review/repeat, an exam with a result of Inadequate (IN) is chosen, the QA
exam should not be performed. Such exams should not be selected for QA
because the original reason for inadequacy may be out of the examiner’s con-
trol and lead to further inadequate exams. If upon QA review of an “adequate”
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exam, the QA examiner determines that it was actually inadequate, the X-ray
procedure should not be repeated, that is, a new X-ray should not be obtained. 

To assist the QA process, a form is provided on which the second radiologist
will record his/her findings. This form is the same as the Chest X-ray Screen-
ing Examination Form, except that it is titled Chest X-ray Screening Exami-
nation Form Quality Assurance (Appendix A-11-2) and is printed in another
color to help distinguish it from the original report form. The SMS allows for
the receipt of the quality assurance form, and the data from the quality assur-
ance form is scanned into the DEES.

It should be noted that referral of the participant will be based on the “worst
case” result when two radiologists have reviewed the X-ray. The following
hierarchy exists for reporting worst case results: First, the referral level is
taken into account (1-4, with a 1 being the highest level of referral.) Second,
the diagnosis hierarchy is defined as AS, AN, NG, IN, and RP. For example, if
one examiner interprets the X-ray as negative with a referral code of 4 (NG-4)
and the other finds it abnormal, not suspicious with a referral code of 3 (AN-
3), the result will be reported based on the highest referral level and the high-
est diagnosis code (AN-3). 

Because reporting to the participant is required within three weeks of the visit,
it is important that review by a second radiologist be completed in a timely
manner so that reporting can take place within the designated time period.

As outlined in the PLCO Quality Assurance Plan (see APPENDIX L), it is the
responsibility of the SC to develop an SC-specific plan for the performance of
duplicate chest X-rays for quality assurance purposes. The plan must be sub-
mitted to the NCI for review prior to the initiation of screening. In addition,
each SC will report the results of quality assurance of the technologists and
radiologists to the NCI on a semi-annual basis. Information to be reported
includes the number of X-rays repeated due to poor film quality, the number of
X-rays (negative and abnormal) read by a QA radiologist and the level of
agreement between the two radiologists.
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12.0 DIGITAL RECTAL EXAMINATION PROCEDURES

12.1 Overview
A digital rectal examination of the prostate (DRE) will be performed on all male
participants in the intervention arm at each screening visit (T0-T3). Screening
Centers (SCs) are responsible for scheduling the participant for the examina-
tion, performing the examination, and documenting the performance and
results of the examination. This chapter describes these procedures. It also
provides the PLCO protocol for examiner training and certification, and quality
assurance procedures for this examination.

12.2 Scheduling Digital Rectal Examinations
The DRE will be scheduled as part of the baseline and annual follow-up visit for
each male participant in the intervention arm of the trial. Procedures for
scheduling screening visits are discussed in Chapter 6.0 (baseline visit) and
Chapter 7.0 (annual follow-up visits).

The PLCO protocol requires that the DRE be performed after the blood has
been drawn for the PSA test. There are no other protocol restrictions in regard
to order for this procedure.

If a participant has had his prostate either partially or completely removed,
and the removal was not a follow-up to prostate cancer, the DRE will be per-
formed according to the following guidelines:

• Men with a prostate gland (complete or partial) or who are unsure of
whether or not they have a prostate will be offered the DRE in each of
the four years of screening.

• Men who report radical prostatectomy after entrance into the study will
not be offered the DRE in the current study year (if the exam has not
already been performed) or in any subsequent study years.

The status of the participant’s prostate will be based on spontaneous self-
report only. The SC does not need to ask the participant if his prostate is intact
nor obtain written medical record documentation of radical prostatectomy. In
the case of a participant who reports radical prostatectomy but requests a
DRE, the SC should not perform the exam.

If the SC becomes aware that a man who previously reported radical prostate-
ctomy does have the prostate partially or fully intact, the SC should resume
offering the DRE.

The PLCO protocol requires that every attempt be made to reschedule the
examination if it is inadequate or cannot be performed for some reason (other
than prostate cancer or prostate removal). If possible, the visit should be
rescheduled before the end of the participant’s activity window.

12.3 Digital Rectal Examination Protocol
This section presents the PLCO protocol for the DRE. It discusses participant
preparation, examination procedures, interpretation of results, and reporting
of medical complications. This protocol was developed and approved by the
NCI and the PLCO Steering Committee. Each SC is required to follow the pro-
12-1 PLCO Manual of Operations and Procedures
March 1, 2006



tocol. Situations in which the SC does not do so must be reported to the NCI
on the SC Report of Protocol Violation form (See Chapter 17.0). The Protocol
for Digital Rectal Examination of the Prostate is presented as Appendix J-
12-1.

12.3.1 Participant Preparation
Several steps in the process of participant preparation will be standardized
across all SCs. The participant will be given written information about the DRE.
This written information will be developed and/or provided by the SC. The
examiner will describe the complete procedure, including the preferred posi-
tioning and the discomfort associated with the examination. The participant
will be asked whether he has ever had a prostate examination. The participant
will be told that the examination is a screening examination for prostate can-
cer, not a routine examination, and that he should consult his own physician
for evaluation of any symptoms and routine medical care. When appropriate,
the participant will also be told that a second examiner may repeat the exami-
nation for quality control purposes. Finally, the participant will be told that he
will receive written documentation of the results of all screening examinations
within approximately three weeks. If the SC plans to report preliminary results
to the participant, the participant will also be told this in advance of the exam-
ination.

12.3.2 Examination Procedures
The participant will enter the examination room and will remove his clothes
from the waist down. The examiner will explain the procedure and will position
the participant. The participant may either be bent at the waist over the end of
the examination table, in the kneeling knees to chest position, or in the lateral
decubitus position with knees pulled up to chest.

The examiner will visualize the anal area and may request the participant to
bear down or perform a valsalva maneuver. The examiner will apply a lubri-
cated gloved index finger at the 6 o’clock position to relax the sphincter, and
will then introduce it into the anal area to palpate the prostate. The examiner
will examine the anterior portion of the rectal vault, i.e. the base, apex, and
lateral lobes of the prostate, and the seminal vesicles. The examiner will then
remove the gloved examining finger.

If a non-physician examiner requires assistance in performing an adequate
examination, a physician consultant will be called to perform the examination.
The results of the physician’s examination, not the examiner’s, will be docu-
mented on the screening examination report form. 

An examination will be judged inadequate if:

< the participant is unwilling to allow the examination;

< the participant is unable to tolerate the discomfort of the examina-
tion; 

< the examiner is unable to palpate the prostate due to participant
obesity; 

< the examiner is unable to palpate the apex, base and lateral lobes
of the prostate, and seminal vesicles, and no abnormality suspicious
for cancer is found in the area palpated; or
12-2 PLCO Manual of Operations and Procedures
March 1, 2006



< the prostate has been previously removed and no abnormalities are
identified.

When appropriate, the SC should make every attempt to reschedule inade-
quate examinations. However, duplicate exams performed for QA purposes
should not be repeated even if they are inadequate. 

12.3.3 Interpretation of Findings
The examination result should be an interpretation of the examination findings
only. The participant’s prior medical history or prior PLCO examination findings
should not be considered when assigning an examination result.

The following definitions of negative and abnormal results are provided. These
definitions will be used by the examiner in recording his/her findings on the
examination form.

• Negative Screen - No Abnormalities: 

< Symmetric, soft, non-nodular prostate.

• Positive Screen (Referral Required): 

< Nodularity or induration of the prostate gland;

< Examiner judges the prostate to be suspicious for cancer, in the
absence of nodularity or induration.

Note: In the event that that examiner judges the prostate to be
suspicious for cancer (i.e., a positive screen) but there is no nodu-
larity or induration, the examiner is required to describe the basis of
this judgement in the comments section.

• Negative Screen-Other Abnormalities (Referral Optional):

< Enlargement;

< Tenderness;

< Bogginess with no other abnormal findings;

< Asymmetry in a prostate of normal consistency and of normal size
or slightly enlarged;

< Prostate has been previously removed and abnormalities not indica-
tive of a positive screen are identified.

12.3.4 Referral of Participants for Abnormal Results
Negative and abnormal findings will be reported to the participant. Abnormal
findings that are suspicious for cancer will also result in the participant being
referred to a physician of his choice for follow-up. The examiner will determine
whether or not a referral is needed for abnormal findings that are not suspi-
cious for cancer, according to standard practice at the SC. Each SC will insti-
tute procedures for referring participants to appropriate physicians (see
Chapter 6.0 and Chapter 7.0).

12.3.5 Reporting Medical Complications
Medical complications of the procedure that occur while the participant is at
the SC will be documented on the examination form. Serious medical compli-
cations that occur prior to the participant’s arrival at or after his departure
from the SC will be documented on the Report of Adverse Events for NIH-
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Sponsored Clinical Trials (RAE) (Appendix A-17-11). The CC will provide infor-
mation on medical complications to the NCI for monitoring purposes. The SC
must also monitor medical complications so that appropriate action can be
taken should any problems become apparent.

12.4 Documenting Performance and Results of the Digital Rectal 
Examination
The performance and results of the DRE will be reported on the Digital Rectal
Screening Examination of the Prostate Form (Appendix A-12-1). The Par-
ticipant Control Record (see Chapter 6.0) will also be used to summarize
information about the examination, including the examination result and the
level of referral (i.e., the severity of the abnormality if any, and whether or not
the SC recommends follow-up for the examination).

12.4.1 The Digital Rectal Screening Examination of the Prostate Form
The Digital Rectal Screening Examination of the Prostate Form will be used to
document the results of the examination. The form provides documentation of
the fact that the examination was performed, whether the examination was
adequate or inadequate, whether the results were negative or abnormal, and a
description of abnormal findings. The administrative section on the top of the
first page of the form will be completed by the SC Coordinator. Parts A and B
of the form will be completed by the examiner. Specifications for the Digital
Rectal Screening Examination of the Prostate Form are provided in Appendix
A-12-1 It is the responsibility of the SC Coordinator to train the examiner in
the use of the form.

12.4.2 Editing and Data Entry
After the examination form is completed, the SC Coordinator will manually edit
it to make sure that all of the required data were collected. Any data retrieval
with the examiner will be performed as expeditiously as possible. The exami-
nation form and the Participant Control Record will be receipted into the SMS
and the examination form will be scanned into the DEES (See Chapter 17.0).

12.4.3 Reporting Results of the Digital Rectal Examination
As described in Chapter 6.0 and Chapter 7.0, within three weeks of the screen-
ing visit, the SC will send the participant and the participant’s physician of
choice the results of the digital rectal examination. This reporting will be
accomplished using the Screening Test Results Report (STRR) or the SC’s ver-
sion of the STRR. The SC may, if desired, report the detailed findings from the
examination using the Screening Examination Report for the digital rectal
examination (Appendix B-12-1: Screening Examination Report - Digital Rectal
Examination). This report is generated from DEES and is a decoded or
“English” version of the opscan form. The SC may also design its own materi-
als for reporting detailed findings. All such materials must be approved by the
NCI prior to implementation at the SC. Refer to Chapter 6.0 and Chapter 7.0
for a detailed discussion of results reporting activities.
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12.5 Examiner Qualifications, Training, and Certification
The digital rectal examination requires a trained examiner. The minimum qual-
ifications for the examiner and the PLCO training protocol are discussed in this
section.

12.5.1 Minimum Qualifications for Examiners
The examiner performing the digital rectal examination of the prostate must
be a Registered Nurse, Certified Physician’s Assistant, Nurse Practitioner, Phy-
sician, or equivalent. Equivalency is to be determined by the SC Principal
Investigator and documented in a letter to be submitted with a completed
Record of Experience, Credentials and Training (ECT - Appendix A-17-5) to
NCI. The SC must report the qualifications and licensure of each examiner by
submitting to the NCI a completed ECT with copies of relevant diplomas, certif-
icates, and/or licenses. The ECT must be approved by the NCI prior to the ini-
tiation of data collection activities. 

12.5.2 Minimum Qualifications for QA Examiners
The QA examiner will be a licensed physician who is adequately trained and
experienced in the DRE or a certified PLCO DRE examiner. For any individual
who is not a PLCO DRE examiner or a board certified urologist, the SC Principal
Investigator must document adequate training and experience in a letter to be
submitted with a completed ECT to NCI. The screening center must report the
qualifications of each QA Examiner to the NCI by submitting a completed ECT
with copies of the appropriate board certification. The ECT must be approved
by the NCI prior to the initiation of QA activities.

12.5.3 Minimum Qualifications for Trainers 
A non-physician examiner will be taught the correct examination procedure by
a board certified urologist (trainer). The Screening Center will report the qual-
ifications and board certification of each trainer to the NCI by submitting a
completed ECT with copies of the appropriate board certificate. For any indi-
vidual who is not a board certified urologist, the SC Principal Investigator must
document adequate training and experience in a letter to be submitted with a
completed ECT to NCI. The ECT must be approved by the NCI prior to the initi-
ation of training.

12.6 Examiner Training and Certification
A non-physician examiner must successfully perform at least 15 of 30 exami-
nations, including 10 examinations with abnormal findings, under the supervi-
sion of a trainer (PLCO MOOP, Appendix J, Protocol for Digital Rectal
Examination of the Prostate, Item 1.H).

The SC Coordinator will be responsible for training the examiner and the
trainer in the use of study forms and SC administrative procedures. 

The SC must report the results of examiner training certification to the NCI on
the Record of Experience, Credentials and Training (ECT). 
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12.7 Examination Standardization and Quality Control
For minimum quality standards to be maintained for the DRE of the prostate,
the examiner must note the texture of each portion of the prostate and must
document the palpation of the entire prostate and seminal vesicles, the esti-
mated size of the prostate, the overall consistency of the gland, the number of
areas of induration, and the size, location, type, grade and extent of the three
largest areas of induration. The procedures for quality control are described
below.

Each month, the digital rectal exam of 7 participants will be repeated by the
QA examiner or trainer. The number of repeat exams as well as the method for
their selection are determined by NCI through consultation with each screen-
ing center (see APPENDIX L: PLCO Quality Assurance Plan). If in the process of
selecting exams for QA repeat, an exam with a result of Inadequate (IN) is
chosen, the QA exam should not be performed. Such exams should not be
selected for QA because the original reason for inadequacy may be out of the
examiner’s control and lead to further inadequate exams.

To assist the QA process, a form is provided on which the trainer will record
his/her findings. This form is the same as the Digital Rectal Screening Exami-
nation of the Prostate Form, except that it is titled Digital Rectal Screening
Examination of the Prostate Quality Assurance (Appendix A-12-2), and is
printed in a different color to help distinguish it from the original report form.
The SMS allows for the receipt of the QA form and the data from the QA form
can be scanned into the DEES to facilitate comparison. 

If the repeat examination does not have the same findings as the first exami-
nation, referral will be made based on the “worst case” abnormal findings,
regardless of whether the original examiner or the QA examiner found the
abnormal result. The following hierarchy exists for reporting worst case
results: First, the referral level is taken into account (1-4, with a 1 being the
highest level of referral.) Second, the diagnosis hierarchy is defined as AS, AN,
NG, IN, and RP. For example, if one examiner finds the exam negative with a
referral code of 4 (NG-4) and the other finds it abnormal, not suspicious with a
referral code of 3 (AN-3), the result will be reported based on the highest
referral level and the highest diagnosis code (AN-3).

Because reporting to the participant is required within three weeks of the visit,
it is important that the QA examination be completed in a timely manner so
that reporting can take place within the designated time period. 

As outlined in the PLCO Quality Assurance Plan (see APPENDIX L), it is the
responsibility of the SC to develop an SC-specific plan for repeat of DRE exams
for quality assurance purposes. The plan must be submitted to the NCI for
review prior to the initiation of screening. In addition, each SC will report the
results of quality assurance of the examiners to the NCI on a semi-annual
basis. Information to be reported includes the number of examinations (nega-
tive and abnormal) repeated by the QA examiner and the level of agreement
between the examiner and the QA examiner.
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13.0 FLEXIBLE SIGMOIDOSCOPY EXAMINATION 
PROCEDURES

13.1 Overview
A flexible sigmoidoscopy (FSG) examination will be performed on all partici-
pants in the intervention arm at the baseline screening visit (T0) and the fifth
annual follow-up screening visit (T5). Screening Centers (SCs) are responsible
for scheduling the participant for the examination, performing the examina-
tion, and documenting the performance and results of the examination. This
chapter describes these procedures. It also provides the PLCO protocol for
examiner training and certification, and quality assurance procedures for this
examination.

13.2 Scheduling Flexible Sigmoidoscopy Examinations
The FSG examination will be scheduled as part of the baseline (T0) and the
fifth (T5) annual follow-up visit for each participant in the intervention arm of
the trial. Procedures for scheduling screening visits are discussed in Chapter
6.0 (baseline visit) and Chapter 7.0 (annual follow-up visits).

If a participant has had his/her colon either partially or completely removed,
and the removal was not a follow-up to colon cancer, the FSG will be per-
formed according to the following guidelines:

• If the total colon is removed, the FSG examination should not be per-
formed. 

• If a partial colon is remaining, the FSG examination should be per-
formed at T0 and T5.

Prior to December 1998 the FSG exam was offered in the T3 year, not T5.
Those participants who had an FSG exam at T3 will not be offered the exam
again at T5. Participants who did not receive the T3 FSG for any reason other
than organ removed or confirmed colorectal cancer are eligible for the T5 FSG.
If the participant, in the T3 study year, insists that s/he receive the T3 FSG
exam rather than the T5 FSG exam, since the original consent form stated that
participants would receive the second FSG exam at the T3 study year, perform
the exam during his T3 screening visit.  The SC should inform the participant
that if he receives the FSG exam during the T3 screening visit, s/he will not
receive the T5 FSG exam.

Due to lower than desired compliance rates, the T5 FSGs should be pursued
for one year after the anniversary of the participant's date of randomization.
After this period, an MDF should be receipted with the appropriate code and
subcode.

If a participant was not screened in his or her T5 study year and requests the
T5 FSG during the T6 study year, you may perform the exam. The SC may
perform T5 screening exams during the T6 year only for participants who have
requested the exam. The T5 FSG exams may be performed up until the end of
the T6 year.

For female participants, the PLCO protocol requires that the FSG examination
be performed after the transvaginal ultrasound examination. In the rare event
that the FSG examination and TVU are performed on different days, the FSG
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examination may be performed either before or after the TVU. There are no
restrictions for male participants in regard to order for this procedure.

The PLCO protocol requires that every attempt be made to reschedule the
examination if it is inadequate or cannot be performed for some reason. If
possible, the visit should be rescheduled before the end of the participant’s
activity window.

13.2.1 Scheduling T5 Participants with Identified Adenoma
Some participants may have an adenoma diagnosed following a positive T0
FSG. Other participants may have had an adenoma diagnosed by their per-
sonal physician in the period between T0 and T5. If the participant had a
colonoscopy within 1 year of T0 and it was normal, then the T5 FSG should be
performed. If an adenoma was found, i.e. the colonoscopy was not normal,
then the T5 FSG should not be performed. If the colonoscopy was performed
beyond 1 year of the T0 FSG do not offer the T5 FSG regardless of the results.
The following steps should be taken at the SC to identify all participants with
diagnosed adenomas before offering the T5 FSG:

1. Identify those participants who had an adenoma resected during the
one-year period following the T0 FSG or had a colonoscopy during the
period from T1 to the opening of the T5 activity window. This may be
done in several ways:

< Review information on adenomas found during the T0 year on the
Participant Overview Report. Please note that a DEC form must be
completed for all Positive (AS) T0 FSG exams prior to the opening of
the T5 activity window so that information on adenomas identified
during the T0 FSG will be available in the system.

< Obtain information on adenomas and follow-up colonoscopies dur-
ing the scheduling process. It will be necessary for the SCs to ques-
tion each participant regarding history of colonoscopy prior to
scheduling a T5 exam.

2. Obtain information on adenomas and follow-up colonoscopies during
the scheduling process. It will be necessary for the SCs to question
each participant regarding history of colonoscopy prior to scheduling a
T5 exam. Prior to the T5 visit, the SC should explain to the participants
with T0 adenomas or follow-up colonoscopies why they will not be
receiving the T5 FSG. This may be done verbally or in writing. Any writ-
ten participant materials that address this protocol change will need to
be approved by the NCI.

3. If the T5 FSG is not offered because a follow-up colonoscopy is indi-
cated and planned or has been performed, the SC should complete a
Missing Data Form (MDF) for T5. The participant must be reminded that
s/he is still in the PLCO Trial and will be contacted for blood collection/
questionnaire completion. The participant must be contacted when his/
her T5 window opens to schedule a screening visit for the T5 blood col-
lection.

4. If a participant has a history of adenoma between T0 and T1 and has
not undergone follow-up colonoscopy, s/he should be encouraged to
follow the standard of care at the institution with which the SC is affili-
ated. If s/he does not plan to undergo the follow-up colonoscopy and
requests the FSG at T5, the T5 FSG should be performed.
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13.2.2 Monitoring Reports
When scheduling participants for the T5 FSG, the SCs will be able to use the
following SMS reports to monitor the number of participants who refused the
FSG at T3:

• Open Forms Report (Appendix B-17-8: Open Forms/Specimens
Report): This report will show all delinquent or outstanding forms, by
individual PID. It can be used to identify those participants who have an
outstanding expectation for the T5 FSG.

• Participant Overview Report (Appendix B-17-10: Participant Over-
view Report): This report gives a summary of the study information for
a participant such as PID, Randomization Date, Randomization Group,
Participant Name, Gender, Date of Birth, address, and scheduling
notes. Other vital status and cancer information are also presented as
well as forms that are outstanding or receipted. This report can be run
for selected PIDs or for a block of participants according to their ran-
domization date. It can be used to identify participants who did not
have a T3 FSG or who reported an adenoma/colonoscopy (if the ade-
noma/colonoscopy comments are recorded in the scheduling notes.)

• User-defined Report: This option will allow you to generate a report
of all the T3 MDF-FSG forms receipted with reason codes, and other-
specify reasons. 

13.3 Flexible Sigmoidoscopy Examination Protocol
This section presents the PLCO protocol for the FSG. It discusses equipment,
participant preparation, examination procedures, interpretation of results, and
reporting of medical complications. This protocol was developed and approved
by the NCI and the PLCO Steering Committee. Each SC is required to follow
the protocol. Situations in which the SC cannot do so must be reported to the
NCI.

The PLCO study is designed as a screening trial, and the study protocol refers
to screening examinations only. If circumstances require, a biopsy may be
performed during the screening sigmoidoscopy. This is acceptable only if the
examiner is a physician and if a separate informed consent is obtained for the
biopsy. The separate informed consent will specify that biopsy is not part of
the PLCO trial and that the costs of the biopsy will be charged to the partici-
pant.

13.3.1 Equipment Specifications
The FSG will be performed using a flexible endoscope with capability to 60
centimeters, and a light source. The SC may optionally use camera or video
equipment to record examinations for quality control purposes. In emergency
situations, a colonoscope may be substituted for a flexible sigmoidoscope but
it should not be inserted beyond 60 cm. It is expected that instrument cleaning
and disinfection procedures will be performed according to standard medical
practice and pertinent federal and local regulations. Leak testing of the instru-
ment will be done daily. The SC must send the NCI documentation of the type
of equipment used for flexible sigmoidoscopy.
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13.3.2 Participant Preparation
Several steps in the process of participant preparation will be standardized
across all SCs. Prior to the visit, the SC will advise participants who are consti-
pated to take a laxative the night before the examination. The bowel prepara-
tion will include one Fleet enema administered by the participant, at home, on
the morning of the examination. If the bowel is not adequately prepared, an
additional Fleet enema will be administered at the SC. 

[Note: In SCs where physicians may be performing a biopsy during the flexi-
ble sigmoidoscopy procedure, the participant should be instructed about what
to do if s/he is taking aspirin, warfarin, non-steroidal anti-inflammatory drugs,
or if s/he has conditions that require prophylactic antibiotic therapy.]

The participant will be given written information about the examination and
will be informed of the risks and complications of sigmoidoscopy. The partici-
pant will be told that a physician, physician’s assistant or trained nurse will be
performing the examination, as appropriate. The participant will also be told
that the examination is a screening examination for colorectal cancer, not a
routine examination, and s/he should consult his or her physician for evalua-
tion of any symptoms and for routine medical care. If the SC’s plan for quality
assurance includes direct observation by a gastroenterologist, the participant
will be told that such an observation may take place. The participant will be
told that s/he will receive written documentation of the results of all screening
examinations within approximately three weeks. If the SC plans to report pre-
liminary results to the participant, the participant will also be told this in
advance of the examination.

13.3.3 Examination Procedures
Standard medical practice requires that a brief medical history be obtained
before sigmoidoscopy. The SCs will determine the content of this medical his-
tory. In addition, vital signs will be measured before and after the sigmoidos-
copy. It is recommended that in the presence of certain medical conditions,
clearance be obtained from a study physician before the sigmoidoscopy exam-
ination can be allowed to proceed. Significant conditions include:

• the presence of heart rhythm irregularity;

• pulse rate below 60/minute or above 100/minute;

• systolic blood pressure below 100 mm Hg or above 180 mm Hg;

• diastolic blood pressure below 60 mm Hg or above 95 mm Hg;

• myocardial infarction or cerebrovascular accident within six months;

• recent fainting spells;

• chest pain within 24 hours; or

• increased shortness of breath.

If the participant has not administered an enema at home prior to coming to
the SC or the first enema was insufficient, s/he will be prepared with a dispos-
able enema kit until it appears the rectum has had all stool evacuated.

When the preparation has been judged adequate, the examiner will explain the
procedure to the participant and the participant will then lie on his/her left side
with the anal/rectal area exposed. Upon agreement of the participant, the
examiner will do a digital rectal examination to exclude any low rectal lesion
and to determine the path of the rectum. The examiner will introduce a lubri-
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cated flexible scope with capability to 60 centimeters of examination. The
examiner will visualize the rectum and the colon as the scope is advanced. Air
for inflation or exposure will be used at the discretion of the examiner. 

The goal of the examination is full insertion of the 60-centimeter scope unless
one or more of the following occur:

• Undue participant discomfort;

• Vasovagal response;

• Palpitations with tachycardia;

• Severe diverticulosis with unclear lumen;

• Severe ulcerative colitis;

• Inadequate preparation with unclear lumen.

Once the scope is advanced to the full length or to a distance maximally toler-
ated by the participant, the examiner will withdraw the scope and visualize the
colon and the rectum as the scope is withdrawn. Once the examination is com-
pleted, the participant will be asked to sit briefly.

If a non-physician examiner requires assistance in performing an adequate
examination, a physician consultant will be called to perform the examination.
The results of the physician’s examination, not the examiner’s, will be docu-
mented on the screening examination report form.

An examination will be judged inadequate if the scope is not advanced to at
least 50 centimeters (unless an obstructing lesion is encountered) or less than
90 percent of the mucosa is identified due to one or more of the following:

• Participant discomfort;

• Participant refusal;

• Equipment malfunction;

• Inadequate preparation with unclear lumen;

• Vasovagal response;

• Palpitations with tachycardia;

• Severe diverticulosis with unclear lumen;

• Severe ulcerative colitis.

If the examiner cannot insert the scope to at least 50 centimeters, the on-call
gastroenterologist should be notified and, if possible, s/he will come and per-
form the procedure on that individual participant. If the examination is inade-
quate due to inadequate preparation, then one additional Fleet enema should
be administered and the procedure repeated during the participant’s visit. If
this is not possible, the FSG should be rescheduled. However, duplicate exams
performed for QA purposes should not be repeated if they are inadequate.

13.3.4 Interpretation of Findings
The examination result should be an interpretation of the examination findings
only. The participant’s prior medical history or prior PLCO examination findings
should not be considered when assigning an examination result.

The following definitions of negative and abnormal results are provided. These
definitions will be used by the examiner in recording his findings on the exam-
ination form.
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• Positive Screen (Referral Required):

< Visible or palpable evidence of a mucosal abnormality:

rectal nodule(s);

rectal and colon mass(es); and

rectal and colon polyp(s).

• Negative Screen-No Abnormalities: Examiner able to advance scope to
full or desired length and give a description of negative findings (i.e.,
no abnormalities are detected).

• Negative Screen-Other Abnormalities (Referral Optional):

< External hemorrhoids;

< Rectal tenderness;

< Blood;

< Stricture;

< Fistulas;

< Fissures;

< Diverticulosis;

< Diverticulitis;

< Colitis;

< Vascular lesions;

< Ulcers;

< Melanosis coli;

< Internal hemorrhoids; and

< Anal warts.

13.3.5 Referral of Participants for Abnormal Results
Negative and abnormal findings will be reported to the participant. Abnormal
findings will also result in the participant being referred to a physician of his/
her choice for follow-up. Each SC will institute procedures for referring partici-
pants to appropriate physicians (see Chapter 6.0 and Chapter 7.0).

13.3.6 Reporting Medical Complications
Medical complications of the procedure that occur while the participant is at
the SC will be documented on the examination form. Serious medical compli-
cations that occur prior to the participant’s arrival at or after his departure
from the SC will be documented on the Report of Adverse Events for NIH-
Sponsored Clinical Trials (RAE) (Appendix A-17-11). The CC will provide infor-
mation on medical complications to the NCI for monitoring purposes. The SC
must also monitor medical complications so that appropriate action can be
taken should any problems become apparent.
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13.4 Documenting Performance and Results of the Flexible 
Sigmoidoscopy Examination
The performance and results of the FSG examination will be reported on the
Flexible Sigmoidoscopy Screening Examination Form (Appendix A-13-1).
The Participant Control Record (see Chapter 6.0) will also be used to sum-
marize information about the examination, including the examination result,
and the level of referral (i.e., the severity of the abnormality if any, and
whether or not the SC recommends follow-up for this examination).

13.4.1 The Flexible Sigmoidoscopy Screening Examination Form
The Flexible Sigmoidoscopy Screening Examination Form will be used to docu-
ment the results of the examination. The form provides documentation of the
fact that the examination was performed, whether the examination was ade-
quate or inadequate, whether the results were negative or abnormal, and a
description of abnormal findings. The administrative section on the top of the
first page of the form will be completed by the SC Coordinator. Parts A, B, and
C of the form will be completed by the examiner. Specifications for the Flexible
Sigmoidoscopy Screening Examination Form are provided in Appendix A-13-1
It is the responsibility of the SC Coordinator to train the examiner in the use of
the form.

13.4.2 Data Entry
After the examination form is completed, the SC Coordinator will manually edit
it to make sure that all of the required data were collected. Any data retrieval
with the examiner should be performed as expeditiously as possible. The
examination form and the Participant Control Record will be receipted into the
SMS, and the examination form will be scanned into the DEES (see Chapter
17.0).

13.4.3 Reporting Results of the Flexible Sigmoidoscopy Examination
As described in Chapters 6 and 7, within three weeks of the screening visit, the
SC will send the participant and the participant’s physician of choice the results
of the FSG examination. This reporting will be accomplished using the Screen-
ing Test Results Report (STRR) or the SC’s version of the STRR. The SC may, if
desired, report the detailed findings from the examination using the Screening
Examination Report for the FSG examination (Appendix B-13-1: Screening
Examination Report - Flexible Sigmoidoscopy). This report is generated from
DEES and is a decoded or “English” version of the opscan form. The SC may
also design its own materials for reporting detailed findings. All such materials
must be approved by the NCI prior to implementation at the SC. Refer to
Chapters 6 and 7 for a detailed discussion of results reporting activities.

13.5 Examiner Qualifications, Training, and Certification
The FSG examination requires a trained and certified examiner. The minimum
qualifications for examiners and the PLCO training protocol are discussed in
this section.
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13.5.1 Minimum Qualifications for Examiners
The examiner performing the FSG examination must be a Registered Nurse,
Certified Physician’s Assistant, Nurse Practitioner, Physician or equivalent.
Equivalency is to be determined by the SC Principal Investigator and docu-
mented in a letter to be submitted with a completed Record of Experience,
Credentials and Training (ECT - Appendix A-17-5) to NCI. The SC must report
the qualifications and licensure of each examiner to the NCI by submitting a
completed ECT with copies of relevant diplomas, certificates and/or licenses.
The ECT must be approved by the NCI prior to the initiation of data collection
activities. 

13.5.2 Minimum Qualifications for QA Examiners
The QA examiner will be either a PLCO FSG trainer (see below) or a PLCO FSG
examiner who has performed at least 240 PLCO FSG examinations in the prior
12 months (average 20 per month) and achieved 50+cm insertion depth in at
least 85 percent of cases with adequate bowel preparation. The Screening
Center will report the qualifications and board certification of each QA exam-
iner to NCI by submitting a completed ECT (Appendix A-17-5) with copies of
the appropriate board certification. For any individual who is not a board certi-
fied gastroenterologist, the SC Principal Investigator must document adequate
training and experience in a letter to be submitted with a completed ECT to
NCI. The ECT must be approved by the NCI prior to the initiation of quality
assurance activities. FSG QA examiner status must be renewed at annual
intervals. 

13.5.3 Minimum Qualifications for Trainers
A non-physician examiner will be taught the correct examination procedure by
a board certified gastroenterologist (trainer). The Screening Center will report
the qualifications and board certification of each trainer to the NCI by submit-
ting a completed ECT (Appendix A-17-5) with copies of the appropriate board
certificate. For any individual who is not a board certified gastroenterologist,
the SC Principal Investigator must document adequate training and experience
in a letter to be submitted with a completed ECT to NCI. The ECT must be
approved by the NCI prior to the initiation of training. 

13.6 Examiner Training and Certification
A non-physician examiner must successfully perform 25 examinations accord-
ing to the trainer in order to be certified to perform flexible sigmoidoscopies
for the PLCO trial. 

The SC Coordinator will train the examiner, QA examiner, and the trainer in
the use of study forms and SC administrative procedures. The SC will report
the results of examiner training and certification to the NCI on the Record of
Experience, Credentials and Training (ECT).

13.7 Examination Standardization and Quality Control
The quality assurance plan for the flexible sigmoidoscopy examination will
include quality control of the equipment and quality control of the examination
itself. Quality control of the equipment will be assured by each institution’s
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compliance with a maintenance program as dictated by state licensure regula-
tions. Quality control will include daily leak testing.

For minimum quality standards to be maintained for the examination itself, the
participant’s bowel must be adequately prepared, such that greater than 90
percent of the mucosa is visible per examiner estimation. In addition, an inser-
tion of at least 50 centimeters is required unless a specific lesion is found (for
example, an obstructing carcinoma). 

In SCs with the appropriate video equipment, each month the sigmoidoscopies
of 4 participants will be selected for videotaping and reviewed by QA examiner
or trainer. In those SCs that do not have the appropriate video equipment, the
exams may be repeated. Although they may be ideal, repeat FSGs are not
practical within the context of the study. Review of videotape and real-time
observation have potential biases, but either method will be an acceptable
option for FSG QA. The number of exams to be reviewed as well as the method
of their selection are determined by NCI through consultation with each
Screening Center (see APPENDIX L: PLCO Quality Assurance Plan). If in the
process of selecting exams for QA review/repeat, an exam with a result of
Inadequate (IN) is chosen, the QA exam should not be performed. Such exams
should not be selected for QA because the original reason for inadequacy may
be out of the examiner’s control and lead to further inadequate exams.

In cases where the QA examiner repeats an examination or reviews the video-
tape of an examination, a form will be provided on which s/he will record his/
her findings. This form is the same as the Flexible Sigmoidoscopy Screening
Examination Form, except that it is titled Flexible Sigmoidoscopy Screen-
ing Examination for Quality Assurance (Appendix A-13-2), and is printed
on a different colored paper to help distinguish it from the original report form.
The SMS allows for the receipt of the QA form and the data from the QA form
can be scanned into the DEES to facilitate comparison between the examiner
and QA examiner findings. 

If the repeat examination does not have the same findings as the first exami-
nation, referral will be made based on the “worst case” abnormal findings,
regardless of whether the original examiner or QA examiner found the abnor-
mal result. The following hierarchy exists for reporting worst case results:
First, the referral level is taken into account (1-4, with a 1 being the highest
level of referral.) Second, the diagnosis hierarchy is defined as AS, AN, NG, IN,
and RP. For example, if one examiner finds the exam negative with a referral
code of 4 (NG-4) and the other finds it abnormal, not suspicious with a referral
code of 3 (AN-3), the result will be reported based on the highest referral level
and the highest diagnosis code (AN-3). 

Because reporting to the participant is required within three weeks of the visit,
it is important that the QA examination be completed in a timely manner so
that reporting can take place within the designated time period.

As outlined in the PLCO Quality Assurance Plan (see APPENDIX L), it is the
responsibility of the SC to develop an SC-specific plan for repeat of FSG exams
for quality assurance purposes. The plan must be submitted to the NCI for
review prior to the initiation of screening. In addition, each SC will report the
results of quality assurance of the examiners to the NCI on a semi-annual
basis. Information to be reported includes the number of examinations (nega-
tive and abnormal) repeated or reviewed by the QA examiner and the level of
agreement between the examiner and the QA examiner.
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AS OF DECEMBER 1998 THE OVARIAN PALPATION EXAMINATION HAS BEEN
DISCONTINUED FOR THE PLCO TRIAL
14.0 OVARIAN PALPATION EXAMINATION 
PROCEDURES

14.1 Overview
An ovarian palpation examination (OVR) will be performed on all female partic-
ipants in the intervention arm at each screening visit (T0-T3). Screening Cen-
ters (SCs) are responsible for scheduling the participant for the examination,
performing the examination, and documenting the performance and results of
the examination. This chapter describes these procedures. It also provides the
PLCO protocol for examiner training and certification and quality assurance
procedures for the ovarian palpation exam.

14.2 Scheduling Ovarian Palpation Examinations
The ovarian palpation examination will be scheduled as part of the baseline
and annual follow-up visit for each female participant in the intervention arm
of the trial. Procedures for scheduling screening visits are discussed in Chapter
6.0 (baseline visit) and Chapter 7.0 (annual follow-up visits).

If a participant has had one or both ovaries either partially or completely
removed, and the removal was not a follow-up to ovarian cancer, the ovarian
palpation examination will be performed according to the following guidelines:

• Women with ovaries or who are unsure of whether or not they have
ovaries will be offered the OVR examination in each of the four years of
screening.

• Women who report bilateral oophorectomy before entrance into the
study will not be offered the OVR examination in any study year.

• Women who report bilateral oophorectomy after entrance into the
study will no longer be offered the OVR examination in the current
study year (if the exam has not already been performed) or in any sub-
sequent study years.

The status of the participant’s ovaries will be based on spontaneous self-report
only. The SC does not need to ask the participant if her ovaries are intact, nor
to obtain written medical record documentation of bilateral oophorectomy. In
the case of a woman who reports bilateral oophorectomy but requests a OVR
examination, the SC should not perform the exam.

If the SC becomes aware that a woman who previously reported bilateral
oophorectomy, does have one or both ovaries partially or fully intact, the SC
should resume offering the OVR examination.

The SC staff will be responsible for determining when the ovarian palpation is
performed during the screening visit. The protocol requires that the examiner
who performs the ovarian palpation be blinded to the results of the transvagi-
nal ultrasound examination and the sonographer blinded to the results of the
ovarian palpation exam. Since it is likely that these examinations will be per-
formed back-to-back, the SC coordinator must establish procedures to assure
that the examiners remain blinded until both exams have been completed.

The PLCO protocol requires that every attempt be made to reschedule the
examination if it is inadequate or cannot be performed for some reason other
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than ovarian cancer or bilateral oophorectomy. If possible, the visit should be
rescheduled before the end of the participant’s activity window.

14.3 Ovarian Palpation Protocol
This section presents the PLCO protocol for the ovarian palpation examination.
It discusses participant preparation, examination procedures, interpretation of
results and reporting of medical complications. This protocol was developed
and approved by the NCI and the PLCO Steering Committee. Each SC is
required to follow the protocol. Situations in which the SC cannot do so must
be reported to the NCI. The Protocol for Ovarian Palpation Examination is
presented as J-14-1.

14.3.1 Participant Preparation
Several steps in the process of participant preparation will be standardized
across all SCs. The participant will be told that the examination is a screening
examination for ovarian cancer, not a routine examination, and that she
should consult her physician for evaluation of any symptoms and for routine
medical care. When appropriate, the participant will also be told that a second
examiner may repeat the examination for quality control purposes. The partic-
ipant will be instructed to empty her bladder within 30 minutes of the exami-
nation.

The participant will be informed that the ovarian palpation examination is not a
substitute for a gynecologic examination, and will not include a Pap smear.
The Screening Center may offer the participant a Pap smear and charge the
participant or her insurance carrier for the cost of the procedure. The Pap
smear is considered outside the scope of the PLCO Screening Trial and will not
be covered by the PLCO consent form.

Finally, the participant will be told that she will receive written documentation
of the results of all her screening examinations within approximately three
weeks. If the SC plans to report preliminary results to the participant, the par-
ticipant will also be told this in advance of the examination. However, these
results will not be provided until after the transvaginal ultrasound since exam-
iners (and participants) are to remain blinded to the results of these exams
until after both are completed.

14.3.2 Examination Procedures
The participant will be asked to remove clothing from the waist down. The
examination will be performed with the participant in the dorsal recumbent
position, in stirrups and draped. The examiner will explain the procedure to the
participant step-by-step as it is being performed.

The examiner will note right and left ovaries separately. The cervix will not be
visualized. A rectovaginal examination will be included. The examiner will note
if there is gross blood on the glove after the examination.

If a non-physician examiner requires assistance in performing an adequate
examination, a physician consultant will be called to perform the examination.
The results of the physician’s examination, not the examiner’s, will be docu-
mented on the screening examination report form.
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An examination will be judged inadequate if:

• the examination was not completed (including the rectovaginal exam)
(due to participant discomfort, participant refusal, or some other rea-
son), and no abnormalities indicative of a positive screen are identified;

• both ovaries are reported by the participant as removed and no abnor-
malities indicative of a positive screen are identified; or

• the participant is so obese that the examiner is unable to adequately
examine the ovaries.

When appropriate, the SC should make every attempt to reschedule inade-
quate examinations.

14.3.3 Interpretation of Findings
The examination result should be an interpretation of the examination findings
only. The participant’s prior medical history or prior PLCO examination findings
should not be considered when assigning an examination result.

The following definitions of negative and abnormal results are provided. These
definitions will be used by the examiner in recording the findings on the exam-
ination form.

• Positive Screen (Referral Required):

< Palpable adnexal mass (may include a palpable ovary); or

< Cul-de-sac nodularity.

• Negative Screen - No Abnormalities:

< Adequate examination fully completed and no adnexal masses or
other abnormalities detected.

< For non-obese participants with non-palpable ovaries, the examina-
tion will be considered negative.

• Negative Screen - Other Abnormalities (Referral Optional): An ade-
quate exam, fully completed and one or more of the following abnor-
malities detected:

< Abdominal pain or tenderness on examination;

< Vaginal bleeding; 

< Other significant clinical findings noted incidentally while doing the
examination. (For example: lesions on external genitalia, enlarged
uterus, or other non-ovarian pelvic masses).

Negative and abnormal findings will be reported to the participant. Abnormal
findings that are suspicious for cancer will also result in the participant being
referred to a physician of her choice. The examiner will determine whether or
not a referral is needed for abnormal findings that are not suspicious for can-
cer, according to standard practice at the SC. Each SC will institute procedures
for referring participants to appropriate physicians (see Chapter 6.0 and Chap-
ter 7.0).

14.3.4 Reporting Medical Complications
Medical complications of the procedure that occur while the participant is at
the SC will be documented on the examination form. Medical complications
that occur prior to the participant’s arrival at or after her departure from the
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SC will be documented on the Adverse Experience Report (AER). The CC will
provide information on medical complications to the NCI for monitoring pur-
poses. The SC must also monitor medical complications so that appropriate
action can be taken should any problems become apparent.

14.4 Documenting Performance and Results of the Ovarian 
Palpation Examination
The performance and results of the ovarian palpation examination will be
reported on the Ovarian Palpation Screening Examination Form (Appen-
dix A-14-1). The Participant Control Record (see Chapter 6.0) will also be
used to summarize information about the examination, including the examina-
tion result, and the level of referral (i.e., the severity of the abnormality, if
any, and whether or not the SC recommends follow-up for this examination). 

14.4.1 The Ovarian Palpation Examination Form
The Ovarian Palpation Screening Examination Form will be used to document
the results of the examination. The form provides documentation of the fact
that the examination was performed, whether the examination was adequate
or inadequate, whether the results were negative or abnormal, and a descrip-
tion of abnormal findings. The administrative section on the top of the first
page of the form will be completed by the SC Coordinator. Parts A, B, and C of
the form will be completed by the examiner. Specifications for the Ovarian Pal-
pation Examination Form are provided in Appendix J-14-1. It is the responsi-
bility of the SC Coordinator to train the examiner in the use of this form.

14.4.2 Data Entry
After the examination form is completed, the SC coordinator will manually edit
it to make sure that all of the required data were collected. Any data retrieval
with the examiner will be performed as expeditiously as possible. The exami-
nation form and the Participant Control Record will be receipted into the SMS,
and the examination form will be scanned into the DEES (see Chapter 17.0).

14.4.3 Reporting Results of the Ovarian Palpation Examination
As described in Chapter 6.0 and Chapter 7.0, within three weeks of the screen-
ing visit, the SC will send the participant and the participant’s physician of
choice the results of the ovarian palpation examination. This reporting will be
accomplished using the Screening Test Results Report (STRR) or the SC’s ver-
sion of the STRR. The SC may, if desired, report the detailed findings from the
examination using the Screening Examination Report for the ovarian palpation
examination (Appendix B-14-1: Screening Examination Report - Ovarian Pal-
pation). This report is generated from DEES and is a decoded or “English” ver-
sion of the opscan form. The SC may also design its own materials for
reporting detailed findings. All such materials must be approved by the NCI
prior to implementation at the SC. Refer to Chapter 6.0 and Chapter 7.0 for a
detailed discussion of results reporting activities.
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14.5 Examiner Qualifications, Training, and Certification
The ovarian palpation examination requires a trained examiner. The minimum
qualifications for the examiner and the PLCO training protocol are discussed in
this section.

14.5.1 Minimum Qualifications for Examiners
The examiner performing the ovarian palpation examination must be a Clinical
Nurse Specialist, Registered Nurse, Certified Physician’s Assistant or equiva-
lent. Equivalency is to be determined by the SC Principal Investigator and doc-
umented in a letter to be submitted with a completed Record of Experience,
Credentials and Training (ECT - Appendix A-17-5) to NCI. The SC must report
the qualifications and licensure of each examiner by submitting to the NCI a
completed ECT with copies of relevant diplomas certificates and/or licenses.
The ECT must be approved by the NCI prior to the initiation of data collection
activities.

14.5.2 Minimum Qualifications for QA Examiners
The QA examiner will be any licensed physician with adequate training and
experience in the ovarian palpation examination as determined by the Principal
Investigator or a certified PLCO OVR examiner. The Screening Center will
report the qualifications and board certification of each QA examiner to the
NCI by submitting a completed ECT (Appendix A-17-5). For any individual who
is not a board certified gynecologist or gynecologic oncologist, or a certified
PLCO OVR examiner, the SC Principal Investigator must document adequate
training and experience in a letter to be submitted with a completed ECT to
NCI. The ECT must be approved by the NCI prior to the initiation of QA activi-
ties. 

14.5.3 Minimum Qualifications for Trainers 
A non-physician examiner will be taught the correct examination procedure by
a board certified gynecologist or gynecologic oncologist (trainer).  The Screen-
ing Center will report the qualifications and board certification of each trainer
to the NCI by submitting a completed ECT (Appendix A-17-5) with copies of
the appropriate board certificate. For any individual who is not a board certi-
fied gynecologist or gynecologic oncologist, the SC Principal Investigator must
document adequate training and experience in a letter to be submitted with a
completed ECT to NCI. The ECT must be approved by the NCI prior to the initi-
ation of training. 

14.6 Examiner Training and Certification
A non-physician must spend at least two full work days with a trainer and must
successfully perform at least 40 examinations in post-menopausal women,
including 10 examinations with abnormal findings. The trainer will document
that the examiner successfully performed the examinations and that, in the
judgment of the trainer, the examiner is considered certified.

The SC Coordinator will be responsible for training the examiner and the
trainer in the use of the study forms and SC administrative procedures. 

The SC must report the results of examiner training and certification to the
NCI using the Record of Experience, Credentials and Training (ECT).
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14.7 Examination Standardization and Quality Control
For minimum quality standards to be maintained for the ovarian palpation
examination, the examiner must document the palpation of the right and left
ovaries, the symmetry of the right and left ovaries and the characteristics of
palpable adnexal masses, including number, location, size, shape, nodularity,
consistency, tenderness and mobility. Cul-de-sac nodularity observed during
the rectovaginal examination will also be noted.

Each month, 14 screening tests will be repeated by the QA examiner or
trainer. To assist the QA process, a form is provided on which the QA examiner
will record his/her findings. This form is the same as the Ovarian Palpation
Screening Examination Form, except that it is titled Ovarian Palpation
Screening Examination Form Quality Assurance (Appendix A-14-2), and
is printed in orange to help distinguish it from the original report form (printed
in red). The SMS allows for the receipt of the QA form and the data from the
QA form can be scanned into the DEES to facilitate comparison. If the repeat
examination does not have the same findings as the first examination, referral
will be made based on the “worst case” abnormal findings, regardless of
whether the original examiner or QA examiner found the abnormal result.
Because reporting to the participant is required within three weeks of the visit,
it is important that the QA examination be completed in a timely manner so
that reporting can take place within the designated time period. The number of
tests to be repeated as well as the method of their selection are determined by
NCI through consultation with each Screening Center (see APPENDIX L: PLCO
Quality Assurance Plan).

As outlined in the PLCO Quality Assurance Plan (APPENDIX L), it is the respon-
sibility of the SC to develop an SC-specific plan for repeat of ovarian palpation
examinations for quality assurance purposes. The plan must be submitted to
the NCI for review prior to the initiation of screening. In addition, each SC will
report the results of quality assurance of the examiners to the NCI on a semi-
annual basis. Information to be reported includes the number of examinations
(negative and abnormal) repeated by the QA examiner and the level of agree-
ment between the examiner and the QA examiner.
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15.0 TRANSVAGINAL ULTRASOUND EXAMINATION 
PROCEDURES

15.1 Overview
A transvaginal ultrasound (TVU) examination will be performed on all female
participants in the intervention arm at each screening visit (T0-T3). Screening
Centers (SCs) are responsible for scheduling the participant for the examina-
tion, performing the examination, and documenting the performance and
results of the examination. This chapter describes these procedures. It also
provides the PLCO protocol for examiner training and certification and quality
assurance procedures for the TVU exam.

15.2 Scheduling Transvaginal Ultrasound Examinations
The TVU examination will be scheduled as part of the baseline and annual fol-
low-up visit for each female participant in the intervention arm of the trial.
Procedures for scheduling screening visits are discussed in Chapter 6.0 (base-
line visit) and Chapter 7.0 (annual follow-up visits).

If a participant has had one or both ovaries either partially or completely
removed, and the removal was not a follow-up to ovarian cancer, the TVU
examination will be performed according to the following guidelines:

• Women with ovaries or who are unsure of whether or not they have
ovaries will be offered the TVU examination in each of the four years of
screening.

• Women who report bilateral oophorectomy before entrance into the
study will not be offered the TVU examination in any study year.

• Women who report bilateral oophorectomy after entrance into the
study will no longer be offered the TVU examination in the current
study year (if the exam has not already been performed) or in any sub-
sequent study years.

The status of the participant’s ovaries will be based on spontaneous self-report
only. The SC does not need to ask the participant if her ovaries are intact, nor
to obtain written medical record documentation of bilateral oophorectomy. In
the case of a woman who reports bilateral oophorectomy but requests a TVU
examination, the SC should not perform the exam.

If the SC becomes aware that a woman who previously reported bilateral
oophorectomy, does have one or both ovaries partially or fully intact, the SC
should resume offering the TVU examination.

The protocol for the TVU requires that this examination be performed prior to
the flexible sigmoidoscopy (applies to the T0 screening visit only). In the rare
event that the FSG and TVU are performed on different days, the TVU may be
performed either before or after the FSG. 

The PLCO protocol requires that every attempt be made to reschedule the
examination if it is inadequate or cannot be performed for some reason other
than ovarian cancer or bilateral oophorectomy. If possible, the visit should be
rescheduled before the end of the participant’s activity window. However,
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duplicate exams performed for QA purposes should not be repeated even if
they are inadequate. 

15.3 Transvaginal Ultrasound Protocol
This section presents the PLCO protocol for the TVU examination. It discusses
equipment specifications, participant preparation, examination procedures,
interpretation of results and reporting of medical complications. This protocol
was developed and approved by the NCI and the PLCO Steering Committee.
Each SC is required to follow the protocol. Situations in which the SC cannot do
so must be reported to the NCI. The Protocol for Transvaginal Ultrasound
Examination is presented as Appendix J-15-1.

15.3.1 Equipment Specifications
The TVU will be performed using a 5-7.5 MHz transvaginal probe. Doppler
color imaging should not be used during a PLCO TVU examination. TVU equip-
ment must meet FDA guidelines and institution and state licensure regulations.
Photo documentation capability is also required. A photograph or thermal print
of each adnexal area in transverse and lateral planes will need to be obtained
for documentation and will be retained as part of the permanent record. Photo
documentation should be obtained regardless of whether or not the ovaries
were visualized. It is acceptable to store transvaginal ultrasound images on
thermal paper and radiographic film. Digital storage is also acceptable but a
back-up copy should also be maintained. The storage method should meet
requirements of 20-year storage with no decrease in the quality of the image
and with capability to retrieve a film or paper image at any time during the 20-
year storage period. The SC must send documentation of equipment specifica-
tions to the NCI. This should be done before data collection begins and when-
ever equipment is replaced during the course of the trial. 

15.3.2 Participant Preparation
Several steps in the process of participant preparation will be standardized
across all SCs. The participant will be told that the examination is a screening
examination for ovarian cancer, not a routine examination, and that she
should consult her physician for evaluation of any symptoms and for routine
medical care. When appropriate, the participant will also be told that a second
examiner may repeat the examination for quality control purposes.

Finally, the participant will be told that she will receive written documentation
of the results of all her screening examinations within approximately three
weeks. If the SC plans to report preliminary results to the participant, the par-
ticipant will also be told this in advance of the examination. 

The participant will be instructed to empty her bladder prior to the examina-
tion and the procedure will be briefly explained by the sonographer. 

A sample script to present the information discussed above follows:

Your bladder should be empty. The exam involves the insertion of a 
small probe, which is covered with a protective sheath, into the vagina. 
The probe lets me see your pelvic organs. The sensations from the 
probe and the speculum used for a Pap smear are very similar. Some-
times, participants experience some discomfort during this part of the 
test. To make sure that the test results are correct, a second sonogra-
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pher or doctor may ask your permission to repeat the exam. Your test 
results will be sent to your home within three weeks.

15.3.3 Examination Procedures
The examiner will image both the left and right adnexal area in two planes and
will record the transverse, longitudinal, and anteroposterior diameters for both
the left and right ovary. The examiner will search no less than five minutes per
ovary for each ovary to ensure an adequate search for the ovaries; however, if
the iliac vessels are visualized and no ovaries are visualized, the examiner
may conclude the search for the ovaries. The examiner will photograph both
ovaries in two perpendicular planes (four images total).

If the examiner (sonographer) requires assistance in performing an adequate
examination, a physician consultant will be called to perform the examination.
The results of the physician’s examination, not the examiner’s, will be docu-
mented on the screening examination report form.

An examination will be judged inadequate if it cannot be carried out due to:

• participant discomfort or pain;

• participant refusal;

• inability to insert the probe;

• equipment malfunction;

• bowel interference; or

• some other condition.

When appropriate, the SC should make every attempt to reschedule inade-
quate examinations. If possible, the examination should be rescheduled before
the end of the participant’s reporting window. A QA exam with an inadequate
result should not be repeated as a PLCO screening exam or as a PLCO QA
exam. 

15.3.4 Interpretation of Findings
The examination result should be an interpretation of the examination findings
only. The participant’s prior medical history or prior PLCO examination findings
should not be considered when assigning an examination result. 

The following definitions of negative and abnormal results are provided. These
definitions will be used by the examiner in recording the findings on the exam-
ination form.

• Positive Screen (Referral Required): The prolate ellipsoid formula
(width x height x thickness x 0.523) will be used to calculate the vol-
ume of each ovary and/or cyst. For cysts, the maximum diameter will
be used in volume calculations [(max. diameter)3 x 0.523)]. An abnor-
mal (positive) transvaginal ultrasound will consist of one or more of the
following features:

< any ovary or cyst greater than 10 cubic cm in volume;

< any solid area or papillary projection extending into the cavity of a
cystic ovarian tumor of any size;

< any mixed (solid/cystic) component within a cystic ovarian tumor.
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• Negative Screen-No Abnormalities: An examination in which no abnor-
malities of any kind are found (regardless of whether or not the ovaries
are visualized).

• Negative Screen-Other Abnormalities (Referral Optional): An examina-
tion which reveals one or more abnormalities that do not satisfy the cri-
teria for a positive screening examination.

Note: If the examiner notes a nabothian cyst, defined as a cyst of the
nabothian gland (located in the cervix), the examiner can make the
decision whether or not to code the result as either Negative Screen -
No Abnormalities or Negative Screen - Other Abnormalities. 

15.3.5 Referral of Participants for Abnormal Results
Negative and abnormal findings will be reported to the participant. Abnormal
findings that are suspicious for cancer will also result in the participant being
referred to a physician of her choice. The examiner will determine whether or
not a referral is needed for abnormal findings that are not suspicious for can-
cer. Each SC will institute procedures for referring participants to appropriate
physicians (see Chapter 6.0).

15.3.6 Reporting Medical Complications
Medical complications of the procedure that occur while the participant is at
the SC will be documented on the examination form. Serious medical compli-
cations that occur prior to the participant’s arrival at or after his departure
from the SC will be documented on the Report of Adverse Events for NIH-
Sponsored Clinical Trials (RAE) (Appendix A-17-11). The CC will provide infor-
mation on medical complications to the NCI for monitoring purposes. The SC
must also monitor medical complications so that appropriate action can be
taken should any problems become apparent.

15.4 Documenting Performance and Results of the Transvaginal 
Ultrasound Examination
The performance and results of the TVU examination will be reported on the
Transvaginal Ultrasound Screening Examination Form (Appendix A-15-
1). A photograph or thermal print out of each ovary or adnexal area in trans-
verse and longitudinal planes will be made and retained as part of the perma-
nent record. The Participant Control Record (see Chapter 6.0) will also be
used to summarize information about the examination, including the examina-
tion result and the level of referral (i.e., the severity of the abnormality, if any,
and whether or not the SC recommends follow-up for this examination). 

15.4.1 The Transvaginal Ultrasound Screening Examination Form
The TVU Screening Examination Form will be used to document the results of
the examination. The form provides documentation of the fact that the exami-
nation was performed, whether the examination was adequate or inadequate,
whether the results were negative or abnormal, and a description of abnormal
findings. The administrative section on the top of the first page of the form will
be completed by the SC coordinator. Parts A, B, and C of the form will be com-
pleted by the examiner. In some SCs another examiner (such as a radiologist)
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will interpret the findings. In such cases, the sonographer will complete Parts A
and B, and the second examiner will complete Part C.

Specifications for the TVU Screening Examination Form are provided in Appen-
dix A-15-1. It is the responsibility of the SC Coordinator to train the examiner
and the trainer in the use of this form.

15.4.2 Data Entry
After the examination form is completed, the SC Coordinator will manually edit
it. Any data retrieval with the examiner will be performed as expeditiously as
possible. The examination form and the Participant Control Record will be
receipted into the SMS, and the examination form will be scanned in its
entirety into the DEES. SMS receipt may be performed interactively or via the
DEES to SMS update function (see Chapter 17.0).

15.4.3 Reporting Results of the Transvaginal Ultrasound Examination
As described in Chapter 6.0 and Chapter 7.0, within three weeks of the screen-
ing visit, the SC will send the participant and the participant’s physician of
choice the results of the TVU examination. This reporting will be accomplished
using the Screening Test Results Report (STRR) or the SC’s version of the
STRR. The SC may, if desired, report the detailed findings from the examina-
tion using the Screening Examination Report for the Transvaginal Ultrasound
Examination (Appendix B-15-1: Screening Examination Report - Transvaginal
Ultrasound). This report is generated from DEES and is a decoded or “English”
version of the opscan form. The SC may also design its own materials for
reporting detailed findings. All such materials must be approved by the NCI
prior to implementation at the SC.  Refer to Chapter 6.0 and Chapter 7.0 for a
detailed discussion of results reporting activities.

15.5 Examiner Qualifications, Training, and Certification
The TVU examination requires a trained examiner. The minimum qualifications
for the examiner and the PLCO training protocol are discussed in this section.

15.5.1 Minimum Qualifications for Examiners
The TVU examiner for the PLCO Screening Trial must be a sonographer who is
registered by the American Registry of Diagnostic Medical Sonographers
(ARDMS), has passed the OB/Gyn section of the ARDMS certification examina-
tion, and has performed 50-100 prior transvaginal ultrasound examinations. If
the examiner is a physician, s/he must be adequately trained in transvaginal
ultrasonography as determined by the Principal Investigator. The SC must
report the qualifications and licensure of each examiner to the NCI by submit-
ting a completed Record of Experience, Credentials and Training (ECT - Appen-
dix A-17-5). The ECT must be approved by the NCI prior to the initiation of
data collection activities. For any individual who is not a sonographer regis-
tered by the ARDMS, the SC Principal Investigator must document adequate
training and experience in a letter to be submitted with a completed ECT to
NCI.

15.5.2 Minimum Qualifications for QA Examiners
The QA examiner will be either a PLCO TVU trainer (see below) or a PLCO TVU
examiner who has performed at least 240 PLCO TVU exams in the prior 12
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months (average 20 per month) and detected one or both ovaries in at least
60 percent of those examinations deemed adequate. The Screening Center will
report the qualifications and licensure or board certification of each QA exam-
iner by submitting a completed Record of Experience, Credentials and Training
(ECT - Appendix A-17-5) with copies of the appropriate diplomas, certificates
and/or licenses. For any individual who is not a board certified radiologist with
specific training in ultrasonography, the SC Principal Investigator must docu-
ment adequate training and experience in a letter to be submitted with a com-
pleted ECT to NCI. The ECT must be approved by the NCI prior to the initiation
of QA activities. The TVU QA examiner status should be renewed at annual
intervals.

15.5.3 Minimum Qualifications for Trainers 
The sonographer will be trained by a board certified radiologist with specific
training in ultrasonography (trainer). The Screening Center will report the
qualifications and licensure or board certification of each trainer to the NCI by
submitting a completed Record of Experience, Credentials and Training (ECT -
Appendix A-17-5) with copies of the appropriate diplomas, certificates and/or
licenses. For any individual who is not a board certified radiologist, the SC
Principal Investigator must document adequate training and experience in a
letter to be submitted with a completed ECT to NCI. The ECT must be
approved by the NCI prior to the initiation of training.

15.6 Examiner Training and Certification
Sonographers must be registered by the American Registry of Diagnostic Med-
ical Sonographers must have performed 50-100 TVU exams and must be ade-
quately trained in transvaginal ultrasonography as determined by the Principal
Investigator. No other certification will be required. Examiners will display
competence by successfully performing examinations accurately during train-
ing. 

The SC Coordinator will be responsible for training the examiner and the
trainer in the use of the study forms and SC administrative procedures. The SC
must report the results of examiner training and certification to the NCI using
the Record of Experience, Credentials and Training (ECT).

15.7 Examination Standardization and Quality Control
For minimum quality standards to be maintained for the TVU, every reason-
able attempt will be made to image and photograph both ovaries in two per-
pendicular planes, (four images total). The examiner must provide
documentation of ovarian dimensions (if ovaries are successfully visualized).
In those participants who have previously had an ovary removed, a complete
examination will include visualization of the remaining structures. Inability to
visualize the ovaries, after every reasonable attempt, will be considered an
adequate examination with negative findings. In some examinations, the
examiner can only visualize some or part of one ovary, therefore s/he cannot
calculate ovarian volume. Such examinations should be considered inadequate
unless morphologic abnormalities that are considered “abnormal suspicious”
are visualized. In such cases, the result of “AS” should take precedent. If no
abnormalities are visualized, or if abnormalities that are not suspicious of can-
cer are visualized, then the examination should be considered inadequate.
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Quality control of the equipment will be assured by each institution’s compli-
ance with a maintenance program as dictated by state licensure regulations.

Each month, 14 screening tests will be repeated by QA examiner or trainer.
The number of exams to be repeated or reviewed as well as the method for
their selection are determined by NCI through consultation with each Screen-
ing Center (see APPENDIX L: PLCO Quality Assurance Plan). If in the process
of selecting exams for QA review/repeat, an exam with a result of Inadequate
(IN) is chosen, the QA exam should not be performed. Such exams should not
be selected for QA because the original reason for inadequacy may be out of
the examiner’s control and lead to further inadequate exams. 

To assist the QA process, a form is provided on which the QA examiner will
record his/her findings. This form is the same as the TVU Screening Examina-
tion Form, except that it is titled Transvaginal Ultrasound Screening
Examination Form Quality Assurance (Appendix A-15-2), and is printed in
orange to help distinguish it from the original exam form. The SMS allows for
the receipt of the QA form and the data from the QA form can be scanned into
the DEES to facilitate comparison. 

If the repeat examination/review does not have the same findings as the first
examination, referral will be made based on “worst case” abnormal findings,
regardless of whether the original examiner or the QA examiner found the
abnormal result. The following hierarchy exists for reporting worst case
results: First, the referral level is taken into account (1-4, with a 1 being the
highest level of referral.) Second, the diagnosis hierarchy is defined as AS, AN,
NG, IN, and RP. For example, if one examiner finds the exam negative with a
referral code of 4 (NG-4) and the other finds it abnormal, not suspicious with a
referral code of 3 (AN-3), the result will be reported based on the highest
referral level and the highest diagnosis code (AN-3).

Because reporting to the participant is required within three weeks of the visit,
it is important that the QA examination be completed in a timely manner so
that reporting can take place within the designated time period. 

As outlined in the PLCO Quality Assurance Plan (APPENDIX L), it is the respon-
sibility of the SC to develop an SC-specific plan for repeat of TVU exams for
quality assurance purposes. The plan must be submitted to the NCI for review
prior to the initiation of screening. In addition, each SC will report the results
of quality assurance of the examiners to the NCI on a semi-annual basis.
Information to be reported includes the number of examinations (negative and
abnormal) repeated or the number of films reviewed by the QA examiner and
the level of agreement between the examiner and the QA examiner.
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Additional Procedures for Collection of Pathology Tissue are under Development.
16.0 COLLECTION OF PATHOLOGY MATERIAL AND 
PATHOLOGY DATA REVIEW

16.1 Central Review of Pathology Slides
The pathology slides will be stored at the Central Repository and will be exam-
ined periodically throughout the year by the central Pathology Data Review
Committee, a team of NCI designated pathologists. The central committee will
histopathologically review all slides for confirmation of a PLCO cancer. If signif-
icant discrepancies are found between the central committee results and the
local pathologist results, the central committee will review both the pathology
report and the original cut slide that confirmed the cancer diagnosis. The cen-
tral committee will attempt to resolve all discordant cases.

When cases are discordant and the pathology report and original slide are nec-
essary for review by the central committee, the Central Repository Coordinator
will contact the SC Coordinator to request a copy of the pathology report and
the original cut slide. Original cut slides will be returned to the local patholo-
gist, if required.

16.2 Obtaining Pathology Slides from Local Pathologists
It will be the responsibility of the SC Coordinator to arrange with the local
pathologists to obtain pathology slides. The steps to be followed include:

• Pathology slides of all confirmed PLCO cancers found during the course
of the trial will be obtained from appropriate pathologists/hospital
pathology department (here referred to as the “local” pathologist).

• The SC Coordinator will contact the local pathologist to request permis-
sion to obtain one stained slide prepared by the local pathologist for
routine examination and determination of histology. The SC Coordina-
tor will request a representative slide that supports the diagnosis of
cancer and can be permanently retained for the trial. It is expected that
the slide will be a recut, since the local pathologist will likely not release
the original slide for permanent retention.

• The SC Coordinator will request that the slide be marked to indicate
that it is a recut slide. (If the original slide is later needed for review
(on loan) it will be necessary to indicate that it is an original slide.)

• The slide will be assigned a sample ID number and receipted into the
SMS (see Section 16.4). 

• The slide will be labeled and stored in a storage box until shipped to the
Central Repository (see Section 16.5).

• Slides will be shipped quarterly to the Central Repository (see Section
16.6).

• If the results are discordant between the Central Pathology Data
Review Committee and the local pathologist, the SC Coordinator will be
asked to obtain the original slide for central review. 

• Original slides which need to be returned to the local pathologist will
not be labeled with a sample ID. These slides will be receipted by the
identification number assigned to them by the local pathologist. Only
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slides for permanent retention will be assigned a sample ID number.
The Central Repository Coordinator will return original slides to the SC
after the review is completed. The SC Coordinator will receipt all
returned original slides in the SMS. (Note: Receipt of slides and related
information is not available from the SMS.)

16.3 Labeling and Receipting Pathology Slides
Each SC will use the SMS to generate a series of self-stick bar code labels that
will be used to label all pathology slides. A unique sample ID will be assigned
to each slide obtained for permanent retention. The sample ID will be a nine
character ID number. The format will be two alpha characters, followed by four
numeric characters (unique sequential sample identifier), followed by three
numeric characters (type of cancer). A representation of the sample ID labels
is presented below:

AA-NNNN-001 = Prostate Cancer Slide

AA-NNNN-002 = Lung Cancer Slide

AA-NNNN-003 = Colorectal Cancer Slide

AA-NNNN-004 = Ovarian Cancer Slide

In addition to attaching a sample ID label to the slide itself, a copy of the label
should be attached to the letter/form which was received from the local
pathologist accompanying the slide. A Participant ID label should also be
placed on this form. This step will provide hard copy documentation of the link
between the two identification numbers.

To avoid wasting labels, a sheet of labels will be generated for each type of
cancer at one time. Each sheet will contain enough labels for 144 slides.
Whenever a new slide for the particular type of cancer is received, the next
sequential label from the appropriate sheet of labels should be used.

As stated above, when review committee results are discordant, the original
slide will be requested, on loan. Original slides will not be labeled with a sam-
ple ID since they will not become part of the slide repository. These slides will
be receipted by the slide identification number assigned to them by the local
pathologist.

After the slide is properly identified and labeled, the SC Coordinator will receipt
the slide into the SMS. Items of information to be entered include the sample
ID number assigned (or local pathologist ID number if the slide is an original
which needs to be returned), the date of receipt, and whether the slide is an
original which needs to be returned to the local pathologist. (Note: Receipt of
slides and related information is not available from the SMS.)

16.4 Storing Pathology Slides
Pathology slides will be stored at room temperature until they are shipped to
the Central Repository. Procedures to be followed for storing slides are dis-
cussed below:

• After the pathology slide is receipted in the SMS, the SC Coordinator
will store the slide in sequential order in a slide box. Slide boxes should
hold approximately 25 slides with all slides separated. The recom-
mended storage box is:
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< Plastic Hinged box with 25 slide capacity

< Baxter Scientific Catalog # M6299.

• The slide boxes should be filled as much as possible before shipment.

• Each slide box will be labeled with box labels taken from the series of
self-stick sequentially numbered labels (series number S-xxxx) gener-
ated by the SMS (see SMS User’s Guide/SMS Upgrade Documentation).
The “S” identifies these boxes as containing pathology slides. The next
four characters are the unique identifier number ranging from 0001 to
9999. These labels should be used in sequence.

• Duplicate labels will be generated for each box number. One label will
be placed on the top of the box. The second label will be placed on the
right side of the box as the box opening is facing the labeler.

16.5 Shipment of Slides to the Central Repository
Pathology slides will be shipped quarterly via certified mail to the Central
Repository. A Pathology Slide Transmittal Log will be included for every slide
box in the shipment. All shipments will be confirmed with the Central Reposi-
tory the day of the shipment.

Upon receipt of the pathology slides, the Central Repository Coordinator will
check the shipment to identify missing or damaged slides. The Central Reposi-
tory Coordinator will contact the SC Coordinator to resolve any problems.

The following sections describe the procedures to be followed for pathology
slide shipment.

16.5.1 Preparing Pathology Slides for Shipment
The tasks to be completed by the SC in preparing pathology slides for ship-
ment are as follows:

• Pathology slide shipments will be scheduled for Monday, Tuesday or
Wednesday. Slides should never be shipped to be received at the Cen-
tral Repository on a weekend or a holiday.

• On the day before a scheduled shipment the SC Coordinator will call the
Central Repository SC Coordinator to notify him/her of the upcoming
shipment and to give him/her an estimated date of arrival.

• The SC Coordinator will select the slide boxes to be shipped, then
access the SMS to print the Pathology Slide Transmittal Log
(Appendix B-16-1: Pathology Slide Transmittal Log) and a mailing
label. The Pathology Slide Transmittal Log will list all receipted pathol-
ogy slides which have not yet been sent to the Central Repository. The
SC Coordinator will use the transmittal log to inventory the slides for
shipment. If a slide cannot be located or cannot be shipped for some
reason, the SC Coordinator will access the SMS to update the status for
that slide ID number by deleting the shipping date and adding the
appropriate problem code. A modified transmittal will then be gener-
ated. Refer to the SMS User’s Guide/SMS Upgrade Documentation for
further information on generating the transmittal form and updating
the SMS.
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16.5.2 Packing Shipping Containers
The SC Coordinator will pack the pathology slides for shipment. The packing
procedures to be followed are described below:

• Pack the slide box(es) in a shipping container such as a corrugated
fiberboard box.

• Place several paper towels or some other padding inside the slide
box(es), on top of the slides to cushion the movement of the slides
inside the slide box(es).

• Securely tape the slide box(es) closed.

• Wrap the slide box(es) with bubble or other padded material.

• Place the slide box(es) in the shipping container.

• Fill the space around the box(es) with crumpled paper or other material
so the box(es) will not shift during transport.

• Place a copy of the Pathology Slide Transmittal Log(s) in the shipping
container.

• Seal the shipping container with strapping tape.

• Label the pathology slide shipping container with the following informa-
tion:

< The SC (return) address;

< The address of the Central Repository;

< “Fragile -- Glass -- Handle with Care;” and 

< “Clinical Specimens for Diagnostic Use.”

• File a copy of the Pathology Slide Shipping Transmittal Log(s) in the SC
files.

• The SC Coordinator will send the slides by certified mail to the Central
Repository.

• The SC Coordinator will record the certified mail tracking number for
each shipping container on the SC file copy of the Pathology Slide
Transmittal Log(s) produced for that container.

16.5.3 Shipping Address and Contact Information
• The address of the Central Repository is as follows:

(address to be determined)

• The name and telephone number of the Central Repository Coordinator
is:

(name and phone number to be determined)

16.6 Receipt of Pathology Slides at the Central Repository
Upon receipt of the pathology slides at the Central Repository, the Central
Repository Coordinator will complete the “Date of Receipt,” “Time of Receipt,”
and “Number of Slides Received” items on the Pathology Slide Transmittal Log.
The Central Repository Coordinator will also check to ensure that all slides
have been delivered intact and that all slides are labeled.
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If the shipment is not received on schedule, or if there are any problems such
as discrepancy between transmittal and slide box or broken slides, the Central
Repository Coordinator will complete the “Problem with Slides” item on the
transmittal and will call the SC Coordinator to resolve the problem. If neces-
sary, the SC Coordinator will contact the local pathologist to obtain a replace-
ment slide.

16.7 Monitoring Pathology Slide Procurement Activities
The SC Coordinator can monitor the procurement of pathology slides through
the SMS. The following report will provide relevant information:

Open Forms Report (Appendix B-17-8: Open Forms/Specimens 
Report): This report lists delinquent or outstanding forms by Participant 
ID. Although not technically forms, pathology slides will be included on 
this report.

16.8 Reporting the Results of Slide Procurement
The results of slide procurement activities will be sent to the Coordinating Cen-
ter through the transmission options in the Network Administration module of
the PLCO computer system. (See the Network User’s Guide/Network Upgrade
Documentation for more information.)
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17.0 GUIDELINES FOR SCREENING CENTER 
MANAGEMENT

17.1 Overview
The Screening Center (SC) Coordinator has overall responsibility for the man-
agement of the Screening Center. These management tasks include staffing,
scheduling and documenting data collection activities, record keeping,
requesting information, processing study data, shipping, transmitting data to
the Coordinating Center (CC), coordinating activities with satellite centers,
monitoring SC activities, and quality assurance.

This chapter describes the SC management activities and the tools provided to
perform these activities.

17.2 Staffing the Screening Center
Each SC is responsible for providing staff to recruit and screen participants,
process forms and specimens, perform cancer and vital status confirmation,
perform quality assurance measures, and manage SC activities. While each
Investigator may hire staff as s/he sees fit, it is suggested that the following
personnel be available at each SC:

• SC Coordinator;

• Examiners [physician or non-physician];

• Phlebotomist/Laboratory Technologist;

• Data Manager;

• Data Entry Clerk;

• General Office Staff;

• Lead Medical Record Abstractor;

• Medical Record Abstractor;

• Medical Coder (Nosologist); and

• Physician Consultants in Gynecology, Urology, Gastroenterology, and
Radiology.

17.2.1 Screening Center Staff Responsibilities
The following is an overview of the responsibilities of the SC staff, presented
by functional title. The responsibilities described under each title may not be
discrete, i.e., tasks within different titles may be performed by one individual.
The functional titles are used throughout this manual for convenience in
describing activities.

• SC Coordinator:

The SC Coordinator has overall responsibility for all SC data collection
and processing activities and will be the main contact point for interac-
tion with the NCI, the CC, UCLA and the Biorepository. The SC Coordi-
nator will train or supervise the training of staff to perform their
assigned duties and will oversee personnel and administrative proce-
dures within the SC. 
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• Examiners: 

It is the responsibility of the examiners to: 

< Perform screening tests on intervention participants;

< Complete a screening examination data collection form for each
examination; and

< Provide information to participants and answer participant ques-
tions about the examination.

• Phlebotomist/Laboratory Technologist:

The blood collection and processing functions may be performed by one
or more staff members. 

It is the responsibility of the phlebotomist to:

< Draw blood from intervention participants for the PSA and CA-125
blood tests, the Biorepository, and the Processing Laboratory.

It is the responsibility of the lab technologist to:

< Process blood samples according to PLCO protocol; and

< Package blood samples for shipment to UCLA, the Biorepository,
and the Processing Laboratory.

• Data Manager:

Each SC may have a slightly different role for their Data Manager but
the main responsibility for this staff member should be to monitor the
processing of the study data. The Data Manager should work with the
SC Coordinator to monitor all receipt, scanning, coding, editing, ship-
ping, and general processing of study data.

• Office Staff:

It is the responsibility of the office staff to assist the SC Coordinator
with all SC activities. In particular, clerical staff may be employed to
schedule appointments, receipt forms and specimens, operate optical
scanning equipment, and to perform mailing and telephone follow-up
activities.

• Lead Medical Record Abstractor:

Each SC should have a designated Lead Medical Record Abstractor. The
responsibilities of the Lead Abstractor will include staffing, training,
quality assurance, and communicating with SC staff (Coordinator, PI,
Collaborating Physicians) and the CC. It is the responsibility of the Lead
Abstractor to monitor the results of the External Quality Assurance pro-
cess and re-train staff as necessary. See the Medical Record Abstract-
ing Quality Assurance (MRQ) Plan (APPENDIX L) for more details on the
External Quality Assurance process. 

• Medical Record Abstractor:

It is the responsibility of the medical record abstractor to:

< Obtain the necessary medical records for all participants with a pos-
itive screening examination and/or diagnosis of a PLCO cancer;

< Abstract information from the medical records onto the appropriate
Diagnostic Evaluation and/or Treatment Information forms;
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< Abstract information from the medical records onto the Other Can-
cer Form; and

< Obtain the TNM staging for each PLCO cancer diagnosed.

< The medical record abstractor should have knowledge of medical
record terminology, anatomy, physiology and concepts of disease in
addition to basic medical coding instruction. The abstractor must
also have a minimum of 2 years on the job experience abstracting
medical records. The abstractor should also be trained on the PLCO
forms.

• Nosologist:

It is the responsibility of the nosologist to:

< Code medical diagnoses from the medical record or as reported by
the physician using the ICD-9 CM and ICDO-2 coding schemes, and
to code the TNM staging when it is not available in the medical
record.

The nosologist (medical coder) should have a medical background,
including knowledge of medical terminology, anatomy and physiology,
and concepts of disease, in addition to basic medical coding instruction.

The nosologist should also possess one or more of the following creden-
tials:

For ICD9-CM coding (in order of desirability): 

1. Certified Coding Specialist (CCS) - This individual has obtained suf-
ficient coding expertise either through education, experience, or a
combination of the two to pass an advanced coding exam and
become certified. 

2. Accredited Record Technician (ART) - An ART has at least an Associ-
ate’s degree in Medical Record Science and has passed an accredi-
tation exam. This individual must meet ART continuing education
requirements to maintain accreditation. 

3. Registered Record Administrator (RRA) - An RRA has at least a
Bachelor’s degree in Medical Record Science, has passed a registra-
tion exam. This individual must meet RRA continuing education
requirements to maintain registration. If a person is an RRA and is
currently doing medical coding, then s/he may be qualified to con-
duct medical coding. If, however, an RRA is doing supervisory work,
then s/he is may not be up-to-date on medical coding. 

For ICD-O coding and TNM staging:

1. Certified Tumor Registrar (CTR or CTR-eligible) - A CTR is an indi-
vidual who has passed the Certification Examination for Cancer
Registrars which is offered by the National Board for Certification of
Registrars (NBCR). To maintain a certified status, a CTR must meet
current continuing education requirements of the National Cancer
Registrars Association (NCRA). To be eligible to take the Certifica-
tion Examination, an individual must meet one of the following
requirements as of the test date:

< Two years full-time equivalent experience in the cancer registry
field.
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< Successful completion of a college level curriculum in cancer data
management/cancer registry, and a work experience component
composed of 120 hours in a CTR staffed computerized cancer regis-
try or 240 hours in a non-staffed CTR staffed computerized cancer
registry.

< One-year full-time equivalent experience in the cancer registry field
and successful completion of college level curriculum in medical
records, nursing, or other allied health field.

< One-year full-time equivalent experience in the cancer registry field
and credentialed or licensed status in a recognized allied health field
as determined by NBCR.

• Physician Consultants:

It is the responsibility of the physician consultants to:

< Provide advice and assistance to the examiners; and

< Perform quality assurance checks of screening examinations.

17.2.2 Training/Certification of SC Staff
The CC is responsible for training the SC Coordinators in the protocol and pro-
cedures for conducting the trial. The primary reason for training the SC staff is
to ensure that the protocol is clearly understood and that standard procedures
are followed across all SCs. Central training sessions conducted by the CC offer
the opportunity for hands-on practice with reference materials, data collection
instruments, blood processing protocols and equipment, and computer hard-
ware and software.

The CC conducted an initial training session for SC Coordinators prior to the
start of the pilot study. The purpose of this training was to familiarize the SC
Coordinators with the requirements of the study and the systems that were
implemented to support SC activities. Installation and training on the com-
puter systems took place after the initial SC Coordinator training, on-site. Each
SC submitted a comprehensive training and certification plan to the NCI at the
start of the study. Periodic retraining sessions have taken place since the main
study began. Training sessions may also be targeted at specific groups such as
medical record abstractors, data managers, or medical technologists. For
example, in accordance with the MRQ Plan (APPENDIX L), the CC will hold an
annual training/workshop for the medical record abstractors and nosologists. 

The SC Coordinator has ongoing responsibility for training all staff on form use
and administrative procedures. In addition, the SC Coordinator must arrange
for training of non-physician medical personnel on the performance of the
screening examinations. Training/certification requirements for examiners are
described in the protocols for the screening examinations. The training and
certification processes for medical record abstractors and nosologists are out-
lined in the MRQ Plan (APPENDIX L.)

For each examiner or trainer, the SC Coordinator must submit a completed
Record of Experience, Credentials and Training (ECT) (Appendix A-17-5)
to the NCI for review. This documents the examiner or trainer’s qualifications
to perform screening examinations for the PLCO trial. For each medical record
abstractor or nosologist, the SC Coordinator must submit a completed Record
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of Credentials, Medical Record Abstractor and Nosologist Registration
Form (CAN, Appendix A-17-10) to the NCI for review. Staff must be deemed
qualified by the NCI before they may perform duties for PLCO. 

17.2.3 Staff Identification Numbers
After a staff member has been trained (and certified, in the case of examiners)
and approved by NCI, s/he will be assigned an identification number through
the System Administration module of the SMS. The 4-digit ID number will
allow the SC considerable flexibility in assigning blocks of numbers to certain
types of staff, if desired. For example, the SC coordinator may wish to assign
all examiners ID numbers which start with “1,” all office staff ID numbers
which start with “2,” etc.

Each staff ID will be a unique identifier throughout the trial. This ID will be
recorded on all study forms completed by the staff member. This ID, once
assigned, cannot be deleted or reassigned to someone else. This is necessary
in order to maintain the link between staff members and the study data they
collected or processed.

In order to process PLCO examination data in the computer system, the exam-
iner ID on each data collection form must be valid. If an error occurs and an
examination is performed by a “non-PLCO” examiner, the occurrence is a pro-
tocol violation and should be reported as such (See Section 17.14). A non-
PLCO examiner is any examiner for whom a Record of Experience, Credentials
and Training (ECT) has not been submitted and who has not been approved by
the NCI. In such situations, the non-PLCO examiner should be assigned a staff
ID. The indicator “non-PLCO” should be entered as the position title for the
examiner. The examiner should be prohibited from performing additional
examinations until s/he is approved by the NCI.

The SC Coordinator will assign each staff member an ID number through the
“Staff” option in the Administration module of the SMS. In the staff table, the
staff member’s position should be abbreviated as described in the list of staff
positions in APPENDIX G. If the staff member holds multiple positions, all of
them should be recorded. The SC Coordinator will control the issuance of IDs
and the level of system access allowed to each staff member. Some staff
members may never directly use the system. Some may be assigned “read
only” access. Others will have full access, including the ability to randomize
participants in the trial. The level of access is controlled by the SC Coordinator
through the assignment of an access code to the individual staff member.
Refer to the SMS User’s Guide/SMS Upgrade Documentation for more informa-
tion on assigning access rights.

The SC Coordinator will monitor staff ID assignment using the Staff Report
(Appendix B-17-1: Staff Report). This report lists the staff ID, satellite center
affiliation (if any), name and position. The SC Coordinator should update the
Staff ID information to reflect changes in positions and the departure or arrival
of staff members. After a staff member leaves the PLCO Trial, his/her Staff ID
should be flagged (*) as no longer active.

17.3 Overview of Computer Systems Provided by the 
Coordinating Center

Computer systems will be provided by the CC to support the following SC
activities:
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• Recruitment;

• Randomization;

• Receipt control of forms and samples;

• Data entry and editing of forms;

• Study management activities, including expectations, participant status
and tracing;

• Shipping of samples and forms; and

• Transmission and receipt of data files between SCs, the CC, UCLA, NCS,
McKesson, the Biorepository, and the Processing Laboratory.

The PLCO computer system, PLCOnet, is a network of four or more worksta-
tions, a server and two printers. PLCOnet will be used to support the above
activities. Study management activities will be supported by the Study Man-
agement System (SMS). Data entry and editing of forms will be supported by
the Data Entry and Editing System (DEES).

Note: In May, 2004 the conversion of the SMS to a newer software platform
was completed at all SCs. Some modules providing functionality for phases of
the PLCO study completed prior to the conversion were not included in this
newer version of the SMS. These modules include:

• Tracking and Summarizing Recruitment (TASR)

• Randomization and Enrollment (RAND)

• Obsolete portions of the reporting functions of various modules

The SMS supports the following functions:

• Forms and Specimens Tracking – enables the SC staff to monitor
receipts and shipments of forms and specimens, to follow a partici-
pant’s progress throughout the trial, and to report the participant’s sta-
tus at any given time. Over the entire course of the PLCO Trial,
thousands of forms and specimens of various kinds will be collected and
managed by the SCs. This module provides the tools by which these
forms and specimens will be counted and accounted for at any time
throughout the trial. It will also fulfill the requirements specified for an
expectation system detailing upcoming events and will provide reports
on participant status and trial progress at the SC.

• Management of SMS Telecommunications – provides support for
the transmission of SMS data to and from UCLA, the Biorepository,
NCS, McKesson, and the Processing Laboratory.

• Data Export – provides for the export of selected data items to files
which may be used by the SC to perform customized data queries or to
produce customized reports.

• System Administration – provides for the assignment and tracking of
staff IDs, passwords and access rights.

• Reports – enables the SC staff to generate Management and Produc-
tion Reports, to generate various labels (PID, physician, address, par-
ticipant address, specimen box #, institute, and cards) and to create
user-defined reports against the SMS database.
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DEES was designed to work with an optical scanner to convert forms into elec-
tronic data. Once the data are collected, SCs edit the data to ensure accuracy
and then move critical elements of that data to SMS. DEES also supports the
following functions:

• Data Entry – the manual entry of data that the scanner cannot read
(e.g., verbatim data);

• Data View – the visual inspection and search for scanned data;

• Data Editing – the editing of the scanned data to identify missing or
incorrect information and manual setting of final disposition;

• Reports – the management of:

• scanned data using a series of reporting tools

• user-defined or ad hoc reports

• reprinting of previously-generated reports;

• Data Export – the export of the data to a variety of file formats, which
can then be easily imported and analyzed in any database application;
and

• Update SMS - the transfer of data from DEES to SMS.

The Network Administration module of PLCOnet supports the overall manage-
ment of the computer network. It provides functions such as data backup to
tape, telecommunications, virus checking, and disk review and repair.

Users manuals will be provided to the SC for each component of PLCOnet.
These manuals will detail all capabilities and procedures for using the system
and generating reports, listings and other documentation. These manuals are
titled Study Management System User’s Guide, Data Entry and Editing System
User’s Guide, and PLCO Network User’s Guide.

17.4 Management of Data Collection Activities
For each participant, data collection activities will take place at baseline (T0)
and then annually for approximately 13 additional years (T1-T13). Additional
data collection will take place for participants who are diagnosed with cancer
or who die during the course of the trial. The SC Coordinator is responsible for
managing all data collection activities which were described in detail in Chap-
ters 2 through 16 of this manual. The following sections provide an overview of
the scheduling of data collection activities, making requests for information,
and the procedures for documenting missing data and nonresponse.

17.4.1 Timeframe for Data Collection Activities
In each study year, a variety of activities requiring data collection will be con-
ducted for participants in both the intervention and the control groups. The
intervention participants will be asked to complete a screening visit in each of
the first six years of the study, and all participants will be asked to complete
questionnaires annually for approximately thirteen years. As noted above,
data will also be collected for participants who are diagnosed with cancer or
who die during the course of the trial. As described in Chapter 6.0 and Chapter
7.0, the “reporting period” for collection of baseline data is from randomization
until one month past randomization. The “reporting period “for collection of
follow-up data is from one month prior to the randomization anniversary date
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to one month after the randomization anniversary date. In addition, there is a
delinquency period after each window during which data may be collected, if
necessary. The length of this delinquency period varies by study activity. For
all non-screening study activities, the delinquency period extends until 3
months following the date of randomization or the randomization anniversary
date. For screening activities in the T0 through T4 study years, the delin-
quency period extends until 6 months following the date of randomization or
the randomization anniversary date. For T5 screening activities, this delin-
quency period extends a full 12 months following the anniversary of random-
ization. 

17.4.2 Data Collection Outside the Window
The SC should make every attempt to ensure that participants complete study
activities within the window. This includes randomizing intervention partici-
pants at a time when they will be available during the window for the six years
of screening. Ideally, participants will be screened at 12-month intervals with
the interval being within one month of the randomization anniversary date. If
this is not possible, screens should be scheduled allowing no more than 12
months and no less than 6 months between each screen. The following guide-
lines are for scheduling screening depending on whether the participant
expects to habitually be unavailable for screening during the reporting window.

1. If a participant is unable to be screened during the reporting window
during a single study year, but would like to continue to be screened
during the window in the future, the next visit(s) should be scheduled
within the reporting window.

2. If a participant is unable to be screened during the reporting window in
a single study year and is not sure of future plans, begin scheduling
attempts at the beginning of the reporting window for the next study
year. If it becomes apparent that s/he will not be available for screen-
ing during the window, then attempt to schedule the visit 12 months
after the last screening visit.

3. If a participant has a change of plans after s/he is enrolled, insists on
being screened outside the window and anticipates doing the same in
the following years (such as a “snowbird”), try to screen him/her at
approximate 12-month intervals instead of during the reporting win-
dow.

Note that the system cannot track individuals outside their window and a par-
ticipant will show up on expectations reports in accordance with the reporting
window that is based on his/her randomization date.

The following chart (Exhibit 17-1) lists the study activities. For each activity
the associated forms and data collection timeframes are also listed. 

Exhibit 17-1: Overview of Data Collection Activities and Forms
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Type of Data 
Collection Activity Instruments/Forms Timeframe for 

Data Collection

Recruitment 
Data Collection

Identify Potential Partici-
pants and Screen for Eligibil-
ity

Eligibility Screener Effort Complete

Obtain Informed Consent Informed Consent Form Effort Complete

Baseline Data 
Collection (T0)

Randomize/Enroll Eligible 
Participants

Eligibility Verification Form Effort Complete

Collect Baseline Demo-
graphic and Health History 
Data

Baseline Questionnaire (M/F)
Baseline Locator Form
Dietary Questionnaire (Intervention only)
Diet History Questionnaire (Controls only)

Effort Complete 
(as needed)

Perform Screening Exami-
nations (Intervention only)

Participant Control Record
Blood Collection Form/Blood Test Results (file)
Digital Rectal Screening Exam Form
Flexible Sigmoidoscopy Screening Exam Form
Chest X-ray Screening Exam Form
Transvaginal Ultrasound Screening Exam Form
Comments Continuation Form

Effort Complete 
(as needed)

Document Nonresponse Missing Data Form
Nonresponse Form

Effort Complete 
(as needed)

Annual Data 
Collection (T1-
T5)

Collect Annual Health His-
tory and Update Locator 
Information

Annual Study Update
Followup Locator Form (optional)

From 1 month 
prior to RAD** to 
3 months past 
RAD

Collect Contamination 
Assessment Information 
(Control and Intervention)

Health Status Questionnaire (HSM/HSW) As determined.

Perform Screening Exami-
nations (Intervention only)

Participant Control Record
Blood Collection Form/Blood Test Results (file), 
(T1-T5)
Digital Rectal Screening Exam Form (T1-T3)
Flexible Sigmoidoscopy Screening Exam Form 
(T5 only)
Chest X-ray Screening Exam Form (T1-T3, T3= 
smokers and former smokers) 
Transvaginal Ultrasound Screening Exam Form 
(T1-T3)
Comments Continuation Form

T0 – T4: From 1 
month prior to 
RAD** to 6 
months past RAD
T5: From 1 month 
prior to RAD** to 
12 months past 
RAD

Document Nonresponse Missing Data Form
Nonresponse Form

From 1 month 
prior to RAD** to 
1 month prior to 
next RAD

Collect Dietary Data Diet History Questionnaire (T3 Interventions 
only) 

From 1 month 
prior to RAD** to 
3 months past 
RAD
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Type of Data 
Collection Activity Instruments/Forms

Timeframe for 
Data 

Collection

Annual Data 
Collection (T1-
T5) (continued)

Collect Buccal Cell Sample 
(Control only)

Buccal Cell Collection Kit 0.
1

Ascertain Cancer Status of 
Participants:

Confirm Suspected Can-
cers

Prostate Cancer Diagnostic Evaluation Form
Lung Cancer Diagnostic Evaluation Form
Colorectal Cancer Diagnostic Evaluation Form
Ovarian Cancer Diagnostic Evaluation Form
Other Cancer Confirmation Form
Comments Continuation Form

From report of 
possible cancer 
to 1 month prior 
to RAD**

Collect Cancer Treatment 
Information

Prostate Cancer Treatment Information Form
Lung Cancer Treatment Information Form
Colorectal Cancer Treatment Information Form
Ovarian Cancer Treatment Information Form
Comments Continuation Form

Within 1 year of 
report of cancer

Search Cancer Registries Registries Search List (not yet implemented) Annually

Ascertain Vital Status of Par-
ticipants:

Search National Death 
Index
Acquire Death Certifi-
cates

NDI Search List Every year 

Vital Status Confirmation List As needed

Annual Data 
Collection (T6-
T13)

Collect Annual Health His-
tory 
Update Locator Information

Annual Study Update
Follow-up Locator Form (optional)

From 1 month 
prior to RAD** to 
3 months past 
RAD

Document Nonresponse Missing Data Form
Nonresponse Form

From 1 month 
prior to RAD** to 
3 months past 
RAD

Ascertain Cancer Status of 
Participants:

Confirm Suspected Can-
cers

Prostate Cancer Diagnostic Evaluation Form
Lung Cancer Diagnostic Evaluation Form
Colorectal Cancer Diagnostic Evaluation Form
Ovarian Cancer Diagnostic Evaluation Form
Other Cancer Confirmation Form
Comments Continuation Form

From report of 
possible cancer 
to 1 month prior 
to RAD**

Collect Cancer Treat-
ment Information

Prostate Cancer Treatment Information Form
Lung Cancer Treatment Information Form
Colorectal Cancer Treatment Information Form
Ovarian Cancer Treatment Information Form
Other Cancer Confirmation Form
Comments Continuation Form

Within 1 year of 
report of cancer
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* RD = Randomization Date

** RAD = Randomization Anniversary Date

17.4.3 Requests for Information
Requests for information will be made to participants, physicians, and institu-
tions throughout the course of the trial. There are ten types of requests that
are supported by the SMS:

1. Requests to participants to complete the Protocol Changes Consent
(Chapter 3.0);

2. Requests to participants to complete the Etiologic Studies Consent
(Chapter 3.0);

3. Requests to participants to complete the Diet History Questionnaire
(Chapters 5 and 6) Note: Requests to complete the Baseline Question-
naire, Baseline Locator Form, and Dietary Questionnaire are no longer
available from the SMS;

4. Requests to participants to complete the Annual Study Update (Chapter
7.0);

5. Requests to participants to complete the Follow-up Locator Form
(Chapter 7.0);

6. Requests to participants to complete the Health Status Questionnaire
(Chapter 7.0);

7. Requests to cancer registries to search for PLCO participants (Chapter
8.0) (not yet implemented);

8. Requests to hospitals and physicians for medical records (Chapter 8.0);

9. Requests to the National Death Index for matches with PLCO partici-
pants (Chapter 9.0); 

10.Requests to state vital statistics offices for death certificates (Chapter
9.0); and

11.Note: Requests to control participants to complete the Buccal Cell sam-
ple collection kit is no longer available from the SMS (Chapter 18.0).

The SC Coordinator will use the Requests component of the SMS to generate
lists of participants for whom these requests must be made. Each type of
request is described below:

• Requests to participants to complete the Protocol Changes Con-
sent:

Participants will be included on the PCC Directive (Appendix B-3-1: PCC
Directive/Late Directive) if they were randomized to the Intervention
group before July 1, 1999.

• Requests to participants to complete the Etiologic Studies Con-
sent:

All participants will be asked to complete an Etiologic Studies Consent
(ESC). Participants randomized prior to the 4.1 systems upgrade
(March 1998) will appear on the ESC Directive (Appendix B-10-6: ESC
Directive) after the 5.2 systems upgrade. Participants randomized after
March 1998 will be included on an ESC Directive at the time of random-
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ization. If a request was already made and three weeks have passed
with no receipt of the requested information, a late directive (Appendix
B-10-6: ESC Directive) can be generated which indicates which partici-
pants may require follow-up action. Mailing labels can be generated for
repeat mailings, if needed.

• Requests to participants to complete the Baseline Question-
naire, Baseline Locator Form, and Dietary Questionnaire:

Participants will be included on a Baseline Directive (Appendix B-5-1:
Baseline Directive) as soon as they are randomized into the trial. If the
request for completion of the Baseline Questionnaire, Baseline Locator
Form and/or Dietary Questionnaire has been made and three weeks
have passed with no receipt of the completed forms, a late directive
can be generated which indicates which participants may require some
action (telephone call, repeat mailing). Mailing labels can be generated
for repeat mailings, if needed. Note: Requests to complete the Baseline
Questionnaire, Baseline Locator Form, and Dietary Questionnaire are
no longer available from the SMS.

• Requests to participants to complete the Annual Study Update:

Participants will be included on the ASU Directive (Appendix B-7-1: ASU
Directive - Participant due for New Form) if they are entering their
activity window for study years T1 through T12. If a request was
already made and three weeks have passed with no receipt of the
requested information, a late directive (Appendix B-7-2: ASU Directive
- Late Respondents) can be generated which indicates which partici-
pants may require follow-up action. Mailing labels can be generated for
repeat mailings, if needed.

• Requests to participants to complete the Follow-up Locator
Form:

Although administration of the Follow-up Locator Form is optional, the
SC Coordinator may generate an FLF Directive (Appendix B-7-7: FLF
Directive) to indicate which participants are entering their activity win-
dow for study years T1 through T13. If a request was already made and
three weeks have passed with no receipt of the requested information,
a late directive can be generated which indicates which participants
may require follow-up action. Mailing labels can be generated for
repeat mailings, if needed.

• Requests to participants to complete the Health Status Ques-
tionnaire:

Participants will be included on the HSQ Directive (Appendix B-7-8:
HSQ Directive) if they have been randomly chosen for Contamination
Assessment. If a request was already made and three weeks have
passed with no receipt of the requested information, a late directive
(Appendix B-7-8: HSQ Directive) can be generated which indicates
which participants require follow-up action. Mailing labels can be gener-
ated for repeat mailings, if needed.

• Requests to cancer registries to search for PLCO participants:

The Cancer Registries Request List (Appendix B-8-1: Cancer Registries
Request List, this report has not yet been implemented) will be used to
facilitate a cancer registry submission. It will include all participants for
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whom the SC has not received a death notification or a confirmation of
cancer. The list will contain participant identifiers likely needed for the
submission. (Because one list is being provided for all SCs, it is possible
that it may not meet the specifications of all cancer registries.) The list
can be generated as a hard copy list or as an ASCII file. It is expected
that requests to cancer registries will be made on an annual (or less
frequent) basis.

• Requests to hospitals and physicians for medical records:

Each SC may develop a letter or form to be sent to physicians and hos-
pitals to request medical records. A sample letter for this purpose is
provided in Appendix C-8-2.

The Medical Record Background Report (Appendix B-8-2: Medical
Record Background Report) will facilitate the process of requesting
medical records. This report (one per participant) lists participant and
physician identifying information and information on the reported can-
cer which will be needed to request and review the medical record. It
also lists any participant cancers listed on the Baseline Questionnaire.
The report can be generated for participants for whom a cancer has
been reported and/or cancer confirmation activities need to be carried
out. For example, this report can show participants with outstanding
Diagnostic Evaluation forms (DE), all cancer confirmation forms (OCF),
and Treatment Information forms (TI). Additionally, the report can be
completed for participants who have complete cancer confirmation
activities. 

• Requests to the National Death Index for matches with PLCO
participants:

The National Death Index List (Appendix B-9-1: National Death Index
List) will identify all participants eligible for inclusion in an NDI, or
NDI+, death submission. This includes all participants whose vital sta-
tus is unknown as of the date through which the NDI database is cur-
rently updated. It is expected that submissions to NDI will be made on
an annual (or less frequent) basis.

• Requests to state vital statistics offices for death certificates:

See Section 9.2 for details.

• Requests to participants to complete the buccal cell sample col-
lection kit:

Control participants with signed ESCs will be selected to receive the
Buccal Cell Collection Kit based on the selection criteria outlined in
Chapter 18.0, and will be included on the Buccal Cell Directive (Appen-
dix B-18-1: Buccal Cell Directive/Late Directive). If a request was
already made and three weeks have passed with no receipt of the buc-
cal cell sample at the Biorepository, a late directive (Appendix B-18-1:
Buccal Cell Directive/Late Directive) can be generated which indicates
which participants may require follow-up action. (Note: Requests to
complete the buccal cell sample collection kit are no longer available
from the SMS.)
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The SC Coordinator should determine the appropriate follow-up for each type
of request. In general, two mailings should be followed by telephone contact if
no response has been received. Refer to the SMS User’s Guide/SMS Upgrade
Documentation for detailed instructions for using the Requests module.

17.4.4 Documenting Missing Data
The SC Coordinator will complete a Missing Data Form (MDF) (Appendix A-
17-1) when a participant is unable or unwilling to complete a study activity
before the end of the activity window for that study year. This may be due to a
variety of reasons such as participant refusal, inability to locate the partici-
pant, suspected death of the participant, etc. The MDF includes subcodes to
document additional information about why the activity was not completed.

The Missing Data Form will be completed as follows:

• The SC identifying information will be recorded on the top of the form
and the Participant ID label will be affixed to the form.

• The box for each form that will not be completed will be checked.

• The study year code (T0 - T13) will be recorded.

• The code indicating the main reason for the missing data will be
recorded the appropriate subcode will also be recorded. The possible
reasons are:

1 -Refused Procedure/Activity

5 -Can’t Locate/Contact

6 -Out of Window

7 -PLCO Organ Removed

8 -Other (Specify)

C -Reported PLCO Cancer

D -Deceased

E -Erroneous Report of Cancer

F -Follow-up Colonoscopy Indicated

R -Records Could Not Be Obtained

Specifications for the Missing Data Form are in Appendix A-17-1

• The subcodes indicate additional information for the missing data. For
more information, refer to Appendix A-17-1.

After the form has been completed, it will be receipted into the SMS. This will
“turn off” system expectations for the data collection form that was marked for
the study year that was marked on the MDF. The completed MDF should be
filed in the participant’s study file. See Section 17.6.1 for information on
receipting forms.

In situations where a MDF should be deleted from SMS (i.e., actual study form
received or found or the MDF was completed in error), the SC should delete
the MDF from SMS but keep the hardcopy MDF in the participant’s folder. SC
staff should document on the MDF why the MDF was deleted from SMS and ini-
tial and date the form. 
17-14 PLCO Manual of Operations and Procedures
March 1, 2006



17.4.5 Documenting Nonresponse
When a participant will no longer be participating in any aspect of the study
that involves participant contact, such as screening visits and completing
questionnaires, due to a medical condition, refusal, or because s/he is lost to
contact, the SC Coordinator will complete a Nonresponse Form (NRF) (Appen-
dix A-17-2). (It should be noted that such “lost” participants will continue to
be involved in follow-up activities that do not involve direct contact such as
National Death Index searches, Cancer Registry searches, death certificate
acquisition, etc., unless the participant has withdrawn consent in writing.)

The Nonresponse Form will be completed as follows:

1. The SC identifying information will be recorded on the top of the form
and the Participant ID label will be affixed to the form.

2. The reason for nonresponse will be checked and medical conditions,
refusals and loss of contact will be described in detail in the space pro-
vided.

3. The effective date (i.e., date of refusal, etc.) will be recorded.

Specifications for the Nonresponse Form are given in Appendix A-17-2

If the reason for non-response is refusal, at the time of the refusal, the SC
may attempt to collect data for a final Annual Study Update, even if it is in the
middle of the participant’s study year. However, only one ASU should be com-
pleted per participant per study year (See Chapter 7.0). In addition, the ASU
should be receipted into the SMS prior to receipting the NRF. 

The Nonresponse Form should be completed at the discretion of the SC Coordi-
nator, but its use should be minimized. It should only be used when there is no
reasonable chance that the participant will be willing or able to participate in
study activities in the future.

After the form has been completed, it will be receipted into the SMS. This will
“turn off” system expectations for all activities that involve participant contact.
The completed NRF should be filed in the participant’s study file. See Section
17.6.1 for information on receipting forms.

17.4.6 Documenting a Participant’s Request to Withdraw from the 
Study

If a participant requests to withdraw from the PLCO study, the request should
be honored. However, the SC should not take any action beyond what is spe-
cifically requested by the participant. The SC should have in place a process to
prioritize refusals/withdrawals for refusal conversion. If the SC has thoroughly
reviewed a case and has judged a refusal as irreversible, a Non-Response
Form should be completed to indicate the participant’s category of refusal. The
Non-Response Form will list 3 categories of refusal:

1. No Active Contact with Participant: The participant has refused to
participate in all activities involving participant contact.

2. No Passive Follow-up (or active contact): The participant has
refused to participate in all activities involving participant contact and
has requested specifically that no additional information about him/her
be collected.

3. Participant Withdraws Consent – Remove Information from
PLCO Files*: The participant has refused to participate in all activities
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involving participant contact and has requested that no additional infor-
mation about him/her be collected. The participant has requested, spe-
cifically in writing, that all information already collected be removed
from the PLCO files.

(*The SC should receive a request in writing from the participant for
NRF level 3.)

Following completion of the Non-Response Form, it should be receipted into
the SMS. Receipt of a Non-Response Form will automatically remove the par-
ticipant from any future expectations for examinations, specimen collection or
questionnaires. If the participant is already in the activity window for an exam
or questionnaire, a Missing Data Form must be completed for all current activ-
ities. 

Until further notice, it will be the responsibility of the SC to keep track of any
participants with a Refusal Level 2. The SC should discontinue all follow-up of
these participants. The SC should not attempt to collect medical records or tis-
sue samples. The SC should not attempt to ascertain the participant’s cancer
or vital status. In addition to the Non-Response Form, Missing Data Forms
should be receipted for all forms currently listed as outstanding (i.e. medical
record abstracting forms, etc.)

Until further notice, it will be the SC’s responsibility to send any Non-Response
Form receipted with Refusal Level 3 to the SC Coordinator at the CC. The SC
should send to the CC: 

1. Photocopy of the Non-Response Form 

2. Photocopy of the participant’s letter requesting records be destroyed

3. Photocopy of the SC’s letter to the participant confirming that the data
will be returned/destroyed, etc.

4. Photocopy of the Participant Overview Report.

The CC will initiate procedures to delete the participant information from all
PLCO data files in all locations. Upon completion of the data purging process, a
written report will be sent to the SC Coordinator. It will be the SC’s responsibil-
ity to remove all hard copy documents from the PLCO files and dispose of them
as dictated by the SC institutional IRBs. NCI is also requiring that the SC keep
a copy of all participant documents and return the originals to the participant.
In the event that there is litigation the SC must have a copy of the signed
informed consent and all subsequent documentation.

Note: If the participant has withdrawn permission for biospecimen storage,
either as part of his or her withdrawal from the study or without withdrawing
from the study, the SC must send notification in writing to the SC Coordinator
at the CC. The CC will instruct the Biorepository and UCLA to destroy the par-
ticipant’s samples. Upon completion of this activity, the CC will submit a report
to the SC Coordinator listing all destroyed samples. In addition, the SC should
also destroy any of the participant’s samples that had not yet been shipped to
UCLA or the Biorepository.

Upon receipt of the Non-Response Form with a refusal level of 3 and/or memo
from the SC, the CC will coordinate the deletion of data from any of the appli-
cable sources below.

• The CC will delete all data from SMS and DEES using the script
written for deleting duplicate randomizations. The CC will
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request that the SC send a copy of the report generated during
the online session and to delete any Privacy Act data.

• The CC will delete all applicable data from any of the CC data
collection efforts. Any relevant hardcopy forms will be retrieved
and returned to the SC. These efforts currently include:

< Contamination Assessment (HSW, HSM and receipt control system)

< Dietary Questionnaire (DQX)

< Diet History Questionnaire (DHQ)

< RNA pilot effort

< DHQ/DQX pilot effort

< Buccal Cell pilot effort

< Death Review efforts:
Death Certificate Data File
Death Review Processing and Tracking System (DRPTS)
Cause of Death Questionnaire (CDQ)
Death Review Committee forms

• The CC will coordinate the removal of all data and/or specimens
from:

< IMS

< UCLA

< Biorepository

< Processing Laboratory

< NCS

< Analytic Laboratories

< Buccal Cell Kit Mailing Company

Upon completion of the tasks above, the CC will forward a summary report and
any applicable hardcopy documents to the Screening Center.

17.5 Organization of Study Data
The SC Coordinator has overall responsibility for maintaining participant files.
The following sections describe record keeping and data security measures.

17.5.1 Record Keeping of Hard Copy Data
Each participant in the study must have a file at the SC. This file will be used to
store all documents related to the participant such as:

• Completed Eligibility Screener;

• Signed Consent Form(s);

• Completed Baseline Questionnaire;

• Completed Baseline Locator Form;

• Completed Annual Study Updates;

• Completed Follow-up Locator Forms;

• Completed Screening Examination Forms;
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• Completed Participant Control Records;

• Screening Test Results Reports;

• Result Letters to Participant and Physician;

• DEES Screening Examination Report;

• Missing Data and Nonresponse Forms;

• Completed Medical Record Abstract Forms (Diagnostic Evaluation,
Treatment Information and Other Cancer Form);

• Pathology report, if participant diagnosed with cancer;

• TNM Classification form, if participant diagnosed with a PLCO cancer;

• All medical record documentation for cancer confirmation or death ver-
ification, including autopsy report;

• Other medical documentation (x-ray films, ultrasound films, etc.);

• Death certificate, if participant is deceased;

• Reports of Adverse Events for NIH-Sponsored Clinical Trials (if applica-
ble);

• Administrative Tracking Form (if a randomized ineligible);

• SC Report of Protocol Violation (if applicable);

• Tracing documents;

• Appointment records;

• Unused Participant ID labels and blood sample ID labels;

• Additional correspondence.

It is suggested that all correspondence, tracing documents, and documents
supporting cancer and vital status determinations be labeled with the partici-
pant’s ID. It is also suggested that files be organized in Participant ID order as
many of the study forms will not have the participant name recorded on them. 

Study documents and data may not be stored in the participant’s regular med-
ical record at any hospital or institution with which the SC may be affiliated.
Copies of screening results, however, may eventually become part of a partic-
ipant’s regular medical record as a result of referral of the participant to a phy-
sician for follow-up of an abnormal screening result. Study documents will be
kept for approximately two years after the end of the study and then
destroyed. 

Throughout the life of the PLCO Trial study forms have been and will continue
to be revised to improve data collection and/or to reflect protocol changes.
When new forms are distributed, it is recommended that the SC keep on hand
about 25 of each of the “old” version forms. These old versions may be needed
for the correction or transcription of previously completed forms or simply for
reference purposes.

17.5.2 Storage of Computer System Reports
It is recommended that computer system reports, in particular, edit reports,
be stored according to the following guidelines:

• TASR Production Edits (Session Edit Reports) - at least 2 months
(This effort is complete.);
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• SMS Intra-form Edit - at least 2 months;

• SMS Inter-form Edit - at least 2 months;

• SMS UCLA Blood Transmittals - do not discard - these reports may
be particularly valuable when investigating blood problems;

• DEES Forms Scanned Report - at least 2 months;

• DEES Key Field Error Report - at least 2 months;

• DEES Duplicate Records Reports - at least 2 months;

• DEES Edits - at least 2 months;

• Buccal Cell Reports – at least 2 months;

• All reports created automatically during update to SMS from
DEES (UPDSMS) - at least 2 months; and

• All reports generated by SMS upon download of UCLA data,
especially “Errors on PSA/CA-125 Analysis File - Results
Returned from UCLA with No Corresponding Vial to BCF
Records” Report - do not discard - these reports may be particularly
valuable when investigating blood problems.

Refer to the system manuals and upgrade documentation for more information
regarding these reports.

17.5.3 Data Security
All participant files must be maintained in a locked area at the SC. The SC
Coordinator will control access to this area. In particular, documents contain-
ing participant name and social security number such as the Baseline Ques-
tionnaire, the Annual Study Update, the locator forms, death certificate, and
the Study ID Assignment Report must be access controlled.

Some SCs may wish to use a mailing house to distribute recruitment or other
PLCO materials such as newsletters. Any SC wishing to release participant
information to a mailing house, must first obtain from the mailing house, a
written statement assuring that participant confidentiality will be maintained.
A copy of the statement should be submitted to the NCI and the CC. If the SC
is providing a list or file of names and addresses of potential participants, with-
out any data elements linking the potential participant to enrollment in the
trial, it is not necessary to obtain an assurance of confidentiality.

Access to the study computer systems will also be controlled. As described
above, each SC staff member will be assigned a four-digit ID. The SC Coordi-
nator will be responsible for determining the level of access allowed for each
ID. For example, examiners may only be given read access to the SMS and the
DEES, data entry clerks may be given read/write access to the DEES but no
access to the SMS, and other staff may be given varying levels of access to
both the SMS and the DEES. Refer to the SMS User’s Guide/SMS Upgrade Doc-
umentation for instructions on restricting system access.

In addition, all data files can only be accessed through the CC-provided soft-
ware. The software itself is provided in executable form only and cannot be
modified by SC staff. Only selected data items approved by the NCI may be
exported to files for internal use at the SC utilizing the Data Export option in
SMS and DEES.
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17.5.4 Documenting Loss of Hard Copy Data
Loss of a hard copy data collection form is considered a violation of the PLCO
protocol and should be reported as such on the SC Report of Protocol Violation
(Appendix A-17-7). The following section describes the actions to be taken in
the event of such a loss.

In the event that a completed data collection form is lost before it can be
receipted and scanned, the following rules should be applied:

1. If there is a source document, such as a dictated report, a new data
collection form should be completed from the source document. The
new form should be receipted and scanned. 

2. If there is no dictated report, but there is a chest x-ray, a TVU film, or
an FSG videotape or photograph, the original examiner (interpreter)
should review the film and complete the examination form. If the origi-
nal examiner (interpreter) is not available, another examiner (inter-
preter) should review the film and complete the examination form. The
new form should be receipted and scanned. If the result on the new
data collection form is different from the original result given to the
participant, the new result should be reported to participant and a Pro-
tocol Violation form should be completed.

3. If there is no dictated report, and no film, video or photo, the SC should
contact the participant to reschedule the examination. (Or in the case
of a lost Baseline Questionnaire or ASU, the SC should contact the par-
ticipant to administer the questionnaire again.) Note: a lost dietary
questionnaire (DQX or DHQ) should not be re-administered. The repeat
exam should be considered the next sequential visit of the study year.
The result of the repeat examination should be reported to the partici-
pant. If the participant will not repeat the exam, a MDF should be com-
pleted and receipted for the examination. (Or if the participant will not
complete the questionnaire, an MDF should be completed). A Protocol
Violation form should be also completed to document the loss of the
original form. Please note: If an ASU is lost before double data entry is
completed, that is, it has been entered only once, the data should be
deleted from the SMS and the participant should complete a new form.

4. In the event that a participant gets follow-up from a report of a positive
exam and an MDF has been receipted for the examination (because all
study documentation was lost before it was scanned in DEES and/or
receipted in SMS and the participant could not or would not repeat the
examination), this should be indicated on the Protocol Violation form.
The SC should update the participant’s cancer status in SMS to “S” for
suspected with a source code of “PVF”. “PVF” indicates that an explana-
tion of the source may be found on a protocol violation form.

If an ASU form is lost prior to completing double data entry and the form is
less than one year old, it should be re-administered to the participant. If the
form is older than one year, the SC should not attempt re-administration.
Instead, a MDF should be filed for the missing form and a Protocol Violation
Report (Appendix A-17-7) should be completed.
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In the event that a data collection form has been receipted and/or scanned
before it is lost, the form should not be recreated from SMS and/or DEES data.
The SMS and/or DEES data should not be deleted or modified. A Protocol Vio-
lation form should be should be completed to document loss of the data collec-
tion form. 

In the event that a data collection form has been receipted in the SMS but has
not been scanned, a current version of the missing Op-scan form can be com-
pleted with the few variables that are already receipted in the SMS. The form
can be scanned, edited and finalized with an FIC (Final Incomplete) disposi-
tion. The reason 'lost hard-copy after form receipted should be documented in
the comment section of the exam form and entered into DEES. A Protocol Vio-
lation form should be completed to document loss of the data collection form.

In the event that an entire study file is lost, the SC should access the system
to determine which forms have been receipted and scanned for the participant
during each study year. A new file should be created and a Protocol Violation
form should be completed. The Protocol Violation form should contain to the
extent possible, a list of all lost forms. A new signed informed consent form
should be obtained from the participant and placed in the new file.

17.6 Processing Study Data
The SC Coordinator has overall responsibility for the processing of all study
data. For each study activity a form will be completed to indicate that the
activity took place or that the data will not be collected for that activity. Some
forms will be completed by SC staff (such as the screening examination forms
and medical record abstract forms), and others will be completed by partici-
pants (such as the Baseline Questionnaire and the Annual Study Update).
Some of the forms are “opscan,” that is, they are specially printed and the
data are scanned into the system using an Optical Mark Reader. These are the
Baseline Questionnaire, screening examination forms, and medical record
abstract forms. Some forms are “non-opscan,” that is, they are plain paper
(usually photocopied) data collection forms. These are the Annual Study
Update, the locator forms and the administrative forms such as the Missing
Data Form, Report of Adverse Events for NIH-Sponsored Clinical Trials, etc.
Data from opscan forms must be entered into DEES and SMS; data from non-
opscan forms are entered primarily into SMS.

The major forms processing activities are as follows:

• Manual edit (including coding)

• Receipt into SMS

• Scanning (opscan forms only)

• Data Entry of Non-Scannable Items (opscan forms only)

• Computer edit (SMS and DEES)

• Data retrieval

• Assignment of disposition code (final or interim - opscan forms
only)

These steps may be performed in several different orders, however it is rec-
ommended that opscan forms be scanned first, edited by the computer, final-
ized, and then receipted into the SMS using the DEES to SMS Update function.
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This method is efficient and more accurate than keyed data entry into the
SMS. The following flowchart (Figure 17-1) describes the processing of study
data.
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Figure 17-1: Flow of Data Processing
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Figure 17-1: Flow Chart of Data Processing (continued)
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The administrative section of each data collection form includes the form pro-
cessing items shown below in Figure 17-2.

Figure 17-2. Administrative Section of Data Collection Forms

The SC staff may use these circles to mark the form processing steps as they
are completed. The use of the form processing check boxes (with the excep-
tion of final disposition) is optional; they are provided as a tool for SC staff to
see, at a glance, the processing status of each form. (See Section 17.6.6 for a
discussion of assigning final disposition).

The following sections contain an overview of each step in the processing of
PLCO forms.

17.6.1 Manual Editing
Manual editing involves two main steps: (1) reviewing the form to check for
legibility, completeness and consistency; and (2) making changes to the form
after the review and/or data retrieval. The following are guidelines for manual
editing:

1. Review the form for completeness and legibility. 

2. Make any changes that do not require data retrieval.

On opscan forms:

< Make sure that the circles are completely blackened with a #2 pen-
cil or a pen. Make sure that there are no check marks (instead of
blackened circles). Darken any bubbles that are too light. 

< Make sure that there are no stray marks near the answer circles.
Any writing should be no closer than 1 inch from the answer catego-
ries. Make notes in the white space away from answer categories.

< If a change to an opscan bubble is needed, circle the original bubble
in red, erase or “white-out” the original bubble, re-mark it in red,
and mark the corrected bubble in pencil or pen, regardless of
whether the participant used a similar pencil or pen on the other
bubbles on the form. Mark your initials and the date next to the
item.

< The SC should attempt to correct any errors where the participant
or examiner has neglected to zero-fill a number (e.g., changing “7”
to “07” in a two-column field), without performing data retrieval. If
a “zero-fill” error on a critical data item cannot reasonably be cor-
rected without contacting the participant or the examiner, then data
retrieval must be performed.

FORM PROCESSING

(DARKEN CIRCLES AS STEPS ARE COMPLETED):

{ Form Receipted into SMS Data Retrieval:

{ Manual Review Completed { Attempted OR { None Required

Data Entry of Non-Scannable Items: Final Disposition:

{ Completed OR { None Required { Final Complete (FCM) OR { Final Incomplete (FIC)
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3. Review the critical data items to determine whether or not they require
data retrieval.

4. Perform data retrieval and annotate the form as follows:

If the item in question was left blank and, upon data retrieval, the par-
ticipant or examiner is unwilling or unable to supply the data, leave the
item blank, and mark your initials and the date near the question. 

If the item in question was left blank and, upon data retrieval, the par-
ticipant or examiner supplies the data, complete the item and mark
your initials and the date near the question. 

< If the new data involve an opscan bubble, you may mark the
bubble in pencil or pen, regardless of whether the participant
used a similar pencil or pen on the other bubbles on the form. 

< If the new data involve a verbatim response, record the data in
another color ink or pencil from the participant’s original
response.

If the item in question was completed incorrectly (e.g., an incorrect
examination result) or required clarification, and the participant or phy-
sician supplied different or additional data, make the changes as follows
and mark your initials and the date near the question. 

< If the changes involve an opscan bubble, circle the original bub-
ble in red, erase or “white-out” the original bubble, re-mark it in
red, and mark the corrected bubble in pencil or pen, regardless
of whether the participant used a similar pencil or pen on the
other bubbles on the form. 

< If the changes involve a verbatim response, using another color
ink or pencil, cross out the original verbatim response with one
line and write the corrected response near it; original verbatim
responses should never be erased. 

The specifications for the data collection forms should be consulted, as neces-
sary, during manual editing. All changes to individual items on data collection
forms should be initialed and dated. Any erasure or change that has not been
initialed or dated will be considered a participant/examiner change.

17.6.1.1 Coding
Some data collected during the trial will be coded by the SC. Coding involves
assigning a numeric code to verbatim responses or classifying responses into
specified categories. The SC may wish to write these codes in another color ink
directly on the data collection form. Many of the codes may also be selected
from an on-line lookup table during the SMS receipt process. The following
data will be coded:

• Reported Cancers:

Cancers reported on the Baseline Questionnaire (items 21 and 30),
Other Cancer Form (item A.12) and the Annual Study Update (item 2)
will be assigned 3-digit numeric codes by SC staff. The list of cancer
codes is included in Appendix I: Cancer Codes. When the form is
receipted into the SMS, the code will be entered. In addition, if an
“other” response is reported the verbatim will be entered.

• Family Relationships:
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Relationships of family members with cancer that are reported on the
Baseline Questionnaire (Q.21) will be assigned 2-digit numeric codes by
SC staff. The list of relationship codes is included in Appendix I: Cancer
Codes.

• Place of Birth:

The participant’s place of birth will be coded into a two-digit numeric.
The list of location codes is included in Appendix I: Cancer Codes.

• Other responses:

Occasionally, the participant may write out a response that is more
appropriately ascribed to one of the coded categories. If the response
that the participant has written in the margin matches one of the
responses for a related question but is phrased differently, blacken the
appropriate circle under the related question. The definition for each
response to a given item is given in the form specifications. 

For example, on the Baseline Questionnaire, if the participant writes, “I
don’t know” in the margin of a question in which “Don’t Know” is a
response category, blacken the circle next to “Don’t Know.”

The specifications for the data collection form will include the appropriate cod-
ing rules and should always be consulted when coding. 

17.6.1.2 Maintaining a Coding Decision Log
A coding decision log should be maintained by the SC. The purpose of the log
is to document all coding decisions made at the SC that are not covered in the
coding rules outlined in the form specifications or in the PLCO Screening Trial
Decision Logs. 

Coding decisions are made when the SC changes a participant’s response to a
question, without doing data retrieval to clarify the response. If the SC makes
a change based on an established rule (as given in the specifications or a sub-
sequent PLCO Screening Trial Decision Log), it is not necessary to record it in
the Coding Decision Log. If a change is made that is not guided by an estab-
lished rule, it must be documented in the log. 

The CC has developed a standard Coding Decision Log (Appendix A-17-3)
which documents the following items: 

• Sequential decision number;

• Participant ID;

• Today’s date;

• Form ID;

• Data item;

• Participant response; and

• SC-determined response/code.

This log may be modified by the SC, however, the SC may only add additional
data items to be collected; the items listed above may not be deleted from the
log.
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For example, on the Baseline Questionnaire - Female, Question 51 asks about
the use of female hormones. If the participant wrote, “I take premarin” in the
margin and did not darken any of the response circles, the SC may decide to
darken the circle for “Yes,” since Premarin is a female hormone. In this situa-
tion, the Coding Decision Log might look as follows:

After a review of the SC Coding Decision Logs, if the NCI determines that the
way the SC coded a response was incorrect or inconsistent with other SCs, the
SC will be responsible for cleaning the data from all affected participants. The
Coding Decision Log will provide a list of the IDs of all participants who were
subject to this change.

17.6.2 Data Retrieval
Data retrieval is the process of recontacting or revisiting the source of the
information (participant, examiner, physician, laboratory, medical record, etc.)
to obtain missing or incomplete information and to clarify confusing informa-
tion. See Chapter 6.0 for detailed information regarding data retrieval for the
Dietary Questionnaire (DQX) and the Diet History Questionnaire (DHQ.) For
detailed information about Health Status Questionnaire (HSQ) data retrieval,
see Chapter 7.0. 

On the Baseline Questionnaire and Annual Study Update, a subset of the items
on the form(s) are designated by NCI as “critical.” Data retrieval is required for
critical data items that are incomplete, unclear or not answered. If time and
resources permit, data retrieval may also be performed for those items desig-
nated by NCI as non-critical. On the examination forms all items (except those
related to forms processing) are considered critical. Critical data items will be
identified on the specifications for the data collection form and, for Baseline
Questionnaires, they will be identified on the DEES edit report. 

Data retrieval from participants will involve contacting participants (usually by
phone) to clarify their responses to critical data items. Data retrieval on non-
critical data will be at the discretion of the SC Coordinator. Data retrieval
should not be directed to the participant’s physician, nor should the SC access
medical records to obtain answers for items on the Baseline Questionnaire or
Annual Study Update. 

Although critical data items requiring data retrieval on questionnaires may be
identified during the manual edit, to reduce participant burden, it may be pref-
erable to wait until the computer edit (Section 17.6.5) is complete and all data
retrieval items are identified, before attempting data retrieval. For examina-
tion forms, it is preferable to identify data retrieval items during the manual
edit so that they may be resolved with examiners before or very soon after the
participant leaves the clinic. It is not advisable to perform data retrieval on
screening examination forms more than a few days after the examination is
completed.

Participant ID Date Form Code Data Item Participant 
Response

SC Determined 
Code

430000-1 12/4/93 BQF 51 “Took Premarin” Recorded a Yes (2) 
response since this is 
estrogen therapy
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There are no requirements for the number of attempts that must be made to
contact a participant for data retrieval on a Baseline Questionnaire or an
Annual Study Update, and the SC Coordinator may set guidelines for how
many attempts will be made to contact participants for data retrieval. The fol-
lowing are some suggested guidelines:

• At least 5 attempts are made to contact a participant by telephone.

• Each call is placed on a different day of the week, Monday through Fri-
day.

• If possible, two additional calls are placed, one on Saturday, and one
on Sunday.

• The first and last calls are separated by at least one week.

• The calls are made at different times each day, morning, afternoon and
evening.

After data retrieval is performed, if the SC is using the optional form process-
ing items, the data retrieval item may be completed. If data retrieval was
attempted, whether successful or not, the circle marked “Attempted” should
be darkened. If no data retrieval was required, the circle marked “None
Required” should be darkened.

17.6.3 Receipting Forms and Specimens
All study forms must be receipted into the Entry module of the SMS in order to
indicate to the system that the activity was completed. Receipting involves
entering the form type, the Participant ID, and key information contained on
the form, into the SMS. For certain study forms, which represent activities that
have been completed, only the ability to view already-receipted information is
available from the SMS.

For all participants, both intervention and control, the forms to be receipted
include:

• Eligibility Verification Form (view only)

• Baseline Questionnaire (view only)

• Locator Forms (Baseline - view only - and Follow-up)

• Diet History Questionnaire

• Annual Study Update

• Medical Record Abstract Forms

< Diagnostic Evaluation Form

< Treatment Information Form

< Other Cancer Form

• Death Certificate

• Missing Data Form

• Nonresponse Form

• Administrative Tracking Form

• Etiologic Studies Consent

• Health Status Questionnaire (HSM/HSW - Appendix A-17-8/Appendix
A-17-9) 
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The following forms should be receipted for intervention participants only:

• Screening Examination Forms, including Blood Collection Form(s)

• Participant Control Record (view only)

• Dietary Questionnaire (view only)

• Protocol Changes Consent

Specimens will also be receipted into the SMS. A blood sample ID label will be
affixed to the Blood Collection Form and will be entered when the Blood Collec-
tion Form is receipted. Blood test results will be receipted from data files trans-
mitted electronically from UCLA. Returned buccal cell kits will be receipted
from data files transmitted electronically from the buccal cell kit mailing com-
pany. (See Chapter 18.0 for more information regarding the buccal cell collec-
tion procedures.) In the future, the SMS will be modified to allow receipt of
pathology slides. 

Non-opscan forms will be receipted via keyed data entry directly into the SMS.
Opscan forms may be receipted via keyed data entry into the SMS, or via the
DEES to SMS update. Both of these methods are described in the following
sections.

17.6.3.1 Receipt via Keyed Data Entry into SMS
The following steps will be performed for keyed SMS receipt:

• The user will select the type of form or specimen from a menu and will
be prompted to enter some key information from the form. 

• The following key information from the top of each form, will be
entered into the SMS for all forms

< Participant ID (wand bar-coded label or type into the system);

< Study Year (T0-T13);

< Form Completion Date;

< Receipt Date (defaults to today’s date if not entered).

• Additional elements may be entered from some forms although the
majority of data will be scanned using the Optical Mark Reader and will
be handled by the DEES. 

Forms of the same type may be batched and receipted at the same time to
reduce keying errors and promote efficient use of the system. Although most
forms must be receipted individually, some forms, such as consent forms and
Eligibility Verification Forms, may be receipted into the system in batch. In
batch, all identical receipt information will be entered once, followed by entry
of individualized information such as Participant ID. (Note: Batch receipt is no
longer available from the SMS.)

After forms and specimens are receipted, the participant’s status will be auto-
matically updated in the system and the next set of expectations (i.e., the next
data due to be collected) will be generated for the participant. Each form that
is receipted will affect the system’s expectations for that participant. Refer to
the SMS User's Guide/SMS Upgrade Documentation for more information on
the expectations built into the SMS. 
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17.6.3.2 Receipt via the SMS Update function
Receipt of data via the Update SMS Function is recommended because it is
efficient and accurate. In order to receipt forms via the Update SMS, the user
must first scan, edit and finalize a batch or several batches of opscan data col-
lection forms. (See Sections 17.6.4, 17.6.5, and 17.6.6 below). The user will
then select the Update SMS function from a menu in DEES and the valid data
will automatically be updated to SMS. Any invalid data or data relating to blood
vials that have already been shipped, will not be updated. Valid data from
DEES that are successfully transferred will overwrite any data that are in the
SMS. The user will be notified of updates to the Participant Control Record
(PCR) which may affect reporting of examination results or to the participant’s
cancer status which may affect medical record abstracting and subsequent
screening. If a PCR has not been receipted in the SMS for a specific participant,
study year and visit, successful transfer of examination data from DEES will
cause the PCR record to be created in the SMS. 

17.6.4 Optical Scanning and Data Entry
All study op-scan forms will be scanned into the Data Entry and Editing System
(DEES). Any data that are non-scannable (such as verbatim responses) will be
keyed into the system. If an opscan form is damaged so that it cannot be
scanned, the information from the damaged form should be carefully copied to
a new form. It is recommended that a second person proof the copy before the
copy is scanned. Both the copy and the original should be kept in the partici-
pant’s study file. 

Detailed instructions for operating the Optical Mark Reader and for data entry
are given in the DEES User’s Guide. 

17.6.5 Computer Editing
After the forms have been scanned, the user may run one or more programs
to edit the data for each form by doing range and logic checks to identify illog-
ical, discrepant or missing data. The system will then print an edit report, gen-
erated by form type. As noted in Section 17.5.2, it is recommended that these
edit reports be stored for at least 2 months because they are often useful for
problem investigation.

The edits should be carefully reviewed and updates made, as appropriate. It is
required that all errors in the data involving critical data items be resolved
through data retrieval (see Section 17.6.2). Any changes to be made to the
data collection form as a result of the computer edits should be marked
directly on the original form (as described in Section 17.6.1) and the form
should be rescanned. After a form is rescanned, the computer edit should
again be generated. Once the SC Coordinator is satisfied that the form is as
clean as possible, a final disposition code (final complete or final incomplete)
can be assigned.

It may not always be possible to correct the errors flagged by the DEES edit
programs. An edit is intended to be a signal to the SC to investigate and deter-
mine the cause of the error. If, for example, the examiner simply could not
ascertain a piece of information and left it blank on the form, a DEES error will
be generated, but will not be able to be fixed, and the form should be coded
with a disposition of “Final Incomplete” (See Section 17.6.6 below). If, on the
other hand the examiner did not follow a skip pattern correctly, the DEES
errors should alert SC staff to contact the examiner to correct the form.
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17.6.6 Assigning the Form Disposition
The SC is required to assign a disposition to each opscan form. There is one
interim disposition and two final dispositions:

• Interim Complete (ICM): This disposition is available on the medical
record abstract forms only. This disposition may be assigned when
there are outstanding data but the SC would like to scan the data that
are available into the DEES. (Since it may take a number of months for
all of the data to be abstracted, it is recommended that the form be
scanned into the Data Entry and Editing System each time it is
updated.)

• Final Complete (FCM): This disposition may be assigned when there
are no errors reported on the DEES edit report or the only errors
reported are “UNLIKELY” errors that have been investigated by the SC,
or errors on the optional form processing items.

• Final Incomplete (FIC): This disposition may be assigned when there
are errors reported on the DEES edit report (except UNLIKELY errors
that have been investigated) which cannot be corrected. This includes
errors that cannot be corrected because data retrieval is not required
for the item, or because the information could not be obtained, even
with data retrieval.

The disposition may be assigned in three ways:

1. by darkening the bubble on the opscan form and scanning it;

2. by keying the disposition into DEES;

3. by allowing the computer to assign the final disposition for forms with
no errors (FCM only).

Note that with the installation of SMS Version 2.04, the DEES automatically
assigns the disposition “Final Complete” (FCM) to each op-scan form that
passes all edits. For forms scanned and edited after the SMS 2.04 upgrade was
installed, it is not necessary to darken the Final Disposition circle in the Form
Processing box on those forms that have been assigned a Final Complete
(FCM) disposition by DEES. However, the Final Disposition field should be com-
pleted on all Final Incomplete (FIC) forms. All opscan forms scanned and
edited prior to the installation of SMS Version 2.04 should have the final dispo-
sition marked on the from, even those forms for which the final disposition was
keyed rather than scanned.

It is not advisable to finalize a form after making any type of change to the
data (such as a verbatim) without running edits a final time. Although it may
be unlikely, it is possible that a data entry error could be made while keying
data (e.g., entering a verbatim in the wrong place) or the scanner may not
perform in the same way it did previously and the data scanned may not be
identical to what was scanned before. The edits will hopefully alert data man-
agement staff to any problems that result from data changes.

17.7 Shipping
Throughout the study, specimens and documents will be shipped in bulk from
the SC to outside institutions including the CC, UCLA, the Biorepository, the
Processing Laboratory, the pathology slide repository at the NCI, National
Computer Systems (NCS), and the buccal cell kit mailing company - McKesson
17-32 PLCO Manual of Operations and Procedures
March 1, 2006



Bioservices, Inc. The SMS supports shipping activities by providing transmit-
tals to accompany shipments and a means of tracking what has been sent. An
overview of these shipping activities is given below. These shipping activities
are also discussed in the relevant previous chapters of this manual. (See
Chapter 6.0 for more details regarding dietary questionnaire (DQX/DHQ) ship-
ments, Chapter 7.0 for Health Status Questionnaire (HSQ) shipments, Chapter
9.0 for Death Review materials shipments, and Chapter 10.0 for blood sample
shipments, and Chapter 18.0 for buccal cell shipments.)

17.7.1 Shipping Blood Samples
Blood samples collected from the intervention participants will be shipped to
the central laboratory at UCLA for CA-125 and PSA testing, to the Bioreposi-
tory for long term storage and eventual assays associated with adjunct stud-
ies, and to the Processing Laboratory for processing and long term storage
(see Chapter 10.0). 

Shipping to UCLA will be done on a weekly basis. Once a week, the SC Coordi-
nator will generate a transmittal form for blood samples from the Shipping
module of the SMS (See the SMS User’s Guide/SMS Upgrade Documentation).
All samples which were receipted without problems (that would prevent ship-
ping) during the previous week will appear on the transmittal as available/due
for shipment. The SC staff will locate and batch the blood vials according to the
transmittal. If a specimen cannot be located, has been destroyed, or other
problems are identified that will prevent shipping, the shipping clerk will cross
the sample ID off the transmittal, remove the shipping date from the SMS and
enter a problem code. At this point, a corrected transmittal should be gener-
ated. The SC Coordinator will retain one copy of the transmittal and send one
copy to UCLA with the specimens. The specimens will be packed and shipped
according to the specifications in Chapter 10.0 of this manual.

Shipments to the Biorepository will be done at least once per month and will
be handled in the same manner as shipments to UCLA, with a computer-gen-
erated transmittal being produced by the SMS. Shipments to the Processing
Laboratory will be done daily and will be documented using a transmittal that
is maintained manually. See Chapter 10.0 for more information on the ship-
ping of blood samples.

17.7.2 Shipping Pathology Slides
Procedures for shipping pathology slides are under development.

17.7.3 Shipping Dietary Questionnaires
At baseline, intervention participants will complete the Dietary Questionnaire
(DQX) and starting in December 1999 control participants will complete the
Diet History Questionnaire (DHQ). Starting July 1, 2002, completed dietary
questionnaires (DQX) will be shipped to Westat for optical scanning. As with
other shipments, a transmittal will be generated listing all receipted question-
naires not previously shipped. One copy of the transmittal will accompany the
shipment and the second copy will be filed at the SC. Note: The SC should
always generate the DHQ and DQX transmittals prior to the monthly data
transmissions to the CC. This way the data delivered to the CC will be current,
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listing the dietary questionnaire receipts and shipments. See Chapter 6.0 for
additional details on shipping dietary questionnaires. (Note: Shipping of the
Dietary Questionnaire is no longer available from the SMS.)

17.8 Transmission of Data to the Coordinating Center
The SCs will transmit data to the CC on a monthly basis using the Zip Drive
Data Transmission options in the Administration module of PLCOnet. When the
data transmission application is run, the system will automatically compress
and save SMS and DEES data files on a secure Zip disk attached to one of the
workstations at the SC. The SC then mails the disk overnight FedEx to the CC
for processing. Certain information including names, addresses, social security
numbers, physicians and hospitals will not be transmitted. Refer to the Net-
work User’s Guide/Telecommunications for instructions for sending monthly
data transmissions. 

Prior to the beginning of each calendar year (January-December), a schedule
for data transmission to the CC will be sent by the CC to the SC. Prior to 2002
data transmission was sent according to the study year schedule (October-
September). 

The CC will perform quality assurance checks of the data received from the
SCs and will notify the SC Coordinator of any problems with the data (see Sec-
tion 17.15.2 below).

17.9 Coordination of Data Collection and Reporting in Satellite 
Centers

A number of SCs have satellite centers where randomization and screening
activities take place. It is crucial that the collection and reporting of data in
these centers be coordinated with the main center. There are three types of
SC activities which must be coordinated between the main and satellite cen-
ters: (1) randomization and enrollment of participants, (2) processing and
storage of forms and specimens, and (3) status reporting.

Since the main center will house the PLCO computer network that is used for
randomization, the satellite centers must call the main center to confirm eligi-
bility and randomize participants. Participant ID labels will be distributed in
advance of randomization to each of the satellite centers (see Chapter 4.0).

All SCs with satellite centers must record satellite center ID on all forms which
contain a field for collecting this information (such as Baseline Questionnaires,
Medical Record Abstracting forms, and exam forms). All data collection forms
and specimens must be receipted and entered into the SMS and the DEES
which are located at the main center. It is strongly suggested that all com-
pleted participant study forms be stored centrally at the main center after they
are entered into the computer. Forms completed at satellite centers should be
mailed to the main center for data entry and storage. The satellite centers may
want to set up study folders for each participant at the center to store Partici-
pant ID labels, blood sample ID labels, forms in process, and copies of com-
pleted forms. Blood samples may be stored at each satellite center and
shipped on dry ice separately to the laboratory, provided a freezer is available
to store the samples at -70 degrees and staff is available to ship the samples
to UCLA, the Biorepository, and the Processing Laboratory. If this is not possi-
ble, the samples should be mailed or hand carried to the main center (either
17-34 PLCO Manual of Operations and Procedures
March 1, 2006



on dry ice if already frozen or within four hours of collection) where they will
be included with other samples for shipment. Currently, the SMS does not pro-
vide separate transmittals for satellite centers.

Periodically, the satellite centers will require status information regarding
study activities for participants seen at their center. Status reports will be gen-
erated from the SMS at the main center and sent to the satellite centers as
needed. The ad hoc report and data export features of the system may be
used to generate reports sorted by satellite center.

17.10 Managing Participant Transfers
Only intervention participants may be transferred from one SC to another.
Control participants who relocate should be followed by mail at their new
address. If an intervention participant wishes to relocate to a new SC area and
wishes to continue to participate in the trial, the following steps should be
taken to complete the transfer:

1. The participant must sign a new consent form to be provided by the
new SC. If the participant has already signed an Etiologic Studies Con-
sent (ESC), s/he will not have to sign a second ESC at the new SC. In
these circumstances the ESC expectations and receipt issues will be
updated and transferred to the new SC.

2. All data collection forms that are in process should be completely pro-
cessed, cleaned and finalized before the transfer is initiated. Once this
has been completed, the SC should generate the Participant Overview
Report (POR) (Appendix B-17-10: Participant Overview Report).

3. The signed consent form, copies of all hard copy records, the Partici-
pant Overview Report and several sheets of the individual's Participant
ID labels should be sent with a cover memo from the old SC to the new
SC. The cover memo should include the participant’s PID number, ran-
domization date and whether or not they have been screened for the
current study year. The letter should document the plan for the partici-
pant or the SC to complete any outstanding expectations listed on the
Participant Overview Report. The letter should also explain the circum-
stances of the transfer, including the participant’s new location, and his
or her attitude toward the trial. Copies of the cover memo and the Par-
ticipant Overview Report should be sent to NCI and to the CC. The SC
should ensure that all participant identifiers (i.e., name and address)
have been deleted on the Participant Overview Report (black magic
marker or white out can be used).

4. When the CC receives the memo describing the transfer, the CC will
contact both SCs and will move selected SMS computer records from
the originating SC to the receiving SC. The CC will contact the originat-
ing SC to resolve any outstanding forms documented on the Participant
Overview Report prior to completing the transfer process in the study
management system. The originating SC should not receipt any addi-
tional forms for the participant once the CC has completed the transfer
process in the SMS. If any forms are received by the originating SC, the
originating SC should coordinate with the transfer SC and the CC
regarding the receipt of the additional forms. If the participant transfers
at the beginning of a study year, there will be open expectations for
that study year. The originating SC should not receipt any Missing Data
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Forms to address open expectations that will be handled by the desti-
nation SC. Receipting of Missing Data Forms may result in a conflict of
the particular activity status for the transfer participant. The CC will
automatically mark the participation status field in the SMS as PT (par-
ticipant transferred) at the originating SC and AP (added participant) at
the receiving SC. This will effectively remove the participant from all
expectation reports produced by the originating SC for subsequent
study year activities. All transfer participants’ PIDs will remain constant
throughout the trial and will not change.

5. Once the consent, copies of forms and cover letter are received at the
new SC and the appropriate files have been transferred, the new SC
can initiate contact with the participant to administer questionnaires or
schedule screening exams, as necessary.

6. Participants who return to their original SC are then assigned a status
of RT (return transfer.) In these cases the SC must manually track all
expectations, as the system does not support returns.

Note that if a participant wishes to transfer to another SC, the new SC should
accept the transfer, unless justifiable reasons for not accepting the transfer
are provided.

If a transfer participant requires death or cancer confirmation, the SCs
involved should contact the CC MRA Coordinator to discuss the appropriate
method of record collection and forms completion. It will be very important for
both SCs to work together and cooperate with each other to ensure the best
data collection for transfer participants. The timing and location of the partici-
pant’s death or cancer diagnosis/ treatment will play a part in determining
which SC should conduct the followup and complete the appropriate forms. In
most cases, the originating SC will be expected to collect the appropriate
records then forward them to the new SC for abstraction and forms comple-
tion. Note: Regardless of the circumstances, once the forms are completed
and ready for receipt, they will have to be receipted/scanned at the SC where
the participant is currently active. 

17.11 Monitoring Data Collection Activities
Throughout the study, the SC Coordinator will be responsible for monitoring all
data collection activities. This will be done using reports generated from the
SMS. The standard PLCO reports are listed in Exhibit 17-2. The SC Coordinator
may also wish to develop additional manual or automated reports to supple-
ment those supplied by the SMS. The SMS provides a facility for ad hoc queries
of the study data and export of selected data items to files, enabling the SC
Coordinator to produce customized reports as needed. The following sections
describe standard reports for monitoring recruitment status, enrollment sta-
tus, participant status, SC activities related to screening and follow-up, and
cancer incidence. (Note: A number of reports related to completed study
efforts are no longer available from the SMS. These reports will be so noted.)
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Exhibit 17-2. Overview of PLCO Reports

Monitoring 
Activity

Report Name (MOOP 
Appendix)

Description 
of Report

System 
Module System Path Recommended 

Frequency

MONITOR-
ING 
REPORTS:

Recruitment 
Status

Recruitment Summary 
Report (B-2-1)
(No longer available)

For current 
period and for 
the study to 
date, summa-
rizes potential 
participants by 
recruitment sta-
tus.

SMS TASR/REPORTS/MAN-
AGEMENT/ SUMMARY
No longer available

Effort Complete
(As Needed)

Recruitment 
Status (con-
tinued)

Recruitment Progress 
Report (B-2-2)
(No longer available)

Shows the num-
ber of potential 
participants by 
recruitment sta-
tus, and those 
with eligibility 
pending by gen-
der, race and 
age group.

SMS TASR/REPORTS/MAN-
AGEMENT/ 
PROGRESS
No longer available

Effort Complete
(As Needed)

Eligibility Screener 
Review (B-2-3)
(No longer available)

Shows potential 
participants who 
have not 
returned screen-
ers, and those 
who have 
returned them 
but have not 
signed the con-
sent.

SMS TASR/REPORTS/MAN-
AGEMENT/ ELIGIBLE
No longer available

Effort Complete
(As Needed)

Session Edits (Produc-
tion Edits) for Individual 
Tracking (B-2-4)

Lists errors and 
inconsistencies 
in the TASR 
database.

SMS TASR/REPORTS/PRO-
DUCTION/ EDITS
No longer available

Effort Complete
(As Needed)

Possible Duplicates in 
TASR (B-2-5)
(No longer available)

Lists possible 
duplicates 
among potential 
participants in 
the TASR data-
base based on 
combinations of 
name and date 
of birth.

SMS TASR/REPORTS/PRO-
DUCTION/ DUPL
No longer available

Effort Complete
(As Needed)

Age Review Report (B-2-
6)
(No longer available)

Lists potential 
age ineligibles 
for whom a 
recruitment sta-
tus has not been 
set in TASR. 

SMS TASR/REPORTS/PRO-
DUCTION/ AGE
No longer available

Effort Complete
(As Needed)
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Organization Report (B-
2-7)
(No longer available)

Lists informa-
tion on organiza-
tions that the SC 
has contacted 
for recruitment.

SMS TASR/ORGANIZ/
REPORTS/ RORGANIZ
No longer available

Effort Complete
(As Needed)

Scheduled and Com-
pleted Presentations (B-
2-8)
(No longer available)

Summarizes 
information on 
presentations 
that the SC has 
made.

SMS TASR/ORGANIZ/
REPORTS/ PRESENT
No longer available

Effort Complete
(As Needed)

Recruitment 
Status (con-
tinued)

Materials Distribution (B-
2-9)
(No longer available)

Shows the distri-
bution of PLCO 
recruitment 
materials to 
organizations.

SMS TASR/ORGANIZ/
REPORTS/ MATERI-
ALS
No longer available

Effort Complete
(As Needed)

Summary of Contacts 
with Organizations (B-2-
10)
(No longer available)

Summarizes the 
SC’s contacts 
with organiza-
tions.

SMS TASR/ORGANIZ/
REPORTS/ TOTALS
No longer available

Effort Complete
(As Needed)

TASR/RAND Compari-
son Report (B-2-11)
(No longer available)

Compares data 
in TASR to data 
in RAND to 
identify eligible 
potential partici-
pants who have 
not been ran-
domized, ran-
domized 
participants 
whose recruit-
ment status is 
not eligible, and 
possible dupli-
cates.

SMS TASR/REPORTS/PRO-
DUCTION/ COMPARE
No longer available

Effort Complete
(As Needed)

Eligibility Contact Report 
(B-2-12)
(No longer available)

Lists the last 
date contacted 
and current age 
for individuals in 
TASR who have 
not yet been 
enrolled.

SMS TASR/REPORTS/PRO-
DUCTION/ ELCON
No longer available

Effort Complete
(As Needed)

Enrollment 
Status

Enrollment Status Report 
(B-4-3)
(No longer available)

Summarizes the 
number of par-
ticipants 
enrolled in each 
study arm during 
a specified 
month and year, 
and cumula-
tively.

SMS RAND/REPORTS/
ENROLLMENT
No longer available

Effort Complete
(As Needed)

Monitoring 
Activity

Report Name (MOOP 
Appendix)

Description 
of Report

System 
Module System Path Recommended 

Frequency
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Enrollment Summary 
Report (B-4-4)
(No longer available)

Summarizes the 
number of par-
ticipants in each 
study arm and 
age group. 
Shows mean 
age overall, 
mean age by 
age group, and 
gender fre-
quency by study 
arm and age 
group.

SMS RAND/REPORTS/
SUMMARY
No longer available

As Needed

SC Popula-
tion Status

Non-Participation Status 
Summary (B-17-3)

Shows distrib. of 
non-participants 
by status (medi-
cal condition, 
refused, 
deceased, lost 
contact) within 
aged group, 
gender and ran-
domization 
group. 

SMS Reports/Management/
Non-Participation Sta-
tus

Monthly

Population Profile Report 
(B-17-4)

Shows distribu-
tion of partici-
pants by age, 
gender, race 
and educational 
level within ran-
domization 
group.

SMS Reports/Management/
Population Profile

As Needed

Individual 
Participant 
Status

Participant Overview 
Report (B-17-10)

Shows rand. 
date, rand. 
Group, partici-
pation status, 
vital status, 
transfer status, 
scheduling 
notes, cancer 
status, exam 
results, and all 
receipted and 
outstanding 
forms for an 
individual partic-
ipant.

SMS Reports/Management/
Participant Overview

As Needed

Monitoring 
Activity

Report Name (MOOP 
Appendix)

Description 
of Report

System 
Module System Path Recommended 

Frequency
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Question-
naires, 
Screening 
and Follow-up

PCC Directive/Late 
Directive (B-3-1)

Lists the partici-
pants who are 
due for the PCC 
and the form 
has not been 
completed.

SMS Requests/Annual/PCC Weekly

Question-
naire Screen-
ing & follow-
up continued

Results Pending Report 
(B-6-1)

Lists all partici-
pants for whom 
screening exam 
results are 
pending (exams 
with RP status.)

SMS Reports/Production/
Exam Reports/RP Sta-
tus

Weekly

One or More Exam Sta-
tuses = Results Pending 
(RP) Three or More 
Weeks Since Exam Date 
(B-6-2)

Lists all partici-
pants for whom 
at least one 
examination is 
still pending 
three or more 
weeks after the 
examination 
date.

SMS Reports/Production/
Exam Reports/Late RP

Weekly

Referrals for Exam 
Forms (B-6-3)

Displays the 
referral levels 
assigned to indi-
vidual examina-
tions.

SMS Reports/Management/
Exam Referrals

Weekly

Examination Summary 
Report (B-6-5)

Displays sum-
maries of exams 
performed by 
examiner ID and 
by outcome.

SMS Reports/Management/
Examination Summary

Monthly

Screening Test Results 
Report (B-6-6)

Shows the 
results of each 
participant’s 
screening tests 
for a given study 
year.

SMS Shipping/Test Results Weekly

Screening Test Results 
Report Not Sent Three or 
More Weeks Since Exam 
Date (B-6-7)

Lists all partici-
pants whose 
screening visit 
took place three 
or more weeks 
previously, but 
an STRR was 
not sent.

SMS Reports/Production/
Exam Reports/Not Sent 
Reports

Weekly

Monitoring 
Activity

Report Name (MOOP 
Appendix)

Description 
of Report

System 
Module System Path Recommended 

Frequency
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Additional Screening Test 
Results Report Should be 
Sent Reflecting New 
Exam Results (B-6-8)

Lists PIDs 
whose exam 
results have 
changed and/or 
PCR was 
revised

SMS Reports/Production/
Exam Reports/Send 
STRR

Weekly

Question-
naire Screen-
ing & follow-
up continued

Tracing Log (B-7-3) Shows partici-
pant name, 
address, DOB, 
and other loca-
tor information 
useful for tracing 
participants

SMS Reports/Tracing/
NewLog

As Needed

List of Participants in 
Tracing (B-7-4)

Lists partici-
pants whose 
status is “In 
Tracing.”

SMS Reports/Tracing/List As Needed

ASU/PSH Forms 
Received (B-7-5)

Lists ASU forms 
received within a 
specified date 
range.

SMS Reports/Production/
ASU Reports/ASU 
Forms Received

Weekly

ASU Response Rate 
Report (B-7-6)

Calculates the 
response rate 
for the ASU 
forms by study 
year.

SMS Reports/Production/
ASU Reports/ASU 
Response Rate

As Needed

HSQ Status Report (B-7-
10)

For each PID in 
the sample, lists 
the date the 
HSQs were gen-
erated, loaded, 
mailed, 
receipted and 
shipped to 
Westat. Also 
shows vital sta-
tus, participa-
tion status, and 
MDF receipt 
date.

SMS Reports/Production/
HSQ Status and Sum-
mary Reports/HSQ Sta-
tus

As Needed

HSQ Summary Report 
(B-7-11)

Lists the number 
of forms pro-
cessed and out-
standing.

SMS Reports/Production/
HSQ Status and Sum-
mary Reports/HSQ 
Summary

As Needed

Screening Examination 
Reports (B-11-1 through 
B-15-1)

“Decoded” or 
English ver-
sions of screen-
ing exam forms.

DEES Reports/Production/
Screening Exam 
Reports

As Needed

Monitoring 
Activity

Report Name (MOOP 
Appendix)

Description 
of Report

System 
Module System Path Recommended 

Frequency
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Question-
naire Screen-
ing & follow-
up continued

Count/List of MDFs (B-
17-2)

Summarizes 
number of 
receipted MDFs 
by form type, 
lists MDFs for 
specific PIDs, 
lists MDFs for 
specific form 
types.

SMS Reports/Production/
MDFs Receipted 
Reports

Monthly

Buccal Cell Summary 
Report (B-18-1)

Presents count 
and percentage 
of controls with 
ESC and Buc-
cal Cell kits 
mailed, ESCs 
and Buccal Cell 
samples 
receipted, and 
MDFs receipted.

SMS Reports/Production/
Buccal Summary 
Reports

Weekly

Open Forms/Specimens 
Report (B-17-8)

Lists all delin-
quent or out-
standing forms 
by form type.

SMS Reports/Production/
Open Forms Report

Weekly

Cancer Inci-
dence and 
Mortality

Medical Record Back-
ground Report (B-8-2)

Lists locator 
information, etc. 
for participants 
with an out-
standing MRA 
form.

SMS Requests/medical 
Background

As Needed

Cancer Confirmation List 
(B-8-3)

Shows all partic-
ipants for whom 
a possible can-
cer has been 
reported and an 
outstanding DE, 
TI, or OCF still 
exists.

SMS Reports/Production/
Cancer Confirmation 
List

As Needed

Vital Status Confirmation 
List (B-9-2)

Shows all partic-
ipants who are 
reported as 
deceased and/
or require confir-
mation of death.

SMS Reports/Production/
Vital Status Confirma-
tion List

Monthly

Death Certificate Receipt 
Report (B-9-3)

Displays date of 
death and PID 
upon receipt of a 
death certificate.

SMS Entry/Other/DCF Automatic

Monitoring 
Activity

Report Name (MOOP 
Appendix)

Description 
of Report

System 
Module System Path Recommended 

Frequency
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Participants with Cancer 
on Death Certificate 
Report (B-9-5)

Lists all partici-
pants who have 
a cancer 
reported on their 
death certificate.

WESTAT Not Applicable Monthly

Algorithm for Death 
Review (B-9-6)

This report iden-
tifies cases 
selected for the 
Death Review 
and/or for Princi-
pal Investigator 
review.

Westat Not Applicable Monthly

Abstracting Schedule 
Report, (This report is no 
longer available)

Shows sus-
pected cancers 
for which a DE 
form is outstand-
ing and con-
firmed cancers 
for which a TI 
form is outstand-
ing.

-- No longer available --

MANAGE-
MENT SUP-
PORT 
REPORTS:

Randomiza-
tion/ Enroll-
ment

Interactive Randomiza-
tion Report (B-4-1)
(no longer available)

Displays ran-
domization infor-
mation for each 
PID after inter-
active random-
ization

SMS RAND/ENROLL/INTEN-
TRY
No longer available

Effort Complete

Batch Randomization 
Report (B-4-2)
(no longer available)

Displays infor-
mation on partic-
ipants who were 
successfully 
randomized and 
those that were 
not randomized 
from a batch 
submission.

SMS RAND/ENROLL/(ASCI-
IMP TASCIIMP 
DBFIMP)
No longer available

Effort Complete

Randomization Assign-
ment Report (B-4-5)
(no longer available)

Shows group 
assignment, 
gender, date of 
birth and the 
date of random-
ization for each 
participant.

SMS RAND/REPORTS/RAN-
DOM
No longer available

Effort Complete
(As Needed)

Monitoring 
Activity

Report Name (MOOP 
Appendix)

Description 
of Report

System 
Module System Path Recommended 

Frequency
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Study ID Assignment 
Report (B-4-6)

Lists name, PID, 
randomization 
date, gender, 
date of birth, 
modified date of 
birth, random-
ization group 
and phone num-
ber for each par-
ticipant.

SMS Reports/Other/Study ID 
Assignment Report

As Needed

Scheduling 
Activities

Baseline Directive/Late 
Directive (B-5-1)
(no longer available)

Lists the partici-
pants who are in 
their reporting 
window for the 
BQ, BLF and 
DQX and the 
form(s) have not 
been completed.

SMS FAST/REQUESTS/
BASELINE
No longer available

Weekly

DHQ Directive/Late 
Directive (B-6-10)

Lists the partici-
pants who are 
due for the DHQ 
and the form 
has not been 
completed.

SMS Requests/Annual/DHQ As needed

ASU Directive/Late Direc-
tive (B-7-1, B-7-2)

Lists the partici-
pants who are in 
their reporting 
window for the 
ASU and the 
form has not 
been completed.

SMS Requests/Annual/ASU Weekly

FLF Directive/Late Direc-
tive (B-7-7)

Lists the partici-
pants who are in 
their reporting 
window for the 
FLF and the 
form has not 
been completed.

SMS Requests/Annual/FLF Weekly

HSQ Directive/Late 
Directive (B-7-8)

Lists the partici-
pants who are 
due for the HSQ 
and the form 
has not been 
completed.

SMS Requests/Annual/HSQ Weekly

ESC Directive/Late Direc-
tive: Intervention (B-10-6)

Lists the partici-
pants who are 
due for the ESC 
and the form 
has not been 
completed.

SMS Requests/Annual/ESC Weekly

Monitoring 
Activity

Report Name (MOOP 
Appendix)

Description 
of Report

System 
Module System Path Recommended 

Frequency
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Buccal Cell Directive/Late 
Directive (B-18-3)

Lists the partici-
pants who are 
due for a com-
pleted Buccal 
Cell kit and no 
kit has been 
completed.

SMS Requests/Annual//BUC Weekly

Intervention Activities 
Report (B-17-6)

Lists PIDs of 
Intervention par-
ticipants who 
are entering, 
continuing in, or 
leaving the 
reporting win-
dow, and current 
delinquent par-
ticipants.

SMS Reports/Management/
Annual Activities

Weekly

Shipping
Dietary Questionnaire 
Transmittal (B-6-9)
(No longer available)

Shows the PID 
of each 
receipted DQX 
not previously 
shipped for 
scanning.

SMS FAST/SHIPPING/
DIETARY/DQX
No longer available

Effort Complete

Diet History Question-
naire Transmittal (B-6-11)

Shows the PID 
of each 
receipted DHQ 
not previously 
shipped for 
scanning.

SMS FAST/SHIPPING/
DIETARY/DHQ

Monthly

Health Status Question-
naire (HSQ) Transmittal 
Log (B-7-9)

Shows the PID 
of each 
receipted HSQ 
not previously 
shipped for pro-
cessing.

SMS Shipping/HSQ Monthly

Death Certificate Trans-
mittal Log (B-9-4)

Lists death cer-
tificates that 
have been 
receipted and 
are ready to be 
shipped for pro-
cessing.

SMS Shipping/Death Certifi-
cates

Monthly

Monitoring 
Activity

Report Name (MOOP 
Appendix)

Description 
of Report

System 
Module System Path Recommended 

Frequency
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UCLA Transmittal Log 
(B-10-1)

Shows all blood 
samples col-
lected and 
receipted at the 
SC the previous 
week before the 
shipment of 
samples to 
UCLA.

SMS Shipping/UCLA Weekly

Biorepository Transmittal 
Log (B-10-2)

Shows all blood 
samples col-
lected, 
receipted, and 
stored at the 
SC, without 
problems, for 
the previous 
month before 
the shipment of 
samples to the 
Biorepository.

SMS Shipping/Biorepository Monthly

UCLA Pre-Transmittal 
Log (B-10-4)

Shows all blood 
samples col-
lected, 
receipted, and 
stored at the 
SC, for the pre-
vious month 
before the ship-
ment of sam-
ples to UCLA.

SMS Shipping/UCLA/ Pre-
Transmittal

Weekly

Biorepository Pre-Trans-
mittal Log (B-10-5)

Shows all blood 
samples col-
lected, 
receipted, and 
stored at the 
SC, for the pre-
vious month 
before the ship-
ment of sam-
ples to the 
Biorepository.

SMS Shipping/Biorepository/
Pre-Transmittal

Monthly

Quality Assur-
ance

Report of BQ/RAND Dis-
crepancies (B-4-7)

Identifies poten-
tial randomized 
ineligibles based 
on certain 
responses on 
baseline ques-
tionnaires

DEES Reports/Production 
Reports/BQ/RAND Dis-
crepancy Report

Effort Complete

Monitoring 
Activity

Report Name (MOOP 
Appendix)

Description 
of Report

System 
Module System Path Recommended 

Frequency
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Duplicate Forms Report 
(B-5-2)

Identifies dupli-
cate forms of the 
same form type 
(and study year 
and visit num-
ber, if applica-
ble) scanned for 
the same PID.

DEES Reports/Edit Reports/
Duplicate Forms Report

Monthly

QA Checks Report (B-6-
4)

Shows discrep-
ancies between 
the results of 
regular exami-
nations and 
medical record 
abstract forms, 
and their associ-
ated QA forms.

SMS Reports/Management/
QA Checks

Weekly

UCLA Laboratory Receipt 
and Discrepancy Reports 
(B-10-3)

Reports gener-
ated upon down-
loading of UCLA 
results into the 
SMS.

SMS Entry/UCLA Results/
Print Last UCLA Entry 
Report

Automatic

Biorepository Blood Col-
lection on or After 5/4/98 
for Participants Who 
Have Not Signed An ESC 
(Biorepository Activity 
Without ESC Report) (B-
10-7)

Identifies partici-
pants who had 
biorepository 
blood drawn 
without a 
receipted ESC.

SMS Reports/Management/
Bio Activity without ESC

Monthly

T3 Blood Tubes 12/13 
Shipped Late Report (B-
10-8)

Identifies those 
participants 
whose T3 tubes 
(#012 and #013) 
were sent late to 
the processing 
lab.

SMS Reports/Management/
Tubes 12/13 Shipped 
Late

As needed

Production Edits Report - 
SMS (B-17-9)

Lists errors and 
inconsistencies 
within a single 
data collection 
form or among 
forms of differ-
ent types.

SMS Reports/Edits Weekly

Production Edits Report - 
DEES (B-17-13)

Lists errors and 
inconsistencies 
for individual 
forms that are 
scanned.

DEES Reports/Edits Reports/
Edit Report

At Least Weekly

Monitoring 
Activity

Report Name (MOOP 
Appendix)

Description 
of Report

System 
Module System Path Recommended 

Frequency
17-47 PLCO Manual of Operations and Procedures
March 1, 2006



DEES/SMS Comparison 
Report (B-17-14)

Compares like 
data items in 
SMS and DEES 
for all OPSCAN 
forms

DEES Reports/Production 
Reports/DEES-SMS 
Data Comparison 
Report

Weekly

Key Field Edits Report 
(B-17-15)

Identifies 
OPSCAN forms 
scanned with a 
key field error 
(Also available 
at time of scan-
ning)

DEES Reports/Edit Reports/ 
Key Field Edits Reports

As Needed

General SC 
Management

Number of TASR Eligi-
bles, Participants Ran-
domized and Screens 
Performed per Recruit-
ment Source (B-2-13)
(No longer available)

Shows the num-
ber of TASR eli-
gible, 
randomized, 
and screened 
participants by 
ID source.

SMS FAST/OUTPUT/MAN-
AGEMENT/ MORE/
COUNTS
No longer available

Effort Complete
(As Needed)

Staff Report (B-17-1) Lists the SC 
staff members, 
their assigned 
ID number, sat-
ellite center (if 
applicable), and 
position.

SMS Reports/Other/Staff 
Report

As Needed

Participant Information 
Sheet (B-17-5)

Provides a sum-
mary of all loca-
tor information.

SMS Reports/Production/Par-
ticipant Information 
Sheet

As Needed

Summary of Scanned 
Forms Report (B-17-11)

Lists all forms 
scanned by form 
type

DEES Reports/Production 
Reports/Summary of 
Forms Scanned 
Reports

As Needed

Report of DEES Final 
Disposition (B-17-12)

Identifies PIDs 
by form type for 
which a given 
form has or has 
not had a final 
disposition 
assigned.

DEES Reports/Production 
Reports/Final Disposi-
tion Report

Monthly

SMS/DEES Synchroniza-
tion Reports (B-17-16)

Identifies forms 
scanned in 
DEES but not in 
SMS or 
receipted in 
SMS but not yet 
scanned.

DEES Reports/Production 
Reports/SMS-DEES 
Synchronization Report

Monthly

Monitoring 
Activity

Report Name (MOOP 
Appendix)

Description 
of Report

System 
Module System Path Recommended 

Frequency
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17.11.1 Monitoring Recruitment Status
As described in Chapter 2.0, the SC Coordinator will monitor the status of all
recruitment activities and report summary information to the CC on a monthly
basis. SCs which choose to use the Individual Tracking module of the SMS will
be able to generate the reports described below for monitoring recruitment.
The recruitment effort has been completed. (Note: These reports are no
longer available from the SMS.)

• Recruitment Summary Report (Appendix B-2-1: Recruitment Sum-
mary Report)

This report summarizes the recruitment status of all potential partici-
pants in the Tracking and Summarizing Recruitment (TASR) module. It
can be requested for the current reporting period, or a previous report-
ing period. It also lists the reasons specified for the recruitment cate-
gory “Non-Participant, Other Reason.”

This information will be used by the NCI to determine whether the SC is
meeting contract commitments. It will also enable the SC Coordinator
to identify any problems with recruitment and to redirect recruitment
resources, if necessary.

• Recruitment Progress Report (Appendix B-2-2: Recruitment
Progress Report)

The Recruitment Progress Report will enable the SC Coordinator to
monitor recruitment goals by gender, race and age group and to moni-
tor work performed for the current period and for the project to date.

• Eligibility Screener Review Report (Appendix B-2-3: Eligibility
Screener Review)

The Eligibility Screener Review Report will enable the SC Coordinator to
monitor the progress of eligibility determination for potential partici-
pants. This report will include two parts: 

Part I provides a list of potential participants who have not yet returned
their Eligibility Screener. It lists the tracking number, the potential par-
ticipant’s name, and telephone number. It may be used for follow-up of
individuals to ascertain their interest in the trial.

Part II provides a list of potential participants who have returned their
Eligibility Screener but for whom eligibility has not yet been deter-
mined. It lists the tracking number, the potential participant’s name,
telephone number, and date the Screener was returned. It may be
used for follow-up of individuals to verify the information on the
screener or to sign an informed consent.

Scanned Forms Count 
Report (B-17-17)

Summarizes 
number of forms 
scanned by date 
and by form type

DEES Reports/Production 
Reports/Forms Count 
Report

As Needed

Monitoring 
Activity

Report Name (MOOP 
Appendix)

Description 
of Report

System 
Module System Path Recommended 

Frequency
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• Session Edits (Production Edits) for Individual Tracking (Appen-
dix B-2-4: Session Edit Report for Individual Tracking)

This report prints a list of errors and inconsistencies for each record in
the TASR database, as well as a key for decoding error message codes.

• Possible Duplicates in TASR (Appendix B-2-5: Possible Duplicates in
TASR)

This report lists possible duplicates among potential participants in the
TASR database. This report will allow the SC Coordinator to monitor the
integrity of the recruitment database.

• Age Review Report (Appendix B-2-6: Age Review Report)

This report lists potential age ineligibles for whom a recruitment status
has not been set in TASR. The report shows their tracking number,
name, date of birth, gender, and current age. It can be used to identify
those potential participants who need to be contacted as they become
age eligible.

• TASR/RAND Comparison Report (Appendix B-2-11: TASR/RAND
Comparison Report)

This report compares data in TASR to data in the Randomization and
Enrollment (RAND) module to identify eligible potential participants
who have not been randomized, randomized participants whose recruit-
ment status is not eligible, and possible duplicates.

• Eligibility Contact Report (Appendix B-2-12: Eligibility Contact
Report)

This report lists the date contacted and current age for those individu-
als in TASR that have not yet been enrolled in the study.

The following reports will allow the SC Coordinator to monitor recruitment with
outside organizations:

• Organization Report (Appendix B-2-7: Organization Report)

This report lists information on organizations the SC has contacted for
recruitment using data entered into TASR from the Contact Information
screens.

• Scheduled and Complete Presentations (Appendix B-2-8: Sched-
uled and Complete Presentations)

This report summarizes information on presentations entered into TASR
using the Presentations to Organization screen.

• Materials Distribution (Appendix B-2-9: Materials Distribution)

This report displays information on the distribution of PLCO recruitment
materials to organizations.

• Summary of Contacts with Organizations Report (Appendix B-2-
10: Summary of Contacts with Organizations)

This report summarizes contacts with organizations. It shows the num-
ber of organizations in the database, the number for whom at least one
presentation was done, the total number of presentations to date, and
the total number of attendees over all presentations.
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17.11.2 Monitoring Enrollment Status
The SC Coordinator will be responsible for monitoring the enrollment of partic-
ipants in the trial to ensure that the number and profile of enrollees are in
accordance with contract specifications regarding age and sex distributions.
The enrollment effort has been completed. (Note: These reports are no longer
available from the SMS.)

• Enrollment Status Report (Appendix B-4-3: Enrollment Status
Report)

This report will show the total number of participants assigned Partici-
pant IDs and the number of participants assigned to each group for the
month and cumulative for the study. The Enrollment Status Report will
enable the SC Coordinator to monitor monthly recruitment goals.

• Enrollment Summary Report (Appendix B-4-4: Enrollment Summary
Report)

This report will show the number of participants in each study arm and
age group. It will also show the mean age overall and within age group,
and the gender distribution by study arm and age group. It may be
generated for a specified range of randomization dates. 

This report will enable the SC Coordinator to monitor enrollment to date
against contract commitments and to redirect efforts if the race, gen-
der, or age distribution of enrollees is skewed. 

17.11.3 Monitoring SC Population Status
The SC Coordinator is responsible for monitoring the status of the total group
of participants at the SC to ensure that overall participant characteristics meet
contract requirements (i.e., there is an even distribution among age groups,
etc.). The SC Coordinator will also monitor participation status using the fol-
lowing reports.

• Non-Participation Status Summary (Appendix B-17-3: Non-Partici-
pation Status Summary)

This report will show the distribution of all non-participants (i.e., partic-
ipants for whom a Nonresponse Form has been receipted) by status
category within randomization group, age and gender. These status
categories are: medical condition, deceased, refused further participa-
tion and lost contact.

This report will enable the SC Coordinator to identify and monitor
retention issues.

• Population Profile Report (Appendix B-17-4: Population Profile
Report)

This report will show the distribution of intervention and control partici-
pants by age, gender, race, and education level. 

The Population Profile Report will allow the SC Coordinator to measure
recruitment and enrollment progress against their contract commit-
ments. It will also highlight workload issues (e.g. older participants or
lower average education levels may increase data retrieval effort).

17.11.4 Monitoring Individual Participant Status
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In addition to monitoring the total group of PLCO participants, the SC Coordi-
nator is responsible for monitoring the status of individual participants to
ensure that each participant completes study activities in a timely manner. The
following SMS report will support the monitoring of individual participant sta-
tus.

• Participant Overview Report (Appendix B-17-10: Participant Over-
view Report)

This report gives a summary of the study information for a participant
such as PID, name, gender, date of birth, address, randomization date,
and randomization group. Prior adenoma detection, vital status, cancer
status, medical record abstracting information, transfer status, and
scheduling notes are also presented as well as forms that are outstand-
ing or receipted, and exam results. Since the receipt of forms and spec-
imens indicates the successful collection of study data, the SC
Coordinator will use this report on a regular basis for monitoring the
status of participants in the study.

17.11.5 Monitoring Questionnaire Administration, Screening and Fol-
lowup

As noted earlier, an activity is not considered completed until its associated
form has been receipted into the Forms and Specimens Tracking (FAST) mod-
ule of the SMS. The following reports generated from this module will enable
the SC Coordinator to monitor questionnaire administration, screening, and
followup activities by monitoring the receipt of study forms.

• Results Pending Report (Appendix B-6-1: Results Pending Report)

This report lists all participants for whom screening examination results
are pending (status of RP). This report may be used to monitor the
timely processing of data collection forms and reporting of results.

• One or More Exam Statuses = Results Pending (RP) Three or
More Weeks Since Exam Date (Appendix B-6-2: One or More Exam
Statuses = Results Pending Three or More Weeks Since Exam Date)

This report lists all participants for whom at least one examination is
still pending (RP status) three or more weeks after the examination
date. This report may be used to monitor the timely processing of data
collection forms and reporting of results.

• Referrals for Exam Forms (Appendix B-6-3: Referrals for Exam
Forms)

This report displays the referral levels assigned to individual examina-
tions. It may be requested for specific Participant IDs, for all examina-
tions that took place during a range of dates or for all participants.

• Examination Summary Report (Appendix B-6-5: Examination Sum-
mary Report)

This report generates summaries of exams performed. The user may
select any combination of exams and a range of visit dates. This is a
five-part report: (1) exams performed, (2) exams by examiner ID, (3)
exams by outcomes, (4) outcome by examiner, and (5) exams by gen-
der. The Coordinator may use this report to monitor workload for
examiners as well as examiner performance.
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• Screening Test Results Report Not Sent Three or More Weeks
Since Exam Date (Appendix B-6-7: Screening Test Result Report Not
Sent Three or More Weeks Since Exam Date)

This report lists all participants whose screening visit took place three
or more weeks previously, but a Screening Test Results Report (STRR)
has not been sent. The SC Coordinator may use this report to monitor
the timely reporting of screening examination results.

• Additional Screening Test Results Report Should be Sent
Reflecting New Exam Results (Appendix B-6-8: Additional Screen-
ing Test Result Report Should Be Sent Reflecting New Exam Results)

This report lists participants whose exam results have changed and/or
the PCR was revised. Listed on the report are the PID, study year,
exam date, final worst-case exam result (for all exams), STRR date,
and last updated date for the STRR.

• Tracing Log (Appendix B-7-3: Tracing Log)

This report provides all current locator information for the participant
obtained from the Baseline Locator Form and Followup Locator Form(s).
It shows the PID, full name of the participant, date and place of birth,
social security number, mother’s maiden name, and other names. The
SC Coordinator can use this report to organize information that may be
useful for tracing participants (not currently implemented).

• List of Participants in Tracing (Appendix B-7-4: List Of Participants
in Tracing)

This report lists the PIDs for participants currently “In Tracing” showing
their date of birth, gender, study group, participant status, and number
of tracing attempts. Each time a Tracing Log (Appendix B-7-3: Tracing
Log) is generated for a participant, the date the Tracing Log was gener-
ated is automatically updated on this report, indicating the most recent
date. The SC Coordinator may use this report to manage tracing activi-
ties and to monitor retention of participants (not currently imple-
mented).

• ASU/PSH Forms Received (Appendix B-7-5: PSH/ASU Forms
Received)

This report lists Annual Study Update forms received within a specified
date range and will allow the SC Coordinator to monitor the completion
of ASU forms.

• ASU Response Rate Report (Appendix B-7-6: ASU Response Rate
Report)

This report gives the response rate for the ASU by study year. This
report lists the number expected, number received, and response rate
for the Intervention group, Control group, and overall.

• HSQ Status Report (Appendix B-7-10: HSQ Status Report)

For each PID in the sample, this report lists the date the Health Status
Questionnaire (HSM or HSW) was generated, loaded, mailed, receipted,
and shipped to the CC. This report also lists participation status, vital
status, transfer status, and Missing Data Form (MDF) receipt date.

• HSQ Summary Report (Appendix B-7-11: HSQ Summary Report)
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This report gives summary figures for the HSM, HSW, and overall
HSQs. Listed by study year are the numbers of forms loaded, mailed,
received, and shipped to the CC. Counts are also given for the number
of outstanding forms, those which have been “followed-up” and the
number of MDFs receipted for HSQs. 

• Screening Examination Report (Appendix B-11-1: Screening Exami-
nation Report - Chest X-Ray through B-15-1)

This report lists the current “decoded” or English versions of screening
exam forms and their results. 

• Count/List of MDFs (Appendix B-17-2: Count/List of MDFs)

This report includes three separate listings: (1) count of receipted Miss-
ing Data Forms by form type, (2) list of Missing Data Forms for PIDs
specified by the user, and (3) Missing Data Forms for specific forms.

• Open Forms/Specimens Report (Appendix B-17-8: Open Forms/
Specimens Report)

For individual Participant IDs, this report will show all delinquent or out-
standing forms or specimens. For participants who are past the delin-
quency period with no MDF receipted, the report indicates that an MDF
is outstanding for the form.

The Open Forms/Specimens Report will enable the SC Coordinator to
monitor individual participant activities, and to direct efforts to collect-
ing outstanding data prior to the end of the participant’s reporting win-
dow.

• Buccal Cell Summary Report (Appendix B-18-1: Buccal Cell Direc-
tive/Late Directive)

This report presents counts and percentages of Controls with Etiologic
Studies Consents (ESC) and Buccal Cell kits mailed, ESCs and Buccal
Cell samples receipted, and MDFs receipted.

17.11.6 Monitoring Cancer Incidence and Mortality
The SC Coordinator will be responsible for monitoring the incidence of PLCO
cancer and death among participants during the study period. The following
SMS reports will facilitate this monitoring activity.

• Medical Record Background Report (Appendix B-8-2: Medical
Record Background Report)

This report is generated for participants with a suspected or confirmed
cancer. It lists locator information, date of birth, modified date of birth,
and cancer information (such as outstanding medical record abstracting
forms, cancer status, cancer type, and ICD-9-CM codes.)

• Cancer Confirmation List (Appendix B-8-3: Cancer Confirmation
List)

This report will list outstanding cancer information in five categories:
participants expecting Diagnostic Evaluation (DE) forms due to positive
screens, participants expecting DE forms for reported PLCO cancers,
participants expecting Other Cancer Forms (OCF) for reported non-
PLCO cancers, Treatment Information (TI) forms expected for con-
firmed PLCO cancers, and a summary section. It will be used to indicate
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which participants require collection of information on diagnostic follow-
up and treatment.

• Vital Status Confirmation List (Appendix B-9-2: Vital Status Confir-
mation List)

This report will identify participants whose vital status is presumed
deceased (P), confirmed deceased (C), or confirmed deceased without
a death certificate (N.)

• Participants with Cancer on Death Certificate Report (Appendix
B-9-5: Participants with Cancer on Death Certificate Report)

This report, generated by the CC, will identify participants who have a
cancer reported on their death certificate. It shows PID, study year,
cancer type, date of death, cancer code, and a cancer disposition.

• Algorithm for Death Review (Appendix B-9-6: Algorithm for Death
Review) 

This report, generated by the CC, identifies cases selected for the
Death Review and/or for Principal Investigator review. It lists, by SC,
participants that are assigned to death review (AR), certified (AC), or
rejected (XX) because of insufficient information.

17.12 SC Operations Support (Management Support Reports)
A number of reports will be available to support the SC Coordinator in the
management of SC operations. Throughout the study, it will be crucial for the
SC staff to be able to link a participant with his/her Participant ID. The follow-
ing reports will be available as reference listings of PLCO participants.

• Randomization Assignment Report (Appendix B-4-5: Randomiza-
tion Assignment Report)

This report will show the group assignment (intervention or control),
gender, date of birth, and the date of randomization for each Partici-
pant ID.

The Randomization Assignment Report will be used by SC staff as a ref-
erence report for daily SC activities. (Note: This report is no longer
available from the SMS.)

• Study ID Assignment Report (Appendix B-4-6: Study ID Assignment
Report)

This report will show the name, Participant ID, gender, date of birth,
modified date of birth, home phone number, and randomization group
for each participant in the study. The report may be sorted alphabeti-
cally or by Participant ID. Since participant name is not recorded on
many study documents, this report will provide a critical link between
the participant’s study ID and the participant’s name.

The Study ID Assignment Report will be used by SC staff as a reference
report for daily SC activities. Because the report contains Privacy Act
information, access to this report will be controlled by the SC Coordina-
tor.
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There may be instances in which the SC Coordinator wishes to review and uti-
lize locator information for a particular participant. This may be necessary for a
variety of SC operational activities such as scheduling, return calls, etc. A
report designed for this purpose is described below:

• Participant Information Sheet (Appendix B-17-5: Participant Infor-
mation Sheet)

This report provides a summary of all locator information, including
dates the information was provided, and mimics the Tracing Log
(Appendix B-17-3: Non-Participation Status Summary).

• Participant Overview Report (Appendix B-17-10: Participant Over-
view Report)

This report gives a summary of the study information for a participant
such as PID, randomization date, randomization group, participant
name, gender, date of birth, address, participation status, prior ade-
noma detection, vital status, scheduling notes, cancer status, exam
results, and all receipted and outstanding forms for an individual partic-
ipant.

Activities of the SC will be scheduled such that all participants complete their
required baseline and annual activities during their reporting period, and if
necessary, during their delinquency period. The SMS will produce activities
reports which will enable the SC Coordinator to identify participants who are
due to complete study activities, or who require follow-up to complete an
activity (i.e. participants who are delinquent). The Annual Activities Report
will contain two sections: Intervention and Control. This report is
described below:

• Annual Activities Report - Intervention (Appendix B-17-6: Inter-
vention Activities Report)

This report will show which intervention participants are entering their
activity window, are currently in their activity window, or are leaving
their window. It will also show delinquencies.

The SC Coordinator should use this report for scheduling screening vis-
its and monitoring the SC workload and may request this report as
often as needed. 

• Annual Activities Report - Control (Appendix B-17-7: Control Activ-
ities Report)

This report will show which control participants are entering their activ-
ity window, are currently in their activity window or are leaving their
window. It will also show delinquencies.

The SC Coordinator should use this report for determining when to ini-
tiate a request in the SMS for the participant to complete the Annual
Study Update (ASU) and the Follow-up Locator Form (FLF). The SC
Coordinator may request this report as often as needed. 

Another aspect of operations support is quality assurance of management sys-
tem data. Reports will be generated which will provide information on missing
and inconsistent data. This includes:

• Production Edits Report (Appendix B-17-9: Production Edit Report)

There are two versions of this report:
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< Intra-Forms Edit Report: This report prints a list of errors and
inconsistencies within a data collection form. The user may run the
report for a single form, a category of forms (exams, medical, etc.),
or all forms. In addition, the user may select a particular edit or
several edit checks to be run.

< Inter-Forms Edit Report: This report prints a list of errors and
inconsistencies among forms of different types. It compares the
data for all forms and specimens for a specific PID or Sample ID.
The user may run the report for selected PIDs, a range of PIDs,
selected Sample IDs, a range of Sample IDs, and ‘ALL.’ In addition,
the user may select a particular edit or several edit checks to be
run.

17.13 Monitoring Adverse Events
SCs are responsible for monitoring the occurrence of any adverse events
among participants in the intervention group, which may be related to their
participation in the trial. Medical complications, which occur while the partici-
pant is physically at the SC having screening examinations, should be docu-
mented on the appropriate screening examination form (See Chapters 10-15).
This information will be communicated to the CC and NCI through transmitted
data. SCs must also document serious adverse experiences, which occur after
the participant leaves the SC. As of May 1st, 2003, the screening centers’
requirements for reporting serious adverse events have been revised. The
screening centers should begin reporting serious adverse events to the CC
within two weeks of being notified of a serious adverse event requiring IRB
notification. Serious adverse events are defined as fitting into one or more of
the following categories: 

• death

• life threatening 

• inpatient hospitalization

• persistent or significant disability/incapacity 

• medical or surgical intervention to prevent one of the above outcomes

• other (specify). 

These serious adverse experiences will usually be reported back to the SC
either by the participant or his/her physician. It is not expected that the SCs
will solicit this information, however, if reported, it must be documented. This
reporting will be done using the Report of Adverse Events for NIH-Spon-
sored Clinical Trials (RAE) (Appendix A-17-11). Specifications for the com-
pletion of the RAE are also provided in Appendix A-17-11. This form is
designed to collect the appropriate information for review by NCI and the CC.
Upon receiving the report, the CC will make a photocopy for its records and
immediately send the form to NCI. NCI will review all the events and deter-
mine which, if any, require notification to all the SC IRBs. The SC should inter-
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nally track adverse events that do not require reporting to NCI on the report of
Adverse Events form. Tracking tools such as an Excel spreadsheet can be uti-
lized to maintain a list of the non-serious adverse events.

17.14 Documenting and Resolving Protocol Violations
Throughout the trial, the SC may make errors, which are considered violations
of the PLCO protocol. Some examples of protocol violations are: 

• Randomization of a participant with the wrong gender;

• Randomization of the same participant more than once;

• Randomization of a participant with the wrong date of birth in situations
where the participant provided the correct date of birth but the SC
entered it incorrectly;

• Mislabeled or lost forms and specimens; 

• Administration of screening examinations to control participants; 

• Sending the wrong results to a participant, resulting in inappropriate
follow-up; and 

• Wrong screening exam protocol administered.

All protocol violations should be documented on a SC Report of Protocol Viola-
tion form (Appendix A-17-7). The following items are collected on this form:

• type of protocol violation;

• participants affected (PIDs);

• how the protocol violation occurred;

• how the SC discovered the protocol violation;

• corrective actions the SC has taken or plans to take;

• corrective actions needed by the CC; and

• actions the SC has taken or plans to take to prevent the recurrence of
the protocol violation.

To ensure the resolution of each violation, it is important that the SC Report of
Protocol Violation forms are filled-out completely and in detail. Completed SC
Report of Protocol Violation forms should be faxed or mailed to the CC Coordi-
nator. On a periodic basis, the CC and the NCI will review the protocol viola-
tions to determine whether there are an excess of protocol violations or any
patterns related to protocol violations at any of the SCs.

17.14.1 Documenting and Resolving Duplicate Randomization
The guidelines below describe the steps that should be taken to resolve a
duplicate randomization within the same SC. The steps are different based on
the study group assignment given at the time of the second randomization. 

If a participant is randomized twice, first as a control, then as an intervention,
the first randomization should be maintained. The SC that performed the sec-
ond randomization should complete the following activities to document and
resolve the error and follow the participant:

1. Complete a Protocol Violation Form. Send the original to the CC Coordi-
nator, and file a copy in both of the participant’s study files.
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2. Discard Biorepository blood. Do not send blood to the Biorepository. If
blood samples have been shipped to the Biorepository, notification
must go in writing to your CC Coordinator and the Biorepository. Infor-
mation must include:

< Participant IDs (both the Intervention and the Control IDs)

< Sample IDs and the sequence numbers for each vial

< Date of Blood Draw

< Biorepository Ship Date

At this time, the CC will contact the Biorepository and take any neces-
sary action.

3. Do not send blood to UCLA. Either discard blood collected for PSA/CA-
125II or, if the participant so requests, have it analyzed by an SC des-
ignated laboratory (cost to be incurred by the SC.) If blood has been
shipped to UCLA, notification must go in writing to your CC Coordinator
and User Support. Information must include: 

< Participant ID

< Sample ID and sequence number

< Date of Blood Draw

< UCLA Ship Date

Upon receipt of this letter, the CC will write a memo to UCLA notifying them of
the errors. User Support will make the necessary corrections to the SC data-
base.

4. The participant should be informed of the error. It is recommended that
this be done both in writing and by a telephone call from the Principal
Investigator. However, the decision of whether or not to analyze the
blood and report the results of the blood test and other examinations to
the participant and/or to his or her physician is left to the SC. If results
are reported, this should be documented in the “Notes” area of the Par-
ticipant Status data entry screen under the original randomization PID.
In addition, if written results are sent to the participant and/or the phy-
sician, a copy of what was sent should be placed in both of the partici-
pant’s study files. 

5. Under the original randomization PID, use the “Notes” area in the Par-
ticipant Status data entry screen to enter the result of each examina-
tion (i.e., AS, AN, NG or IN), the date of screening, the date results
were sent to the participant (if results were sent to the participant),
and a brief explanation of why the inadvertent screening occurred.

6. Dietary Questionnaires: If the participant completed a Dietary Ques-
tionnaire (DQX) under the second PID, this too should be noted on the
protocol violation form so that the data can be deleted. The following
scenarios could occur:

< The participant completes the DHQ under the original (control) PID
then completes the DQX under the second PID (intervention.)

< The participant does not complete the DHQ under the original (con-
trol) PID but does complete the DQX under the second PID (inter-
vention.) 
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In either case, the DQX completed under the second PID should not be sent to
NCS for scanning. If it has already been sent to NCS, the CC should be notified
so that the data can be deleted. The hardcopy DQX should be kept in the par-
ticipant’s file at the original SC. In the second scenario where the participant
has not completed a DHQ, an MDF-DHQ should be receipted under the original
PID so that this participant is not approached to complete another dietary
questionnaire.

7. After steps 1 through 6 above have been completed, the SC should call
User Support. 

8. Upon receipt of the Protocol Violation Form and after steps 1 through 7
above have been completed, the CC will make the appropriate correc-
tions (i.e. delete all forms and references to the intervention group
PID) in the SC database.

9. If the participant had one or more screening tests that were positive
(AS), it is not necessary for the SC to complete a DE form or TI form for
the participant unless the positive screen leads to a diagnosis of a PLCO
cancer which is reported on the ASU. Only upon report of a PLCO can-
cer should the original SC collect diagnostic and treatment information
for a control who was screened. To initiate the collection of diagnostic
information, an entry should be made in the Participant Status Cancer
Screen under the original randomization PID.

10. The participant should remain in the control group and should not
receive PLCO screening tests in subsequent years.

If a participant is randomized first to the control group then again to the con-
trol group or first to the intervention group then to the control group, the first
randomization should be maintained. The SC where the second randomization
occurred should complete the following activities to document and resolve the
error and follow the participant:

1. Complete a Protocol Violation form. Send the original to the CC Coordi-
nator, and file a copy in both of the participant’s study files.

2. Dietary Questionnaires: If the participant completed a dietary question-
naire (DQX or DHQ) under the second PID or completed multiple
dietary questionnaires, this too should be noted on the protocol viola-
tion form so that the scanned data can be deleted. The following sce-
narios could occur:

< Participant randomized twice as a control and completed two DHQ
forms. If this happens, the DHQ completed under the second PID
should not be sent to NCS for scanning. If it has already been sent
to NCS, the CC should be notified in order to delete the data.

< Participant randomized twice as a control and only one DHQ was
completed but under the second PID. If this happens, the DHQ
should be relabeled as the original PID and receipted (at the original
SC). It should be shipped, by the original SC, to NCS as usual.

< Participant randomized first as an intervention then as a control and
both a DQX and DHQ were completed. If this happens, the DHQ
completed under the second PID should not be sent to NCS for
scanning. Instead it should be kept in the participant’s file. If it has
already been sent to NCS, the CC should be notified in order to
delete the data.
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< Participant randomized first as an intervention then as a control and
only one dietary questionnaire was completed but it was the DHQ
under the second PID. If this happens, the DHQ should be relabeled
as the original PID and receipted (at the original SC.) It should be
shipped, by the original SC, to NCS as usual.

3. Upon receipt of the protocol violation form, User Support will contact
the SC to make the appropriate corrections in the SC database (i.e.,
delete all references to the second PID). 

17.14.2 Documenting and Resolving Randomized Ineligibles
If the SC becomes aware that a randomized participant was ineligible at the
time of randomization, the participant should be documented as a “random-
ized ineligible” on an Administrative Tracking Form (ATF) (Appendix A-4-
2). The following information should be recorded on this form:

• the date the SC discovered that an ineligible individual was ran-
domized;

• the reason the individual was not eligible for the trial at the
time of randomization; and

• the method of discovery.

Note: The SC is not required to complete a Protocol Violation Report.
The CC will use ATF reports to determine the number of randomized
ineligible protocol violations that have occurred for each SC within a
given timeframe. It is therefore important that the SC completes the
“Method of Discovery” section of the ATF so it is clear to NCI whether or
not the participant provided accurate eligibility information prior to ran-
domization.

The purpose of the ATF is to differentiate between the following types of situa-
tions that may involve randomization of ineligible individuals:

• Intervention and control individuals who were randomized in error (i.e.,
the participant provided information to the SC indicating his/her ineligi-
bility, but the SC failed to exclude him/her from the trial); 

• Intervention and control individuals who were randomized appropri-
ately based on information provided at the time of randomization, but it
was discovered after randomization, (e.g., from a review of the base-
line questionnaire, during screening or follow-up of screening, through
conversations with the participant, etc.) that the information provided
had been incorrect.

Refer to Appendix A-4-2 for specifications for completion of the Administrative
Tracking Form.

The Report of BQ/RAND Discrepancies (formerly the Randomized Ineligible
Report) (Appendix B-4-7: Report of BQ/RAND Discrepancies) is automatically
generated from Baseline Questionnaire data to identify potential randomized
ineligibles. This report will identify participants whose Eligibility Screener
shows that they are eligible but then later their Baseline Questionnaire shows
one or more exclusion criteria. For example, a participant may have marked
on their Eligibility Screener that they had not had a PSA, colonoscopy, flexible
sigmoidoscopy or barium enema but then this is contradicted on their Baseline
Questionnaire. Data retrieval to confirm the timing of the screening exam
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reported on the Baseline Questionnaire is not required, since NCI will consider
all such participants to be contaminated, regardless of the exam timing. The
SC does not need to complete an ATF for these cases. 

All individuals discovered to be ineligible at the time of randomization will con-
tinue to be followed regardless of the method of discovery. If a randomized
ineligible is in the screening arm of the trial, s/he should be offered all screen-
ing examinations unless the reason for ineligibility precludes screening as fol-
lows:

• If the reason for ineligibility is the absence of the prostate, lung or
colon, the screening test(s) associated with that organ should not be
performed. In addition to completing the Administrative Tracking Form,
a Missing Data Form (MDF) with Reason Code 7, subcode 777 should be
completed for the related screen expected in the current study year to
“turn off” system expectations for screening examination data.

• If the reason for ineligibility is prior PLCO cancer, the cancer should be
confirmed by a review of the medical record or by contact with the par-
ticipant’s physician. The Administrative Tracking Form should be com-
pleted indicating whether or not the cancer is confirmed. If the cancer
is confirmed, item 2a on the ATF should be completed and the screen-
ing test(s) for that cancer should not be performed. If the cancer is not
confirmed, the participant should be offered the screening tests for that
cancer.

As with all other participants, if a randomized ineligible refuses a screening
test, the test should not be performed.

17.15 Quality Assurance Program 
A comprehensive PLCO Quality Assurance Plan is included in APPENDIX L. Due
to the decentralized design of the study, the SCs have a significant responsibil-
ity for the quality of the data and each SC is responsible for developing a SC-
specific QA plan which addresses each aspect of the PLCO QA Plan. The proce-
dures and systems described in this manual are designed to aid the SCs in
attaining a high level of quality in all areas of the trial.

Quality assurance measures will include internal monitoring of data quality by
the SCs, additional monitoring of data quality by the CC, comprehensive train-
ing for SC Coordinators, site visits by CC staff and the NCI project officers, and
the central monitoring committees. The following sections describe these
aspects of quality assurance.

17.15.1 Screening Center Monitoring of Data Quality
The SC Coordinator will be responsible for the quality of the data entered into
the SMS and the DEES. As described previously in this chapter, computer edits
will be generated to assist the center in assuring that data entered into the
system is clean. It is the responsibility of the SC Coordinator to take action
(such as remedial training) if certain staff members are not completing forms
adequately. The SC Coordinator must also make sure that data retrieval is
done with participants for critical items missing from data forms they com-
pleted. Further, the SC Coordinator should review work done by staff members
using the SMS. This will usually be accomplished through a critical review of
reports generated by the system or ad hoc reports requested through the sys-
tem.
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17.15.2 Coordinating Center Monitoring of Data Quality
The SCs are responsible for transmitting data to the CC on a regular basis. The
CC reviews these data for quality assurance and provides feedback to the SCs
on any data inconsistencies and errors. CC quality assurance reports are gen-
erated quarterly for each SC. Inconsistencies and errors are recorded on Data
Investigation Forms (DIFs) which are dated and mailed to the appropriate
Screening Centers. Screening Center data management staff are required to
investigate the problem, clean the data, as necessary, document the process
on the DIF and return the completed form to the CC. Additionally, the SCs are
required to send specific data editing reports generated at the SC to the CC on
a semi-annual basis. Output from these reports is reviewed and summarized,
and feedback is provided to the SCs for prioritizing their data cleanup efforts.

17.15.3 Reporting to the NCI
The SCs will submit a semi-annual report to the NCI. In addition to required
elements for this report specified in the contract, this report will include the
items listed below.

• Identification of new staff and/or equipment;

• Report of training and certification activities;

• Report on examinations performed for quality assurance.

These items of information are needed to monitor compliance with the quality
assurance protocols established for the PLCO trial. 

17.15.4 Site Visits
Site visits will be conducted by personnel from the NCI and/or personnel from
the CC. In many instances both the NCI and the CC staff will visit a SC
together, but due to scheduling barriers, this may not always be possible. The
purpose of these visits is to: 

• Ensure that the study protocol is being followed and to assess any pro-
tocol violations;

• Conduct a data audit of a random sample of participant study files for
accuracy, consistency, and completeness;

• Ensure that members of the SC staff are aware of any procedural
changes that can affect the screening of participants and the quality of
the data collected;

• Survey procedures for correction of data through edit queries;

• Review output of SC quality assurance reports to assess data manage-
ment and quality assurance procedures;

• Observe SC’s daily operations;

• Check storage and documentation of laboratory specimens.

Problems noted at the site visits will be brought to the attention of appropriate
study personnel, i.e., the SC Coordinator, the CC Project Director, the Principal
Investigator and the NCI Project Officers.

17.15.5 Monitoring Committees
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Two central committees will play a major roll in monitoring protocol adherence
throughout the trial. These include the Monitoring and Advisory Panel (MAP)
and the PLCO Steering Committee. These groups will meet regularly to discuss
problems and make changes in trial procedures.
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18.0 BUCCAL CELL COLLECTION PROTOCOL

18.1 Buccal Cell Collection Overview
In May 2000, the collection of buccal cell samples from PLCO control partici-
pants was implemented. The activity will provide a DNA resource for the
assessment of genetic factors associated with disease in the control arm and
effectively double the size of the etiologic component of the PLCO Trial for this
type of investigation. The expanded sample size will allow for comparison of
interrelationships, and for the study of relatively rare diseases.

The PLCO Buccal Cell Collection includes two major components: 1) mailing
the Etiologic Studies Consent Form (ESC) to control participants who have not
previously signed an ESC, and 2) mailing buccal cell collection kits to control
participants who have signed an ESC. Briefly the ESC and Buccal Cell Collec-
tion procedures will include the following steps:

• ESC Procedures

< Monthly, generate the SMS ESC Requests (Directive and Mailing) for
control participants;

< Mail ESC, ESC Cover Letter, FAQ Sheet and Buccal Cell Brochure to
participants;

< Receipt ESC into the SMS; and

< ESC non-response follow-up.

• Buccal Cell Collection Procedures

Procedures to send kits

< Monthly, generate the SMS Buccal Cell Requests (Directive and
Mailing). These functions identify control participants who have an
ESC receipted and should have a buccal cell kit sent to them. The
functions then generate the file that is transmitted to the Kit
Assembly Company and create the SMS buccal cell record;

< Monthly, transmit the electronic file generated by the SMS Buccal
Cell Requests (Directive and Mailing) to the Kit Assembly Company; 

< The Kit Assembly Company will prepare the buccal cell collection
kits with cover letters and mail kits to control participants; and

< Monthly, retrieve an electronic file from the Kit Assembly Com-
pany’s computer and import this file into the SMS. This file will doc-
ument that kits have been mailed to the selected participants; 

Procedures to document receipt of samples

< Weekly, retrieve an electronic file from the Biorepository that identi-
fies buccal cell samples receipted at the Biorepository and import
this file into the SMS. This file will update the SMS buccal cell
record; and 

< Conduct Buccal cell sample non-response follow-up. 

For most SCs, buccal cell kit assembly and mailing will be performed by the Kit
Assembly Company, McKesson BioServices Corporation of Rockville, MD. How-
ever, due to concerns over releasing participant identifiers, the University of
Minnesota and the University of Pittsburgh SCs will prepare and mail their own
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kits. The SCs using the Kit Assembly Company’s services will be responsible
for requesting kits for participants and the Kit Assembly Company will assem-
ble and mail the kits directly to the participants.

Each control participant will be mailed a buccal cell collection kit to his/her
home and asked to provide one buccal cell sample (also knows as loose cheek
cells or a saliva sample). The kit will include a screw-top collection container, a
small bottle of commercially available mouthwash such as Scope mouthwash,
a leak-proof Bitran bag with an absorbent pad and a cushioned mailer. The
Participant Directions (Appendix A-18-1) included with the kit instruct the par-
ticipant to fill the collection container up to the fill line with mouthwash, to
swish the mouthwash from the container around in his/her mouth for 45 sec-
onds, and then to expectorate the mouthwash back into the collection con-
tainer. The participant will place the sealed, filled collection cup and an
absorbent pad in a leak-proof Bitran bag, and mail the sample at ambient air
temperature (20° - 28° C) directly to the Biorepository in a pre-addressed
postage-paid cushioned mailer. Buccal cell sample receipt and processing will
be completed by the NCI Biorepository in Frederick, Maryland. The Bioreposi-
tory will receive individual samples mailed directly from participants on a daily
basis and will process, freeze, and store the buccal cell samples. Weekly, the
Biorepository will generate a sample receipt file for each SC and transmit the
files to the NIH mainframe computer. The SCs will retrieve the sample receipt
file from the NIH mainframe computer and import the file into the Study Man-
agement System (SMS) to document receipt of the buccal cell samples. The
SCs will then telephone participants with outstanding buccal cell samples and
encourage them to return a sample. A flowchart of the buccal cell collection
process is included in Exhibit 18-1.
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Exhibit 18.1
PLCO Buccal Cell Collection Process

(for most Screening Centers)
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The Buccal Cell Collection chapter is divided into three parts. The first part out-
lines Screening Center (SC) procedures for mailing Etiologic Studies Consents
(ESCs) to previously enrolled control participants who have not signed an ESC.
The second part of this chapter contains the buccal cell collection procedures
relating to requesting buccal cell collection kits for participants and document-
ing sample receipt at the Biorepository. The third part of this chapter focuses
on those SCs performing their own kit assembly and mailings. This chapter
does not include specifics on the tasks to be performed by either the Kit
Assembly Company or the Biorepository, but rather how those tasks relate to
the SCs. If procedures differ for those SCs responsible for performing their
own kit assembly and mailing, clarification will be provided in the applicable
sections.

18.2 ESC Administration for Control Participants
All control participants must complete an ESC prior to collection of the buccal
cell sample. The purpose of the ESC is described in detail in Chapter 3.0
(Obtaining Informed Consent). For more details regarding the ESC (and
obtaining it from participants), please refer to Chapter 3.0 of the MOOP. The
administration of the ESC to control participants who have not previously
signed an ESC will be the focus of this section. Additional topics included in this
section are:

• ESC Cover Letters, FAQ and Brochure;

• ESC Specific to Control Participants;

• Administration of the ESC to Control Participants;

• Documenting the Results of Obtaining ESC;

• ESC Non-response;

• ESC Re-mailing; and

• ESC Reports.

18.2.1 ESC Cover Letters, FAQ Sheet and Brochure
A prototype of the ESC Cover Letter is provided in Appendix C-18-1. The ESC
Cover Letter briefly describes the purpose of the ESC and introduces the buc-
cal cell collection process. It will accompany two copies of the ESC and the
postage-paid return envelope. Also included in this mailing are a FAQ Sheet
(Appendix A-18-2) and the Buccal Cell Collection ESC Brochure (Appendix A-
18-3). Both of these documents were developed to answer potential questions
participants may have regarding the ESC and buccal cell collection. The FAQ
Sheet was first implemented in October 2000 and the brochure was added in
September 2001. Participants are requested to read, sign, and return one copy
of the ESC to the SC. Cover letters and modified FAQ Sheets must be submit-
ted to NCI, with a copy to the CC’s SC Coordinator, for review and approval.

18.2.2 ESC Specific to Control Participants
The prototype of the ESC for previously enrolled controls (Appendix C-18-2)
describes only the sample collections that pertain to control participants. Any
language specific to the intervention participants has been removed from the
original combined ESC consent (Appendix C-3-3). For ESC administration
related to buccal cell collection, SCs must use a version of the ESC specific to
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control participants. ESCs must be submitted to NCI, with a copy to the CC’s
SC Coordinator, for review and approval.

Control Participants who have previously signed an ESC do not have to be re-
consented as part of the buccal cell collection effort.

18.2.3 Administration of the ESC to Control Participants
This section provides information on the actual administration of the ESC to
control participants including: ESC Expectations; ESC Requests (Directive and
Mailing); and Generating and Mailing the ESC Cover Letter and ESC.

18.2.3.1 ESC Expectations
All control participants must complete an ESC prior to collection of the buccal
cell sample. The SMS ESC expectations are the same for all control partici-
pants and were modeled after the ESC expectations for intervention partici-
pants. However, ESC expectations for control participants are triggered in one
of two different ways depending on whether the participant was enrolled
before or after the 4.1 systems upgrade (installed in March 1998). Guidelines
for each group of control participants follow.

• Control Participants Enrolled After the 4.1 Systems Upgrade
(Newly Enrolled Controls)

All control participants randomized after the 4.1 systems upgrade
(March 1998) receive expectations for a signed ESC at the time they
are randomized. SCs should continue to administer ESCs to potential
controls and receipt signed ESCs and MDF-ESCs according to current
procedures. Refer to Chapter 3.0 for more information. Control partici-
pants who have already signed an ESC will not be re-consented for the
ESC as part of the buccal cell collection.

• Control Participants Enrolled Prior to the 4.1 Systems Upgrade
(Previously Enrolled Controls) 

Currently, previously enrolled controls (those randomized prior to the
4.1 systems upgrade – March 1998) do not have an ESC expectation.
Previously enrolled controls will receive an ESC expectation when the
following two steps have been completed 1) the participant is selected
in an ESC Directive; and 2) the ESC Mailing option has been completed.
For these participants, ESC expectations will only be triggered by com-
pletion of an SMS ESC mailing.

• All Control Participants

For all control participants, once an ESC expectation has been triggered
the ESC expectation remains as “Outstanding.” There will be no “Delin-
quent” or “MDF-ESC” expectations. Expectations for the ESC will be
turned off with the receipt of either an ESC or an MDF-ESC. Only con-
trol participants with a receipted ESC will be included in the Buccal Cell
Directive.

18.2.3.2 ESC Requests (Directive and Mailing)
Control participants without a receipted ESC will be selected to be mailed an
ESC by generating the SMS Requests/Annual/ESC/Directive followed by the
SMS Requests/Annual/ESC/Mailing. At this point, the SMS will document that
the participant has been mailed an ESC and will trigger the ESC expectations
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as discussed in Section 18.2.3.1. After January 2000, SCs will complete the
ESC Requests/Directive and Mailing process once a month.

ESC Requests/Directives

The ESC Requests Directive identifies control participants that should receive
the ESC. This directive is not based on participant randomization/anniversary
windows. For each SC, a set number of control participants will be selected
with the generation of each ESC directive. These numbers were originally
assigned so that the ESC mailing effort would be completed over a two-year
period, but the numbers were reduced in the 7.1.2 SMS upgrade (May 2001)
to allow the SCs more time to complete non-response follow-up calls. ESC
mailings are projected to continue through January 2004 for most SCs. The
ESC mailing numbers were established to ensure a ready pool of participants
would have an ESC receipted and in turn be eligible for the buccal cell direc-
tive. The number of control participants selected for each SC’s ESC Requests
Directive is as follows: 

* Minnesota will mail 500/month outside of the SMS.

** Alabama administered the ESC at the time of randomization

Control participants will be excluded from the ESC Directive under the follow-
ing conditions:

• Receipt of an Non-Response Form (NRF);

• Participant status of “deceased” or “in tracing”;

• Receipt of an ESC;

• Receipt of an MDF-ESC; and

• Creation of an SMS ESC mailing record (SMS ESC mailing completed,
but ESC not yet receipted).

Screening Center

Number of Control Participants Included 
in ESC Requests Directive

(after resumption of mailings in 
September 2001)

University of Colorado Health Sciences Center 120

Georgetown University 106

Pacific Health Research Institute (Hawaii) 73

Henry Ford Hospital 227

University of Minnesota 500*

Washington University – St. Louis 78

Pittsburgh Cancer Institute 167

University of Utah School of Medicine 56

Marshfield Clinic 110

University of Alabama at Birmingham N/A**
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After all ineligible participants have been excluded, control participants will be
selected in this order: 1) participants with a record in the cancer table; and 2)
participants with the earliest randomization dates will be selected until the ESC
Directive limit is reached. Each time the ESC directive is generated (and the
mailing is completed), this selection process will be repeated.

SCs are encouraged to be current on all ESC and MDF-ESC receipting (for
those participants randomized after March 1998) prior to generating the ESC
directive each month. This will help minimize participants being selected for an
ESC Directive when they have already signed an ESC or refused to sign the
ESC.

Individual Directives (IDirective) will be used to remail an ESC to a participant.
More details are provided in Section 18.2.3.6 (ESC Re-mailing). Late Directives
(LDirective) will be used to identify participants in need of follow-up due to
ESC non-response. Under LDirective when Mailing is then chosen, the system
will process the Phone Directive and Call Record Merge File similar to that done
for the ASU. (This will be done for both the control and intervention ESC
LDirectives.) Additional information on ESC Follow-up is provided in Section
18.2.3.5 (ESC Non-response). RDirective regenerates a previous ESC directive
and functions the same as the ASU RDirective. See the SMS Systems Upgrade
Documentation for more details on ESC Directive options.

ESC Requests/Mailing

The Requests Mailing option must be completed after the generation of the
ESC Requests Directive. This function has two purposes: 1) it creates the mail
merge file that is used to generate PID labels, ESC cover letters and partici-
pant address labels; and 2) it prompts the SMS to document that this person
has been mailed an ESC which in turn triggers the SMS ESC expectation for
the participant.

18.2.3.3 Generating and Mailing the ESC Cover Letter and ESC
This section provides instructions for generating the ESC Cover Letters. Also
provided in this section are guidelines for labeling, assembling, and mailing the
ESCs.

1. Generate the merge files using the SMS Requests/Annual/ESC/Direc-
tive and Mailing option.

2. Generate an address label for each selected participant using MAILING
option or by using the merge file and a word processing merge docu-
ment.

3. Generate PID labels (2 needed per participant) using SMS Reports/
Labels/PID and import the merge text file generated from the MAILING.
PID labels can also be printed using the merge file and a word process-
ing merge document.

4. Generate a participant specific ESC Cover Letter for each selected par-
ticipant using the merge file.

5. For each selected participant, place a PID label on the signature
page(s) of two ESCs.

6. Generate return address labels (with the SC address) for the ESC
return envelope.
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7. Label the mailing envelope and the ESC return mailing envelope
according to your SC’s procedures for mailing the ESCs. Apply the
required postage to each envelope.

8. Mail the participant the following items:

< Participant specific ESC Cover Letter,

< Two copies of the ESC (each labeled with the participant’s PID on all
signature pages), 

< FAQ Sheet,

< Buccal Cell Brochure, and

< ESC postage-paid, pre-addressed return envelope.

18.2.3.4 Documenting the Results of Obtaining ESC
Procedures for the SMS receipt of ESCs for controls will be the same as those
for intervention participants. When a signed ESC is received at the SC, receipt
the ESC into the SMS under SMS/Entry/Forms/Other/ESC. Receipt of the ESC
will include the following variables:

• PID;

• Acknowledgement of Signature A (research on cancer) and date
signed; and

• Acknowledgement of Signature B (research on diseases and conditions
other than cancer) and date signed.

Once the participant’s identification number is entered, the SMS user will be
prompted to verify the participant’s name on the ESC with the name appearing
on the SMS entry screen. The acknowledgment for each signature in the SMS
will require a “yes” or “no” answer. If either signature date was estimated,
mark the estimated date flag on the ESC receipt screen in the SMS. If neces-
sary, complete date estimation according to Appendix A-7-1 (Forms Comple-
tion Specifications for the Annual Study Update, Item 5, Today’s Date) of the
MOOP.

For those SCs that use an ESC with only one signature and date, the receipt
screen must be completed as follows:

• If a participant has checked off “yes” to both types of research, then
the acknowledgement of the signature and date must be entered twice,
once as signature A and once as signature B.

• If approval has only been given for one type of research, then only the
signature that corresponds to that type of research will be receipted as
“yes”. The other signature will be marked “no.” (For example, if a con-
trol participant only gives permission for his buccal cells to be used for
research involving diseases and conditions other than cancer that affect
his age group, then signature A would be marked as “no,” and signa-
ture B would be marked as “yes.”

• If the participant responded “no” to both types of research, do not
receipt the ESC, instead, receipt an MDF-ESC. (Refer to Chapter 17.0
for information on completion of the Missing Data Form.)

Once the signed ESC has been receipted into the SMS, file the ESC in the par-
ticipant’s file. If a participant signs the ESC but does not indicate a “yes” or
“no” response, telephone the participant and record the participant’s response
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on the ESC. Then initial and date the ESC and update the SMS. If a participant
does not sign the ESC, return it to the participant for his/her signature.

Only receipt an MDF-ESC if a participant refuses to sign the ESC. If a partici-
pant refuses to sign the ESC, he/she should not be asked again, and an MDF-
ESC should be completed. An MDF-ESC will never be expected, but should be
receipted if a participant refuses to sign the ESC. In order to differentiate
between participants who refused the ESC and those who simply did not return
it, code 1 = Refused for participants who actively refused, and code 5 = Can’t
Locate for participants who simply did not return it.

If a participant returns a signed ESC after an MDF-ESC has been receipted,
first delete the MDF-ESC record, and then receipt the ESC. Only those partici-
pants with an ESC receipted will be eligible for the Buccal Cell Directive.

18.2.3.5 ESC Non-response
If an ESC has not been received within 3 weeks of the date it was mailed, the
SC will contact the participant once by telephone to remind him/her to sign
and return the ESC. SCs will also have the option of using the ESC LDirective
to complete a second mailing of ESCs to participants who have not responded
to the first mailing. However, if after the second mailing the participant has
not responded, SCs will still be expected to contact the participant by tele-
phone. Recommendations for contacting the participant by telephone are out-
lined below.

Recommendations for Follow-up on ESC Non-response

It is recommended that up to 5 attempts be made to contact the participant by
telephone as follows:

• Each call is placed on a different day of the week, Monday-Friday.

• If time and resources permit, 2 additional calls are placed, one on Sat-
urday, one on Sunday.

• The first and last calls are separated by at least one week.

• The calls are made at different times each day (morning, afternoon,
evening).

18.2.3.6 ESC Re-mailing
If the participant loses the ESC or the participant says he/she did not receive
the ESC, the SC will run the ESC IDirective (SMS/Requests/Annual/ESC/IDi-
rective). The SC will generate an ESC cover letter and label two copies of the
ESC with the participant’s PID on the signature pages. Then, the SC will mail
the ESC cover letter, ESCs and the postage-paid, pre-addressed envelope to
the participant. After a second mailing, the SC will follow-up with non-respon-
dents as noted under Section 18.2.3.5 (ESC Non-response).

18.2.3.7 ESC Reports
This section describes SMS reports that may be used to monitor the adminis-
tration of ESCs to control participants. The Open Forms Report identifies con-
trol participants with an outstanding ESC expectation. The Participant
Overview report displays the ESC status and also lists outstanding ESC expec-
tations. The ESC status appears under “scheduling notes” as one of the follow-
ing:

• ESC receipted (ESC receipted for participant);

• MDF-ESC receipted (MDF-ESC receipted for participant); and
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• “Blank” (neither ESC nor MDF-ESC receipted).

SCs may also use the Call Record merge file to assist with identifying partici-
pants needing ESC non-response follow-up. See Section 18.2.3.2 (ESC
Requests, Late Directive) for more details.

18.3 Buccal Cell Collection Procedures
This section describes procedures related to sending advanced postcards, buc-
cal cell collection kits, and procedures for documenting sample receipt at the
Biorepository. As outlined in Section 18.1 (Buccal Cell Collection Overview,
Buccal Cell Collection Procedures), the actual kit assembly and mailing for
most SCs will be performed by the Kit Assembly Company, McKesson BioSer-
vices, Inc. SCs responsible for mailing their own kits will need to refer to Sec-
tion 18.6 for additional procedures specific to their mailing approach.

To aid in the understanding of the major buccal cell collection components,
two flow charts have been included in this section. The first flow chart outlines
the Buccal Cell Collection Kit Assembly Process (see Exhibit 18-2) and the sec-
ond flow chart depicts the Buccal Cell Sample Receipt Process (see Exhibit 18-
3).
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Exhibit 18-2
18-11 PLCO Manual of Operations and Procedures
March 1, 2006



Exhibit 18-3
18-12 PLCO Manual of Operations and Procedures
March 1, 2006



18.3.1 Buccal Cell Collection Schedule
Kit mailings for the first six months were performed at a reduced rate to pro-
vide SCs, the Kit Assembly Company, and the Biorepository an opportunity to
refine their procedures. Participants from the Colorado, Hawaii, Henry Ford,
Pittsburgh, and Utah SCs began receiving kits in May 2000. In June 2000,
Georgetown, Washington University, Marshfield, and Alabama SC participants
began receiving kits and in August 2000, the Minnesota SC begin mailing kits
to their participants. After the start up period, the number of kits mailed each
month was increased. The effort was originally expected to be completed in 36
months. To allow SCs more time to complete their non-response follow-up
calls, the number of control participants selected for kit mailings each month
was reduced. The mailing numbers were modified as part of the 7.1.2 SMS
upgrade (May 2001) and the reduction was realized when the kits were mailed
in July 2001. Due to the slower mailing schedule, initial buccal cell collection
kit mailings to control participants are projected to continue through Septem-
ber 2004. The projected completion date will vary by SC with many SCs com-
pleting initial kit mailings in early 2004. Initial kit mailing estimates specific to
each SC are provided in later in this section. Buccal cell collection kits will be
mailed to participants according to the SC Buccal Cell Kit Mailing Schedule.
This schedule will be provided to SCs, the Kit Assembly Company and the
Biorepository under separate cover.

The number of participants selected by the SMS Buccal Cell Directive (see Sec-
tion 18.3.4 for more details) to receive buccal cell kit each month are listed
below: 

* The numbers listed above do not include kit remails.

** Minnesota will send 286 kits from 6/01-10/01 then 500 kits from 
11/01-7/03.

Screening Center # of Kits per month beginning 
Aug 2001*

University of Colorado Health Sciences Center 118

Georgetown University 99

Pacific Health Research Institute (Hawaii) 51

Henry Ford Hospital 221

University of Minnesota 286**

Washington University – St. Louis 149

Pittsburgh Cancer Institute 158

University of Utah School of Medicine 133

Marshfield Clinic 152

University of Alabama at Birmingham 61

Totals 1428
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18.3.1.1 Buccal Cell Collection Advance Postcard
Following the events on and after September 11, 2001, most SCs began to
send participants postcards to inform them that they will be receiving a buccal
cell kit in an effort to avoid having them confuse the buccal cell kit with a sus-
picious package. Each SC has specific contact information on the postcard.

SCs mail the buccal cell kit advance postcard to control participants selected
for buccal cell kit mailings two weeks prior to when the participants kits are
mailed. When determining the schedule to mail postcards, the SCs using
McKesson for kit mailings (all except Minnesota and Pittsburgh), should
account for the approximate two month lag time between when the buccal cell
Request file is transmitted to McKesson and the kits are mailed to participants
(e.g. participants included in the Request File transmitted to McKesson in Jan-
uary would be mailed kits in March). Buccal cell kit advance postcards should
be sent to all participants receiving a buccal cell kit regardless of whether he/
she is going to receive a first or second (re-mail) buccal cell kit.

To generate mailing labels for the postcards, SCs need to use the archived
requests text files created each time the buccal cell Requests/Mailing option is
completed. The archived requests text file contains participant names and
addresses and is a copy of the file transmitted to McKesson for kit mailings.
Archived text files are saved under the PLCO/SMS/BUCRT directory as
Rnnyymm#.txt where:

• R stands for Requests File;

• nn = Screening Center ID;

• yy = 2-digit year;

• mm = 2-digit month; and, 

• # = sequential number from 1 to 9.

For more information on the file structure of the Requests File, refer to the
PLCO Buccal Cell Collection systems documentation. SCs may print mailing
labels using the SMS label option (SMS/Reports/Labels/Address/Text File) and
the requests text file (Rnnyymm#.txt). SCs needing assistance with locating
the Request Files or printing mailing labels should contact PLCO User Support.

18.3.2 Situations in Which a Buccal Cell Sample Should Not Be 
Collected

If a participant has not signed the ESC, a buccal cell sample should not be col-
lected. If a buccal cell sample is lost or destroyed after it is mailed by the par-
ticipant or receipted at the Biorepository, no attempts will be made to obtain a
replacement sample.

18.3.3 Buccal Cell Collection Kits
The buccal cell collection kit will consist of the following components:

• Large Cushioned Mailer [7 1/4” x 12”] (to mail the kit to the partici-
pant);

• Small Cushioned Mailer [6” x 10”] (to mail the sample to the Bioreposi-
tory);

• 15 ml Nalgene Cryogenic Vial (collection cup with sample ID label)**;

• Absorbent pad (to absorb potential spills during sample shipment);
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• Leak proof Bitran bag [6” x 6”] (to contain potential spills during sam-
ple shipment);

• 1.5 oz bottle of Scope Mouthwash (for sample collection);**

• Clear plastic bag with side pouch (to hold kit materials); 

• Participant specific Buccal Cell Collection Cover Letter; and

• Participant Directions (photocopied on light blue paper).**

**There should be no substitutions for these products without prior NCI
approval. 

A sample kit was provided to each SC. Since the kit may become contaminated
when its contents are examined by SC staff, this kit is to be used for reference
purposes only and is not for participant use. [Note: In an effort to reduce DNA
contamination, gloves must be worn whenever anyone other than the partici-
pant handles the collection cup outside of the Bitran bag.]

18.3.3.1 Participant Directions
A copy of the participant directions for collecting the buccal cell sample is pro-
vided in Appendix A-18-1. The Kit Assembly Company will insert a copy of
these directions into each buccal cell kit and the same directions will be used
for all 10 SCs.

If SCs find that participants are having difficulty understanding the instruc-
tions, or if additional instructions are being provided over the telephone to
participants, SCs should report this to the Buccal Cell Coordinator at the CC.
SC comments will be monitored and participant collection instructions will be
modified if necessary.

If a participant states that they cannot use the Scope mouthwash provided,
due to allergies and/or alcohol content, water may be used for the buccal cell
collection. Participants should be instructed to substitute water for the mouth-
wash in the collection instructions.

18.3.3.2 Buccal Cell Collection Kit Cover Letter
Buccal cell collection kits will be sent to participants with a participant specific
cover letter. The Buccal Cell Collection Kit Cover Letter provides an overview of
the buccal cell collection procedures and a prototype letter is presented as
Appendix C-18-3. All cover letters must be approved by NCI (and copied to the
CC’s SC Coordinator) prior to use.

18.3.3.3 Buccal Cell Sample ID Labels
Prior to being sent to participants, the collection cups will be pre-labeled with a
self-adhesive sample ID label. The label includes both an eye-readable and a
bar-coded sample ID and sequence number. A red fill-line is also printed on
the label to illustrate how full the participant should fill the collection cup with
mouthwash in preparation for collecting the sample.

The Kit Assembly Company will affix the buccal cell sample ID labels to the col-
lection cups when the buccal cell collection kits are assembled. Each buccal cell
collection kit will include a unique buccal cell sample ID. A sample ID will be
assigned to a participant when the kit is assembled. The sample ID number for
the buccal cell samples will be a nine-digit number. The first seven digits (2
alpha and 5 numeric characters) are the unique collection ID (for example
PC12345). The last three digits (numeric) are the specimen ID and will be
“024” for the buccal cell samples. To assist with sample receipt at the Biore-
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pository, both the sample ID and specimen ID numbers are combined into one
barcode on the label. Buccal cell samples will also be identified in the SMS by
the combined sample ID and specimen ID numbers (for example
PC12345024). 

[Note: The barcode symbology used for the buccal cell sample ID labels is
Code 128. SCs performing kit assembly will need a barcode reader that sup-
ports Code 128. This will not be required for SCs not performing kit assembly
since these SCs will receive electronic files with eye-readable data and will not
need to scan the buccal cell sample ID labels.]

18.3.3.4 SC Sample ID Ranges
Specific sample ID ranges have been assigned to each SC and are listed below.
The sample ID will be used to identify the sample with the participant’s SC.

18.3.4 Procedures to Request Kit Mailings
This section describes the procedures related to requesting that buccal cell col-
lection kits be sent to control participants. 

18.3.4.1 Buccal Cell Expectations
A buccal cell (BUC) expectation denotes that the participant has been mailed a
buccal cell collection kit and has not returned a buccal cell sample to the Biore-
pository. The SMS Buccal Cell (BUC) expectations are the same for all control
participants. Control participants will receive a BUC expectation when the fol-
lowing three steps have been completed: 

1. the participant is selected in a BUC Directive; 

2. the BUC Mailing option has been completed; and 

3. the Kit Assembly Company’s shipping file containing the record for that
participant has been receipted into the SMS.

For control participants, once a BUC expectation has been triggered the buccal
cell expectation remains “Outstanding.” There will be no “Delinquent” or “Miss-

Buccal Cell Sample ID Ranges

Screening Center SC ID Range begins at: Range ends at:

University of Colorado Health Sciences Center SCO1 PL10000 PL17999

Georgetown University SC02 PL18000 PL23999

Pacific Health Research Institute (Hawaii) SC03 PL24000 PL30999

Henry Ford Hospital SC04 PL31000 PL46999

University of Minnesota SC05 PL47000 PL65999

Washington University – St. Louis SC06 PL66000 PL73999

Pittsburgh Cancer Institute SC08 PC10000 PC19999

University of Utah School of Medicine SC09 PL74000 PL82999

Marshfield Clinic SC10 PL83000 PL93999

University of Alabama at Birmingham SC11 PL94000 PL99999
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ing Data Form (MDF-BUC)” expectations. Expectations for the buccal cell sam-
ple will be turned off with the SMS receipt of either a Biorepository record
documenting the receipt of a buccal cell sample or an MDF-BUC. If a person
dies after a kit was mailed and a participant vital status code of deceased or
presumed deceased is entered in the SMS, the participant’s BUC expectation is
also turned off. SMS entry of an “in tracing” (IT) participation status code or
receipt of a non-response form (NRF) with a reason code of either “refused”
(RF), “lost contact” (LC), or “medical condition” (MC) will also turn off the par-
ticipant’s outstanding BUC expectation. It is not necessary to complete an
MDF-BUC in these instances. Refer to the Buccal Cell Systems Documentation
for more details on BUC Expectations. (Note: Buccal cell Requests are no
longer available from the SMS.)

18.3.4.2 Buccal Cell Requests (Directive and Mailing)
All control participants must complete an ESC prior to collection of the buccal
cell sample. Only control participants with a receipted ESC will be included in
the Buccal Cell Directive. Control participants will be selected for buccal cell
collection kit mailing by generating the SMS/Requests/Annual/BUC/Directive
followed by the Mailing. An example of the SMS Buccal cell (BUC) Directive is
provided in Appendix B-18-1: Buccal Cell Directive/Late Directive. At this
point, the SMS will create the buccal cell record for the participant. However,
the BUC expectation will not be triggered until the Kit Assembly Company’s
mailing record is receipted. Refer to Section 18.3.4.1 (Buccal Cell Expecta-
tions) for more information on BUC expectations.

SCs will complete the Buccal Cell Requests/Directive and Mailing pro-
cess once a month. This process will produce an electronic file, which will be
transmitted to the Kit Assembly Company as described in Section 18.3.4.3
(Transmission of Buccal Cell Requests Files to the Kit Assembly Company). 

SCs will generate and transfer the electronic Requests Files to the Kit
Assembly Company according to the Buccal Cell Requests and Ship-
ping File Transfer Dates provided under separate cover to the SCs and
Kit Assembly Company.

Buccal Cell Requests/Directives

The Buccal Cell Requests Directive identifies control participants that should
receive a buccal cell collection kit. This directive is not based on participant
randomization/anniversary windows. For each SC, a set number of control par-
ticipants will be selected with the generation of each buccal cell directive. More
information regarding the number of kits to be mailed each month is provided
in Section 18.3.1. If less than the set number of participants is eligible for the
BUC Directive, the number of participants selected for the Directive will be dis-
played on the screen and included in the Directive counts. SCs may note this
for future reference, but no additional action is necessary. If no participants
are eligible for the BUC Directive a message will be displayed on the screen. In
the event that no participants are eligible for the BUC Directive, the SC must
fax or email this information to the Kit Assembly Company (McKesson) and
copy the Buccal Cell Coordinator at the CC. McKesson’s email address is
Steve.Lindenfelser@mbs-mckhboc.com and the fax number is (301) 838-
9753.

Control participants will be excluded from the Buccal Cell Directive under the
following conditions:

• Receipt of an Non-response Form (NRF);
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• Participant status of “deceased” or “in tracing”;

• Receipt of an MDF-BUC;

• Receipt of an MDF-ESC;

• Creation of an SMS buccal cell mailing record (SMS buccal cell mailing
completed, but documentation of Biorepository buccal cell sample
receipt not yet receipted into the SMS); and;

• Participants with a value in the “Special ASU” field on the Participant
Status screen.

An MDF-BUC with a code of “other” and a specify of “pilot participant” has
been entered for all Buccal Cell Pilot participants.

After all ineligible participants have been excluded; control participants will be
selected in this order: 1) participants with a record in the cancer table; and 2)
participants with the earliest randomization dates will be selected until the
Buccal Cell Directive limit is reached. Each time the Buccal Cell Directive is
generated (and the mailing is completed), this selection process will be
repeated.

SCs are encouraged to be current on all ESC receipting prior to generating the
buccal cell directive each month. This will help ensure that an adequate num-
ber of participants are eligible for the Buccal Cell Directive.

Individual Directives (IDirective) will be used to mail a second buccal cell col-
lection kit to a participant. More details are provided in Section 18.3.7
(Requesting a Second Buccal Cell Collection Kit). Late Directives (LDirective)
will be used to identify participants who have not returned a buccal cell sample
and are in need of follow-up. Refer to Section 18.3.6 (Buccal Cell Sample Non-
response) for additional information on LDirective. To reduce the potential of
sending duplicate kit mailing requests for the same PID, RDirective is not oper-
able for the BUC Directive. See the Buccal Cell Systems Documentation for
more details on Directive options.

Buccal Cell Requests/Mailing

The Requests Mailing option must be completed after the generation of the
Buccal Cell Requests Directive. This function has two purposes: 1) it creates
the electronic file that will be transmitted to the Kit Assembly Company, and 2)
it prompts the SMS to create the SMS buccal cell record. The Requests file is
sorted by PID.

18.3.4.3 Transmission of Buccal Cell Requests Files to the Kit Assem-
bly Company

The SCs will generate the BUC Requests/Mailing and transmit the electronic
file to the Kit Assembly Company according to the Buccal Cell Requests and
Shipping File Transfer Dates provided under separate cover to the SCs and Kit
Assembly Company. SCs will be notified by the Kit Assembly Company’s staff if
their BUC Requests File was not received or if there were problems with the
file. SCs will report any problems with the Requests File or file transmission to
PLCO User Support. For specific instructions on completing the Requests File
transmission refer to the Buccal Cell Systems Documentation.

Once the SC requests file is received, the Kit Assembly Company will begin to
produce the participant-specific kit cover letters, participant address labels,
and participant-specific buccal cell forms. Final assembly of the kits will be
completed and the buccal cell collection kits will be mailed to participants. All
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participants in a given BUC Requests File will be mailed their buccal cell collec-
tion kits on the same day, usually within 2 months of receipt of the Requests
File. For example, if the SC generates and transmits the BUC Requests File to
McKesson in February, McKesson will mail kits to those participants in April.

[Note: Those SCs performing kit assembly and mailing will not transmit files to
the Kit Assembly Company. Instead, each month, a set number of partially
assembled kits will be mailed from the Kit Assembly Company to those SCs.
Refer to Section 18.6 Buccal Cell Collection Procedures for SCs Assembling and
Mailing Kits for more details.]

18.3.5 Procedures to Document Receipt of Samples
This section describes procedures related to documenting the receipt of buccal
cell samples. Procedures for participant follow-up, documenting non-response,
requesting a second buccal cell kit, and handling a returned collection kit are
also included in this section.

18.3.5.1 Retrieval of Buccal Cell Shipping Files from the Kit Assembly 
Company

All buccal cell kits will be mailed to participants according to the SC Buccal Cell
Kit Mailing Schedule provided to the SCs, the Kit Assembly Company, and the
Biorepository under separate cover. Once the kits have been mailed to the
participants, the Kit Assembly Company will document the date the kits were
mailed to the participants. The Kit Assembly Company will then prepare an
electronic file (Shipping File) that includes the following variables for each par-
ticipant: PID, sample ID (including specimen ID number), and date kit mailed
to participant. This file will be placed on the Kit Assembly Company’s server
the day after the kits are mailed. Each SC will retrieve their own file according
to the Buccal Cell Requests and Shipping File Transfer Dates provided to the
SCs and the Kit Assembly Company under separate cover. For more informa-
tion on the file retrieval process, refer to the Buccal Cell Systems Documenta-
tion.

Once the file is retrieved, the SC will receipt the Shipping File into the SMS
through SMS/Entry/Buccal/Receipt from Company. The SMS will then update
the corresponding SMS buccal cell records indicating that the participants have
been mailed kits. It is at this point that the BUC Expectations are trig-
gered for those participants. If any difficulties are encountered or if any
error reports are generated during this process, contact PLCO User Support
immediately.

[Note: Those SCs performing kit assembly will not retrieve the Shipping File
from the Kit Assembly Company. Instead, those SCs will prepare an electronic
file linking the PID to the appropriate sample ID sent to the participant and the
date the kit was mailed to the participant. Refer to Section 18.6 for more infor-
mation.]

18.3.5.2 Documenting Buccal Cell Sample Receipt at the Biorepository
Participants will be instructed to mail their buccal cell samples directly to the
Biorepository using the postage-paid, pre-addressed cushioned mailer pro-
vided in the buccal cell collection kit. If a participant inadvertently sends a buc-
cal cell sample to the SC rather than the Biorepository, mail the sample to the
Biorepository within one day of receiving the sample. Mail the buccal cell sam-
ples at ambient temperature. Do not freeze buccal cell samples or add these
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samples to PLCO blood sample shipments. The Biorepository mailing address
for buccal cell samples is:

PLCO Trial
National Cancer Institute-FCRDC
Bldg. 1066/Repository
P. O. Box B Bldg. 1050
Frederick, MD 21702-9913

(Do not use this address for PLCO blood shipments.)

SCs will be informed of buccal cell sample receipt at the Biorepository through
the weekly SMS import of the Biorepository Sample Receipt File. Each week’s
Sample Receipt File will include only the samples received at the Biorepository
between Friday of the previous week to Thursday of the current week. Files
will be created by the Biorepository and made available to SCs on Friday after-
noons by 5:00 p.m. EST/EDT. Each week, SCs must retrieve their Bioreposi-
tory Receipt File after 5:00 p.m. EST/EDT on Fridays or any time prior to noon
on the following Tuesday.

Data transmission of the Biorepository Sample Receipt File is described in Buc-
cal Cell Systems Documentation. SCs will import the Biorepository Sample
Receipt File into the SMS through SMS/Entry/Buccal/Receipt from Bioreposi-
tory. More information on importing the Sample Receipt File is provided in the
Buccal Cell Systems Documentation.

When the Biorepository Sample Receipt File is receipted into the SMS, the buc-
cal cell records for those samples included in the file will be updated with the
date the buccal cell sample was received at the Biorepository. This in turn will
close the BUC Expectation for those participants whose samples were
received.

18.3.6 Buccal Cell Sample Non-response
If the buccal cell sample has not been received at the Biorepository within 3
weeks of the date the Buccal Cell Collection Kit was mailed, the SC will contact
the participant once by telephone to remind him/her to collect and mail the
sample. Recommendations for contacting the participant by telephone are out-
lined below.

Recommendations for Follow-up on Buccal Cell Sample Non-response

It is recommended that up to 5 attempts be made to contact the participant by
telephone as follows:

• Each call is placed on a different day of the week, Monday-Friday.

• If time and resources permit, 2 additional calls are placed, one on Sat-
urday, one on Sunday.

• The first and last calls are separated by at least one week.

• The calls are made at different times each day (morning, afternoon,
evening).

[Note: Colorado, Hawaii, Washington University, and Utah will initiate
follow-up calls more than 3 weeks after the kit was mailed due to
increased kit mailing and sample return times. Follow-up calls will begin
at 4 weeks for Colorado and Washington University, and 5 weeks for
Hawaii and Utah. SCs considering altering the time from kit mailing to
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initiating follow-up, must contact the Buccal Cell Coordinator at the CC
prior to altering the follow-up call schedule.]

Identifying Participants Requiring Follow-up

In addition to the Open Forms and Participant Overview Reports, SCs may use
the BUC LDirective/Mailing call record merge file to identify participants who
were mailed a buccal cell collection kit more than 3 weeks ago, but who have
not returned a buccal cell sample (and do not have an MDF-BUC). The BUC call
record merge file is produced through the BUC LDirective/Mailing. An example
of the SMS Buccal Cell (BUC) Late Directive is provided in Appendix B-18-1:
Buccal Cell Directive/Late Directive. Participants with outstanding buccal cell
samples will continue to be included in the BUC LDirective/Mailing call record
merge file until either the Biorepository receipt file documenting the arrival of
the buccal cell sample at the Biorepository is receipted into the SMS, or an
MDF-BUC is receipted for the participant. SCs may execute the SMS BUC
LDirective/Mailing at anytime. However, SCs will need to establish a method
for differentiating between participants requiring follow-up and those that
have received follow-up.

More specific information on the Buccal Cell Call Record Merge file and the
Buccal Cell Call Record is provided in the Buccal Cell Systems Documentation.
SCs may also print the Participant Information Sheet for additional information
relevant to contacting the participant.

Documenting Buccal Cell Non-response

An MDF-BUC will never be expected, but should be receipted if a participant
refuses to provide a buccal cell sample. If one successful follow-up call has
been made (or if 5 call attempts have been made) and the participant has not
provided the buccal cell sample, an MDF-BUC may be receipted. The study
year for MDF-BUC must match the study year of BUC expectation. Refer
to Participant Overview or Open Forms Report to verify the study year of a
participant’s buccal cell expectation. (Refer to Chapter 17.0 for information on
completion of the Missing Data Form.)

If a participant has an MDF-BUC receipted, and later provides a buccal cell
sample; the information documenting the sample receipt will be imported into
the SMS. Refer to Section 18.3.9 (Buccal Cell Collection Reports), REDITS/
Form (INTER) Reports, for more information on how identify participants with
both an MDF-BUC and buccal cell sample receipted.

If a person dies after a kit was mailed and a participant vital status code of
deceased or presumed deceased is entered in the SMS, the participant’s BUC
expectation is turned off. SMS entry of an “in tracing” (IT) participation status
code or receipt of a non-response form (NRF) with a reason code of either
“refused” (RF), “lost contact” (LC), or “medical condition” (MC) will also turn
off the participant’s outstanding BUC expectation. It is not necessary to com-
plete an MDF-BUC in these instances.

Viewing the Buccal Cell Record

Since all updates to the SMS buccal cell record will be made through the
import of electronic files from the Kit Assembly Company and the Bioreposi-
tory, SCs have only the option to view the SMS buccal cell record. SCs may
view a participant’s buccal cell record(s) through SMS/FAST/VIEW/BUCCAL or
SMS/FAST/ENTRY/BUCCAL/UPDATE.
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18.3.7 Requesting a Second Buccal Cell Kit
Participants will only be mailed a second buccal cell kit if they report that the
original kit was lost, destroyed, or never received. Do not request more than 2
kits for a given participant. Prior to requesting that a second kit be mailed to a
participant, SCs should view the participant’s SMS buccal cell record(s) and
verify that only one kit has been mailed. The buccal cell record contains a
mailing number indicator designating the number of kits that have been
mailed. Although this second kit request process will often be referred to as kit
remailing, participants will be mailed a new buccal cell collection kit from the
Kit Assembly Company. Participants expecting a second buccal cell collection
kit should be cautioned that they may not receive the second kit for approxi-
mately 3 months from the time the kit re-mailing is requested.

If the participant reports that he/she lost or did not receive a complete buccal
cell collection kit, request that one more kit be mailed the participant by run-
ning the Buccal Cell IDirective (SMS/Requests/Annual/BUC/IDirective) fol-
lowed by the Mailing. The SMS will add the participants flagged for a kit re-
mailing when the next BUC Directive/Mailing is run. Complete all kit remail
requests prior to generating the next BUC Directive/Mailing. Refer to the Buc-
cal Cell Systems Documentation for more information.

SCs are cautioned that both the BUC IDirective and Mailing must be completed
when requesting kit remailings. SCs may elect to keep copies of the IDirectives
as re-mail requests are generated throughout the month and then compare
them to the next full BUC Directive to make sure all remail requests have been
included on the current BUC Directive. This comparison should be completed
after running the BUC Directive and prior to running the Requests/Mailing.

IDirective is used only to request a second kit for participants that have
already been shipped one kit through the SMS Requests/Mailing. Do not use
BUC IDirective for requesting first-time mailings to participants.

If two kits are mailed to a participant, receipt of a sample from either kit will
turn off the BUC expectation. If two kits were mailed, only one expectation will
be listed on the Open Forms Report, the Participant Overview and included in
the LDirective. From the time the remail request is sent to the Kit Assembly
Company until the second kit is mailed, the BUC expectation is turned off.
Once the second kit is mailed, the BUC expectation is once again triggered.

[Note: Those SCs performing kit assembly and mailing will remail kits directly
to participants. The Kit Assembly Company will provide partially assembled
kits to these SCs for a kit-remailing surplus. Refer to Section 18.6 for more
information.]

18.3.8 Returned Buccal Cell Collection Kits
When the SC receives a buccal cell kit that was returned to the SC from the
U.S. Post Office and not delivered to a participant, the SC will complete the fol-
lowing steps in the order listed below:

• Change the participant’s status to “in tracing” by entering “IT” into the
SMS Participation Status field on the Participant Status screen.

• If the participant’s forwarding address was not provided, attempt to
find the participant’s new address. 

• If the forwarding address was provided by a source other than the par-
ticipant, validate the address by contacting the participant.
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• Once the participant’s address has been confirmed, remove the partici-
pant from “in tracing” status by deleting “IT” from the SMS Participa-
tion Status field on the Participant Status screen.

• Request that an additional kit be sent to the participant using the SMS
Buccal Cell IDirective followed by the MAILING option. (This is the same
option used to request a kit when the participant reports a kit as lost or
destroyed.)

• The SMS will add a record for the participant when the next BUC Direc-
tive/Mailing is run and the Kit Assembly Company (or SCs performing
kit assembly and mailing) will mail the kit to the participant.

SCs are cautioned that the participant’s original BUC expectation will remain
outstanding until the BUC Directive/Mailing is completed. After the BUC Direc-
tive/Mailing is completed the participant’s BUC expectation will be removed by
the SMS and an additional BUC record will be created for the participant. Once
the Kit Assembly Company’s Shipping File containing the mailing record for the
participant’s new address is imported into the SMS, a new BUC expectation will
be triggered by the SMS. Receipt of the Shipping File will also update the par-
ticipant’s second BUC record. 

SCs should retain any returned buccal cell collection kits. If the SC is unable to
store the returned buccal cell collection kits, contact the Buccal Cell Coordina-
tor at the CC.

18.3.9 Buccal Cell Collection Reports
This section describes SMS reports that were developed or modified to assist
with monitoring the buccal cell collection effort. Information specific to each
report is provided below. Additional information regarding these reports is also
provided in the Buccal Cell Systems Documentation.

Open Forms

The Open Forms Report identifies control participants with an outstanding Buc-
cal Cell expectation. Buccal Cell samples are considered “outstanding” from
the date the kit was mailed. On the Open Forms Report, the buccal cell sample
“Latest Due Date” is assigned based on the kit mailing date plus 21 days. SCs
may use this report to identify those participants requiring follow-up for non-
response.

Participant Overview

The Participant Overview report displays the Buccal Cell status as one of the
following:

Buccal Cell Call Record

• BUC - Received Participant’s buccal cell sample received at the 
Biorepository and documented in the SMS

• BUC - Outstanding Participant has been mailed a buccal cell collec-
tion kit, but sample has not been returned

• MDF-BUC - Received MDF-BUC receipted for participant
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SCs may use the Buccal Cell Call Record merge file (created by running the
BUC LDirective) and the Buccal Cell Call Record to assist with identifying par-
ticipants needing buccal cell sample non-response follow-up. This Buccal Cell
Call Record provides information specific to the buccal cell effort. Additional
information on the Buccal Cell Call Record and the variables included in the
Buccal Cell Call Record merge file is provided in the Buccal Cell Systems Docu-
mentation. Additional information is also provided in Section 18.3.6 (Buccal
Cell Sample Non-response).

REDITS/Form (INTER) Reports

Unlike other forms, buccal cell does not have an interactive check for a previ-
ous receipt of an MDF when the Biorepository Sample Receipt Files are
imported into the SMS. EM # 18, unlikely condition, identifies participants with
both a receipted buccal cell sample and an MDF-BUC. Study year is ignored for
this comparison. Resolve these edits by deleting the MDF-BUC record. Inter-
form edit #52, identifies participants with incomplete or blank address infor-
mation. Resolve these edits by completing the participant’s address informa-
tion and regenerating the BUC Directive/Mailing.

Buccal Cell Summary Report

The Buccal Cell Summary Report (Appendix B-18-2: Buccal Cell Summary
Report) provides counts and percentages of control participants with ESCs
mailed and receipted, buccal cell kits mailed, Buccal Cell samples receipted,
MDFs (ESC and BUC) receipted, and the number of participants with an out-
standing buccal cell sample. Descriptions for some of the report variables fol-
low:

• “Number of Controls Mailed an ESC” reflects only those participants
that were mailed an ESC using the ESC control SMS Requests/Mailing;

• “Number of Controls with ESC Receipted” includes all controls with an
ESC receipted and may include participants that are not reflected in the
“Number of Controls Mailed an ESC”;

• “Number of Controls with an MDF-ESC Receipted” “includes all controls
with an MDF-ESC receipted and may include participants that are not
reflected in the “Number of Controls Mailed an ESC”; and

• “Number of Controls Shipped Kit” includes only participants that have
actually been mailed a buccal cell kit and have a date in the SMS ship-
date field.

Additional specifications are provided in the Buccal Cell Systems Documenta-
tion.

18.3.10 Target Response Rates
The target response rate for ESC mailings to control participants is 70% and
the target combined ESC and buccal cell kit response rate is 65%, making the
approximate target buccal cell kit response rate 93% (please note that the
buccal cell kit response rate is dependent upon the ESC response rate thus the
combined target response rate is given). Each SC should attempt to comply to
these target response rates.
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18.4 Reporting Medical Complications of the Buccal Cell Collec-
tion
Participant reported medical complications that occur prior to, during, or after
the participant collects the buccal cell sample should be documented by the SC
and the note placed in the participants file. If the event is considered life
threatening, it should also be documented on the Report of Adverse Events for
NIH Sponsored Clinical Trials (see Chapter 17.0). The CC will provide informa-
tion on medical complications to the NCI for monitoring purposes. The SC must
also monitor medical complications so that appropriate action can be taken
should any problems become apparent.

18.5 Specimen Collection Standardization and Quality Assur-
ance
The responsibility to provide quality assurance for the PLCO buccal cell collec-
tion is shared between the Screening Centers, the Kit Assembly Company and
the Biorepository. Each institution will follow specific procedures that will col-
lectively provide overall quality assurance for the buccal cell collection.

The screening centers are required to monitor their follow-up call effort to
ensure that all required calls have been completed on-time, and that the non-
response follow-up requirements specified in Section 18.2.3.5 (ESC Non-
response) have been met for each participant. The SCs must have quality
assurance procedures in place to verify that the above requirements are met.
It is suggested that the SCs maintain an electronic or hard copy log of these
follow-up attempts. Upon review of the monthly Buccal Cell Compliance main-
frame report, the CC will follow-up with any SC who appears to be behind in
making their follow-up calls promptly. The SCs are also responsible for report-
ing any problems with buccal cell collection to the CC in a timely manner and
for promptly taking any necessary corrective action as directed by the CC.

The Kit Assembly Company has developed quality control procedures for their
operation and is responsible for compliance with these established procedures.
Adherence to these procedures will ensure that kits contain all required sup-
plies, and that the sample ID on the collection cup is correctly linked to the
participant identifying information included in the kit. The critical QA responsi-
bility for the Kit Assembly Company is the assurance that the participant
receives the collection cup with the sample ID that is linked to the participant
identifying information in the Kit Assembly Company’s database. The Kit
Assembly Company will document any problems in a monthly report to the CC.
Screening centers who are not using the Kit Assembly Company and are mail-
ing their own kits are required to submit a QC plan for the kit assembly effort
as specified in Section 18.6.14 (SC Quality Assurance Procedures for Buccal
Cell Collection).

The Biorepository must have QC procedures in place to assure the accuracy of
sample receipt, data entry, and adherence to the buccal cell processing proto-
col. Upon receipt of the collected samples, the Biorepository will check the
condition and quality of the samples. They will report any problems to the CC
and document any problems noted on a written log. This written log will
include problems encountered during sample receipt and processing and will
be submitted to the CC as part of the monthly report. The Biorepository will
use the BSI-II system to receipt the samples. The use of barcode labels and
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the BSI-II receipt system will provide satisfactory QC for sample receipt data
entry. The Biorepository will ensure that each buccal cell processor is trained
on the buccal cell sample processing protocol and procedures for documenting
sample receipt and processing. The trainee should demonstrate competence in
these areas to the trainer before the trainee is allowed to perform the activities
unsupervised.

18.6 Buccal Cell Collection Procedures for SCs Assembling and 
Mailing Kits
For most SCs, the Kit Assembly Company, McKesson BioServices Corporation
(McKesson) of Rockville, MD will perform buccal cell kit assembly and mailing.
However, two SCs (the University of Minnesota and the University of Pitts-
burgh) will receive partially assembled buccal cell collection kits from the Kit
Assembly Company, perform final kit assembly and mail the kits to partici-
pants. This section provides information and procedures specific to SCs assem-
bling and mailing kits to participants and supplements Section 18.1 (Buccal
Cell Collection Overview, Buccal Cell Collection Procedures) of this Chapter.

18.6.1 Buccal Cell Collection Overview Specific to SCs Mailing Kits
The remainder of this chapter will focus on the procedures specific to those
SCs performing final kit assembly and kit mailing. For SCs mailing buccal cell
collection kits directly to participants, the PLCO Buccal Cell Collection includes
two major components: 1) mailing ESCs to control participants who have not
signed an ESC, and 2) mailing buccal cell collection kits to control participants
who have signed an ESC. While some of these procedures are similar to those
followed by SCs using the Kit Assembly Company, other procedures differ.
Briefly the ESC and Buccal Cell Collection procedures specific to SCs mailing
kits will include the following steps:

ESC Procedures

< Monthly, generate the SMS ESC Requests (Directive and Mailing) for
control participants;

< Mail ESC and ESC Cover Letter to Participants;

< Receipt ESC into the SMS; and

< ESC non-response follow-up.

Buccal Cell Collection Procedures

< Procedures to mail kits

Each procedure is performed monthly.

1. Generate the SMS Buccal Cell Requests (Directive and Mailing).
These functions identify control participants who have an ESC
receipted and should have a buccal cell kit sent to them. The func-
tions generate the text file that is used by the SCs to generate par-
ticipant-specific paperwork for the kit and create the SMS buccal
cell record;

2. Use the text file generated by the SMS Buccal Cell Requests (Direc-
tive and Mailing) to generate participant-specific Kit Cover Letters,
mailing address and PID labels needed for kit assembly; 

3. Receive partially assembled kits from the Kit Assembly Company; 
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4. Assemble the buccal cell collection kits with Kit Cover Letters and
mail kits to control participants; and

5. Generate an electronic file linking the participant’s PID to the sam-
ple ID on the collection cup that was mailed to the participant. This
file will be generated through use of the SHIPKIT System or through
the use of a like system created by the SC. Once the file is gener-
ated, import it into the SMS. This file will document that kits have
been mailed to the selected participants. 

Procedures to document receipt of samples

1. Weekly, retrieve an electronic file from the Biorepository that identi-
fies buccal cell samples receipted at the Biorepository and import
this file into the SMS. This file will update the SMS buccal cell
record; and 

2. Complete buccal cell sample non-response follow-up. 

To aid in the understanding of the major components of Kit Assembly
Process, refer to Exhibit 18-4 which outlines the Buccal Cell Collection
Kit Assembly Process for Minnesota and Pittsburgh.
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Exhibit 18-4 PLCO Buccal Cell Collection

Kit Assembly Process
(for Minnesota and Pittsburgh)

Monthly, SC generates 
the SMS BUC 

Requests Mailing

SMS BUC records created

Mail Merge files

Standing order of the # 
of kits needed

McKesson partially 
assembles kits and 

ships kits to SCs

Documentation of 
sample IDs sent

Partially assembled kits

SC generates cover 
letters, address, and PID 
labels, performs final kit 
assembly, and mails kits 

to participants

Tracking Form with 
PID-sample ID link

SC enters PID-Sample 
ID link into local SC 

system or shipkit system 
and imports file into the 

SMS

Buccal cell record 
updated in the SMS

Buccal Cell kits

Control participants 
receive Buccal Cell 

kits

Note: Only control participants with a signed 
ESC receipted in the SMS will be eligible for 

the SMS BUC Directive.
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18.6.2 Buccal Cell Collection Kits
Each month the SC will receive partially assembled kits from the Kit Assembly
Company. The kit components will be packaged and labeled as described
below:

Component 1

Large Cushioned Mailer [7 1/4” x 12”] labeled with the SC’s return
address (to mail the kit to the participant); and

Component 2

Clear plastic bag with side pouch (containing remaining kit materials).

The side pouch of the clear plastic bag will contain:

< Participant Directions (photocopied on light blue paper); and

< Extra sample ID label (matching the label on the collection cup
inside the bag).

The clear plastic bag will contain the following: 

< Small Cushioned Mailer [6” x 10”] with pre-addressed, postage-paid
Biorepository address label affixed and no return address label (to
mail the sample to the Biorepository); 

< 1.5 oz bottle of Scope Mouthwash (for sample collection); and

< Leak proof Bitran bag [6” x 6”] (to contain potential spills during
sample shipment). 

< The Bitran bag will contain the following:

< 15 ml Nalgene Cryogenic Vial (collection cup with sample ID label);
and

< Absorbent pad (to absorb potential spills during sample shipment). 

[Note: In an effort to reduce DNA contamination, gloves must be worn
whenever anyone other than the participant handles the collection cup
outside of the Bitran bag.]

The SCs will generate the following materials for use in the final kit
assembly:

< Participant-specific Buccal Cell Collection Kit Cover Letters; 

< Participant mailing address labels; and

< PID labels. 

Additional information regarding these materials is provided in Section 18.6.6
(Generation of Kit, Cover Letters, Address Labels and PID Labels) of this
memo.

A sample kit was provided to each SC. Since the kit may become contaminated
when SC staff examine its contents, this kit is to be used for reference pur-
poses only and is not for participant use.

Sample ID Labels

The collection cups will be pre-labeled with a sample ID label. The label
includes both an eye-readable and a bar-coded sample ID and sequence num-
ber. A red fill-line is also printed on the label to illustrate how full the collection
cup should be filled with mouthwash in preparation for collecting the sample.
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An extra sample ID label will also be included in the side pouch of the clear
plastic kit bag. This extra sample ID label will be identical to the sample ID
label on the collection cup contained in the clear plastic bag and will be used to
document the sample ID assigned to a particular participant. Additional details
on documenting sample ID assignment are provided in Section 18.6.7 (Final
Assembly of Buccal Cell Collection Kits).

The barcode symbology used for the buccal cell sample ID labels is Code 128.
SCs performing kit assembly will need a barcode reader that supports Code
128.

18.6.3 Receipt of Partially Assembled Buccal Cell Collection Kits
As described in Section 18.6.2, each month the SCs will receive partially
assembled buccal cell collection kits from McKesson. The kits will be sent to
the SCs via UPS 2nd day ground service. The number of kits the SCs receive
will be based on the number of kits the SC is scheduled to mail in the corre-
sponding mailing month. Minnesota will receive kits approximately two months
in advance of mailing to participants and Pittsburgh will receive kits approxi-
mately a month in advance.

McKesson will fax the SC’s Buccal Cell Kit Shipment Notification, Receipt Verifi-
cation and Reorder Form (Appendix A-18-4) to the SCs informing them that
the kits have been shipped. Upon receipt of the kits, the SCs will verify that
the appropriate number of kits was received. The SCs will then fax the copy of
the shipment notification back to McKesson to verify that the shipment was
received. Report any problems with the shipments to McKesson and copy the
Buccal Cell Coordinator at the CC.

Each SC will receive a number of surplus kits to have on-hand for second kit
mailings to participants. SCs will notify McKesson of the number of additional
surplus kits that are needed. SCs will request additional surplus kits at least 4
weeks in advance and will use the Buccal Cell Kit Shipment Notification,
Receipt Verification and Reorder Form to request the kits.

18.6.4 Buccal Cell Expectations
The SMS Buccal Cell (BUC) expectations operate the same for those SCs mail-
ing kits as those SCs using the Kit Assembly Company. Refer to Section
18.3.4.1 and the Buccal Cell Systems Documentation for more information on
buccal cell expectations.

18.6.5 Buccal Cell Requests (Directive and Mailing)
All control participants must complete an ESC prior to collection of the buccal
cell sample. Only control participants with a receipted ESC will be included in
the Buccal Cell Directive. [Pittsburgh only: refer to note in Section 18.6.1] SC
control participants will be selected for buccal cell collection kit mailing by gen-
erating the SMS/Requests/Annual/BUC/Directive followed by the Mailing. At
this point, the SMS will create the buccal cell record for the participant. How-
ever, the BUC expectation will not be triggered until the SC’s Shipping File is
receipted. Refer to Section 18.3.4.1 (Buccal Cell Expectations) for more infor-
mation on BUC expectations.

SCs will complete the Buccal Cell Requests/Directive and Mailing pro-
cess once a month in order to comply with the SC Buccal Cell Kit Mail-
ing Schedule. This process will produce an electronic file, which will be used
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to produce participant-specific Kit Cover Letters, mailing address labels and
PID labels as described in Section 18.6.6.

Buccal Cell Requests/Directives

For information on the Buccal Cell Requests/Directives, refer to Section
18.3.4.2.

Buccal Cell Requests/Mailing

The Requests Mailing option must be completed after the generation of the
Buccal Cell Requests Directive. This function has three purposes: 1) it creates
the electronic file (BUCC file) that may be used to generate participant-specific
Kit Cover Letters, mailing address labels and PID labels, 2) it creates the elec-
tronic file (BUCC file or Requests File) that may be used by the SCs to assist
with the creation of the Shipping File, and 3) it prompts the SMS to create the
SMS buccal cell record. Only the latest file generated is saved in the WPfiles/
directory as BUCC. SCs will need to develop and implement internal proce-
dures to ensure that the BUCC file used contains the names and addresses of
the participants in the appropriate Requests/Mailing group. At the same time
the current BUCC file is created, an identical Requests File is also created. SCs
may find it preferable to work with the current BUCC file and to only use the
Request Files as archive files. Both the BUCC file and the Requests File are
sorted by PID. For more information on Requests File specifications and nam-
ing conventions or BUCC files, refer to the Buccal Cell Systems Documenta-
tion. SCs will report any problems with either the Requests File or the BUCC
file to PLCO User Support.

18.6.6 Generation of Kit Cover Letters, Address Labels and PID 
Labels

The SCs will generate the BUC Requests/Mailing and may use the electronic
BUCC file to generate participant-specific Kit Cover Letters, participant address
labels and PID labels.

Kit Cover Letters

To generate participant-specific Kit Cover Letters, the SCs will complete a
word processing mail merge using both the previously NCI approved Kit Cover
Letter text and the BUCC file (or Requests File) which contains participant
names and addresses. Refer to Section 18.3.3.2 for more information on the
Kit Cover Letters. SCs are strongly encouraged to print the participant’s ID
(PID) on each participant’s Kit Cover Letter. This will provide a useful refer-
ence during kit assembly when the SC will need to match the participant’s
name and address to his/her PID. If possible, the PID should be printed in a
small font and towards the bottom of the Kit Cover Letter so as not to attract
the participant’s attention. For more information on creating merge files, refer
to the SMS Upgrade Documentation or contact PLCO User Support.

Address Labels

A participant mailing address label will be needed for each buccal cell collection
kit. SCs may print address labels using the SMS Label option (SMS/Reports/
Labels/Address/Text File) and the BUCC File. For more information on printing
address labels, refer to the SMS Upgrade Documentation or contact PLCO User
Support.
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PID Labels

Depending on internal SC procedures, at least one PID label (with both bar-
code and eye-readable PIDs) will be needed for each buccal cell collection kit
assembled. SCs may print PID labels using the SMS Label option (SMS/
Reports/Labels/Address/Text File) and the BUCC File. For more information on
printing PID labels, refer to the SMS Upgrade Documentation or contact PLCO
User Support.

18.6.7 Final Assembly of Buccal Cell Collection Kits
During this final phase of kit assembly, it is critical that the participant’s infor-
mation and identifiers be correctly linked and documented appropriately. The
SCs may find it advantageous to only work with one participant’s documents
and buccal cell collection kit at a time, to help reduce the chances of a collec-
tion cup with an incorrectly assigned sample ID being sent to a participant.

The SCs’ procedures need to incorporate the following steps:

1. Place a PID label for each selected participant on a Buccal Cell Collec-
tion Tracking Form (Appendix A-18-5). Forms Completion Specifica-
tions for the Buccal Cell Collection Tracking Form are also provided in
Appendix A-18-5.

2. Select one participant’s documents (Kit Cover Letter and Buccal Cell
Collection Tracking Form) to assemble and a partially assembled kit
(clear plastic bag with pouch and large cushioned mailer.

3. Remove the extra sample ID label from the pouch of the clear plastic
bag and place the sample ID label on the corresponding participant’s
Buccal Cell Collection Tracking Form. This will document which sample
ID was assigned to a particular participant.

[Note: In an effort to reduce DNA contamination, gloves must be worn
whenever anyone other than the participant handles the collection cup
outside of the Bitran bag.]

4. Affix the participant’s address label onto the large cushioned mailer. 

5. Verify that the participant’s name and address on both the large cush-
ioned mailer and the Kit Cover Letter corresponds to the same partici-
pant whose PID label is on the Buccal Cell Collection Tracking Form.

6. While inserting both the participant’s Kit Cover Letter and the plastic
bag with pouch into the large cushioned mailer, verify that the following
items are included in the large cushioned mailer:

• Buccal Cell Collection Kit (clear plastic bag with side pouch); and

< Small cushioned mailer

< 1.5 oz bottle of Scope Mouthwash

< Leak proof Bitran bag

< Collection cup

< Absorbent pad

< Participant Directions

• Participant-specific Kit Cover Letter. 
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If possible, the SCs should not seal the large cushioned mailer until the
Shipping File has been created, so that if questions arise as to the sam-
ple ID and PID assignment, the kit contents may easily be examined.

18.6.8 Creation of Buccal Cell Shipping Files
The SCs will use the completed Buccal Cell Tracking Form, the BUCC file that
contains the PIDs of the corresponding participants, and either the SHIPKIT
System or a local SC system, to create an electronic file (Shipping File) linking
the PID to the appropriate sample ID sent to the participant. The Shipping File
will contain the PID, the sample ID, the date the kit was mailed to the partici-
pant, and the date the Shipping File was created. If the current BUCC file does
not contain the corresponding PIDs, the SC may use one of the archived
Requests Files instead of the BUCC file. The system used to create the Ship-
ping File needs to compare the PIDs included in the BUCC file with the PIDs
scanned from the Buccal Cell Collection Form and produce error reports to
alert the SC of potential errors in sample ID assignment. For more information
on Shipping File specifications and naming conventions, refer to the Buccal Cell
Systems Documentation. For additional details on the SHIPKIT System and
error reports refer to the SHIPKIT System Documentation. SCs using their own
local SC system need to submit systems documentation to the CC.

It is important that SCs create the Shipping File prior to mailing the corre-
sponding kits to participants so that in the event a discrepancy between PID
and sample assignment is discovered, it may be investigated and resolved
prior to the kit being mailed to the participant. The date the kit was mailed to
the participant may be estimated based on the SC Buccal Cell Kit Mailing
Schedule (provided under separate cover). When creating the Shipping File,
SCs are strongly encouraged to scan the PID and sample ID barcodes from the
Buccal Cell Collection Tracking form rather than keying the identifiers.

Once the Shipping File is created, the SC will receipt the file into the SMS
through SMS/Entry/Buccal/Receipt from Company. The SMS will then update
the corresponding SMS buccal cell records indicating that the participants have
been mailed kits. It is at this point that the BUC Expectations are trig-
gered for those participants. If any difficulties are encountered or if any
error reports are generated during this process, contact PLCO User Support
immediately.

18.6.9 Mailing Buccal Cell Collection Kits to Participants
Once the Shipping File has been created and any data discrepancies have been
investigated and resolved, the SCs will seal the large cushioned mailers. Then,
according to the SC Buccal Cell Kit Mailing Schedule (provided under separate
cover), mail the fully assembled kits to the participants. All participants in a
given BUC Requests File will be mailed their buccal cell collection kits
on the same day. The SCs will document the date the kits are to be mailed to
the participants on the Buccal Cell Collection Tracking Form.

The SCs will mail the kits to participants via the U.S. Postal Service’s First
Class Mail service. The postage fees associated with mailing the kits to partici-
pants are the responsibility of the SCs. The Kit Assembly Company is responsi-
ble for postage fees associated with participants mailing the buccal cell sample
to the Biorepository.
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18.6.10 Documenting Buccal Cell Sample Receipt at the 
Biorepository

Procedures documenting buccal cell sample receipt at the Biorepository are the
same for those SCs mailing kits as those SCs using the Kit Assembly Company.
Refer to Section 18.3.5 (Procedures to Document Receipt of Samples) for
more information.

18.6.11 Buccal Cell Sample Non-response
In addition to the information provided below on viewing the buccal cell
record, the SCs will follow the buccal cell sample non-response procedures
outlined in Section 18.3.6. SCs responsible for mailing kits will follow different
procedures from those SCs using the Kit Assembly Company when requesting
a second buccal cell kit for a participant. Procedures specific to SCs mailing kits
are provided in the next section.

18.6.12 Requesting a Second Buccal Cell Kit
Participants will only be mailed a second buccal cell kit if they report that the
original kit was lost, destroyed, or never received. Do not send more than 2
kits to a given participant. Prior to requesting (through IDirective) that a sec-
ond kit be mailed to a participant, SCs should view the participant’s SMS buc-
cal cell record(s) and verify that only one kit has been mailed. The buccal cell
record contains a mailing number indicator designating the number of kits that
have been mailed. Although this second kit request process will often be
referred to as kit remailing, participants will be mailed a new buccal cell collec-
tion kit from the SC.

If the participant reports that he/she lost or did not receive a complete buccal
cell collection kit or the kit was damaged or destroyed, request that one more
kit be mailed the participant by running the Buccal Cell IDirective (SMS/
Requests/Annual/BUC/IDirective) followed by the Mailing. The SMS will add
the participants flagged for a kit remailing when the next BUC Directive/Mail-
ing is run. Complete all kit remail requests prior to generating the next BUC
Directive/Mailing. Refer to the Buccal Cell Systems Documentation for more
information.

SCs are cautioned that both the BUC IDirective and Mailing must be com-
pleted when requesting kit remailings. SCs may elect to keep copies of the IDi-
rectives as remail requests are generated throughout the month and then
compare them to the next full BUC Directive to make sure all remail requests
have been included on the current BUC Directive. This comparison should be
completed after running the BUC Directive and prior to running the Requests/
Mailing.

IDirective is used only to request a second kit for participants that have
already been shipped one kit through the SMS Requests/Mailing. IDirective
must be used to update the BUC record and document that a second kit was
mailed to the participant. Do not use BUC IDirective for requesting first-time
mailings to participants.

Participants expecting a second buccal cell collection kit should be cautioned
that they might not receive the second kit for approximately 1-3 months from
the time the kit remailing is requested through IDirective. The time frame
between requesting the second kit and mailing the kit is related to the amount
of time the SC has allowed for final kit assembly and mailing, the time of
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month the IDirective request is completed, and the date the next BUC Direc-
tive/Mailing file is generated.

If two kits are mailed to a participant, receipt of a sample from either kit will
turn off the BUC expectation. If two kits were mailed, only one expectation will
be listed on the Open Forms Report, the Participant Overview and included in
the LDirective. From the time the remail request is added to the BUC Requests
File until the second kit is mailed (and the BUC record is updated in the SMS),
the BUC expectation is turned off. Once the second kit is mailed, the BUC
expectation is once again triggered.

18.6.13 Buccal Cell Collection Reports
Refer to Section 18.3.9 for more information on buccal cell collection reports.

18.6.14 SC Quality Assurance Procedures for Buccal Cell Collection
Since the buccal cell collection kit assembly process involves numerous steps,
it is critical that the SCs develop, document, and implement quality assurance
procedures to ensure that the participant receives the collection cup with the
documented sample ID. The SCs will submit their written procedures to the CC
for review.
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A-2-1: Eligibility Screener (ES)

Specifications for the Eligibility Screener



Prostate, Lung, Colorectal and Ovarian  
Cancer Screening Trial 

Form Approved OMB #:  0925-0407 
Exp. Date:  10/02  
Version Date:  11/00 

 

E L I G I B I L I T Y    S C R E E N E R 
 

If you are interested in participating in the PLCO Cancer Screening Trial, please complete this 
questionnaire and return it to the PLCO study office. 

 
 
 
 
 Today's Date: 
 
   |___|___| / |___|___| / |___|___|___|___| 
 Month Day Year 
 
If an address is printed above, review the information and make any corrections or additions in the 
box below.  If there is no address above, please complete the box below in its entirety. 
PLEASE INCLUDE YOUR TELEPHONE NUMBER(S). 
 
NAME:   MR./MRS./MISS/MS. FIRST MIDDLE LAST (JR., SR., etc.) 

 
 
CURRENT STREET ADDRESS: APT. NO. 

 
 
CITY STATE ZIP 

 
 
TELEPHONE NUMBER: 
HOME: ( ) WORK: ( ) OTHER: ( ) 
  

  
1. What is your date of birth?

 
 |___|___| / |___|___| / 19 |___|___| 
 Month Day Year 

   
2. What is your gender?

 
  Male 
  Female 
 
 

  
3. Which of these groups best describes 

you?  (CHECK ONE)
 
  White 
  Black 
  Asian 
  Pacific Islander 
  American Indian or Alaskan Native 
 
  
3a. Are you of Hispanic origin?  (CHECK 

YES OR NO)
 
  Yes 
  No 
 

 
(OVER) 

Statement of Confidentiality 
 

Collection of this information is authorized by the Public Health Service Act, Section 412 (42 USC 285 a-1).  Rights of study participants are 
protected by the Privacy Act of 1974.  Participation is voluntary and there are no penalties for not participating or withdrawing from the study at any 
time.  Participation will not influence a person's relationship with any provider of medical care or any federal program such as Social Security or 
Medicare.  The information collected in this study will be kept confidential, and will not be disclosed to anyone but the researchers conducting this 
study, except as otherwise required by law.  Names and other identifiers will be separated from information provided and will not appear in any 
report of the study.  Information provided will be combined for all study participants and reported as statistical summaries.  Study records will be 
kept for approximately 2 years past the end of the study, and then destroyed. 

 
Public reporting burden for this collection of information is estimated to average 5 minutes per response, including the time for reviewing instructions, searching existing 
data sources, gathering and maintaining the data needed, and completing and reviewing the collection of information.  An agency may not conduct or sponsor, and a 
person is not required to respond to, a collection of information unless it displays a currently valid OMB control number.  Send comments regarding this burden estimate or 
any other aspect of this collection of information, including suggestions for reducing this burden, to:  NIH, Project Clearance Branch, 6705 Rockledge Drive, MSC 7974, 
Bethesda, MD  20892-7974.  ATTN:  PRA (0925-0407).  Do not return the completed form to this address. 



   
4. 
 

Are you undergoing treatment for any 
type of cancer (other than basal-cell 
and squamous-cell skin cancer) at this 
time?  (CHECK YES OR NO)

 
  Yes 
  No 
 
  

5. 
 

Have you ever been told by a physician 
that you have any of the following types 
of cancer?  (CHECK YES OR NO FOR 
EACH TYPE)

 
 YES NO 
   Colon or Rectal Cancer 
   Lung Cancer 
   Prostate Cancer (Men Only) 
   Ovarian Cancer (Women Only) 
 
  

6. Have you had surgery to remove any of 
the following organs?  (CHECK YES 
OR NO FOR EACH ORGAN)

 
 YES NO 
   The Entire Colon 
   One Lung 
   The Entire Prostate (Men Only) 
 
  

7. Have you had a hysterectomy (surgical 
removal of the uterus)? (Women Only)  
(CHECK YES OR NO)

 
  Yes ____  
   Were both ovaries removed? 
    Yes (GO TO 9) 
    No  (GO TO 8) 
 
  No (GO TO 8) 
 
  

8. Have you had surgery to remove your 
ovaries?  (Women Only)  
(CHECK YES OR NO)

 
  Yes ____  
   Were both ovaries removed? 
    Yes 
    No 
  No  

  
9. 
 

Are you currently participating in a 
cancer screening or cancer primary 
prevention study?  (CHECK YES OR 
NO)

 
  Yes _______________________  
   Name of Study 
  No 
 

 
 

10. In the past 6 months, have you taken 
Proscar or Propecia (also known as 
finasteride) (Men Only)?  (CHECK YES 
OR NO)

 
   YES 
   NO  
 

 
 

11. 
 

During the past three years, have you 
had more than one PSA blood test (for 
detection of prostate cancer)?  (Men 
Only)  (CHECK YES OR NO)

 
  Yes 
  No 
 

 
 

12. 
 

During the past three years, have you 
had a colonoscopy, sigmoidoscopy, or 
barium enema to examine the colon 
and rectum? (CHECK YES OR NO)

 
  Yes 
  No 
 

 
 

13. How did you first hear about the PLCO 
Trial?  (CHECK ONE)

 
  Mail 
  PLCO Participant 
  Friend or relative 
  Advertisement (newspaper, TV,  
  radio, etc.) 
  Other _____________________  
   SPECIFY 
 

 
Thank you for completing this questionnaire.  Please return the questionnaire in the postage-paid 
envelope to: 
 PLCO Screening Trial 
 University  
 Address 
 City, State  ZIP 
 

 



PLCO Cancer Screening Trial

SPECIFICATIONS FOR COMPLETION OF THE ELIGIBILITY SCREENER

The Eligibility Screener may be sent by mail and completed by the participant or it may be
administered by an SC staff member. The following are specifications for the administration
of the form by telephone with a sample script for introducing the screener. These specifica-
tions may also be used as a reference document for answering questions from potential par-
ticipants who are completing the form themselves.

Check Boxes Regarding Interest in the Trial:

Depending on the SC preference, these check boxes may or may not appear on the
form. If they are present, they should be completed as follows:

If the potential participant is interested in participating in the trial, s/he or an SC staff
member should check “Yes.”

If the potential participant is not interested in participating in the trial, s/he, or an SC
staff member, should check “No.”

Today’s Date: Record the current month, day and year. Zero-fill month and day, if
applicable.

Name and Address Label: If desired, the SC may affix a mailing label showing the
potential participant's name and address in the space provided. These labels may be
generated from the Tracking and Summarizing Recruitment Module of the SMS.

Sample Script for Introduction of Screener:

“Hello, my name is __________________________________ and I'm calling on
behalf of (NAME OF SCREENING CENTER). Recently, we sent you a letter inviting you
to participate in the Prostate, Lung, Colorectal and Ovarian Cancer Screening Trial
being conducted with the National Cancer Institute. Did you receive our letter?”

YES _____________ “I'd like to tell you more about the study.” (CONTINUE
BELOW)

NO  ____________ “I'd like to tell you about the study.” (CONTINUE BELOW)

“The purpose of this study is to determine whether screening for the early detection
of prostate, lung, colorectal and ovarian cancers can reduce deaths from these can-
cers. Since doctors are not sure whether these screening tests are effective at reduc-
ing cancer deaths, some of the study participants will receive screening tests, others
will receive their regular medical care, and the two groups will be compared. All par-
ticipants will be contacted each year and asked questions about their medical care
over the previous year.

We would like to ask for your participation in the study. The study will provide invalu-
able information that may help save lives, and we hope you will agree to help. Your
participation, however, is voluntary. Are you interested in participating?”

YES ____________ (CHECK THE FIRST BOX ON PAGE 1 OF SCREENER (if
using check boxes) AND CONTINUE BELOW.)

“In order to participate in the trial, you must meet certain eligibility criteria. For
example, you must be between the ages of 55 and 74, and you cannot have a history
of (prostate, lung, or colorectal/ovarian, lung, or colorectal) cancer. To determine
whether you are eligible to participate in the trial, I would like to ask you a few ques-
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tions.” For your information, (READ STATEMENT OF CONFIDENTIALITY). (CONTINUE
WITH NAME AND ADDRESS VERIFICATION.)

NO ____________ (CHECK THE SECOND BOX ON PAGE 1 OF SCREENER (if
using check boxes), AND CONTINUE BELOW.)

NAME AND ADDRESS VERIFICATION:

This section verifies the potential participant's name, address, and telephone number. If a
mailing label has been affixed to the form, verify the information printed on the label, and
make corrections/additions in the box. If no label is affixed to the form, complete the name
and address box in its entirety. The sample script below may be used in cases where a mail-
ing label has been affixed to the form.

“First, I would like to verify your name, address and telephone number.”

NAME “I have your name listed as (FULL NAME FROM LABEL). Is that cor-
rect?”

Make any corrections/additions to the name in the box provided.
Include title and suffix (such as Jr., Sr., etc.), if applicable. Verify all
spelling.

ADDRESS “I have your address listed as (ADDRESS FROM LABEL). Is that cor-
rect?”

Make any corrections/additions to the address in the box provided. Ver-
ify all spelling.

PHONE NUMBER Since the telephone number may not be printed on the label, say the
following:

“What is your home telephone number, including the area code?”

Record the number, including the area code, in the space provided.
This should be the number which corresponds to the address on the
mailing label.

Since the potential participant may prefer to be contacted at another
number, you may say the following:

“Do you have a work number or another contact number?”

Record the number(s), including the area code in the space(s) pro-
vided.

ELIGIBILITY QUESTIONS:

Read each question, exactly as it is written, to the potential participant and record his/her
response. Do not attempt to elicit a “Don't Know” response to any question; however, if the
potential participant indicates that s/he does not know the answer, record “DK” in the white
space next to the question. You may, if desired, terminate the call as soon as the potential
participant answers a question in a way that makes him/her ineligible for the trial, or you
may complete the entire screener, regardless of the response to each question.

Specifications for each question are given below.

QUESTION 1: This question asks about the individual's birthdate. Record the month,
day and year of the participant's birthdate. Zero-fill the month and day,
if applicable.
October 1, 2003 2 Specifications for
Eligibility Screener



Eligibility is determined by the potential participant's age on the day of
enrollment in the study (i.e., the day s/he is randomized and assigned
a Participant ID). To be eligible, the potential participant must be at
least 55 years of age and less than 75 years of age on the day of enroll-
ment. The following are examples of different situations in which a
potential participant may be judged eligible or ineligible based on age:

QUESTION 2: This question asks whether the respondent is male or female. Record a
response to this question without asking the respondent, unless you
are unable to determine his/her gender.

QUESTION 3: This question asks about the potential participant's race. Read the pos-
sible answers and check the one that the respondent feels best
describes himself/herself. The following definitions may be used to
determine race:

White: Includes persons having origins in any of the original people of
Europe, including Spain and Portugal, and of North Africa and the Mid-
dle East. May also include white persons of Mexican, Puerto Rican,
Cuban, South or Central American, or other Spanish cultures.

Black: Includes persons having origins in any of the black racial groups
of Africa. May also include persons having origins in any of the black
racial groups of Africa and who also are of Mexican, Puerto Rican,
Cuban, Portuguese, South or Central American, or other Spanish cul-
tures, including Spain.

Asian: Includes persons having origins in any of the original people of
the Far East, Southeast Asia, or the Indian subcontinent. This area
includes, for example, China, Japan, Korea, the Philippine Islands,
India, Pakistan, Bangladesh, Sri Lanka, Nepal, and Bhutan.

Pacific Islander: Includes persons having origins in the Pacific
Islands. This includes Hawaii, Samoa, Tonga, Guam, and other Pacific
islands.

American Indian/Alaskan Native: Includes persons having origins
in any of the original people of the American continents.

QUESTION 3a: This question asks if the participant is of Hispanic origin. The following
definition may be used to determine ethnicity:

Today's Date Date of Birth Age Today Projected 
Enroll Date

Age at 
Enrollment Eligible?

10/01/96 10/01/41 55 10/01/96 55 Yes

10/01/96 9/30/41 54 10/01/96 55 Yes

10/01/96 10/02/41 54 10/01/96 54 No

10/01/96 10/01/21 75 10/01/96 75 No

10/01/96 10/02/21 74 10/01/96 74 Yes

10/01/96 10/02/21 74 10/02/96 75 No
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Hispanic: Includes persons of Mexican, Puerto Rican, Cuban, South or
Central American, Portuguese, or other Spanish cultures, including
Spain.

If, after hearing the above definitions, the potential participant does not
know how to categorize himself/herself, or refuses to categorize him-
self/herself, you may note this on the Eligibility Screener next to this
question; however, information on refusals or “don't know” responses
will not be entered into the SMS.

QUESTION 4: This question asks whether the potential participant is undergoing any
treatment for cancer at this time, other than basal-cell or squamous-
cell skin cancer. 

- If the potential participant is undergoing treatment for cancer at
this time, check “Yes.” 

- If the potential participant underwent a course of cancer therapy in
the past, but on the date s/he completed the screener was not
involved in a course of cancer therapy, or if the cancer is basal-cell
or squamous-cell skin cancer, check “No.” 

- If the potential participant does not know whether or not s/he is
undergoing treatment for cancer at this time, s/he should be asked
to contact his/her physician to obtain the information. If, after con-
tacting the physician, s/he still does not know, s/he is not eligible
for the trial.

QUESTION 5: This question asks about a history of PLCO cancers.

- If the potential participant has been told by a physician that s/he
has/had colon or rectal cancer, lung cancer, prostate cancer (men
only) or ovarian cancer (women only), check “Yes.” Include both
metastatic and primary cancer, and cancers that are in remission.

- If the potential participant says s/he had a “tumor”, probe to find
out whether it was “malignant” or “cancerous.” If so, check “Yes.”

- If the potential participant does not know whether or not s/he has
been diagnosed with a PLCO cancer, s/he should be asked to con-
tact his/her physician to obtain the information. If, after contacting
the physician, s/he still does not know, s/he is not eligible for the
trial.

QUESTION 6: This question asks about surgery to remove the entire colon, one lung,
or the entire prostate (men only).

Colon: Another term for removal of the colon is “colectomy.” We are
interested in the removal of the entire colon. If the potential
participant had his/her entire colon removed, check “Yes.” If
the potential participant had a partial colectomy, that is,
only part of the colon was removed, check “No.”

A “polypectomy,” that is polyps removed from the colon, is
not the same as having the colon removed. If the potential
participant had a polypectomy but the colon was not
removed, check “No.”

Lung: Other terms for removal of a lung are “pneumonectomy” or
“lobectomy.” If the potential participant had an entire lung
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removed, check “Yes.” If the potential participant had a par-
tial lobectomy, that is only part of a lung removed, check
“No.”

Prostate: Another term for removal of the prostate is “prostatectomy.”
We are interested in the removal of the entire prostate. If
the entire prostate was removed, check “Yes.” If the poten-
tial participant had a partial prostatectomy, that is, only part
of the prostate was removed, check “No.”

If the potential participant does not know whether or not one or more
of these organs has been removed, s/he should be asked to contact
his/her physician to obtain the information. If, after contacting the phy-
sician, s/he still does not know, s/he is not eligible for the trial.

QUESTION 7: This question asks whether the potential participant (if female) has had
a hysterectomy. Note that the term hysterectomy refers to the surgical
removal of the uterus and, in some cases, the fallopian tubes, but not
the ovaries.

- If the woman has not had a hysterectomy, check “No” and go to
Question 8.

- If the woman has had a hysterectomy, check “Yes” and ask the
woman whether both ovaries were removed at the time of the sur-
gery.

- If both entire ovaries were removed, check “Yes” and skip to Ques-
tion 9.

- If neither ovary was removed, check “No” and go to Question 8.

- If one entire ovary was removed, check “No” and go to Question 8.

- If one or both ovaries were partially removed, check “No” and go to
Question 8.

- If the woman does not know whether or not she has had a hyster-
ectomy, or whether or not both her ovaries were removed, record
“DK” (Don't Know) in the white space next to the question and go to
Question 8.

QUESTION 8: This question asks whether the potential participant (if female) has had
surgery to remove her ovaries. This question is only asked of women
who responded “No” or “Don't Know” to Question 7.

- If the woman has not had surgery to remove her ovaries, check
“No” and go to Question 9.

*NOTE: The following two questions ask about removal of the ovaries. As of October
1996, women without ovaries are eligible for the trial.  It is still necessary, however,
to ask these questions so that the SC will have a record of the presence or absence of
the ovaries. If a woman is randomized into the trial as an intervention participant and
responded on the Eligibility Screener that both ovaries have been removed, the SC
must complete a Missing Data Form for the ovarian palpation and transvaginal ultra-
sound examinations.
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- If the woman has surgery to remove her ovaries, check “Yes” and
ask the woman whether both ovaries were removed at the time of
the surgery.

- If both entire ovaries were removed, check “Yes” and go to Ques-
tion 9.

- If neither ovary was removed, check “No” and go to Question 9.

- If one entire ovary was removed, check “No” and go to Question 9.

- If one or both ovaries were partially removed, check “No” and go to
Question 9.

- If the woman does not know whether or not she has had surgery to
remove her ovaries, or whether or not both her ovaries were
removed, record “DK” (Don't Know) in the white space next to the
question. The woman should be asked to contact her physician to
obtain the information. If, after contacting the physician, she still
does not know, it should be assumed that her ovaries are intact,
and if she is randomized to the intervention arm of the trial, she
should be offered the ovarian palpation examination, transvaginal
ultrasound examination, and blood draw for CA-125. 

QUESTION 9: This question asks about whether the potential participant is currently
participating in a cancer screening or primary cancer prevention study.
If the potential participant is unsure of the nature of the study, probe
for the name of the study or any other information the potential partic-
ipant can provide about the study, such as the name of the doctor
associated with the study, the location where interventions take place,
etc. Record this information in the space next to the “Yes” response
category.

If the participant is unable to answer the question “Yes” or “No,” but is
able to provide information about a study in which s/he is participating,
the SC should investigate the nature of the study to determine whether
or not the potential participant is eligible for the trial.

QUESTION 10: This question asks about the use of the medications Proscar and Prope-
cia, in the past 6 months. Proscar (also known as finasteride) is usually
prescribed for men as a treatment for benign prostatic hypertrophy
(BPH), which is enlargement of the prostate. Propecia (is also finas-
teride, but a lower dose than Proscar) is prescribed for male pattern
hair loss. 

- If the potential participant is not sure of the name of his medication,
ask him to check the bottle while you wait.

- If the potential participant does not know whether or not s/he has
taken Proscar, Propecia, in the past 6 months, s/he should be asked
to contact his/her physician to obtain the information. If, after con-
tacting the physician, s/he still does not know, s/he is not eligible
for the trial.

QUESTION 11: This question asks whether the potential participant (if male) has had
more than one PSA blood test in the past 3 years. 

- If the potential participant does not know whether or not he has had
more than one PSA blood test in the past 3 years, record “DK”
(Don't Know) in the white space next to the question. He should be
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asked to contact his physician to obtain the information. If, after
contacting the physician, he still does not know, he is not eligible for
the trial.

QUESTION 12: This question asks whether the potential participant has had a colonos-
copy, sigmoidoscopy (flexible or rigid), or barium enema in the past 3
years.

- If the potential participant does not know whether or not s/he has
had a colonoscopy, sigmoidoscopy or barium enema in the past 3
years, record “DK” (Don't Know) in the white space next to the
question. S/he should be asked to contact his/her physician to
obtain the information. If, after contacting the physician, s/he still
does not know, s/he is not eligible for the trial.

QUESTION 13: This question asks how the potential participant first heard about the
PLCO trial. The respondent should check only one category, the one
that corresponds to the first time s/he heard about the trial. This ques-
tion does not affect eligibility in any way and is an optional question. An
SC which is administering the questionnaire by phone or in person may
omit this question when completing the form.

After Completing the Form:

1. Enter the screener information into the tracking system (either the Tracking and
Summarizing Recruitment module of the SMS or an alternate system).

2. Review the screener to determine whether or not the potential participant is eligible
for the trial (see Chapter 2 of the Manual of Operations and Procedures).

3. If a woman whose ovaries are absent is randomized into the trial as an intervention
participant, complete a Missing Data form for the T0 study year indicating that the
ovarian palpation and transvaginal ultrasound examinations will not be performed.
The reason should be recorded as “7” (PLCO Organ Removed).

4. If the participant is randomized into the trial, file the completed Eligibility Screener in
the participant's folder.

5. If the potential participant is not randomized into the trial, file the completed Eligibil-
ity Screener in a separate file of non-randomized individuals.
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A-4-1 Eligibility Verification Form (EVF)

Specifications for the Eligibility Verification Form



Version Date:  1/2000

 

Prostate, Lung, Colorectal and Ovarian Cancer Screening Trial 

ELIGIBILITY VERIFICATION FORM 
 
Participant Name:  ____________________________________________ 
 Last First Middle 
 
Participant Date of Birth:  .....................   |___|___| - |___|___| - 19 |___|___| 
 MO DY YR 
 
Participant Gender (M/F)  ....................................................................   |___| 
 
Screening Center:  .......................................................................   |___|___| 
 
Satellite Center:  ...........................................................................   |___|___| 
 
Screening Center Staff ID:     |___|___|___|___| 

 

EVF 
 

EVF 
 
 
 

Participant ID Label 
 
 
 

PART A:  ELIGIBILITY VERIFICATION 

ELIGIBILITY CRITERIA 

CHECK YES OR NO.   

IF YES CHECKED, STOP.   

IF NO CHECKED, CONTINUE. 
RECOMMENDED SOURCE OF 

INFORMATION 

1. Is this individual younger than 55 years of age or 75 
years or older?  YES o NO o 

Eligibility Screener-Q.1/  
Record Review 

2. Is this individual undergoing treatment for cancer, 
other than basal-cell and squamous-cell skin cancer, 
at this time? 

 YES o NO o 
Eligibility Screener-Q.4/  
Record Review 

3. Has this individual been diagnosed with cancer of 
the prostate (men only), ovary (women only), colon, 
rectum, or lung? 

 YES o NO o 
Eligibility Screener-Q.5/  
Record Review 

4. Has this individual had the entire colon, one lung, or 
the entire prostate (men only), surgically removed?  YES o NO o 

Eligibility Screener-Q.6/  
Record Review 

5. Is this individual participating in another cancer 
screening or cancer primary prevention study?  YES o NO o 

Eligibility Screener-Q.9/  
Record Review 

6. Has this individual taken Proscar/Propecia/ 
finasteride (men only)?  YES o NO o 

Eligibility Screener-Q.10/  
Record Review 

7. Is this individual unwilling or unable to sign the trial 
consent form?  YES o NO o Potential Participant Contact 

8. Has this individual had more than one PSA blood 
test in the past three years?  YES o NO o 

Eligibility Screener-Q.11/  
Record Review 

9. Has this individual had a colonoscopy, 
sigmoidoscopy, or barium enema in the past three 
years? 

 YES o NO o 
Eligibility Screener-Q.12/  
Record Review 

(OVER) 



 

PART B:  RANDOMIZATION AND ENROLLMENT 
 
This individual can only be randomized and enrolled into the PLCO Trial if "No" is checked for each of the questions on the 
previous page. 
 
 
Date of Randomization/Enrollment:  |___|___| - |___|___| - 19 |___|___| 
 MO DY YR 
 
 
Participant ID:  |___|___|___|___|___|____|-|___| 
 
 
Randomization Group (CHECK ONE): Intervention o 
 Control o 
 
Name and ID of person completing  
the Eligibility Verification Form:  ______________________________________________   |___|___|___|___| 
 
  Name  ID 
 
Name and ID of person completing  
randomization/enrollment:  __________________________________________________   |___|___|___|___| 
 
  Name  ID 
 
Confirmation Number:  |___|___|___|___|___|___|___|___|___|___|___|___|___|___ 
 

 



PLCO Cancer Screening Trial

SPECIFICATIONS FOR COMPLETION OF THE ELIGIBILITY VERIFICATION FORM (EVF)

This form is to be completed by the SC Coordinator or a staff member who has been
approved to perform the eligibility verification procedures. Each of the eligibility criteria listed
must be satisfied if the participant is to be randomized and enrolled in the PLCO trial. The
recommended source of information which should be used when answering each question is
provided in the right-most column of the form.

Administrative Section:

Barcode: This is the three character form identifier (EVF) in barcode format. The bar-
code may be read by a barcode reader (wand) during the receipt of the form into the
SMS.

Participant ID Label: After the enrollment process is complete, a Participant ID will
be assigned by the Randomization and Enrollment module. Affix the appropriate Par-
ticipant ID label to the front of the form in the space provided.

Participant Name: Record the participant’s last, first, and middle names.

Participant Date of Birth: Record two digits each for the month, day and year of
the participant's date of birth. Zero-fill month and day of birth, if applicable.

Participant Gender: Record an “M” if the participant is male or an “F” if the partici-
pant is female.

Screening Center: Record the 2-digit SC ID.

Satellite Center: If the EVF is being completed at a satellite center, record the 2-
digit Satellite Center ID. If the participant is not being randomized through a satellite
center, record “00.”

Screening Center Staff ID: Record the 4-digit ID number of the staff member com-
pleting the form.

Part A - Eligibility Verification:

For each of the eligibility verification questions, check “Yes” for a yes answer or “No” for a no
answer. If “Yes” is checked, the potential participant is not eligible to be enrolled in the PLCO
trial.

1. Is this individual younger than 55 years of age or 75 years or older? This question
asks about the age of the potential participant. A participant must be between the
ages of 55 and 74 on the day of enrollment in order to be eligible for the trial. Refer to
the Eligibility Screener (Question 1) or the medical record for birthdate information.

2. Is this individual undergoing treatment for cancer, other than basal-cell and squa-
mous-cell skin cancer, at this time? This question asks about current treatment for
cancer, excluding basal-cell and squamous-cell skin cancer. An individual who is cur-
rently undergoing treatment for cancer or does not know whether or not s/he is
undergoing treatment for cancer is not eligible for the trial. Refer to the Eligibility
Screener (Question 4) or the medical record for information on current cancer treat-
ment. 

3. Has this individual been diagnosed with cancer of the prostate (men only), ovary
(women only), colon, rectum or lung? This question asks about a history of PLCO can-
cer. An individual with a history of a PLCO cancer or one who does not know this
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whether or not s/he has been diagnosed with a PLCO cancer is not eligible for the
trial. Refer to the Eligibility Screener (Question 5) or the medical record for cancer
history.

4. Has this individual had the entire colon, one lung, or the entire prostate (men only)
surgically removed? This question asks about removal of the prostate, lung, or colon.
An individual who has had the entire colon, one entire lung, or the entire prostate is
not eligible for the trial. An individual who has had a partial colectomy, a partial lobec-
tomy, or a partial prostatectomy is still eligible for the trial. An individual who does
not know whether or not s/he has had one of these organs removed is not eligible for
the trial. Refer to the Eligibility Screener (Question 6) or the medical record for infor-
mation on such surgery.

5. Is this individual participating in another cancer screening or cancer primary preven-
tion study? This question asks about current participation in a cancer screening or
cancer primary prevention study. Refer to the Eligibility Screener (Question 9) or the
medical record for this information. In some cases, the potential participant may not
know whether the study is a cancer primary prevention study, and the SC staff may
need to further investigate the nature of the study to determine whether the individ-
ual is eligible for the PLCO trial.

6. Has this individual taken Proscar/Propecia/finasteride (men only) in the past 6
months? This question asks about the use of the drugs Proscar and Propecia (also
known as finasteride) by men in the past 6 months. An individual who has taken or
does not know whether or not he has taken one of these medications in the past 6
months is not eligible for the trial. Refer to the Eligibility Screener (Question 10) or
the medical record for this information.

7. Is this individual unwilling or unable to sign the trial consent form? This question asks
about the potential participant's willingness/ability to sign the informed consent form
for the trial. In SCs employing a single consent approach, this is the full consent form.
In SCs employing a dual consent approach, this is the “forms” (the mini) consent
form. This information should be obtained through in-person or mail contact with the
potential participant. If the individual does not sign the consent form for any reason,
s/he is not eligible to participate in the trial. The SC must have a signed consent form
on file in order to check “No” for this question.

8. Has this individual had more than one PSA blood test in the past three years? This
question asks about the potential participant's utilization of PSA blood tests. Any indi-
vidual who has had more than one PSA blood test in the past three years or does not
know whether or not he has had more than one PSA blood test in the past three years
is not eligible for the trial. Refer to the Eligibility Screener (Question 11) or the medi-
cal record for this information.

9. Has this individual had a colonoscopy, sigmoidoscopy, or barium enema in the past
three years? This question asks about the potential participant's utilization of colorec-
tal screening tests, specifically colonoscopy, sigmoidoscopy (rigid or flexible), and
barium enema. An individual who has had one of these tests even once in the past
three years, or does not know whether or not s/he has had one of these tests in the
past three years, is not eligible for the trial. Refer to the Eligibility Screener (Question
12) or the medical record for this information.

Part B - Randomization and Enrollment:

Part B should be completed after entry of Part A data into the Randomization and Enrollment
module of the SMS. The following information will be displayed on the screen after the partic-
ipant is randomized. Copy the information onto the EVF exactly as it appears on the screen.
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Date of Randomization/Enrollment: Record two digits each for the month, day
and year of the date the participant was randomized and enrolled.

Participant ID: Record the Participant ID number that has been assigned.

Randomization Group: Check one box to indicate to which arm of the trial the par-
ticipant was assigned, intervention or control.

Name and ID of person completing the Eligibility Verification Form: The SMS
will display the 4-digit ID of the person who completed the EVF. In addition to the ID
number displayed on the screen, write the name of the staff member in the space
provided. If the confirmation of eligibility criteria is done by telephone from a satellite
center, record the name and ID of the person who called to initiate the telephone ran-
domization process.

Name and ID of person completing randomization/enrollment: Record the
name (not displayed on the screen) and ID of the staff member who performed the
randomization/enrollment using the SMS.

Confirmation Number: Record the 14-digit confirmation number that was assigned
to the randomization procedure.

After completing the form:

1. Receipt the EVF into the Forms and Specimens Tracking module of the SMS. (Note:
This is not the same as entering the data from Part A of the EVF into the Randomiza-
tion and Enrollment Module. Refer the SMS User’s Guide for information on receipting
forms).

2. Generate Participant ID labels for the new participant ID.

3. File the form and the extra Participant ID labels in the participant's folder.
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A-4-2: Administrative Tracking Form (ATF)

Specifications for the Administrative Tracking Form



Version Date: 05/03 
Prostate, Lung, Colorectal and Ovarian Cancer Screening Trial 

 

 
3. Method of Discovery:   
 _______________________________________________________________________________________________
 _______________________________________________________________________________________________
 _______________________________________________________________________________________________
 _______________________________________________________________________________________________
 _______________________________________________________________________________________________
 _______________________________________________________________________________________________
 _______________________________________________________________________________________________ 

 
 

Participant ID Label 

ADMINISTRATIVE TRACKING FORM 
 
Screening Center:............................................. |__|__| 
 
Satellite Center: ................................................ |__|__| 
 
Screening Center Staff ID:.......................|__|__|__|__| 
 
Date Form Completed:  . |__|__|-|__|__|-|__|__|__|__| 
 MO DY YEAR 
 

ATF 

ATF 

 

 

 

 

INSTRUCTIONS:  Complete this form to document situations in which a participant was found to have been 
ineligible at the time of randomization. 
  
1. Date ineligibility discovered:   |__|__|-|__|__|-|__|__|__|__| 
 MO DY YEAR 
  
2. Reason for ineligibility:  (Mark all that apply)  
  01 = Age < 55 or > = 75 
  02 = Current cancer treatment 
  03 = History of PLCO cancer  → (Complete Item 2a.) 
  04 = Entire P/L/C organ removed 
  05 = Another cancer study 
  06 = Proscar/Propecia/Finasteride in the past 6 months 
  07 = Unable/unwilling to sign consent 
  08 = More than one PSA in last 3 years 
  09 = One or more colonoscopy, sigmoidoscopy, or barium enema in last 3 years 
 
(IF "03 = History of PLCO cancer" IS MARKED, COMPLETE ITEMS 2a. AND 3.  OTHERWISE COMPLETE ONLY ITEM 3.) 
 
2a. History of PLCO Cancer: (MARK ALL THAT APPLY)    

Type of PLCO Cancer Cancer Confirmed by Physician 
or Medical Record 

Date of Cancer Diagnosis 
MONTH - DAY - YEAR 

 Prostate     NO    YES |__|__|-|__|__|-|__|__|__|__|  

 Lung     NO    YES |__|__|-|__|__|-|__|__|__|__|  

 Colorectal     NO    YES |__|__|-|__|__|-|__|__|__|__|  

 Ovary     NO    YES |__|__|-|__|__|-|__|__|__|__|  



PLCO Cancer Screening Trial

SPECIFICATIONS FOR COMPLETION OF THE ADMINISTRATIVE TRACKING FORM (ATF)

This form is to be completed by an SC staff member to document the randomization of an
individual who did not meet eligibility criteria at the time of randomization.

Specifications for completing each item of the form are given below:

Administrative Section:

Barcode: This is the three character form identifier (“ATF”) in barcode format. The
barcode may be read by a barcode reader (wand) during the receipt of the form into
the SMS.

Participant ID: Affix a Participant ID label to the space provided in the upper right
corner of the form.

Screening Center: Enter the two-digit SC ID.

Satellite Center: If the participant is seen at a satellite center, enter the two-digit
Satellite Center ID. If the participant is not seen at a satellite center, enter “00.”

Screening Center Staff ID: Enter your four-digit staff ID number.

Date Form Completed: Record the date the ATF was completed. Month and day
should be zero-filled, and four digits should be recorded for the year (e.g., 02/07/
1996).

Information Regarding Randomized Ineligible Participant:

1. Date Ineligibility Discovered: Record the date that the ineligibility was discovered
by the SC staff. Month and day should be zero-filled, and four digits should be
recorded for the year (e.g., 02/07/1996.

2. Reason for Ineligibility: The reason for ineligibility is the exclusion criterion that
the participant met at the time of randomization (causing him/her to be ineligible).
Check the box corresponding to the appropriate exclusion criterion. If the participant
met more than one of the exclusion criteria, check all that apply. If at a later date
another reason for ineligibility is discovered, this new reason should be coded in addi-
tion to the previous ones on the ATF hard copy. Be sure to mark the date in the mar-
gin and update the information in SMS. If at least one of the reasons for ineligibility is
“03 = History of PLCO cancer”, complete Items 2a and 3. Otherwise complete only
Item 3.

2a. History of PLCO Cancer: Instructions for completing this table are given below:

Type of PLCO Cancer:

Complete this item if the participant is a randomized ineligible for reason of a previous PLCO
cancer. Check the box corresponding to the type of PLCO cancer the participant had. If the
participant had more than one PLCO cancer, check all that apply.

Confirmation of PLCO Cancer by Physician or Medical Record Review:

If the participant's previous PLCO cancer was confirmed by contacting a physician or by
review of the participant's medical record, check the box for “Yes” and complete Date of Con-
firmation. If the participant's previous PLCO cancer was not confirmed by contacting a physi-
cian or by reviewing the medical record, check the box for “No.”
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Date of Cancer Diagnosis:

Record the month, day and year the cancer was diagnosed. If you do not have the exact day,
record “99”.

3. Method of Discovery: The purpose of the ATF is to differentiate between types of
“randomized ineligibles,” so the details surrounding the discovery of a randomized
ineligible are important. Below are several types of situations that may involve ran-
domization of ineligible individuals:

1. Intervention and control individuals who were randomized in error (i.e., the
participant provided information to the SC indicating his/her ineligibility, but
the SC failed to exclude him/her from the trial);

2. Intervention individuals who were randomized appropriately based on informa-
tion provided at the time of randomization, but it was discovered after ran-
domization—at the time of screening or follow-up of screening—that the
information provided had been incorrect; and

3. Intervention and control individuals who were randomized appropriately based
on information provided at the time of randomization, but it was discovered
after randomization—from a review of the baseline questionnaire—that the
information provided had been incorrect.

Record the details surrounding the discovery of ineligibility. These may include
descriptions of:

- how the participant completed items related to eligibility on study forms (the
Eligibility Screener and/or the Baseline Questionnaire); 

- conversations with the participant; 

- details of screening examinations (e.g., in which removal of an organ was dis-
covered); 

- SC procedures for verifying eligibility and randomization, etc.

If additional space is needed, you may write on the back of the form or attach
another sheet of paper.

After completing the form:

1. Receipt the form into the SMS. 

If the participant met more than one exclusion criterion (i.e., more than one reason
for ineligibility is marked in Item 2), enter the reasons into the SMS in ascending
numerical order.

2. File the form in the participant's folder.
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PLCO Cancer Screening Trial

SPECIFICATIONS FOR COMPLETION OF THE BASELINE QUESTIONNAIRE FOR MALE 
PARTICIPANTS - VERSION 3 (BQM3)

This form is to be completed by all male participants. If the participant has difficulty in the
completion of the form, an SC staff member may either assist the participant in its comple-
tion or administer the questionnaire as an interview (in-person or by telephone). The boxed
instructions on the questionnaire’s cover page give the respondent a short set of directions
for filling out the questionnaire. A statement of confidentiality is also included, which is
important in clarifying the respondent's rights as a participant.

The specifications include guidelines for the completion of each question on the form,
whether it is completed by the participant or some other person. The specifications also
include specific guidelines for the SC staff on coding, editing or data retrieval, as appropriate.
The “For Office Use Only” sections must always be completed by the SC staff according to the
guidelines provided for that specific question.

General Instructions for editing and data retrieval: An attempt should be made to correct all
errors or discrepant data on the questionnaire (including zero-fill errors) without contacting
the participant. For any critical data items that are incomplete, unclear or marked “Don't
Know” and cannot be completed without participant input, data retrieval should be
attempted. Data retrieval should be directed to the participant, not the participant's physi-
cian. Any non-critical data items that are incomplete, unclear or marked “Don’t Know” may
be clarified with the participant through data retrieval at the discretion of the SC Coordinator.
If a critical data item still cannot be completed after data retrieval is attempted, it should
remain as it was recorded by the participant and not changed. If a non-critical data item can-
not be completed either with or without data retrieval, it should also remain as it was
recorded by the participant and not changed. All original responses, editing and recoding
must be clearly documented on the form and in the SC Decision Log.

Specifications for completing the form are given below:

COVER PAGE:

Participant ID: Affix a Participant ID label to the space provided in the lower left
corner of the form. The barcode should be aligned directly over the shaded box,
with the eye-readable number toward the inside of the form. The barcode should be
toward the outer edge of the form.

Participant name: Enter the full name (first, middle, and last) of the participant.
Include any titles or suffixes.

Participant date of birth: Enter the month, day and year of the participant's date
of birth.

SC Instructions: This question is a critical data item. If any portion of the date of
birth is incomplete or not answered, data retrieval must be attempted. Date of Birth
should not be obtained from the Eligibility Screener or any source other than the
participant.

Participant telephone number: Enter the participant's telephone number, includ-
ing area code. This should be the number at which the participant would like to be
contacted.
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Statement of Confidentiality Box: The participant should read the Statement of
Confidentiality. If administered by SC staff, this statement must be read to the par-
ticipant.

GENERAL BACKGROUND:

This section of the questionnaire is concerned with the participant's general background,
work history and smoking history.

1. In what state or foreign country were you born?

Obtain the participant's place of birth. Record the state of birth, if in the United
States, or the country of birth, if in a foreign country.

SC Instructions: Assign the appropriate numeric code in the space provided in the
“For Office Use Only” box. Refer to Appendix I of the Manual of Operations and Pro-
cedures for the listing of State Codes. Canada and specific provinces in Canada
should be coded as “00” (Foreign Country). Darken the circle corresponding to each
number. If the participant's place of birth is recorded on the BLF but left blank on
the Baseline Questionnaire, it is acceptable to complete Item 1 using the informa-
tion from the Baseline Locator Form.

2. Which of these best describes your race or ethnic background?

The following definitions are to be used for determining race or ethnic background:

White: Includes persons having origins in any of the original people of Europe,
including Spain and Portugal, and of North Africa and the Middle East. May also
include white persons of Mexican, Puerto Rican, Cuban, South or Central American,
or other Spanish cultures.

Black: Includes persons having origins in any of the black racial groups of Africa.
May also include persons having origins in any of the black racial groups of Africa
and who also are of Mexican, Puerto Rican, Cuban, Portuguese, South or Central
American, or other Spanish cultures, including Spain.

Asian: Includes persons having origins in any of the original people of the Far East,
Southeast Asia, or the Indian subcontinent. This area includes, for example, China,
Japan, Korea, the Philippine Islands, India, Pakistan, Bangladesh, Sri Lanka, Nepal,
and Bhutan.

Pacific Islander: Includes persons having origins in the Pacific Islands. This
includes Hawaii, Samoa, Tonga, Guam, and other Pacific Islands.

American Indian or Alaskan Native: Includes persons having origins in any of
the original people of the American continents.

2a. Are you of Hispanic origin?

The following definition is to be used for determining ethnic background:

Hispanic: Includes persons of Mexican, Puerto Rican, Cuban, South or Central
American, Portuguese, or other Spanish cultures, including Spain.

SC Instructions: Questions 2 and 2a are critical data items. If these questions are
incomplete or not answered, data retrieval must be attempted. If the participant
refuses to categorize himself as belonging to one of the above races or ethnic
groups, these items should be left blank.

3. What is the highest grade or level of schooling you completed?
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Obtain the highest grade completed, regardless of skipped or repeated grades. If
the participant attended school in a foreign country, in an ungraded school, under a
tutor, or under other special circumstances, ask the participant to give the nearest
equivalent of years in a regular U.S. school. The following guidelines should be used
for determining the highest grade completed:

Less than 8 years: The participant completed one to seven years of school.

8 through 11 years: The participant completed eight to eleven years of school.

12 years or completed high school: The participant completed 12 years of
school or completed high school. This includes the participant having received a
GED.

Post high school training other than college: The participant completed train-
ing other than college following high school. This includes secretarial school,
mechanical or computer training, nursing school where only a diploma is offered,
other vocational trades, or business schools outside the regular school system and
attended by the participant after completion of high school.

Some college: The participant completed some college but did not attain a four
year college degree. An Associate of Arts (AA) degree from a community college or
a junior college specializing in skill training should be considered as some college.

College graduate: This includes a seminary in which a bachelors degree is offered,
colleges of education, and nursing schools in which a bachelors degree is offered.

Postgraduate: Any completed post-graduate work qualifies as “post-graduate.”
Receiving a degree is not a criteria for this category. This also includes a Master's
Degree, Post-Doctoral Degree, or some type of professional school (i.e., medical,
dental, or veterinary school).

SC Instructions: If the participant marked more than one response, the highest
level of education should be kept; the remaining responses should be deleted.

4. What is your current marital status?

“Current” is at the time the participant completes the questionnaire, i.e., a man who
was widowed but has remarried is considered married. Separated refers to living
apart because of marital discord, not circumstantial separation (such as wife living
in a nursing home).

5. Which of these categories best describes your current working situation?

The participant is to select the category that he feels best describes his current (at
the time of completing the questionnaire) situation. “Working” is working for pay
(wages, salary, commission or pay-in-kind), or working without pay in a business or
farm operated by a household member. Volunteer or other unpaid work for a
church, charity, or similar organization is not included. Individuals who have
“retired” from their usual occupation but are currently working either full or part-
time for pay are considered working unless they work less than 20 hours per week.

SC Instructions: If the participant has circled “Other (SPECIFY),” check that the ver-
batim response does not actually fall into a predetermined category.

6. What has been your usual adult occupation? That is, at what type of occu-
pation have you worked the longest during your adult life.

The participant's job title descriptive of the occupation worked at the longest during
his adult life should be recorded. A one-word description is almost never adequate.
For example, a “clerk” can be a shipping clerk, a stock clerk, or a sales clerk.
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If the participant is self-employed, find out what activities the participant spends
most time doing. Do not record “proprietor” as the occupation unless the participant
actually spends most time in the management of the business. If the participant
spends most time in the trade or craft, record that as the occupation, i.e., shoe
repairman, beautician, or carpenter, as appropriate.

If the participant is a “Homemaker,” go to Question 10.

SC Instructions: Question 6 will not be coded nor entered into the Study Manage-
ment System (SMS).

7. What were your usual activities and duties in this occupation?

These are the activities and duties corresponding to the occupation listed in Ques-
tion 6. As much specificity as possible is desired. Some examples are as follows:

- Sales Manager - supervised the sales office, coordinated the other salespeople,
solicited new business.

- Machine Operator - operated a lathe machine, cut and shaped metal with a
knife.

SC Instructions: Question 7 will not be coded nor entered into the Study Manage-
ment System (SMS).

8. In what type of business or industry were you usually employed in this
occupation?

Here we are interested in the usual type of business or industry in which the partic-
ipant worked at the occupation specified in Question 6. We are specifically inter-
ested in the type of business or industry, not the name of the employer or company
name. One word entries are almost never adequate. Preferably, the entry should
state both a general and specific function of an industry, e.g., copper mining, foun-
tain pen manufacturing, shoe repair service.

SC Instructions: Question 8 will not be coded nor entered into the Study Manage-
ment System (SMS).

9. How many years have you worked in this occupation?

This question asks for the total number of years in the occupation specified in Ques-
tion 6. If periods of time have elapsed during which the participant did not or could
not work in this occupation, do not omit the earlier periods of time from the total
number of years.

SC Instructions: If the participant provides a range of years, such as “around 25 to
30 years,” the median value of that range (in this case, 28 years) should be
recorded.

Question 9 will not be coded nor entered into the Study Management System
(SMS).

10. Have you ever smoked cigarettes regularly for six months or longer?

Allow the participant to use his own definition of regular.

SC Instructions: This question is a critical data item. If this question is incomplete or
not answered, data retrieval must be attempted.

11. At what age did you start smoking cigarettes regularly?
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This is the age when the participant started smoking cigarettes regularly. For exam-
ple, if the participant smoked his first cigarette at age 14 but did not smoke on a
regular basis until age 21, age 21 should be recorded, not 14.

SC Instructions: If the participant provides a range of years, such as “somewhere
between age 15 and 17,” the median value of that range (in this case, age 16)
should be recorded. If the participant provides an age such as “in my teens,” then
the median age should be recorded (in this case, 15). If the age provided is in half-
years, always round up. For example, age 15½ should be recorded as age 16.

12. Do you smoke cigarettes regularly now?

“Now” is at the time the participant completes the questionnaire. If the participant
does not consider himself a regular smoker, darken the circle for “No;” if he has
stopped smoking temporarily (e.g., due to a cold) and expects to begin again,
darken the circle for “Yes.”

SC Instructions: This question is a critical data item. If this question is incomplete or
not answered, data retrieval must be attempted.

13. At what age did you last stop smoking cigarettes regularly?

This question is for participants who no longer smoke cigarettes. The participant's
age when he stopped smoking cigarettes regularly should be recorded.

SC Instructions: If the participant provides a range of years, such as “between age
40 and 45,” the median value of that range (in this case, age 43) should be
recorded. If the participant provides an age such as “in my forties,” then the median
age should be recorded (in this case, 45). If the age provided is in half-years,
always round up. For example, age 52½ should be recorded as age 53.

14. During periods when you smoked, how many cigarettes did or do you usu-
ally smoke per day?

The answer should be the usual or average number of cigarettes smoked per day
during the years in which the participant regularly smoked cigarettes.

SC Instructions: If the participant records in “packs” of cigarettes smoked per day,
convert that to the number of cigarettes per day. For example, half a pack equals 10
cigarettes, 1 pack equals 20 cigarettes, 2 packs equals 40 cigarettes, etc.

15. During periods when you smoked, did or do you more often smoke filter or
non-filter cigarettes?

The emphasis is on the words more often. The participant may have smoked both
filtered and non-filtered cigarettes, but smoked filtered cigarettes more often.

16. Do you now or did you ever smoke a pipe regularly for a year or longer?

The emphasis here is on regular use for a year or longer. Allow the participant to
use his own definition of regular.

17. Do you now or did you ever smoke cigars regularly for a year or longer?

The emphasis here is on regular use for a year or longer. Allow the participant to
use his own definition of regular.

FAMILY AND PERSONAL MEDICAL HISTORY:

This section of the questionnaire is concerned with the participant's family medical history
and personal medical history. Immediate blood relatives only (parents, children, brothers,
sisters, half-brothers, and half-sisters) should be included in the family medical history.
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18. How many full and half-sisters do you have, both living and deceased?

Include full- (two parents in common) and half- (one parent in common) sisters, liv-
ing and deceased. 

SC Instructions: If the participant is adopted and has no information regarding
blood relatives, this item should be left blank. This will cause a DEES “BLANK” error
to be generated, and the form should be finalized as “FIC.”

19. How many full and half-brothers do you have, both living and deceased?

Include full- (two parents in common) and half- (one parent in common) brothers,
living and deceased.

SC Instructions: If the participant is adopted and has no information regarding
blood relatives, this item should be left blank. This will cause a DEES “BLANK” error
to be generated, and the form should be finalized as “FIC.”

20. Have your parents, children, brothers, sisters, half-brothers, or half-sisters
ever been diagnosed as having any type of cancer?

We are interested in all cancers except basal-cell skin cancer. If the participant
recorded “Don't Know,” leave this item blank. If “Yes,” Question 21 must be com-
pleted. If “No” or “Don't Know,” go to Question 22.

SC Instructions: If the participant is adopted and has no information regarding
blood relatives, this item should be left blank. This will cause a DEES “BLANK” error
to be generated, and the form should be finalized as “FIC.”

21. Please complete this chart for each relative (mother, father, children,
brothers, sisters, half-brothers, half-sisters) diagnosed with cancer.

The table for Question 21 should be completed if Question 20 is “Yes.” 

SC Instructions: If the participant is adopted and has no information regarding
blood relatives, this item should be left blank. This will cause a DEES “BLANK” error
to be generated, and the form should be finalized as “FIC.”

The table should be completed as follows:

• Who was diagnosed as having cancer, that is, what is his or her relation-
ship to you?

Specify the sex-specific relationship of the relative with cancer to the participant
(for example, “son” rather than “child”). If there are more than four relatives who
have cancer, additional information may be recorded on a separate sheet of paper.

SC Instructions: If the participant has listed additional relatives who have cancer on
a separate sheet of paper, label the sheet of paper with the participant's ID number,
the title of the questionnaire and the question number to which the information
refers. Insert the sheet of paper in the questionnaire.

Record a sequence number (e.g., 1, 2, 3, etc.) for each chart entry in the “For Office
Use Only” box located on the last page of the questionnaire. The sequence number
should be entered in the column titled “SEQNO.” Do not assign a sequence number
or code a cancer for any relative who is not an immediate blood relative (e.g., aunt,
grandfather, etc.) Darken the circle corresponding to the sequence number.

Assign the code corresponding to the relationship of the relative with cancer to the
participant in the “For Office Use Only” box located on the last page of the question-
naire. A twin sister or brother should be coded as “sister” or “brother.” Refer to
Appendix I of the Manual of Operations and Procedures for the listing of Relationship
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Codes. The relationship code should be entered in the column titled “RECODE.”
Darken the circle corresponding to each number.

• What type of cancer did he or she have?

The primary site of cancer or where it started should be recorded. Do not include
relatives diagnosed with basal-cell skin cancer.

SC Instructions: Assign the code corresponding to the type of cancer in the “For
Office Use Only” box located on the last page of the questionnaire. Refer to Appen-
dix I of the Manual of Operations and Procedures for the listing of Cancer Codes.
The cancer code should be entered in the column titled “CACODE.” Darken the circle
corresponding to each number. If type of cancer is left blank, it should be coded as
“999” (Not Ascertained). If the participant recorded “don't know,” it should be coded
as “998” (Don't Know). If the participant has recorded more than one cancer on the
same line for one relative, assign codes as follows:

Code skin cancer and melanoma as follows:

If more than eight cancers are reported for relatives (i.e., all eight coding spaces
are used in the “For Office Use Only” box), contact the Coordinating Center.

For codes 880 - 888, enter the type of cancer verbatim into DEES.

• How old was your relative when he or she was diagnosed as having cancer?

Assign Code: If the participant reported:

880 Prostate cancer and some other cancer

881 Lung cancer and some other cancer

882 Colorectal cancer and some other cancer

883 Ovarian cancer and some other cancer

884 More than one non-PLCO cancer

885 More than one PLCO cancer

886 Colon cancer and some other cancer

887 Rectal cancer and some other cancer

Assign Code: If the participant reported:

024 specific melanoma other than skin mela-
noma

033 skin melanoma

888 unspecified melanoma/unspecified skin 
cancer

Do not code skin (non-melanoma)
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SC Instructions: Record the age at diagnosis in the “For Office Use Only” box
located on the last page of the questionnaire. The age should be entered in the col-
umn titled “AGE.”

Assign the age 01 if the age is one year or less than one year.

Assign the age 99 if the age is 99 years or greater than 99 years.

Assign the age 00 if the participant recorded more than one age on the same line for
one relative, if a specific age was not given (i.e., the respondent recorded “over 50"
for the age), or it the participant recorded “don't know.”

Darken the circle corresponding to each number. If 00 is recorded, enter the verba-
tim response into the DEES.

22. What is or was your weight at these ages? (weight at age 50?...weight at
age 20?... current weight?)

Current weight is the participant's weight at this specific time when the question-
naire is being completed. For weight at age 20 and at age 50, we are interested in
the participant's average weight at each age.

SC Instructions: The numeric entry for weight should be zero filled, if appropriate.
For example, a weight of 98 pounds should be recorded as 098 pounds. A weight of
399 lbs. or greater should be recorded as 399 lbs.

23. How tall are you?

This question asks for current height of the participant. Height should be recorded in
feet and inches.

SC Instructions: If the participant is exactly 6 feet tall, 6 feet, 00 inches should be
recorded. If the participant reported his height to the half-inch, it should be rounded
up to the nearest inch.

24. During the last 12 months, have you regularly used aspirin or aspirin-con-
taining products, such as Bayer, Bufferin, or Anacin? (Please do not include
aspirin-free products such as Tylenol and Panadol.)

Regular use is emphasized and defined by the participant. This item includes baby
aspirin.

SC Instructions: If the participant recorded “No” for this item but then marked a
response for Item 25 indicating use of an aspirin-containing product, this item
should be recoded to “Yes.”

25. During the last 12 months, how many pills of aspirin-containing products
did you usually take per day, per week, or per month?

Only one of the categories listed should be marked.

SC Instructions: If the participant recorded daily use of less than one aspirin (e.g.,
1/4 or 1/2 aspirin per day), or daily use of baby aspirin, code as “1 per day.”

26. During the last 12 months, have you regularly used ibuprofen-containing
products, such as Advil, Nuprin, or Motrin?

Regular use is emphasized and defined by the participant.

SC Instructions: If the participant recorded “No” for this item but then marked a
response for Item 27 indicating use of an ibuprofen-containing product, this item
should be recoded to “Yes.”
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27. During the last 12 months, how many pills of ibuprofen-containing prod-
ucts did you usually take per day, per week, or per month?

Only one of the categories listed should be marked.

28. Has a doctor ever told you that you have any of the following conditions?

The condition must be diagnosed by a doctor; we are not interested in self-diag-
nosed conditions. Each condition should be recorded as either “Yes” or “No.”

SC Instructions: Definitions should not be provided for any of the conditions. Allow
the participant to record his response based on his understanding of the condition.
If the participant did not record responses for some of the items (e.g., he marked
only the “Yes” responses but not the “No” responses) these items may be left blank
since they are not critical data items. This will cause a DEES “BLANK” error to be
generated, and the form should be finalized as “FIC.”

29. Have you ever been diagnosed as having cancer?

We are interested in all cancers except basal-cell skin cancer. If “Yes,” Question 30
must be completed. If “No,” go to Question 31.

SC Instructions: This question is a critical data item. If this question is incomplete,
unclear, or not answered, data retrieval must be attempted. If the participant
responds “Yes” to this item but then lists only conditions which are not coded, such
as a non-melanoma skin cancer in Item 30, this item should be recoded to “No.”

30. Please complete this chart for each cancer.

The table for Question 30 should be completed if Question 29 is “Yes.” It should be
completed for initial diagnoses only, not recurrent cancers. The table should be
completed as follows:

• What type of cancer did you have?

Record the primary site of cancer or where the cancer started. Do not include basal-
cell skin cancer. If the participant has more than three cancers, additional informa-
tion may be recorded on a separate sheet of paper.

SC Instructions: If the participant has listed additional cancers on a separate sheet
of paper, label the sheet of paper with the participant's ID number, the title of the
questionnaire and the question number to which the information refers. Insert the
sheet of paper in the questionnaire. Do not code or enter into the DEES any non-
melanoma (basal-cell) skin cancers that are reported.

Record a sequence number (e.g., 1, 2, 3, etc.) for each primary cancer in the “For
Office Use Only” box located on the last page of the questionnaire. The sequence
number should be entered in the column titled “SEQNO.” Darken the circle corre-
sponding to the sequence number.

Assign the code corresponding to the type of cancer in the “For Office Use Only” box
located on the last page of the questionnaire. Refer to Appendix I of the Manual of
Operations and Procedures for the listing of Cancer Codes. The cancer code should
be entered in the column titled “CACODE.” Darken the circle corresponding to each
number. If the participant has recorded more than one cancer on the same line,
transfer the information for each additional cancer to a separate line, using addi-
tional sheets, if necessary. Then make separate entries in the “CACODE” column in
the “For Office Use Only” box for each cancer listed. 
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Code skin cancer and melanoma as follows:

If the participant has recorded more than eight cancers (i.e., all eight coding spaces
are used in the “For Office Use Only” box), contact the Coordinating Center.

For codes 880 - 888, enter the type of cancer verbatim into DEES.

This question is a critical data item. If the type of cancer is incomplete, unclear, or
not answered, data retrieval must be attempted. If the response is “Don't know,”
data retrieval must be attempted.

• How old were you when you were diagnosed with this cancer?

We are interested in the participant's age at initial diagnosis.

SC Instructions: Record the age at diagnosis in the “For Office Use Only” box
located on the last page of the questionnaire. The age should be entered in the col-
umn titled “AGE.” Darken the circle corresponding to each number

This question is a critical data item. If age at diagnosis is incomplete, unclear, or not
answered, data retrieval must be attempted. If the response is “Don't know,” data
retrieval must be attempted. Probe for the best estimate. If the participant main-
tains a “don’t know” response, assign the age “00” and enter “don’t know” as the
verbatim response in DEES. 

31. During a typical night in the last year, how many times did you usually
wake up to urinate?

The time period is the last year, the previous 12 months. The participant should use
his own definition of “typical”.

32. How old were you when you first began waking up to urinate more than
once a night on a regular basis?

Emphasis is more than once a night regularly.

General specifications for Questions 33 through 37 are provided at the end of Ques-
tion 37.

33. Has a doctor ever told you that you had a problem with your prostate?

34. Has a doctor ever told you that you had an enlarged prostate or benign pro-
static hypertrophy (BPH)?

35. How old were you when a doctor first told you that you had this problem?

36. Has a doctor ever told you that you had an inflamed prostate or prostatitis?

37. How old were you when a doctor first told you that you had this problem?

Questions 33 through 37 all require that the condition be diagnosed by a doctor,
and not be self-diagnosed. For the participant's age, the emphasis is on first diag-
nosed.

Assign Code If the participant reported

024 specific melanoma other than skin melanoma

033 skin melanoma

888 unspecified melanoma/unspecified skin cancer

Do not code skin (non-melanoma)
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SC Instructions: If the participant responded “No” to Item 33, then ignored the skip
and responded “No” to Items 34 and 36, it is not necessary to delete the responses
to Items 34 and 36. The DEES system is programmed to ignore these errors.

38. Have you ever had any of the following surgical procedures of the prostate?

Here, we are asking if the participant ever had one or more surgical procedures of
the prostate as listed below.

Biopsy

Transurethral resection of the prostate (TURP)

Prostatectomy for benign disease

Prostate surgery type unknown: The participant had prostate surgery but the type
of surgery is unknown.

None: The participant did not have any surgical procedures of the prostate.

Don't Know: The participant does not know whether he had any prostate surgery.

SC Instructions: This question is a critical data item. If this question is incomplete,
unclear, or not answered, data retrieval must be attempted. If the response is
“Don't Know,” data retrieval must be attempted to confirm this response.

39. How old were you when you had a surgical procedure of the prostate the
first time?

The emphasis is on surgery of the prostate for the first time.

40. Have you had a vasectomy, that is, a sterilization procedure for men?

Here, we are interested in determining whether or not the participant had a vasec-
tomy, which is a sterilization procedure for men. If the participant records informa-
tion for two vasectomy procedures, the year of the first procedure should be
recorded.

41. How old were you when you had a vasectomy?

We are interested in the participant's age when he had the vasectomy.

42. Has a doctor ever told you that you had any of the following conditions?

The question asks whether or not the participant had either syphilis or gonorrhea.
The condition must be diagnosed by a doctor; we are not interested in self-diag-
nosed conditions. Each condition should be recorded as either “Yes” or “No.”

SC Instructions: Definitions should not be provided for any of the conditions. Allow
the participant to record his response based on his understanding of the condition.

43. During the past three years, have you had a chest X-ray?

This does not include diagnostic procedures, such as a GI series or a CAT scan.

SC Instructions: This question is a critical data item. If the response to this question
is unclear or if the question is left blank, data retrieval must be attempted. If the
response is “Don't Know,” data retrieval is not required.

In the next series of questions, we are only interested in examinations or procedures
that have occurred within the past three years.
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44. During the past three years, have you had a digital rectal examination of
the prostate?

SC Instructions: This question is a critical data item. If the response to this question
is unclear or if the question is left blank, data retrieval must be attempted. If the
response is “Don't Know,” data retrieval is not required.

45. During the past three years, have you had a blood test for prostate cancer,
for example PSA?

SC Instructions: This question is a critical data item. If the response to this question
is unclear or if the question is left blank, data retrieval must be attempted. If the
response is “Don't Know,” data retrieval is not required. If the answer to this ques-
tion is “Yes”, data retrieval is not required to confirm that the participant is referring
to an examination received prior to randomization.

46. During the past three years, have you had a test for blood in the stool?

SC Instructions: This question is a critical data item. If the response to this question
is unclear or if the question is left blank, data retrieval must be attempted. If the
response is “Don't Know,” data retrieval is not required.

47. During the past three years, have you had a colonoscopy, sigmoidoscopy,
or barium enema to examine the colon and rectum?

This includes flexible sigmoidoscopy, and/or proctoscopy.

SC Instructions: This question is a critical data item. If the response to this question
is unclear or if the question is left blank, data retrieval must be attempted. If the
response is “Don't Know,” data retrieval is not required. If the answer to this ques-
tion is “Yes”, data retrieval is not required to confirm that the participant is referring
to an examination received prior to randomization.

48. What is the date you completed this questionnaire?

SC Instructions: Make sure the numbers are written in the boxes and the corre-
sponding circles are darkened. If the question is left blank or is unclear, either con-
tact the participant to determine the correct date, or enter the date the Baseline
Questionnaire was receipted into the SMS. Darken the corresponding circles.

If the date of receipt is used as an estimated date, darken the circle for “Estimated
Date.”

49. Who completed this questionnaire?

If the questionnaire was completed by someone other than the participant, we are
interested in that person's relationship to the participant.

ADMINISTRATIVE SECTION (FOR OFFICE USE ONLY):

This section is for administrative use by the SC staff. It includes SC identification, method of
administration of the questionnaire, and form processing.

Screening Center ID#: This item is optional. If this item is completed, enter the
2-digit SC ID and darken the circle corresponding to each number.

Satellite Center ID#: This item is optional. If the SC has elected to track satellite
center activity and the participant is seen at a satellite center, enter the 2-digit Sat-
ellite Center ID. Darken the circle corresponding to each number. If the participant
is not seen at a satellite center, or the SC has elected not to track satellite center
activity, this item should be left blank.
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SC Staff ID#: If the questionnaire was administered by SC staff, enter the 4-digit
staff ID number of the staff member who administered it. If the questionnaire was
self-administered or administered by someone other than the SC staff, enter the 4-
digit staff ID number of the staff member who edited the questionnaire. Darken the
circle corresponding to each number.

Method of Administration: Darken the circle corresponding to the method of
administration of the Baseline Questionnaire. Definitions of methods of administra-
tion are as follows:

Self Administered - The participant completed the questionnaire by himself/herself
without assistance. Unless the SC staff become aware that the participant did not
complete the form himself/herself without assistance, it should be assumed that
the questionnaire was self administered. 

Self Administered with Assistance - The participant completed the questionnaire
by himself/herself (i.e. it was not administered to him/her) but required assis-
tance from another person (relative, friend, SC staff member) to clarify one or
more of the questions or to physically complete the form.

In-Person Interview by SC Staff - The questionnaire was administered to the par-
ticipant in person by an SC staff member.

In-Person Interview by Other (Specify) - The questionnaire was administered to
the participant in person, by someone other than an SC staff member. If known,
record the relationship of the interviewer to the participant on the line provided.

Telephone Administered - The questionnaire was administered to the participant
by telephone by an SC staff member.

Form Processing: These are the steps that should be completed in order to pro-
cess the questionnaire. All of the items except “Final Disposition” are optional. “Final
Disposition” is required and may be marked on the form or entered directly into
DEES. Final Disposition may also be set automatically in DEES when the form is
edited (see the documentation for DEES 2.03).

Form Receipted into SMS: This item is optional. Darken this circle after the form
has been receipted into the SMS. (Refer to Chapter 17 for instructions on receipting
forms.)

Manual Review Completed: This item is optional. Darken this circle after the form
has been reviewed by SC staff to make sure that the information is complete, legi-
ble and that the appropriate circles are darkened properly. (Refer to Chapter 17 for
instructions on performing a manual review of forms.)

Data Entry of Non-Scannable Items: This item is optional. Complete this item to
indicate the status of verbatim data entry. (Refer to Chapter 17 for instructions on
data entry of non-scannable items.) When data entry is complete, darken the circle
next to “Completed.” If no data entry of non-scannable items is required, darken
the circle next to “None Required.”

Data Retrieval: This item is optional. Complete this item to indicate the status of
data review. If data retrieval was attempted, regardless of whether or not additional
information was collected, darken the circle next to “Attempted.” If no data retrieval
was required, darken the circle next to “None Required.”

Final Disposition: The SC is required to assign a final disposition to each opscan
form. There are two final dispositions:
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- Final Complete (FCM): This disposition may be assigned when there are no
errors reported on the DEES edit report or the only errors reported are
“UNLIKELY” errors that have been investigated by the SC or errors on the
optional forms processing items.

- Final Incomplete (FIC): This disposition may be assigned when there are
errors reported on the DEES edit report (except UNLIKELY errors that have
been investigated) which cannot be corrected. This includes errors that cannot
be corrected because data retrieval is not required for the item, or because the
information could not be obtained, even with data retrieval.

The final disposition may be assigned in three ways:

- by darkening the bubble on the opscan form and scanning it;

- by keying the final disposition into DEES;

- by allowing the computer to assign the final disposition for forms with no
errors (FCM only).
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A-5-2: Baseline Questionnaire - Female (BQF3)

Specifications for the Baseline Questionnaire - 
Female



















PLCO Cancer Screening Trial

SPECIFICATIONS FOR COMPLETION OF THE BASELINE QUESTIONNAIRE FOR FEMALE 
PARTICIPANTS - VERSION 3 (BQF3)

This form is to be completed by all female participants. If the participant has difficulty in the
completion of the form, an SC staff member may either assist the participant in its comple-
tion or administer the questionnaire as an interview (in-person or by telephone). The boxed
instructions on the questionnaire's cover page give the respondent a short set of directions
for completing the questionnaire. A statement of confidentiality is also included, which is
important in clarifying the respondent's rights as a participant.

The specifications include guidelines for the completion of each question on the form,
whether it is completed by the participant or by some other person. The specifications also
include specific guidelines for the SC staff on coding, editing or data retrieval, as appropriate.
The “For Office Use Only” sections must always be completed by the SC staff according to the
guidelines provided for that specific question.

General Instructions for editing and data retrieval: An attempt should be made to correct all
errors or discrepant data on the questionnaire (including zero-fill errors) without contacting
the participant. For any critical data items that are incomplete, unclear or marked “Don't
Know” and cannot be completed without participant input, data retrieval should be
attempted. Data retrieval should be directed to the participant, not the participant's doctor.
Any non-critical data items that are incomplete, unclear or marked “Don't Know” may be
clarified with the participant through data retrieval at the discretion of the SC Coordinator. If
a critical data item still cannot be completed after data retrieval is attempted, it should
remain as it was recorded by the participant and not changed. If a non-critical data item can-
not be completed either with or without data retrieval, it should also remain as it was
recorded by the participant and not changed. All original responses, editing and recoding
must be clearly documented on the form and in the SC Decision Log.

Specifications for completing the form are given below:

COVER PAGE:

Participant ID: Affix a Participant ID label to the space provided in the lower left
corner of the form. The barcode should be aligned directly over the shaded box,
with the eye-readable number toward the inside of the form. The barcode should be
toward the outer edge of the form.

Participant name: Enter the full name (first, middle, and last) of the participant.
Include any titles or suffixes.

Participant date of birth: Enter the month, day and year of the participant's date
of birth.

SC Instructions: This question is a critical data item. If any portion of the date of
birth is incomplete or not answered, data retrieval must be attempted. Date of birth
should not be obtained from the Eligibility Screener or any source other than the
participant.

Participant telephone number: Enter the participant's telephone number, includ-
ing area code. This should be the number at which the participant would like to be
contacted.
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Statement of Confidentiality Box: The participant should read the Statement of
Confidentiality. If administered by SC staff, this statement must be read to the par-
ticipant.

GENERAL BACKGROUND:

This section of the questionnaire is concerned with the participant's general background,
work history and smoking history.

1. In what state or foreign country were you born?

Obtain the participant's place of birth. Record the state of birth, if in the United
States, or the country of birth, if in a foreign country.

SC Instructions: Assign the appropriate numeric code in the space provided in the
“For Office Use Only” box. Refer to Appendix I of the Manual of Operations and Pro-
cedures for the list of State Codes. Canada and specific provinces in Canada, should
be codes as “00” (Foreign Country). Darken the circle corresponding to each num-
ber. 

If the participant's place of birth is recorded on the BLF but left blank on the Base-
line Questionnaire, it is acceptable to complete Item 1 using the information from
the Baseline Locator Form.

2. Which of these groups best describes you?

The following definitions are to be used for determining race or ethnic background:

White: Includes persons having origins in any of the original people of Europe,
including Spain and Portugal, and of North Africa and the Middle East. May also
include white persons of Mexican, Puerto Rican, Cuban, South or Central American,
or other Spanish cultures.

Black: Includes persons having origins in any of the black racial groups of Africa.
May also include persons having origins in any of the black racial groups of Africa
and who also are of Mexican, Puerto Rican, Cuban, Portuguese, South or Central
American, or other Spanish cultures, including Spain.

Asian: Includes persons having origins in any of the original people of the Far East,
Southeast Asia, or the Indian subcontinent. This area includes, for example, China,
Japan, Korea, the Philippine Islands, India, Pakistan, Bangladesh, Sri Lanka, Nepal,
and Bhutan.

Pacific Islander: Includes persons having origins in the Pacific Islands. This
includes Hawaii, Samoa, Tonga, Guam, and other Pacific Islands.

American Indian or Alaskan Native: Includes persons having origins in any of
the original people of the American continents.

2a. Are you of Hispanic origin?

The following definition is to be used for determining ethnic background:

Hispanic: Includes persons of Mexican, Puerto Rican, Cuban, South or Central Amer-
ican, Portuguese, or other Spanish cultures, including Spain.

SC Instructions: Questions 2 and 2a are critical data items. If these questions are
incomplete or not answered, data retrieval must be attempted. If the participant
refuses to categorize himself as belonging to one of the above races or ethnic
groups, these items should be left blank.

3. What is the highest grade or level of schooling you completed?
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Obtain the highest grade completed, regardless of skipped or repeated grades. If
the participant attended school in a foreign country, in an ungraded school, under a
tutor, or under other special circumstances, ask the participant to give the nearest
equivalent of years in a regular U.S. school. The following guidelines should be used
for determining the highest grade completed:

Less than 8 years: The participant completed one to seven years of school.

8 through 11 years: The participant completed eight to eleven years of school.

12 years or completed high school: The participant completed 12 years of
school or completed high school. This includes the participant having received a
GED.

Post high school training other than college: The participant completed train-
ing other than college following high school. This includes secretarial school,
mechanical or computer training, nursing school where only a diploma is offered,
other vocational trades, or business schools outside the regular school system and
attended by the participant after completion of high school.

Some college: The participant completed some college but did not attain a four
year college degree. An Associate of Arts (AA) degree from a community college or
a junior college specializing in skill training should be considered as some college.

College graduate: This includes a seminary in which a bachelors degree is offered,
colleges of education, and nursing schools in which a bachelors degree is offered.

Postgraduate: Any completed post-graduate work qualifies as “post-graduate.”
Receiving a degree is not a criteria for this category. This also includes a Master's
Degree, Post-Doctoral Degree, or some type of professional school (i.e., medical,
dental, or veterinary school).

SC Instructions: If the participant marked more than one response, the highest
level of education should be kept; the remaining responses should be deleted.

4. What is your current marital status?

“Current” is at the time the participant completes the questionnaire, i.e., a woman
who was widowed but has remarried is considered married. Separated refers to liv-
ing apart because of marital discord, not circumstantial separation (such as husband
living in a nursing home).

5. Which of these categories best describes your current working situation?

The participant is to select the category that she feels best describes her current (at
the time of completing the questionnaire) situation. “Working” is working for pay
(wages, salary, commission or pay-in-kind), or working without pay in a business or
farm operated by a household member. Volunteer or other unpaid work for a
church, charity, or similar organization is not included. Individuals who have
“retired” from their usual occupation but are currently working either full or part-
time for pay are considered working unless they work less than 20 hours per week.

SC Instructions: If the participant has circled “Other (SPECIFY),” check that the ver-
batim response does not actually fall into a predetermined category.

6. What has been your usual adult occupation? That is, at what type of occu-
pation have you worked the longest during your adult life.

The participant's job title descriptive of the occupation worked at the longest during
her adult life should be recorded. A one-word description is almost never adequate.
For example, a “clerk” can be a shipping clerk, a stock clerk, or a sales clerk.
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If the participant is self-employed, find out what activities the participant spends
most time doing. Do not record “proprietor” as the occupation unless the participant
actually spends most time in the management of the business. If the participant
spends most time in the trade or craft, record that as the occupation, i.e., seam-
stress, beautician, or child care provider, as appropriate.

If the participant is a “Homemaker,” go to Question 10.

SC Instructions: Question 6 will not be coded nor entered into the Study Manage-
ment System (SMS).

7. What were your usual activities and duties in this occupation?

These are the activities and duties corresponding to the occupation listed in Ques-
tion 6. As much specificity as possible is desired. Some examples are as follows:

• Sales Manager - supervised the sales office, coordinated the other salespeople,
solicited new business.

• School Teacher - taught first grade, prepared lesson plans, assisted the principal
in major school projects.

SC Instructions: Question 7 will not be coded nor entered into the Study Manage-
ment System (SMS).

8. In what type of business or industry were you usually employed in this
occupation?

Here we are interested in the usual type of business or industry in which the partic-
ipant worked at the occupation specified in Question 6. We are specifically inter-
ested in the type of business or industry, not the name of the employer or company
name. One word entries are almost never adequate. Preferably, the entry should
state both a general and specific function of an industry, e.g., shoe repair service,
retail bookstore, wholesale grocery, or road construction.

SC Instructions: Question 8 will not be coded nor entered into the Study Manage-
ment System (SMS).

9. How many years have you worked in this occupation?

This question asks for the total number of years in the occupation specified in Ques-
tion 6. If periods of time have elapsed during which the participant did not or could
not work in this occupation, do not omit the earlier periods of time from the total
number of years.

SC Instructions: If the participant provides a range of years, such as “around 25 to
30 years,” the median value of that range (in this case, 28 years) should be
recorded.

Question 9 will not be coded nor entered into the Study Management System
(SMS).

10. Have you ever smoked cigarettes regularly for six months or longer?

Allow the participant to use her own definition of regular.

SC Instructions: This question is a critical data item. If this question is incomplete or
not answered, data retrieval must be attempted.

11. At what age did you start smoking cigarettes regularly?
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This is the age when the participant started smoking cigarettes regularly. For exam-
ple, if the participant smoked her first cigarette at age 14 but did not smoke on a
regular basis until age 21, age 21 should be recorded, not 14.

SC Instructions: If the participant provides a range of years, such as “somewhere
between age 15 and 17,” the median value of that range (in this case, age 16)
should be recorded. If the participant provides an age such as “in my teens,” then
the median age should be recorded (in this case, 15). If the age provided is in half-
years, always round up. For example, age 15½ should be recorded as age 16.

12. Do you smoke cigarettes regularly now?

“Now” is at the time the participant completes the questionnaire. If the participant
does not consider herself a regular smoker, darken the circle for “No;” if she has
stopped smoking temporarily (e.g., due to a cold) and expects to begin again,
darken the circle for “Yes.”

SC Instructions: This question is a critical data item. If this question is incomplete or
not answered, data retrieval must be attempted.

13. At what age did you last stop smoking cigarettes regularly?

This question is for participants who no longer smoke cigarettes. The participant's
age when she stopped smoking cigarettes regularly should be recorded.

SC Instructions: If the participant provides a range of years, such as “between age
40 and 45,” the median value of that range (in this case, age 43) should be
recorded. If the participant provides an age such as “in my forties,” then the median
age should be recorded (in this case, 45). If the age provided is in half-years,
always round up. For example, age 52½ should be recorded as age 53.

14. During periods when you smoked, how many cigarettes did or do you usu-
ally smoke per day?

The answer should be the usual or average number of cigarettes smoked per day
during the years in which the participant regularly smoked cigarettes.

SC Instructions: If the participant records in “packs” of cigarettes smoked per day,
convert that to the number of cigarettes per day. For example, half a pack equals 10
cigarettes, 1 pack equals 20 cigarettes, 2 packs equals 40 cigarettes, etc.

15. During periods when you smoked, did or do you more often smoke filter or
non-filter cigarettes?

The emphasis is on the words more often. The participant may have smoked both
filtered and non-filtered cigarettes, but smoked filtered cigarettes more often.

16. Do you now or did you ever smoke a pipe regularly for a year or longer?

The emphasis here is on regular use for a year or longer. Allow the participant to
use her own definition of regular.

17. Do you now or did you ever smoke cigars regularly for a year or longer?

The emphasis here is on regular use for a year or longer. Allow the participant to
use her own definition of regular.

FAMILY AND PERSONAL MEDICAL HISTORY:

This section of the questionnaire is concerned with the participant's family medical history
and personal medical history. Immediate blood relatives only (parents, children, brothers,
sisters, half-brothers, and half-sisters) should be included in the family medical history.
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18. How many full and half-sisters do you have, both living and deceased?

Include full- (two parents in common) and half- (one parent in common) sisters, liv-
ing and deceased.

SC Instructions: If the participant is adopted and has no information regarding
blood relatives, this item should be left blank. This will cause a DEES “BLANK” error
to be generated, and the form should be finalized as “FIC.”

19. How many full and half-brothers do you have, both living and deceased?

Include full- (two parents in common) and half- (one parent in common) brothers,
living and deceased.

SC Instructions: If the participant is adopted and has no information regarding
blood relatives, this item should be left blank. This will cause a DEES “BLANK” error
to be generated, and the form should be finalized as “FIC.”

20. Have your parents, children, brothers, sisters, half-brothers, or half-sisters
ever been diagnosed as having any type of cancer?

We are interested in all cancers except basal-cell skin cancer. If the participant
recorded “Don't Know,” leave this item blank. If “Yes,” Question 21 must be com-
pleted. If “No” or “Don't Know,” go to Question 22.

SC Instructions: If the participant is adopted and has no information regarding
blood relatives, this item should be left blank. This will cause a DEES “BLANK” error
to be generated, and the form should be finalized as “FIC.”

21. Please complete this chart for each relative (mother, father, children,
brothers, sisters, half-brothers, half-sisters) diagnosed with cancer.

The table for Question 21 should be completed if Question 20 is “Yes.” 

SC Instructions: If the participant is adopted and has no information regarding
blood relatives, this item should be left blank. This will cause a DEES “BLANK” error
to be generated, and the form should be finalized as “FIC.”

The table should be completed as follows:

• Who was diagnosed as having cancer, that is, what is his or her relation-
ship to you?

Specify the sex-specific relationship of the relative with cancer to the participant
(for example, “son” rather than “child”). If there are more than four relatives who
have cancer, additional information may be recorded on a separate sheet of paper.

SC Instructions: If the participant has listed additional relatives who have cancer on
a separate sheet of paper, label the sheet of paper with the participant's ID number,
the title of the questionnaire and the question number to which the information
refers. Insert the sheet of paper in the questionnaire.

Record a sequence number (e.g., 1, 2, 3, etc.) for each chart entry in the “For Office
Use Only” box located on the last page of the questionnaire. The sequence number
should be entered in the column titled “SEQNO.” Do not assign a sequence number
or code a cancer for any relative who is not an immediate blood relative (e.g., aunt,
grandfather, etc.). Darken the circle corresponding to the sequence number.

Assign the code corresponding to the relationship of the relative with cancer to the
participant in the “For Office Use Only” box located on the last page of the question-
naire. A twin sister or brother should be coded as “sister” or “brother.” Refer to
Appendix I of the Manual of Operations and Procedures for the listing of Relationship
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Codes. The relationship code should be entered in the column titled “RECODE.”
Darken the circle corresponding to each number.

• What type of cancer did he or she have?

The primary site of cancer or where it started should be recorded. Do not include
relatives diagnosed with basal-cell skin cancer.

SC Instructions: Assign the code corresponding to the type of cancer in the “For
Office Use Only” box located on the last page of the questionnaire. Do not code or
enter into the DEES any non-melanoma skin cancers that are reported. Refer to
Appendix I of the Manual of Operations and Procedures for the listing of Cancer
Codes. The cancer code should be entered in the column titled “CACODE.” Darken
the circle corresponding to each number. If the type of cancer is left blank, it should
be coded as “999” (Not Ascertained). If the participant recorded “don't know” it
should be coded as “998” (Don't Know). If the participant has recorded more than
one cancer on the same line for one relative, assign codes as follows:

Assign Code: If the participant reported:
880 Prostate cancer and some other cancer
881 Lung cancer and some other cancer
882 Colorectal cancer and some other cancer
883 Ovarian cancer and some other cancer
884 More than one non-PLCO cancer
885 More than one PLCO cancer
886 Colon cancer and some other cancer
887 Rectal cancer and some other cancer

Code skin cancer and melanoma as follows:

Assign Code: If the participant reported:
024 specific melanoma other than skin melanoma
033 skin melanoma
888 unspecified melanoma/unspecified skin cancer
Do not code skin (non-melanoma

If more than eight cancers are reported for relatives (i.e., all eight coding spaces
are used in the “For Office Use Only” box), contact the Coordinating Center.

For codes 880 - 888, enter the type of cancer verbatim into DEES.

• How old was your relative when he or she was diagnosed as having cancer?

SC Instructions: Record the age at diagnosis in the “For Office Use Only” box
located on the last page of the questionnaire. The age should be entered in the col-
umn titled “AGE.”

Assign the age 01 if the age is one year or less than one year.

Assign the age 99 if the age is 99 years or greater than 99 years.

Assign the age 00 if the participant recorded more than one age on the same line
for one relative, if a specific age was not given (i.e., the respondent recorded
“over 50" for the age), or if the participant recorded “don't know.”.
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Darken the circle corresponding to each number. If 00 is recorded, enter the verba-
tim response into the DEES.

22. What is or was your weight at these ages?....(current weight?....weight at
age 20?....weight at age 50?)

Current weight is the participant's weight at this specific time when the question-
naire is being completed. For weight at age 20 and at age 50, we are interested in
the participant's average weight at each age. This does not include pregnancy
weight.

SC Instructions: The numeric entry for weight should be zero filled, if appropriate.
For example, a weight of 98 pounds should be recorded as 098 pounds. A weight of
399 lbs. or greater should be recorded as 399 lbs.

23. How tall are you?

This question asks for current height of the participant. Height should be recorded in
feet and inches.

SC Instructions: If the participant is exactly 5 feet tall, 5 feet, 00 inches should be
recorded. If the participant reported her height to the half inch, it should be rounded
up to the nearest inch.

24. During the last 12 months, have you regularly used aspirin or aspirin-con-
taining products, such as Bayer, Bufferin, or Anacin? (Please do not include
aspirin-free products such as Tylenol and Panadol.)

Regular use is emphasized and defined by the participant. This item includes baby
aspirin.

SC Instructions: If the participant recorded “No” for this item, but then marked a
response for Item 25 indicating use of an aspirin-containing product, this item
should be recoded to “Yes.”

25. During the last 12 months, how many pills of aspirin-containing products
did you usually take per day, per week, or per month?

Only one of the categories listed should be marked.

SC Instructions: If the participant recorded daily use of less than one aspirin (e.g.,
1/4 or 1/2 aspirin per day), or daily use of baby aspirin, code as “1 per day”.

26. During the last 12 months, have you regularly used ibuprofen-containing
products, such as Advil, Nuprin, or Motrin?

Regular use is emphasized and defined by the participant.

SC Instructions: If the participant recorded “No” for this item, but then marked a
response for Item 27 indicating use of an ibuprofin-containing product, this item
should be recoded to “Yes.”

27. During the last 12 months, how many pills of ibuprofen-containing prod-
ucts did you usually take per day, per week, or per month?

Only one of the categories listed should be marked.

28. Has a doctor ever told you that you have any of the following conditions?

The condition must be diagnosed by a doctor; we are not interested in self-diag-
nosed conditions. Each condition should be recorded as either “Yes” or “No.”

SC Instructions: Definitions should not be provided for any of the conditions. Allow
the participant to record her response based on her understanding of the condition.
October 1, 2003 8 Specifications for
Baseline Questionnaire - Female - Version 3



If the participant did not record responses for some of the items (e.g., she marked
only the “Yes” responses but not the “No” responses) these items may be left blank
since they are not critical data items. This will cause a DEES “BLANK” error to be
generated, and the form should be finalized as “FIC.”

29. Have you ever been diagnosed as having cancer?

We are interested in all cancers except basal-cell skin cancer. If “Yes,” Question 30
must be completed. If “No,” go to Question 31.

SC Instructions: This question is a critical data item. If this question is incomplete,
unclear, or not answered, data retrieval must be attempted. If the participant
responds “Yes” to this item but then lists only conditions that are not coded such as
a non-melanoma skin cancer in Item 30, this item should be recoded to “No”.

30. Please complete this chart for each cancer.

The table for Question 30 should be completed if Question 29 is “Yes.” It should be
completed for initial diagnoses only, not recurrent cancers. The table should be
completed as follows:

• What type of cancer did you have?

Record the primary site of cancer or where the cancer started. Do not include basal-
cell skin cancer. If the participant has more than three cancers, additional informa-
tion may be recorded on a separate sheet of paper.

SC Instructions: If the participant has listed additional cancers on a separate sheet
of paper, label the sheet of paper with the participant's ID number, the title of the
questionnaire and the question number to which the information refers. Insert the
sheet of paper in the questionnaire. Do not code or enter into the DEES any non-
melanoma skin cancers that are reported.

Record a sequence number (e.g., 1, 2, 3, etc.) for each primary cancer in the “For
Office Use Only” box located on the last page of the questionnaire. The sequence
number should be entered in the column titled “SEQNO.” Darken the circle corre-
sponding to the sequence number.

Assign the code corresponding to the type of cancer in the “For Office Use Only” box
located on the last page of the questionnaire. Refer to Appendix I of the Manual of
Operations and Procedures for the listing of Cancer Codes. The cancer code should
be entered in the column titled “CACODE.” Darken the circle corresponding to each
number. If the participant has recorded more than one cancer on the same line,
transfer the information for each additional cancer to a separate line, using addi-
tional sheets, if necessary. Then make separate entries in the “CACODE” column in
the “For Office Use Only” box for each cancer listed. 

Code skin cancer and melanoma as follows:

Assign Code: If the participant reported:
024 specific melanoma other than skin melanoma
033 skin melanoma
888 unspecified melanoma/unspecified skin cancer
Do not code skin (non-melanoma

If the participant has recorded more than eight cancers (i.e., all eight coding spaces
are used in the “For Office Use Only” box), contact the Coordinating Center.

For codes 880 - 888, enter the type of cancer verbatim into DEES.
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This question is a critical data item. If the type of cancer is incomplete, unclear, or
not answered, data retrieval must be attempted. If the response is “Don't Know,”
data retrieval must be attempted.

• How old were you when you were diagnosed with this cancer?

We are interested in the participant's age at initial diagnosis.

SC Instructions: Record the age at diagnosis in the “For Office Use Only” box
located on the last page of the questionnaire. The age should be entered in the col-
umn titled “AGE.” Darken the circle corresponding to each number.

This question is a critical data item. If age at diagnosis is incomplete, unclear, or not
answered, data retrieval must be attempted. If the response is “Don't Know,” data
retrieval must be attempted. Probe for the best estimate. If the participant main-
tains a “don't know” response, assign the age “00” and enter “don't know” as the
verbatim response in DEES. 

31. How old were you when you had your first menstrual period?

32. How old were you when you had your last period?

SC Instructions: If a woman records that she is still menstruating, code this item as
“55 or older” and skip Item 33.

33. Did your periods stop because of natural menopause, surgery, radiation, or
drug therapy?

SC Instructions: If a woman records that she is still menstruating in Item 32, this
item should be skipped. This will cause a DEES “BLANK” error to be generated, and
the form should be finalized as “FIC.”

34. Have you ever tried to become pregnant for a year or more without suc-
cess?

Here, we are asking whether the participant had tried to become pregnant for a
year or more without success. We are not asking about problems retaining a preg-
nancy.

35. Have you ever been pregnant?

This includes live births, stillbirths, miscarriages and abortions.

36. How old were you when you first became pregnant?

This includes live births, stillbirths, miscarriages or abortions.

37. How many times have you been pregnant? Please include stillbirths, mis-
carriages, abortions, tubal or ectopic pregnancies, and live births.

38. How many of your pregnancies resulted in a stillbirth?

39. How many of your pregnancies resulted in a miscarriage or an abortion?

40. How many of your pregnancies resulted in a pregnancy in one of your
tubes, that is, a tubal or ectopic pregnancy?

General specifications for Questions 37 through 40 are provided at the end of Ques-
tion 40.
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Questions 37 through 40 are concerned with the number of pregnancies, not the
number of different births, since one pregnancy can result in a multiple birth, i.e.,
twins. Definitions are as follows:

Stillbirth - Babies born dead (no signs of life) after the seventh month of preg-
nancy.

Miscarriage - The spontaneous loss of the fetus before it can survive outside the
mother's womb, usually occurring before the seventh month of pregnancy Miscar-
riages are also referred to as spontaneous abortions.

Abortion - An intentional removal of the fetus before the stage of viability.

Tubal or other ectopic pregnancy - A pregnancy which occurs outside the uterus
and cannot result in a live birth.

Live birth - Babies born alive or with vital signs of life.

41. How many of your pregnancies resulted in a live birth?

A live birth is defined as “babies born alive or with vital signs of life.” The number
recorded should be the number of pregnancies that resulted in at least one live
birth, not the actual number of babies born (in the case of multiple births). If the
participant had at least one live birth, Question 42 should be completed, otherwise
go to Question 43.

SC Instructions: This question is a critical data item. If this question is incomplete or
not answered, data retrieval must be attempted. If the response is “Don't Know,”
data retrieval must be attempted.

42. What was your age at the birth of your first child?

This question pertains to those participants who had a live birth only (the partici-
pant did not record “00” in Question 41).

43. Did you ever take birth control pills for birth control or to regulate men-
strual periods?

Here, we are interested in whether the participant ever took oral contraceptives for
birth control or to regulate menstrual periods. We are not interested in the use of
birth control pills for menopause.

44. How old were you when you first started taking birth control pills?

We are interested in the participant's age when she first began taking birth control
pills for birth control or to regulate menstrual periods.

45. For how many total years did you take birth control pills?

If an oral contraceptive was started and stopped over time, the respondent should
add together all periods of use.

46. Have you had a tubal ligation, that is, have you had your tubes tied?

A tubal ligation is the tying off, cutting, burning (cauterizing), or clipping both Fallo-
pian tubes so that no ovum can pass from the ovaries to the uterus.

47. Have you had a hysterectomy, that is, have you had your uterus or womb
removed?

Note that the question asks about partial or complete removal of these organs
(uterus, ovaries and Fallopian tubes).

48. What was your age when you had your uterus or womb removed?
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We are interested in the participant's age at the time of her hysterectomy.

49. Have you ever had one or both of your ovaries removed?

SC Instructions: This question is a critical data item. If this question is incomplete or
not answered, data retrieval must be attempted. If the response is “Don't Know,”
data retrieval must be attempted.

50. What exactly was removed?

SC Instructions: This question is a critical data item. If this question is incomplete or
not answered, data retrieval must be attempted. If the response is “Don't Know,”
data retrieval must be attempted.

If the participant darkened the circles next to “one ovary-partial” and “one ovary-
total,” both responses should be deleted and the circle next to “Both ovaries-partial”
should be darkened.

51. Sometimes women take female hormones such as estrogen or progester-
one around the time of menopause. Have you ever used female hormones
(tablets, pills, or creams) for menopause?

Here we are asking about hormones given for menopause or menopausal symp-
toms, such as hot flashes.

52. Are you currently using female hormones?

Here, we are asking if the participant is using female hormones at the present time.

53. For how many total years did you take female hormones?

If a medication was started and stopped over time, the respondent should add
together all periods of use.

54. Have you ever been told by a doctor that you had any of the following con-
ditions?

The condition must be diagnosed by a doctor; we are not interested in self-diag-
nosed conditions. Each condition should be recorded as either “Yes” or “No.”

SC Instructions: Definitions should not be provided for any of the conditions. Allow
the participant to record her response based on her understanding of the condition.
If the participant did not record responses for some of the items (e.g., she marked
only the “Yes” responses but not the “No” responses) these items may be left blank
since they are not critical data items. This will cause DEES “BLANK” errors to be
generated, and the form should be finalized as “FIC.”

55. During the past three years, have you had a chest X-ray?

This does not include diagnostic procedures, such as a GI series or a CT scan.

SC Instructions: This question is a critical data item. If the response to this question
is unclear or if the question is left blank, data retrieval must be attempted. If the
response is “Don't Know,” data retrieval is not required.

56. During the past three years, have you had a mammogram?

This includes mammograms performed for any reason.

In the next series of questions, we are only interested in examinations or procedures
that have occurred within the past three years.
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57. During the past three years, have you had a PAP smear?

The definition of a PAP smear is a test for cervical cancer. It might also be called a
cancer smear or cancer stain.

58. During the past three years, have you had a pelvic examination?

A pelvic examination is defined as a routine gynecologic exam, with or without a
PAP smear.

SC Instructions: This question is a critical data item. If the response to this question
is unclear or if the question is left blank, data retrieval must be attempted. If the
response is “Don't Know,” data retrieval is not required.

59. During the past three years, have you had an ultrasound or scan of your
ovaries?

This includes an abdominal ultrasound or a transvaginal ultrasound.

SC Instructions: This question is a critical data item. If the response to this question
is unclear or if the question is left blank, data retrieval must be attempted. If the
response is “Don't Know,” data retrieval is not required.

60. During the past three years, have you had a blood test for ovarian cancer,
for example, CA-125?

SC Instructions: This question is a critical data item. If the response to this question
is unclear or if the question is left blank, data retrieval must be attempted. If the
response is “Don't Know,” data retrieval is not required.

61. During the past three years, have you had a test for blood in the stool?

SC Instructions: This question is a critical data item. If the response to this question
is unclear or if the question is left blank, data retrieval must be attempted. If the
response is “Don't Know,” data retrieval is not required.

62. During the past three years, have you had a colonoscopy, sigmoidoscopy,
or barium enema to examine the colon and rectum?

This includes flexible sigmoidoscopy, and/or proctoscopy.

SC Instructions: This question is a critical data item. If the response to this question
is unclear or if the question is left blank, data retrieval must be attempted. If the
response is “Don't Know,” data retrieval is not required.

63. What is the date you completed this questionnaire?

SC Instructions: Make sure the numbers are written in the boxes and the corre-
sponding circles are darkened. If the question is left blank or is unclear, either con-
tact the participant to determine the correct date, or enter the date the Baseline
Questionnaire was receipted into the SMS. Darken the corresponding circles.

If the date of receipt is used as an estimated date, darken the circle for “Estimated
Date.”

64. Who completed this questionnaire?

If the questionnaire was completed by someone other than the participant, we are
interested in that person's relationship to the participant.

ADMINISTRATIVE SECTION (FOR OFFICE USE ONLY):

This section is for administrative use by the SC staff. It includes SC identification,
method of administration of the questionnaire, and form processing.
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Screening Center ID#: This item is optional. If this item is completed, enter the
2-digit SC ID and darken the circle corresponding to each number.

Satellite Center ID#: This item is optional. If the SC has elected to track satellite
center activity and the participant is seen at a satellite center, enter the 2-digit Sat-
ellite Center ID. Darken the circle corresponding to each number. If the participant
is not seen at a satellite center, or the SC has elected not to track satellite center
activity, this item should be left blank.

SC Staff ID#: If the questionnaire was administered by SC staff, enter the 4-digit
staff ID number of the staff member who administered it. If the questionnaire was
self-administered or administered by someone other than the SC staff, enter the 4-
digit staff ID number of the staff member who edited the questionnaire. Darken the
circle corresponding to each number.

Method of Administration: Darken the circle corresponding to the method of
administration of the Baseline Questionnaire. Definitions of methods of administra-
tion are as follows:

- Self Administered - The participant completed the questionnaire by himself/
herself without assistance. Unless the SC staff become aware that the partici-
pant did not complete the form himself/herself without assistance, it should be
assumed that the questionnaire was self administered. 

- Self Administered with Assistance - The participant completed the ques-
tionnaire by himself/herself (i.e. it was not administered to him/her) but
required assistance from another person (relative, friend, SC staff member) to
clarify one or more of the questions or to physically complete the form.

- In-Person Interview by SC Staff - The questionnaire was administered to
the participant in person by an SC staff member.

- In-Person Interview by Other (Specify) - The questionnaire was adminis-
tered to the participant in person, by someone other than an SC staff member.
If known, record the relationship of the interviewer to the participant on the
line provided.

- Telephone Administered - The questionnaire was administered to the par-
ticipant by telephone by an SC staff member.

Form Processing: These are the steps that should be completed in order to pro-
cess the questionnaire. All of the items except “Final Disposition” are optional. “Final
Disposition” is required and may be marked on the form or entered directly into
DEES. Final Disposition may also be set automatically in DEES when the form is
edited (see the documentation for DEES 2.03).

Form Receipted into SMS: This item is optional. Darken this circle after the form
has been receipted into the SMS. (Refer to Chapter 17 for instructions on receipting
forms.)

Manual Review Completed: This item is optional. Darken this circle after the form
has been reviewed by SC staff to make sure that the information is complete, legi-
ble and that the appropriate circles are darkened properly. (Refer to Chapter 17 for
instructions on performing a manual review of forms.)

Data Entry of Non-Scannable Items: This item is optional. Complete this item to
indicate the status of verbatim data entry. (Refer to Chapter 17 for instructions on
data entry of non-scannable items.) When data entry is complete, darken the circle
next to “Completed.” If no data entry of non-scannable items is required, darken
the circle next to “None Required.”
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Data Retrieval: This item is optional. Complete this item to indicate the status of
data review. If data retrieval was attempted, regardless of whether or not additional
information was collected, darken the circle next to “Attempted.” If no data retrieval
was required, darken the circle next to “None Required.”

Final Disposition: The SC is required to assign a final disposition to each opscan
form. There are two final dispositions:

- Final Complete (FCM): This disposition may be assigned when there are no
errors reported on the DEES edit report or the only errors reported are
“UNLIKELY” errors that have been investigated by the SC or errors on the
optional forms processing items.

- Final Incomplete (FIC): This disposition may be assigned when there are
errors reported on the DEES edit report (except UNLIKELY errors that have
been investigated) which cannot be corrected. This includes errors that cannot
be corrected because data retrieval is not required for the item, or because the
information could not be obtained, even with data retrieval.

The final disposition may be assigned in three ways:

- by darkening the bubble on the opscan form and scanning it;

- by keying the final disposition into DEES;

- by allowing the computer to assign the final disposition for forms with no
errors (FCM only).
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A-5-3

A-5-3: Baseline Locator Form (BLF)

Specifications for the Baseline Locator Form



Prostate, Lung, Colorectal
and Ovarian Cancer

Screening Trial Participant ID Label

Form Approved OMB #:  0925-0407
Exp. Date:  10/02
Version Date:  10/96

****BLF*BLF*BLF*BLF*

BLF

BASELINE LOCATOR FORM
Today's Date:  |___|___| / |___|___| / |___|___|___|___|

MONTH DAY YEAR

1. What is your full name?
TITLE FIRST MIDDLE LAST SUFFIX

2. Are you known by any other last name (please include your maiden name and any previous
married names)?

MAIDEN NAME OTHER LAST NAME

3. What is your place of birth?
CITY STATE OR FOREIGN COUNTRY

4. What is your Social Security Number?

|___|___|___| - |___|___| - |___|___|___|___|

5. What is your current primary home address and telephone number?
STREET ADDRESS APT. NO.

CITY STATE ZIP

TELEPHONE NUMBER:

(              )
6. What is your work telephone number?  (IF NOT APPLICABLE, CHECK HERE  AND GO TO

QUESTION 7)
TELEPHONE NUMBER:

(              )
 (OVER)

The National Institutes of Health is requesting your Social Security Number under Public Health Service Act 42 USC 285a.  The primary
use of this information is for researchers to locate you in the future if they are unable to locate you at your home address, and to search
vital records in a followup study conducted in the future.  Additional disclosures of information may be:  to HHS contractors, grantees, and
collaborating researchers and their staff in order to accomplish the research purpose for which the records are collected; to a
congressional office from the record of an individual in response to an inquiry from the congressional office made at the request of the
individual; and as otherwise required by Law.  Furnishing your Social Security Number is voluntary, and you will not be denied any
federal right, benefit, or privilege by your refusal to disclose it.



7. If you have a vacation home or other residence, what is that address, telephone number and time of
year of residence?  (IF NOT APPLICABLE, CHECK HERE  AND GO TO QUESTION 8)

STREET ADDRESS APT. NO.

CITY STATE ZIP

TELEPHONE NUMBER:

(              )

MONTHS OF YEAR SPENT AT OTHER RESIDENCE (RECORD EXACT DATES IF POSSIBLE)

FROM: TO:

8. What is your mother's maiden name and place of birth?
MOTHER'S MAIDEN NAME MOTHER'S PLACE OF BIRTH

9. What are the names of two adults who live in your household and what is their relationship
to you.  (Include your spouse, partner, children, relatives, and/or roommates.)  (IF NOT APPLICABLE,
CHECK HERE  AND GO TO QUESTION 10)

FULL NAME OF HOUSEHOLD MEMBER RELATIONSHIP TO PARTICIPANT

1.

2.

10. What is the name, address, and telephone number of your current primary care physician or clinic?  (IF
NOT APPLICABLE, CHECK HERE  AND GO TO QUESTION 11)

FULL NAME OF PHYSICIAN OR CLINIC

STREET ADDRESS SUITE OR OFFICE NO.

CITY STATE ZIP

TELEPHONE NUMBER:

(              )

11. It would be of great help to us if you could provide us with the names and addresses of two people who
could give us your new address should you move.  We would only contact these people if we were
unable to reach you at your home address.  It would be helpful to get the names of people who do not
live with you.

FULL NAME OF CONTACT

1.
RELATIONSHIP TO YOU

STREET ADDRESS

CITY STATE ZIP

TELEPHONE NUMBER

(              )
FULL NAME OF CONTACT

2.
RELATIONSHIP TO YOU

STREET ADDRESS

CITY STATE ZIP

TELEPHONE NUMBER

(              )



PLCO Cancer Screening Trial

SPECIFICATIONS FOR COMPLETION OF THE BASELINE LOCATOR FORM (BLF)

This form is self-administered. It is to be completed at the baseline visit by both intervention
and control participants. The reporting window for completion of this form is from the partic-
ipant's randomization date to one month past the participant's randomization date. The
delinquency period for this form is from one month past the participant's randomization date
to three months past the randomization date (see Chapter 5 of the Manual of Operations and
Procedures).

Specifications for completing each item of the form are given below:

Completed by Screening Center (in advance of administration/mailing):

Barcode: This is the three-character form identifier (BLF) in barcode format. The bar-
code may be read by a barcode reader (wand) during the receipt of the form into the
SMS.

Participant ID: Affix a Participant ID label to the space provided at the top of the
form.

Completed by Participant:

Today's Date: This is the date the form is completed. Instruct the participant to
enter the month, day, and year. Month and day should be zero filled, if applicable.

1. What is your full name? Instruct the participant to record his/her title (Dr., Mr.,
Ms., Mrs., Miss) first, middle, last name and suffix (Jr., Sr., III, Esq.).

2. Are you known by any other last name (please include your maiden name
and any previous married names)? Instruct the participant to record any other
last names such as a maiden name or any previous married names.

3. What is your place of birth? Instruct the participant to record the city, and state of
birth. If born outside of the United States, instruct the participant to record the name
of the country of his/her birth.

4. What is your Social Security Number? Instruct the participant to record his/her
social security number in the boxes provided.

Box explaining request for Social Security Number: If the form is administered by SC
staff, this statement should be read to the participant.

5. What is your current primary home address and telephone number? The cur-
rent primary home address is the participant's usual residence. Instruct the partici-
pant to record his/her full address, including street, apartment number (if applicable),
city, state, and zip code. Instruct the participant to record the telephone number,
including area code at his/her primary home.

6. What is your work telephone number? If the participant is employed outside the
home or has a business at home, instruct him/her to record a telephone number,
including area code, which could be used to contact him/her at work. Assure the par-
ticipant that we will not contact him/her at work unless we are unable to contact him/
her at the home telephone number or by mail after repeated attempts. If the partici-
pant does not have a work telephone number, instruct him/her to place a check (÷) in
the box and go to Question 7.
October 1, 2003 1 Specifications for
Baseline Locater Form



7. If you have a vacation home or other residence, what is that address, tele-
phone number and time of year of residence? The participant may spend part of
the year at another residence, or have a vacation home in another area where he/she
spends a certain time of year. Instruct the participant to record the full address,
including street, apartment number, city, state and zip code of the vacation home or
other residence. Instruct the participant to record the telephone number, including
area code this home/residence. Instruct the participant to indicate the months of the
year that s/he is at this residence. If possible, the participant should record the exact
dates that s/he is at this residence (e.g., From: March 1 To: October 1).

If the participant does not have a vacation home/other residence, instruct him/her to
place a check (÷) in the box and go to Question 8.

8. What is your mother's maiden name and place of birth? Instruct the participant
to record his/her mother's maiden name and the city, and state of her birth. If the
participant's mother was born outside of the United States, instruct the participant to
record the name of the country of her birth.

9. What are the names of two adults who live in your household and what is
their relationship to you? (Include your spouse, partner, children, relatives, and/or
roommates.) Instruct the participant to record the names of two adults living in the
same home as the participant, and their relationship to the participant. If only one
other adult is living with the participant, s/he should record that person's name and
their relationship to the respondent. If no adults aside from the participant, live in the
participant's household, instruct the participant to place a check (÷) in the box and go
to Question 10.

10.What is the name, address and telephone number of your current primary
care physician or clinic? Instruct the participant that if the source of his/her health
care is a clinic, we are interested in the name of the doctor at the clinic. Instruct the
participant to record the full name of the physician (and clinic, if applicable), the full
street address, including suite or office number, the city, state, and zip code, and full
telephone number, including area code, in the space provided.

If the participant does not have a current source of primary care, such as a physician
or clinic, instruct him/her to place a check (÷) in the box and go to Question 11.

11. It would be of great help to us if you could provide us with the names and
addresses of two people who could give us your new address should you
move. We would only contact these people if we were unable to reach you at
your home address. It would be helpful to get the names of people who do
not live with you. This information will be used by the Screening Centers to trace a
participant if s/he cannot be contacted at his/her residential address(es). Instruct the
participant to provide the names of two people who do not live with the participant,
and who could give us the new address if the participant were to move.

Instruct the participant to record the full name, street address including apartment
number, city, state, zip code, and telephone number including area code, of each con-
tact in the space provided. Instruct the participant to record the relationship of each
contact to him/her in the space provided.

After completing the form:

• If this form is administered by SC staff, thank the participant for completing the
form.

• If completed by the participant at the SC, s/he should return it to the designated
SC staff member or location.
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• If being completed at home, the participant should mail this form to the SC in the
envelope provided.

Upon receiving the form at the SC:

• Review the form for completeness and legibility.

• The state information in Questions 3, 5, 7, 8, 10, and 11 must be entered into the
SMS as two character state abbreviations such as “MO,” “MN,” “HI,” etc. For ease
of receipt into the SMS, you may wish to write these codes in another color ink
directly on the Baseline Locator Form, next to the state name provided by the par-
ticipant, or you may wish to use the lookup table provided with the SMS receipt
screen. The valid state codes are given in Appendix I of the Manual of Operations
and Procedures.

• The relationship information in Questions 9 and 11 must be entered into the SMS
as 2-digit codes such as “01” for mother, “02” for father, etc. For ease of receipt
into the SMS, you may wish to write these codes in another color ink directly on
the Baseline Locator Form, next to the relationship recorded by the participant, or
you may wish to use the lookup table provided with the SMS receipt screen. The
valid relationship codes are given in Appendix I of the Manual of Operations and
Procedures. For relationships that do not appear in the list of codes in Appendix I
(e.g., step-son, step-daughter, step-brother, brother-in-law, mother-in-law, etc.)
use the code for “Other” (88).

• Receipt the form into the SMS.

• File the form in the participant's folder.
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A-6-1

A-6-1: Participant Control Record (PCR)

Specifications for the Participant Control Record



  Version Date: 10/99 
 

 
Prostate, Lung, Colorectal and Ovarian Cancer Screening Trial 

 

PARTICIPANT CONTROL RECORD 
 
Satellite Center.......................................... |__|__|                     

Study Year: T0, T1, T2, T3, T4, or T5 .......T |__|  

Visit Number: 1, 2, or 3 ................................. |__|  Participant ID Label 

Date of Examination:     |__|__| - |__|__| - |__|__|__|__| 
 Month Day Year 
  
 

Examination Type 
Not Done 

(ND)/Result 
Pending 

(RP) 

Exam 
Result 

Level of 
Referral 

Examiner ID 

BCF3/BFF/Vanguard – UCLA Blood Collection    

BCF3/BFF/Vanguard – Biorepository Blood 
Collection 

   

 

|__|__|__|__| 

XRY2 - Chest X-Ray    |__|__|__|__| 

TVU2 - Transvaginal Ultrasound     |__|__|__|__| 

DRE2 - Digital Rectal Examination of the Prostate     |__|__|__|__| 

FSG2 - Flexible Sigmoidoscopy     |__|__|__|__| 

XRQ2 - Chest X-Ray - QA    |__|__|__|__| 

TVQ2 - Transvaginal Ultrasound  - QA     |__|__|__|__| 

DRQ2 - Digital Rectal Examination - QA     |__|__|__|__| 

FSQ2 - Flexible Sigmoidoscopy - QA     |__|__|__|__| 

 

Screening Visit Total:    Time In:  __ __ : __ __  am/pm Time Out: __ __ : __ __  am/pm 

 
Exam Result Codes Level of Referral 

AS   = Positive Screen 1 = Significant Abnormality, Referral 
AN  = Negative Screen, Other Abnormalities 2 = Moderate Abnormality, Referral 
NG  = Negative Screen, No Abnormalities 3 = Slight Variation from Normal, No Referral 
IN   =  Inadequate 4 = Normal, Result Not Available, No Referral 
CM =  Complete, (For BCF3/BFF/Vanguard – Biorepository only)  
PC  =  Partial Complete, (For BCF3/BFF/Vanguard – Biorepository only)  

 



PLCO Cancer Screening Trial

SPECIFICATIONS FOR COMPLETION OF THE PARTICIPANT CONTROL RECORD (PCR)

The Participant Control Record (PCR) will be used to track the status of each screening test,
the level of referral assigned to the test, and the examiner ID. In addition, total screening
visit time will be collected on this form. A separate PCR form should be completed for each
visit the participant makes to the SC for screening. The PCR may accompany the participant
as s/he goes from one examination to the next, and may be completed, in part, by each
examiner. The SC Coordinator has overall responsibility for the accurate completion of the
PCR.

The order of the examinations will be dictated by protocol restrictions, (i.e., the blood must
be drawn prior to the DRE for men, and the transvaginal ultrasound must be performed prior
to the flexible sigmoidoscopy at the T0 screening visit for women) rather than the order in
which the tests are listed on the PCR. At the end of the visit, before the participant leaves the
SC, the SC staff member will review the PCR and reschedule screening tests and make refer-
rals as needed.

Specifications for completing each item of the form are given below:

Administrative Section:

Participant ID: Affix a Participant ID label to the space provided at the top of the
form.

Satellite Center: If the participant is seen at a satellite center for the PLCO Trial,
enter the 2-digit Satellite Center ID. If the participant is not seen at a satellite center,
enter “00” or leave blank.

Study Year: Enter the code corresponding to the study year, from T0 to T5.

Visit Number: Record the number of visits the participant has made to the SC,
including this visit. There should be no more than three visits to the SC in a study
year.

Date: Record the date of the screening center visit. Month and day should be zero
filled (e.g., 02/07). Record all four digits for the year.

Screening Visit Information:

Activities: Each examination, including each quality assurance examination, is listed
on the form. The Examiner or another SC staff member will complete this section of
the PCR as follows:

Not Done (ND)/Result Pending (RP): For each examination, except the QA
examinations (XRQ2, TVQ2, DRQ2, FSQ2), if the examination was not done (i.e.,
the participant did not enter the exam room and the exam was not begun in any
way), record "ND" in this space. 

Please note that the entire row (all columns) should be left blank for:

- QA exams that are not done;

- Exams that are not done on second and third visits.

For each examination, including any QA examinations that were performed, if the
result of the examination is not available by the end of the visit, record "RP." If
Item B.8 on the Blood Collection Form is coded "Adequate," the BCF3/BFF – UCLA
Blood Collection exam should be coded "RP" since the result of this test will not be
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available immediately. In SCs where films are not interpreted immediately, the
chest x-ray and/or the transvaginal ultrasound may also be coded "RP."

Exam Result: For each exam that was not coded ND or RP, enter a code corre-
sponding to the result of the examination. 

The exam result codes are as follows:

- AS =Positive Screen;

- AN =Negative Screen, Other Abnormalities;

- NG =Negative Screen, No Abnormalities;

- IN =Inadequate.

For each examination, except the blood draw, the result is obtained from the
Examination Results section of the specific screening examination form. For the
blood draw results received from UCLA, code as follows:

- AS = Positive Screen (UCLA Blood Collection Only);

- AN = Negative Screen, Other Abnormalities (UCLA Blood Collection Only);

- NG = Negative Screen, No Abnormalities (UCLA Blood Collection Only);

- IN = Inadequate. If Item B.8 of the Blood Collection Form is coded "Inade-
quate," the result of the BCF3/BFF – UCLA Blood Collection should be
coded "IN" on the PCR. The blood result code should also be “IN” if a
sample was drawn from a participant with a PLCO cancer or participants
without ovaries or a prostate gland; 

- CM = Complete (Biorepository Blood Collection only). This code should be used
if all of the required tubes have been drawn. This information can be
found in Item C.14 on the Blood Collection Form (BCF3) and item C.10 on
the T4/T5 Blood Collection Form (BFF);

- PC = Partial Complete (Biorepository Blood Collection only).  This code should
be used if only part of the biorepository requirement was met - one or
more of the required tubes was not drawn. This information can be found
in Item C.14 on the Blood Collection Form (BCF3) and item C.10 on the
T4/T5 Blood Collection Form (BFF). 

Level of Referral: The level of referral indicates the severity of the findings and
whether or not the SC recommends that the participant be referred for follow-up. 

For each exam with a result entered in the "Exam Result" column, except the
BCF3/BFF - Biorepository Blood Collection, enter a level of referral. You may leave
this column blank for exams marked ND and RP. Assign level of referral as follows:

1 = Significant Abnormality, Referral: This code indicates that a significant
abnormality was detected and the participant should be referred for immediate
follow-up. This code must be used in conjunction with all exam results of "AS."
It may also be used in cases where the exam result is not suspicious for a
PLCO cancer (AN or IN), but a significant abnormality, that requires follow-up,
was detected.

2 = Moderate Abnormality, Referral: This code indicates that a moderate
abnormality (i.e., one that does not necessarily require immediate follow-up)
was detected, and the participant should be referred for follow-up. This code
may be used in cases where the exam result is AN or IN and an abnormality
for which the SC recommends follow-up, was detected.
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3 = Slight Variation from Normal, No Referral: This code indicates that a
slight abnormality was detected (such as a hemorrhoid) and the SC feels that
it does not require any special follow-up by the participant. This code may be
used in cases where the exam result is AN or IN.

4 = Normal/Result Not Available, No Referral: This code indicates that no
abnormality was detected, and no referral is necessary. This code may be used
in cases where the exam result is NG or IN. It is not necessary to record a "4"
on the hardcopy PCR for exams coded "ND" or “RP.” This code should also be
used if the blood sample was inadvertently drawn from a participant with a
PLCO cancer or without ovaries or a prostate gland. A referral code of 4 will be
recorded automatically by the system when a Missing Data Form is receipted
for an exam that was coded "ND." 

Staff ID: Enter the 4-digit staff ID number of the Examiner/Consultant who inter-
preted the examination findings and assigned the final result. For all exams except
blood collection, if the final result has not been assigned during the screening visit
(i.e., activity status "RP"), the staff ID should be left blank. For blood collection,
the phlebotomist's staff ID should be recorded.

Please note: if the participant is a male, all items for the "female" exams (TVU2 and
TVQ2) will always be left blank. If the participant is a female, all items for the "male"
exams (DRE2, DRQ2) will always be left blank. For study years T1 through T4, the
row for flexible sigmoidoscopy should be left blank.

Screening Visit Total: This item documents the total time the participant spent at
the SC, including wait time. The PLCO protocol stipulates that a screening visit should
take no more than two hours to complete. Times must be entered in a 12-hour clock
format.

Time In: This item documents the time the participant arrived at the SC. Record
the codes for the hour and minute, and circle the time of day (am or pm) that the
participant arrived at the SC.

Time Out: This item documents the time the participant left the SC. Record the
codes for the hour and minute, and circle the time of day (am or pm) that the par-
ticipant left the SC.

At the end of the visit, before the participant leaves the SC, review the PCR to be sure all
required tests were done. If you entered a code "ND" or "IN" and the participant is willing to
reschedule the examination, arrange for an appointment to be made for the participant to
have the test done/repeated. Be sure that the test is scheduled for a date that is within the
reporting window (within one month of the randomization anniversary date, but not later
than three months past the randomization anniversary date). The rescheduled date should
be entered into the SC's appointment scheduling system.

After completing the form:

• Prior to receipting/scanning the form, verify that the study year and the visit num-
ber were correctly recorded.

• Receipt the form into the SMS. This may be accomplished via keyed data entry
into the SMS or via update of the examination data from DEES to SMS. (Refer to
the SMS User's Guide/SMS Upgrade Documentation and the DEES User's Guide/
DEES Upgrade Documentation for additional information).

• File the form in the participant's study file.
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• If changes are made to the results after the visit, it is not necessary to update the
hardcopy PCR. All changes will be reflected on the PCR in the system. 
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PLCO Cancer Screening Trial

SPECIFICATIONS FOR COMPLETION OF THE DIETARY QUESTIONNAIRE (DQX)

This form is to be completed by all participants randomized to the intervention arm of the
trial. The DQX should be presented to the participant upon completion of the initial screening
visit. Because the DQX is a self-administered form, the participant can complete this form at
home or at the screening center. Each center should provide their participants with a
stamped envelope addressed to the screening center for return of the completed question-
naire. If the participant has difficulty in the completion of the form, this questionnaire, or
selected items on this questionnaire, may also be administered as an interview (either in-
person or by telephone) at the discretion of the screening center coordinator.

The specifications include guidelines for the completion of each type of question within the
DQX, whether the questionnaire is completed by the participant, or the participant receives
assistance from an SC staff member. It is strongly urged that this form be completed using a
number two pencil. However, if a DQX is received that has been completed with either blue
or black ink, there is no need to recode the questionnaire. Guidelines are also provided for
SC staff on editing and data retrieval, as appropriate. Further information regarding the
receipt, editing, completion, and shipping of the dietary questionnaires may be found in
Chapter 6 of the Manual of Operations and Procedures.

Specifications for completing the form are given below:

Cover Page:

Participant ID: Affix a Participant ID label to the space provided in the lower left cor-
ner of the form.

1. Sex: Participant should darken the oval for either male or female.

2. What is your date of birth?: Participant should enter the month, day and year of
his/her birth. Single digit numbers should be zero-filled. For example, if the date of
birth is June 6, 1925, 06-06-25 should be entered in the month, day and year boxes,
and the appropriate numbered ovals darkened below each of the entered numbers.

3. What is the date you are completing this questionnaire?: Participant should
enter the current month, day, and year when they complete this questionnaire. For
example, if the participant is completing this questionnaire on January 15, 1994, 01-
15-94 should be entered in the month, day, and year boxes, and the appropriate
numbered ovals darkened below each of the entered numbers.

4. Usual eating habits over the past year: Participants should be encouraged to fol-
low the instructions printed at the beginning of this section. Pages 3 through 5 cover
only fruits and vegetables, and require the participant to indicate their average intake
of these fruits and vegetables over the past year. Certain items appear twice, once for
in season consumption, and once for consumption during the rest of the year. Partici-
pants should be encouraged to respond each time of these items, as seasonal varia-
tion in consumption patterns provide important dietary information. Spinach and
carrots appear twice, once for cooked and once for raw consumption. Both of these
items should also have responses.

On pages 6 through 11, there is an additional question for each item that addresses
serving size. Participants should note the medium serving size for each item listed in
the center column under “HOW MUCH.” Participants should gauge their intake of the
particular item based on the size of the medium serving size. The oval for small size
should be darkened if they eat less than the medium serving size, and the oval for
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large size should be darkened if they eat more than the medium serving size. If they
eat the same size as the medium size, the oval under medium should be darkened.

SC Instructions: Participants should be encouraged to complete the frequency/num-
ber of servings, and serving sizes (when applicable) for each item in question 4. If
they never eat the food, they should select "Never or less than once per month"
rather than leave the response blank for that particular item. Data retrieval, i.e., re-
interview by SC staff to ascertain responses to missing items, is only suggested if
more than 10 items in a row are blank, or if an entire page has been overlooked.

5. Food consumption and preparation habits: This section includes ten questions
(on pages 12 and 13) about food preparation and eating habits. Participants should
choose only one response per question. Participants should choose the type of food
preparation method that they usually use, regardless if more than one method applies
for a particular question.

SC Instructions: If a completed questionnaire is received by SC staff with more than
one response darkened per item in this section, leave the item as is. No further edit-
ing of this section is required.

6. Since you were 25, have you at any time taken multivitamins or other vita-
min or mineral supplements?: This section includes questions about multivitamin
and supplement use since the age of 25. If participants report no use of vitamins or
supplements since the age of 25, they may simply darken the oval for "no" at the top
of page 14 and proceed to question 7 at the bottom of page 15.

If the participant reports the use of vitamins and other supplements since the age of
25, the participant should darken the oval for “Yes” at the top of page 14 and proceed
to respond to each item on page 14, carrying their responses over to page 15. The far
right hand column on page 15 includes a space for hand-written response for the
exact type and brand currently used (if known) for each multivitamin and supple-
ment.

The other supplements listed (i.e., vitamin A; beta-carotene; vitamin C; vitamin E;
calcium, dolomite, Tums, etc.; and vitamin D) ask the participant to recall the dose
they usually take in international units (I.U.) or milligrams (mg), rather than number
of pills usually taken. This information may be found on the bottle of the particular
supplement they use. The item for cod liver oil or fish liver oil requires the participant
to respond with the number of teaspoons or capsules they usually take.

SC Instructions: Because items within this section of the questionnaire have
responses on two consecutive pages, this should be emphasized to the participant
before they leave the SC at the initial visit. Participants who have taken multivitamins
and supplements should begin with the One-a-Day item at the beginning of this sec-
tion answering "Yes" or "No" to "Have you ever taken it?", and then read across to
"How many years have you taken it?" and respond with the number of years One-a-
Day multivitamins have been taken since age 25. They should then proceed to the
right still within the line for One-a-Day, responding to "Are you taking it now?", "Were
you taking it 2 years ago?", and "Were you taking it 5 years ago?". The appropriate
frequency for number of pills should then be answered (only one pill frequency per
item is necessary). After completing all responses for One-a-Day, the participant can
proceed to the next item at the left (i.e., therapeutic or high-dose type multivita-
mins). If a participant responds "No" to any multivitamin or supplement, they can
proceed to the next item at the left.

7. In addition to the vitamin supplements listed above, do you now take any of
these specific supplements on a regular basis?: This question lists ten supple-
ments. Participants can darken the ovals for any of the supplements that they take.
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8. During how many pregnancies did you take prenatal vitamins for at least 3
months?: Males should skip this question, and proceed to question 9 on page 16.
Females should darken the oval for the number of pregnancies they recall taking pre-
natal vitamins, or the oval for none or never pregnant.

9. Summary questions: The summary questions include eight items for which the par-
ticipant should choose the number of times they consumed a serving (according to
their own definition of "a serving") of the particular item during the past year. Only
one frequency choice per item is appropriate.

10.Exercise: These last two items require the participant to recall the number of hours
they spend doing vigorous activities on a weekly basis at the time of dietary question-
naire completion, and when they were 40 years old. Only one frequency choice per
item is appropriate.
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PLCO Cancer Screening Trial

SPECIFICATIONS FOR COMPLETION OF THE DIET HISTORY QUESTIONNAIRE (DHQ)

The DHQ should be given to control participants during their Baseline (T0) activity window
and to intervention participants during their T3 activity window. Because the DHQ is a self-
administered form, the participant can complete this form at home or at the screening cen-
ter. Each center should provide their participants with a stamped envelope addressed to the
screening center for return of the completed questionnaire. If the participant has difficulty in
the completion of the form, this questionnaire, or selected items on this questionnaire, may
also be administered as an interview (either in-person or by telephone) at the discretion of
the screening center coordinator.

The specifications include guidelines for the completion of each type of question within the
DHQ. It is strongly urged that this form be completed using a number two pencil. However, if
a DHQ is received that has been completed with either blue or black ink, there is no need to
recode the questionnaire. Guidelines are also provided for SC staff on editing and data
retrieval, as appropriate. A manual review of each form to identify missing critical data items
(identified below) should be performed before shipping forms to NCS for scanning. Further
information regarding the receipt, editing, completion, and shipping of the DHQ may be
found in MOOP chapter 6. 

Note: Since the DHQ does not have a forms processing box, attempted data retrieval should
be noted either in the pink box on the cover of the form or next to the actual data item. All
notes should be made in red pen or pencil and initialed and dated. Notes should not be made
near the skunk marks or data bubbles. 

Specifications for completing the form are given below:

Cover Page:

• Participant ID: Affix a Participant ID label to the space provided in the lower
right corner of the form. The bar code portion of the label should be closest to the
spine of the form. This is a critical item. A form should not be sent for processing
with out a PID label.

• Today's date: Participant should enter the month, day, and year that they com-
plete this questionnaire. For example, if the participant is completing this ques-
tionnaire on January 15, 1999, the bubble for "JAN" should be darkened; "01"
should be written in the boxes and the bubbles darkened; and the bubble for
"1999" should also be darkened. If the participant returns the form without a
completion date, it can be estimated as the date the form was receipted at the SC.
When this date is entered into SMS, a flag should be entered to identify forms with
an estimated completion date. This is a critical item. A form should not be sent for
processing without a completion date.

• In what month were you born?: Participant should darken the bubble for their
month of birth. This is a critical item—data retrieval is required. A form should not
be sent for processing without a month of birth.

• In what year were you born?: Participant should write the last two digits of
their birth year into the boxes and darken the appropriate bubbles. This is a criti-
cal item—date retrieval is required. A form should not be sent for processing with-
out a year of birth.
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• Are you male or female?: Participant should darken the circle next to their gen-
der. This is a critical item—data retrieval is required. A form should not be sent for
processing without gender.

Questions 1-134, Usual eating habits over the past year: Questions 1-134 ask the par-
ticipant to recall their eating patterns over the past 12 months. The majority of
the questions ask an introductory question for a type of food. If the participant
answers NEVER, they should skip to the next item. If they do eat the food in ques-
tion, they should answer the frequency and portion size questions that follow. For
a few items the participants are asked to estimate their consumption by season,
i.e. "In the summer how often did you…"

Data retrieval, i.e., re-interview by SC staff to ascertain responses to missing
items, is only suggested if more than 10 items in a row (that require completion)
are blank, or if an entire page has been overlooked.

Questions 135-145, Vitamins and Other Supplements: Questions 135-145 ask the par-
ticipant to recall the types of vitamins or other supplements they have taken over
the past 12 months. The majority of the questions ask an introductory question
for a specific supplement. If the participant answers NEVER, they should skip to
the next item. If they do use the supplement in question, they should answer the
frequency and dosage questions that follow. If the participant answers question
137c ("Over the past 12 months, did you take any vitamins, minerals, or other
herbal supplements other than your multivitamin?") as NO, they should skip to
question 143.

Question 143, Botanical and Herbal Supplements Table: This table should be com-
pleted regardless of whether or not the participant marked NO for question 137c.
For each row the participant should select the number of years they have taken
that supplement AT LEAST 25 TIMES within a given year. If they select NEVER
they should skip to the next row. If they did take the supplement, they should
move to the right hand column and complete the number of months during each
year that they took that supplement. Each row should have at least one and no
more than 2 responses.

Data retrieval, i.e., re-interview by SC staff to ascertain responses to missing
items, is only suggested if more than 10 items in a row (that require completion)
are blank, or if an entire page has been overlooked.

Questions 146-155, Food Preparation: These questions ask the participant about how
they cook their meat, fish, or poultry. For the majority of the questions, the prep-
aration methods are listed and the participant is asked which was the most com-
mon method they used for the food in question. Next, they are asked what was
the second most common method. 

Data retrieval, i.e., re-interview by SC staff to ascertain responses to missing
items, is only suggested if more than 10 items in a row (that require completion)
are blank, or if an entire page has been overlooked.

Question 156, Alcohol Consumption: This chart asks the participant to answer questions
about their alcohol consumption during four stages of their life: 18-24 years of
age, 25-39 year of age, 40-54 years of age, and 55 years of age or older. Within
each of these age ranges they are asked how many drinks of beer, wine, or hard
liquor they had. One drink is defined as a 12-ounce bottle of beer, a 5-ounce glass
of wine, and a 1.5-ounce shot of liquor (including mixed drinks). They are asked
to include sherry and wine coolers in the wine category and to count brandy as
hard liquor. If they answer NEVER, they should move on to the next row. When
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the participant is finished, each row should have one (and not more than one)
response.

Data retrieval, i.e., re-interview by SC staff to ascertain responses to missing
items, is only suggested if more than 10 items in a row (that require completion)
are blank, or if an entire page has been overlooked.
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A-6-4: DHQ/DQX 

Shipment Notification Fax, Combined



PLCO DHQ Shipment Notification FAX

For NCS AND WESTAT
Please send this fax to both NCS and Westat

NCS: Data Prep.: Fax: 651-683-6221

                Sherry Hayes:  Phone: 651-683-6294                               Date:___________________

WESTAT: Beth Bridgeman: 301-294-2085

From: ____________________________                        Screening Center: ______________________

Telephone: ________________________

Shipment Information:

List Batch Numbers:

TOTAL NUMBER OF BOXES SENT _____________

FOR NCS/WESTAT USE ONLY:

Date Shipment Received from SC/NCS: ________________

Number of Boxes Received: _______________

Number of Batches Received: ______________  (To indicate which batches were received, place a check
mark next to the batch number above.)

Form Type Shipment this month? Ship Date Number of 
Batches

Number of 
Forms

Shipment Method 
(UPS, FedEx, etc.)

       DHQ           No          Yes ____/____/____
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NCS Discrepancy Notification 

To:_________________________________ (Screening Center Coordinator)

FAX: _________________________________Date: ______________________________

From: Ardell Anderson, Pearson NCS

Phone: 320-289-2142

This FAX is to notify you of a discrepancy found in your dietary questionnaire shipment. The following dis-
crepancy needs your investigation:

No Shipment Was Received: Your Shipment Notification Fax noted that your shipment was sent
on _________________ but NCS has not received any boxes.

Missing Box(es): Your Shipment Notification Fax noted ________ boxes, but NCS only received
________ boxes.  The missing box(es) appears to be number ______ of ______.

Missing Batch(es): Your Shipment Notification Fax noted batches that were not received at NCS.
The missing batch number(s) are listed below:

_______________________________________________________________________________

_______________________________________________________________________________

_______________________________________________________________________________

Shipment Received Late: Your shipment was received on ___________________. This falls out-
side of the specified first 10 working days of the month. This FAX is to notify you that this batch will
be held for processing until next month.

Please investigate the above mentioned discrepancy and call NCS with your findings. (If the discrepancy is
a late shipment, there is no need for follow-up with NCS.)

cc: Beth Bridgeman, Westat, FAX: 301-610-5516
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Specifications for the Annual Study Update



 

Version Date:  11/99 Expiration Date: 07/05 Form Approved OMB#: 0925-0407 

Prostate, Lung, Colorectal and Ovarian Cancer Screening Trial 

ANNUAL STUDY UPDATE (ASU) 

Participant ID:  FIELD(9)  *FIELD(11)* November 23, 1998 

 *FIELD(12)* 

Participant Name:  FIELD(10)  Study Year:  FIELD(13) 
If Your Name (Printed Above) Is Incorrect, Please Record Your Corrected Name Below. 
Corrected Name:  ____________________________________ 

1. In the period from FIELD(14) to the present, have you 
been diagnosed with cancer by a health care provider?  
(Do not include basal-cell or squamous-cell skin cancers.) 

 Yes [    ] 
 No [    ] 
(If no, men go to item 3; women go to item 4) 

2. What type of cancer was diagnosed?  (Please record all cancers diagnosed during this period except basal-
cell and squamous-cell skin cancers.) 

Type/Site of Cancer (breast, lung, etc) 

      

      

      

Date of Diagnosis 

_____/______/____ 

_____/______/____ 

_____/______/____ 

Hospital or clinic where the cancer was diagnosed 

        

        

        

 What is the name, phone number and address of the physician who diagnosed the most recent cancer? 
Name:______________________________________   Phone: (____)_______________________ 

Address:________________________________________________________________________ 

  

3. FOR MEN ONLY:  In the period from FIELD(15) to the present, have you taken the medication 
Proscar or Propecia (Finasteride)?   Yes [    ]  No [    ]  

 

4. Today’s Date:     ______/_______/______ 
  Month     Day       Year 

5. Who completed this questionnaire? (Please check one) 

 [    ]  Study Participant  [    ]  Spouse  [    ]  Someone else (SPECIFY)_______________________ 
 Relationship 

6. Comments: 
___________________________________________________________________________________  

_________________________________________________________________________________________ 

Thank you for completing this questionnaire.  Please return this form in the enclosed envelope 
 

Public reporting burden for this collection of information is estimated to average 5 minutes per response, including time for reviewing instructions, searching 
existing data sources, gathering and maintaining the data needed, and completing and reviewing the collection of information.  An agency may not conduct 
or sponsor, and a person is not required to respond to, a collection of information unless it displays a currently valid OMB control number.  Send comments 
regarding this burden estimate or any other aspect of this collection of information, including suggestions for reducing this burden, to: NIH, Project Branch 
Office, 6705 Rockledge Drive, MSC 7974 Bethesda, MD 20892-7974, ATTN: PRA (0925-0407).  Do not return the completed form to this address. 



PLCO Cancer Screening Trial

SPECIFICATIONS FOR COMPLETION OF THE ANNUAL STUDY UPDATE (ASU)

The ASU is to be completed annually by all participants, both intervention and control, for
each year of follow-up starting with T1. This form was previously called the Periodic Survey
of Health (PSH). In situations where the participant is unable to complete the form, the form
may be completed for the participant by someone else such as a spouse, other family mem-
ber, or friend. The form may be self-administered or administered by an SC staff member.

The ASU may be generated in two ways: (1) through the SMS, using Paradox; or (2) through
Word using a merge file produced by the SMS. Please refer to the documentation accompa-
nying SMS upgrades 5.2 for information regarding generation of the ASU through Word.
Refer to the documentation accompanying SMS upgrade 2.04 for information regarding gen-
eration of the ASU through Paradox.

The reporting window for completion of this form is from 1 month prior to 1 month past the
participant's randomization anniversary date. The delinquency period is from 1 month past to
3 months past the randomization anniversary date (see Chapter 7 in the PLCO Manual of
Operations and Procedures).

An asterisk (*) in these specifications indicates a critical data item that NCI has determined
is critical for analysis. The SC should perform data retrieval on all critical data items.

The following items are pre-printed at the top of the form:

Specifications for completion of the form are given below.

Corrected name: If the participant name printed at the top of the form is incorrect, instruct
the participant to record the corrected name in the space provided.

SC Instructions: If the corrected name is significantly different from the pre-
printed participant name (i.e., more than a simple typographical error), the SC
should verify that the correct participant completed the questionnaire.

1. *In the period from (date) to the present, have you been diagnosed with
cancer by a healthcare provider? (Do not include basal-cell or squamous-cell skin
cancers.)

Instruct the participant to check "Yes" or "No" depending on whether or not s/he was
diagnosed with cancer during this time period. This does not include self-diagnosed
cancer. The participant must have been told by a healthcare provider (physician,
nurse, etc.) that s/he has cancer.

SC Instructions: On an actual ASU, the (date) will be the date the participant last
completed a PSH/ASU for the PLCO study. The system will search for last year's
PSH/ASU. If an MDF is found for that form, it will continue to search for the previ-

Participant ID: This is the participant's ID number in eye-readable format.

Participant ID - Barcode: This is the participant's ID number in barcode format.

Participant Name: This is the participant's full name as recorded in the SMS.

Report Date: This is the date the ASU was generated.

Study Year: This is the study year (T1, T2, T3, etc.) for which the ASU 
was generated and the randomization group of the partici-
pant ("I" for intervention and "C" for control).
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ous year's PSH/ASU. If the previous PSH/ASU form is found in the system but the
date of completion was not filled in, the current ASU will not be generated and the
SC will receive a report indicating which ASUs could not be generated. The SC
should enter a date of completion (either actual or estimated) for the previous
PSH/ASU, and rerun the directive to generate the current ASU. For study year T1
and in cases where the participant has not completed any questionnaire for the
study (i.e., Missing Data Forms are receipted for all prior questionnaires), the sys-
tem will replace (date) with the participant's randomization date.

This question is a critical data item. If it is incomplete or not answered, data
retrieval must be attempted. If data retrieval is successful, make any changes in a
different color ink, and record your initials and the date of data retrieval in the
white space next to the question. If data retrieval is unsuccessful, write "D.R.
attempted," your initials, and the date of the data retrieval attempt in the white
space next to the question.

2. What type of cancer was diagnosed? (Please record all cancers diagnosed during
this period except basal-cell and squamous-cell skin cancers):

Instruct the participant to list each cancer that was diagnosed during the period of
time outlined in Question 1 (i.e., "from (date) to the present"). As noted in the ques-
tion, basal-cell and squamous-cell skin cancers should not be recorded on the form
since NCI is not interested in non-melanoma skin cancers. Also instruct the partici-
pant to complete the month, day, and year of the diagnosis and the hospital or clinic
where the cancer was diagnosed.

SC Instructions: A qualified abstractor should code the cancers using the Cancer
Codes List in Appendix I. Enter the code(s) into the SMS during the receipt of the
ASU.

The following guidelines also apply to the coding of cancers and data retrieval for
the ASU:

If Q.1 = Yes and a cancer is listed in Q.2, code the cancer as it is specified.

Perform data retrieval in the following situations:

Q.1 = Yes and Q.2 is blank;

Q.1 = No and a cancer is listed in Q.2;

Q.1 is blank.

In cases where Q.1 = Yes, if the participant does not know the type of cancer,
code Q.2 as "Don't Know" (998). If the participant cannot be contacted for
data retrieval or cannot give a response for some other reason, code Q.2 as
"Not Ascertained" (999).

If Q.1 = No and Q.2 is blank, this is an appropriate response. No data retrieval
is necessary.

If Q.1 = Yes and the cancer listed in Q.2 is basal-cell or squamous-cell skin
cancer, change the response to Q.1 to “No.” Any response to Q.2 of basal-cell
or squamous-cell skin cancer should not be entered into the SMS.

3. FOR MEN ONLY: In the period from (date) to the present, have you taken the
medication Proscar or Propecia (also known as Finasteride)? This question is
to be completed by male participants only. Instruct the participant to check "Yes" or
"No."

SC Instructions: See instructions regarding the (date) in Item 1 (above).
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4. Today's Date:

The participant should write in the month, day and year he/she completed this ques-
tionnaire in the space provided. 

SC Instructions: If this item is incomplete or not answered, use the date of receipt
of the form as the date of completion according to the following guidelines:

1. If the participant left all parts of the date blank (month, day, and year),
replace the blanks with the full receipt date (month, day, and year). Record
this date in another color ink in the space provided.

2. If the participant wrote a partial date (e.g., month, day only) or a partially
incorrect date (e.g., month and day fall prior to date questionnaire was sent to
him/her), replace what the participant wrote with the full receipt date (month,
day, and year). Record this date in another color ink in the space provided. Do
not replace part(s) of the completion date with part(s) of the receipt date. 

3. In the white space next to the question, record the fact that the date is the
receipt date and your initials.

4. Place an "X" in the estimated date field on the ASU receipt screen in the SMS.

5. Who completed this questionnaire:

• If the participant completed the form himself/herself, he/she should place a check
(÷) next to "Study Participant."

• If the participant's spouse completed the form for the participant, he/she should
place a check (÷) next to "Spouse."

• If the person who completed this form is not the participant or his/her spouse
(e.g., brother, friend, neighbor, SC staff member), the respondent should place a
check (÷) next to "Someone else" and specify the relationship to the participant
on the line provided. 

6. Comments:

The participant may use this space to record any other information or comments
which he/she would like to communicate to the screening center staff. It is not neces-
sary to key these comments into the SMS, however the SC should enter an “X” in the
first position of the comments field on the ASU receipt screen to indicate that a com-
ment was recorded on the hardcopy form.

After completing the form:

• If this form was administered by SC staff, thank the participant for completing the
form.

• If completed by the participant at the SC, s/he should return it to the designated
SC staff member or location.

• If completed by the participant at home, s/he should mail the form to the SC
address at the bottom of the form. The SC may provide a self-addressed envelope
for this purpose.

Upon receiving the form at the SC:

• Manually edit the form for completeness and legibility. If a cancer is recorded in
Question 2, write the corresponding cancer code on the form in another color ink,
or choose the correct code from the on-line lookup table during data entry. The
cancer codes for use on the ASU are provided in Appendix I of the Manual of Oper-
ations and Procedures.
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• Receipt the form into the SMS, including data entry. Question 1 is a critical data
item and will require double data entry. If the participant records "Don't Know"
next to a question, this item should be left blank during data entry. Refer to the
documentation accompanying SMS Upgrades 2.03 and 2.04 for information
regarding data entry of the ASU.

• If the date of diagnosis is partially completed, it may be keyed into the SMS as it
appears on the hardcopy form. If the date of diagnosis is blank on the hardcopy
form, it may be left blank in the SMS.

• File the form in the participant's folder.
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A-7-2

A-7-2: Follow-up Locator Form (FLF)

Specifications for the Follow-up Locator Form



Prostate, Lung, Colorectal
and Ovarian Cancer

Screening Trial Participant ID Label

Form Approved OMB #:  0925-0407
Exp. Date:  07/05
Version Date:  10/96

*FLF*

FLF

FOLLOW-UP LOCATOR FORM
Today's Date:  |___|___| / |___|___| / |___|___|___|___|

MONTH DAY YEAR

1. What is your full name?
TITLE FIRST MIDDLE LAST SUFFIX

2. Are you known by any other last name (please include your maiden name and any previous
married names)?

MAIDEN NAME OTHER LAST NAME

3. What is your date of birth?

|___|___| / |___|___| / |___|___|___|___|
MONTH DAY YEAR

4. What is your Social Security Number?

|___|___|___| - |___|___| - |___|___|___|___|

5. What is your current primary home address and telephone number?
STREET ADDRESS APT. NO.

CITY STATE ZIP

TELEPHONE NUMBER:

(              )
6. What is your work telephone number?  (IF NOT APPLICABLE, CHECK HERE  AND GO TO

QUESTION 7)
TELEPHONE NUMBER:

(              )
(OVER)

The National Institutes of Health is requesting your Social Security Number under Public Health Service Act 42 USC 285a.  The primary
use of this information is for researchers to locate you in the future if they are unable to locate you at your home address, and to search
vital records in a followup study conducted in the future.  Additional disclosures of information may be:  to HHS contractors, grantees, and
collaborating researchers and their staff in order to accomplish the research purpose for which the records are collected; to a
congressional office from the record of an individual in response to an inquiry from the congressional office made at the request of the
individual; and as otherwise required by Law.  Furnishing your Social Security Number is voluntary, and you will not be denied any
federal right, benefit, or privilege by your refusal to disclose it.



7. If you have a vacation home or other residence, what is that address, telephone number and time of
year of residence?  (IF NOT APPLICABLE, CHECK HERE  AND GO TO QUESTION 8)

STREET ADDRESS APT. NO.

CITY STATE ZIP

TELEPHONE NUMBER:

(              )

MONTHS OF YEAR SPENT AT OTHER RESIDENCE (RECORD EXACT DATES IF POSSIBLE)

FROM: TO:

8. Please list the names of two adults who live in your household and their relationship to you.
(Include your spouse, partner, children, relatives, and/or roommates.)  (IF NOT APPLICABLE, CHECK
HERE  AND GO TO QUESTION 9)

FULL NAME OF HOUSEHOLD MEMBER RELATIONSHIP TO PARTICIPANT

1.

2.

9. What is the name, address, and telephone number of your current primary care physician or clinic?  (IF
NOT APPLICABLE, CHECK HERE  AND GO TO QUESTION 10)

FULL NAME OF PHYSICIAN OR CLINIC

STREET ADDRESS: SUITE OR OFFICE NO.

CITY STATE ZIP

TELEPHONE NUMBER:

(              )

10. It would be of great help to us if you could provide us with the names and addresses of two people who
could give us your new address should you move.  We would only contact these people if we were
unable to reach you at your home address.  It would be helpful to get the names of people who do not
live with you.

FULL NAME

1.
RELATIONSHIP TO YOU

STREET ADDRESS

CITY STATE ZIP

TELEPHONE NUMBER

(              )
FULL NAME

2.
RELATIONSHIP TO YOU

STREET ADDRESS

CITY STATE ZIP

TELEPHONE NUMBER

(              )



PLCO Cancer Screening Trial

SPECIFICATIONS FOR COMPLETION OF THE FOLLOW-UP LOCATOR FORM (FLF)

This form is self-administered. It is to be completed annually by all participants, both inter-
vention and control, for each year of follow-up, starting with T1. The reporting window for
completion of this form is from one month prior to one month past the participant's random-
ization anniversary date. The delinquency period for this form is from one month past the
participant's randomization anniversary date to three months past the randomization anni-
versary date (see Chapter 7 of the Manual of Operations and Procedures).

Two different versions of this form may be administered, depending on SC preference. One
version is generated from the SMS and is "intelligent," that is, it presents the specific partici-
pant's locator information that is on file in the SMS for the participant to confirm. The other
version is a generic form that is similar in format to the Baseline Locator Form, and requires
the participant to provide complete locator information.

THE FOLLOWING ARE THE SPECIFICATIONS FOR THE SMS-GENERATED FLF:

Generated by SMS (in advance of administration/mailing):

Participant ID: This information will be pre-printed in both numeric format and in
barcode format. The barcode may be read by a barcode reader (wand) during receipt
of the form into the SMS.

Study Year: This information will be pre-printed: T1, T2, T3 etc., for the follow-up
study years, followed by an indicator for randomization group ("I" for intervention or
"C" for control).

Report Date: This information will be pre-printed: the month day and year the form
is generated.

Completed by Participant:

Instruct the participant to review the information printed in the left column of the
form. If it is not correct, the participant should record the "new" information, that is,
additions or corrections, on the line provided in the right column. Instruct the partici-
pant to write or print clearly. If there are no changes to an item, the participant
should place a check (÷) in the box to the right of "OK."

Today's Date: This is the day the form is completed. Instruct the participant to enter
the month, day, and year.

Full Name: Instruct the participant to review the information printed in the left col-
umn of the form.

• If the participant has had a change in either the first, middle or last name or any
corrections to the spelling are needed, he/she should enter the new full name/cor-
rections in the right column on the line provided.

• If there is no change to this item, instruct the participant to place a check (÷) to
the right of "OK."

Other Names: Instruct the participant to review the information printed in the left
column of the form. Other names include any names other than those previously
listed as part of the full name, by which the participant is commonly known, or which
the participant may have used in seeking medical care; such as a maiden name, a
previous or present spouse's last name, a new first name, nickname, or professional
name.
October 1, 2001 1 Specifications for
Appendix A-7-2 Follow-up Locator Form



• If the participant has a new other name, he/she should enter the new other name
in the right column on the line provided.

• If there is no change to this item, instruct the participant to place a check ( ) in
the box to the right of "OK."

Social Security Number: Instruct the participant to review the information printed
in the left column of the form.

• If the participant has corrections to his/her social security number, or for some
reason a new number has been issued, he/she should enter the new social secu-
rity number in the right column on the line provided.

• If there is no change to this item, instruct the participant to place a check ( ) in
the box to the right of "OK."

Box explaining request for Social Security Number: If the form is administered
by SC staff, this statement should be read to the participant.

Home Address/Phone(s): The participant should record any change to his/her
home address (place of usual residence) and/or telephone number. Instruct the par-
ticipant to review the information printed in the left column of the form.

• -If there have been any changes to the participant's street address, home or work
telephones, he/she should enter the change(s) in the right column on the lines
provided.

• -If there are no change(s) to this item, instruct the participant to place a check
( ) in the box to the right of "OK."

Vacation/Other Address/Phone: Instruct the participant to record any change in
the address or telephone number of their vacation home or any other home where
they reside for a part of the year, aside from their usual residence. Instruct the partic-
ipant to review the information printed in the left column of the form.

• If there have been any changes in street address, or telephone(s), or time of year,
he/she should enter the change(s) in the right column on the lines provided.

• If the participant has a new vacation home or other residence in addition to his/
her usual residence, he/she should enter this information in the right column on
the lines provided.

• If the participant reported a vacation home on the BLF or the previous FLF and no
longer has a vacation home, he/she should cross out the information in the left
column and write "None" in the right column.

• If there are no changes to this item, instruct the participant to place a check ( )
in the box to the right of "OK."

Household Members: Instruct the participant to review the list of household mem-
bers (adults living in the same home as the respondent) in the left column, and to
cross out the name of anyone no longer living in his/her household.

• If any part of the household member's name, or their relationship to the partici-
pant has changed, instruct the participant to write these changes in the right col-
umn.

• Instruct the participant to write the name of the new household members, and
their relationship to the participant in the right column.

• If there are no change(s) to this item, instruct the participant to place a check ( )
in the box to the right of "OK."
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Primary Care Physician/Clinic: Instruct the participant that if the source of his/her
health care is a clinic, we are interested in the name of the doctor at the clinic.
Instruct the participant to review the name, address, and phone number of the pri-
mary care physician or clinic in left column.

• If the participant has a new primary care physician or clinic, or if any part of the
current physician's/clinic address or phone number has changed, instruct the par-
ticipant to write these changes in the right column.

• If there are no changes to this item, instruct the participant to place a check ( )
in the box to the right of “OK.”

Contacts: If the form is administered by SC staff, this statement should be read to
the participant. Here, the participant should provide the names of two people who do
not live with the participant, and who could give us the new address if the participant
were to move.

• Instruct the participant to review the name, address and phone number of the two
contacts in the left column. If any part of the contact's name, address, or phone
number has changed, instruct the participant to write these changes in the right
column.

• If the participant wishes to list a new contact, s/he should cross out the name in
the left column, and list the name of the new contact person, address, phone
number, and relationship to the participant, in the right column.

• If there are no change(s) to the contact or to the information about the contact,
instruct the participant to place a check ( ) in the box to the right of “OK.”

THE FOLLOWING ARE THE SPECIFICATIONS FOR THE GENERIC FLF:

Completed by Screening Center (in advance of administration/mailing):

Participant ID: Affix a Participant ID label to the space provided at the top of the
form.

Completed by Participant:

Today's Date: This is the date the form is completed. Instruct the participant to
enter the month, day, and year. Month and day should be zero filled, if applicable,
and the year should be four digits.

1. What is your full name? Instruct the participant to record his/her title (Dr., Mr.,
Ms., Mrs., Miss) first, middle, last name and suffix (Jr., Sr., III, Esq.).

2. Are you known by any other last name (please include your maiden name
and any previous married names)? Instruct the participant to record any other
last names such as a maiden name or any previous married names.

3. What is your date of birth? Instruct the participant to enter the month, day and
year of his/her birth. Month and day should be zero filled, if applicable, and the year
should be four digits.

4. What is your Social Security Number? Instruct the participant to record his/her
social security number in the boxes provided.

Box explaining request for Social Security Number: If the form is adminis-
tered by SC staff, this statement should be read to the participant.
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5. What is your current primary home address and telephone number? The cur-
rent primary home address is the participant's usual residence. Instruct the partici-
pant to record his/her full address, including street, apartment number (if applicable),
city, state, and zip code. Instruct the participant to record the telephone number,
including area code at his/her primary home.

6. What is your work telephone number? If the participant is employed outside the
home or has a business at home, instruct him/her to record a telephone number,
including area code, which could be used to contact him/her at work. Assure the par-
ticipant that we will not contact him/her at work unless we are unable to contact him/
her at the home telephone number or by mail after repeated attempts. If the partici-
pant does not have a work telephone number, instruct him/her to place a check ( )
in the box and go to Question 7.

7. If you have a vacation home or other residence, what is that address, tele-
phone number and time of year of residence? The participant may spend part of
the year at another residence, or have a vacation home in another area where he/she
spends a certain time of year. Instruct the participant to record the full address,
including street, apartment number, city, state and zip code of the vacation home or
other residence. Instruct the participant to record the telephone number, including
area code, of this residence. Instruct the participant to indicate the months of the
year that s/he is at this residence. If possible, the participant should record the exact
dates that he/she is at this residence (e.g., From: March 1 To: October 1).

If the participant does not have a vacation home/other residence, instruct him/her to
place a check ( ) in the box and go to Question 8.

8. Please list the names of two adults who live in your household and their rela-
tionship to you. (Include your spouse, partner, children, relatives, and/or room-
mates.) Instruct the participant to record the names of two adults living in the same
home as the participant, and their relationship to the participant. If only one other
adult is living with the participant, he/she should record that person's name and their
relationship to the respondent. If no adults aside from the participant, live in the par-
ticipant's household, instruct the participant to place a check (÷) in the box and go to
Question 9.

9. What is the name, address and telephone number of your current primary
care physician or clinic? Instruct the participant that if the source of his/her health
care is a clinic, we are interested in the name of the doctor at the clinic. Instruct the
participant to record the full name of the physician (and clinic, if applicable), the full
street address, including suite or office number, the city, state, and zip code, and full
telephone number, including area code, in the space provided.

If the participant does not have a current source of primary care, such as a physician
or clinic, instruct him/her to place a check (÷) in the box and go to Question 10.

10. It would be of great help to us if you could provide us with the names and
addresses of two people who could give us your new address should you
move. We would only contact these people if we were unable to reach you at
your home address. It would be helpful to get the names of people who do
not live with you. This information will be used by the Screening Centers to trace a
participant if he/she cannot be contacted at his/her residential address(es). Instruct
the participant to provide the names of two people who do not live with the partici-
pant, and who could give us the new address if the participant were to move.

Instruct the participant to record the full name, street address including apartment
number, city, state, zip code, and telephone number including area code, of each con-
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tact in the space provided. Instruct the participant to record the relationship of each
contact to him/her in the space provided.

After completing the form:

• If this form is administered by SC staff, thank the participant for completing the
form.

• If completed by the participant at the SC, he/she should return it to the desig-
nated SC staff member or location.

• If completed at home, the participant should mail this form to the SC in the enve-
lope provided.

Upon receiving the form at the SC:

• Review the form for completeness and legibility.

• The state information in Questions 5, 7, 9, and 10 must be entered into the SMS
as two character state abbreviations such as "MO," "MN," "HI," etc. For ease of
receipt into the SMS, you may wish to write these codes in another color ink
directly on the Follow-up Locator Form, next to the state name provided by the
participant. The valid state codes are given in Appendix I of the Manual of Opera-
tions and Procedures. These abbreviations may also be selected from the on-line
lookup table during the SMS receipt process.

• The relationship information in Questions 8 and 10 must be entered into the SMS
as 2-digit codes such as "01" for mother, "02" for father, etc. For ease of receipt
into the SMS, you may wish to write these codes in another color ink directly on
the Follow-up Locator Form, next to the relationship recorded by the participant.
The valid relationship codes are given in Appendix I of the Manual of Operations
and Procedures. These codes may also be selected from the on-line lookup table
during the SMS receipt process. For relationships that do not appear in the list of
codes in Appendix I (e.g., step-son, step-daughter, step-brother, brother-in-law,
mother-in-law, etc.) use the code for "Other" (88).

• Receipt the form into the SMS.

• File the form in the participant's folder.
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PLCO Cancer Screening Trial

SPECIFICATIONS FOR COMPLETION OF THE MEDICAL RECORD ABSTRACT 
FORM:

DIAGNOSTIC EVALUATION - PROSTATE VERSION 3 (DEP3/DPQ3)

This form is to be completed by the Medical Record Abstractor, a nosologist (trained medical
coder), and a Tumor (or Cancer) Registrar who is also a Certified Tumor Registrar (CTR) or
CTR - eligible. Items, which are to be completed by a nosologist or a CTR, are specified. The
abstractor should complete all other items. Specifically, the nosologist will be required to
complete Item B.11 (Other Cancer Diagnosis). The CTR will be required to complete Part C:
Items C.12 (Date of Primary Prostate Cancer Diagnosis), C.13 (Verbatim Description of Pri-
mary Prostate Cancer Diagnosis), C.14 (ICD-O-2 Cancer Classification), C.15 (Photocopy of
Report Confirming Primary Prostate Cancer), C.16 (Histopathologic Type for Primary Prostate
Cancer), C.17 (Histopathologic Grade for Primary Prostate Cancer), C.18 (Gleason Score),
C.19 (TNM Staging for Prostate Cancer) and C.20 (Record Stage).

Refer to the General Abstracting Techniques (Appendix K of the MOOP) for guidelines on gen-
eral abstracting techniques. Some key guidelines are presented below:

• Sources of information are specified, where appropriate, for abstracting the vari-
able items on the form. The sources of information are listed in priority order by
best source. Note that information must be obtained from a physician, hospital, or
tumor registry; it should not be obtained from the participant except in the case
when the physician recommends against follow-up for an AS screening exam, and
the decision cannot be verified by physician report or from the medical records.
This applies only to A.1, and the report from the participant is acceptable docu-
mentation and the recommendation by the physician against follow up.. Written
documentation from the physician or the medical record, for example, is prefera-
ble to obtaining information verbally. 

• Information about diagnostic procedures could possibly be collected up to 12
months after the date of a positive screen (if a conclusive diagnosis or the next
screening exam does not come first). In addition, information about complications
of diagnostic procedures should be collected up to 12 months from the time diag-
nostic procedures began. In the event of a cancer diagnosis, medical complica-
tions should be collected for an additional 6 months after the diagnosis. 

• Before beginning abstraction, the medical record documents should be placed in
chronological order and the diagnostic/staging procedures should be abstracted
chronologically. If, however, a diagnostic or staging procedure is identified and
added after the form has been completed, it is not necessary to shift all of the
data to maintain the chronological order; the new procedure may be added at the
end of the appropriate item. 

• This form includes items, which require that data be entered verbatim, such as
recording diagnoses, recording “Other (specify),” and recording comments. Verba-
tim comments should be accurate and succinct. The abstractor should be sure to
use clear and legible handwriting when completing these items. 

• If the medical record contains unclear, discrepant, or conflicting information for
any item, the SC Lead Abstractor, SC Coordinator and/or Principal Investigator
should first be consulted for a resolution and for making an appropriate coding
decision, prior to contacting the CC MRA Coordinator. 
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• When recording information in the Comments section, be sure to identify the item
to which the comment refers. Appropriate identification will aid in the analysis of
Comments data. Throughout the specifications, examples have been given for
recording information in Comments. 

Below are some guidelines for the collection of diagnostic evaluation information:

• Information regarding diagnostic procedures that occurred prior to the partici-
pant’s randomization date should not be recorded.

• Procedures that occurred prior to the date of the initial visit for clinical assessment
(i.e., the first visit to a doctor for clinical assessment) should not be recorded, with
the exception of procedures that are part of the diagnostic evaluation for a sus-
pected cancer. In a control participant who is asymptomatic and undergoes a
screening exam which prompts further evaluation, that screening exam should be
recorded on the DE form in A.2, Reason for Initial Visit for Clinical Assessment
under Other (Specify). The clinical exam that follows would be recorded in A.6, as
well as any procedure done to evaluate for possible cancer. The screening PSA or
DRE would not be recorded in A.3 or A.4, respectively, as these sections are
reserved for diagnostic tests once there is a suspicion of cancer. If a screening
test is positive or a participant experiences symptoms and a diagnostic procedure
is performed before the participant actually visits the doctor, this diagnostic pro-
cedure should be recorded on the DE form (even though it took place prior to the
initial visit for clinical assessment).   

For example, in the case of a positive PLCO screen with a biopsy performed, the
screen is the event that led to the initiation of diagnostic follow-up and should not
be recorded, but the biopsy is the first procedure in the diagnostic follow-up pro-
cess, and should be recorded. 

• Following a positive screening exam, the SC should collect diagnostic evaluation
information until:

- a conclusive diagnosis (either malignant or non-malignant) is made, OR

- 12 months after the date of the positive screen, OR 

- the next screening exam, 

whichever comes first.

At the end of the 12 months or on the date of the next screen, if the diagnostic
evaluation is not conclusively malignant, record the result of the diagnostic evalu-
ation in Item A.9 as “No malignancy.”

- An exception to the above is when diagnostic evaluation procedures are
begun, but are later discontinued by the participant, such that it cannot be
determined conclusively whether the participant had no malignancy or had a
prostate or other malignancy. In this situation it is not appropriate to record a
conclusive diagnosis, but rather to record “No information available.” If a Lead
Abstractor cannot conclusively determine the result of a diagnostic evaluation
from the medical record, contact the CC MRA Coordinator. 

It is the SC’s responsibility to encourage timely follow-up of positive screens. If,
despite SC efforts, the participant does not initiate follow-up of a positive screen
until late in the year, 10 months after the positive screen for example, the SC
should still collect only the diagnostic evaluation data until 12 months after the
positive screen or the next screen, whichever comes first. In the example given,
this would mean two months of diagnostic evaluation data.
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• All staging information related to the initial diagnosis of primary prostate cancer
should be collected (i.e., the staging procedures that resulted in the TNM or stage
of disease classifications recorded in Part C of the DEP form). Staging information
on prostate cancer recurrence should not be collected. 

• If multiple primary prostate cancers are diagnosed at the same time (i.e., as part
of the same diagnostic evaluation process and prior to the first definitive treat-
ment), it is necessary to complete portions of a separate DEP for each multiple
primary. Item 7 (Multiple Primary Cancer #) allows the abstractor to indicate
whether the DEP is being used for abstracting information about a multiple pri-
mary prostate cancer. If there are multiple primary cancers, each cancer should
be recorded on a separate DEP3 form. 

• A procedure should be abstracted onto both the Diagnostic Evaluation Form and
the Treatment Information Forms if the procedure would be considered part of
diagnosis and staging and initial treatment. Examples of this are prostatectomy
and lymphaderectomy.. 

Specifications for completing each item of the form are given below:

General instructions for the completion of forms to be scanned by an Optical Mark
Reader:

• Use a No. 2 pencil to mark your answers. Do not use red ink or felt tip
pens.

• Make heavy black marks that fill the circle completely.

• If you need to change an answer, be sure to erase completely. 

• Mark only one response for each question, unless the instructions tell you
otherwise. 

• Some questions have additional instructions next to certain answers.
These instructions may ask you to skip questions that do not apply or ask
you to provide additional information. First darken the appropriate circle,
and then follow the instructions as directed. Unless instructed otherwise,
go to the next question. 

Administrative Section:

Participant ID: Affix a Participant ID label to the space provided in the lower left cor-
ner of the form. The barcode should be aligned directly over the shaded box, with the
eye-readable number toward the inside of the form. The barcode should be toward
the outer edge of the form.

1. Date Abstracted: Record the date the medical record was abstracted. This is the
date the entire form was completed. Month and day should be zero filled and two dig-
its should be recorded for the year (e.g., 02/07/2000). The circles for “2” and “0”
have been filled in. Darken the circle corresponding to each remaining number.
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If the disposition of the form is “Interim Complete” (see Disposition below), record
the date the interim disposition was assigned. When the form is finalized (“Final Com-
plete” or “Final Incomplete), erase the interim date and record the date the form was
completed. 

2. Abstractor ID#: Record the 4-digit staff ID number assigned to the individual who is
abstracting the medical record and completing the DE. If more than one abstractor
completes the DE, the SC Lead Abstractor should determine which abstractor is
responsible for the content of the form -- this abstractor’s ID number should be
recorded here. Darken the circles corresponding to the four digits.

3. Nosologist ID#: Record the 4-digit staff ID number assigned to the individual who is
abstracting Item B.11 (ICD-9-CM Classification of Other Cancer Diagnoses). Darken
the circles corresponding to the four digits.

4. CTR ID#: Record the 4-digit staff ID number assigned to the individual who is
abstracting specific items related to ICD-O-2 Classification and cancer diagnosis/stag-
ing in Part C. Darken the circles corresponding to the four digits.

5. Study Year: Record the study year, T0 to T13. This is the study year in which the SC
was notified of a suspicion of prostate cancer. For example, if the cancer was reported
on a T1 ASU, the study year for the DEP is T1. Darken the corresponding circles.
Remember to right justify and zero-fill the number for study years T0 - T9 (e.g., T00,
T01, T02, etc.).

6. Purpose of Abstract: This form may be used for either the initial abstracting of
medical record information, or for repeat abstraction of the medical record for quality
assurance. Darken the circle corresponding to the purpose of the abstract as follows:

- Initial abstract: Medical record information is being abstracted for the “first”
time to confirm a suspicion of prostate cancer. This includes an initial abstract
for a multiple primary cancer (see Item 7). 

- Re-abstract for QA: Medical record information that has already been
abstracted to confirm a suspicion of prostate cancer is being re-abstracted for
the purpose of quality assurance. This includes a re-abstract for a multiple pri-
mary cancer (see Item 7). Not yet implemented.

7. Multiple Primary Cancer #: The purpose of this item is to indicate whether this
form is being used to abstract information about an additional primary prostate can-
cer that was diagnosed at the same time as the first primary prostate cancer (i.e., as
part of the same diagnostic evaluation and staging process, and before the first defin-
itive treatment). Indicate the sequence number for the primary cancer. If this primary
cancer is the second primary diagnosed (in chronological date order), darken the cir-
cle for “2.” If it is the third, darken the circle for “3,” etc. If only one primary cancer
was diagnosed, this item should be skipped. 

If the participant was diagnosed with more than one primary prostate cancer, record
information about the first primary (chronologically by date of diagnosis) in Part C.
For the first primary, the DEP must be completed in full (all parts). For all subsequent
primaries, use another DEP form and complete the administrative section, Item A.9
(Result of Diagnostic Evaluation for Prostate Cancer), and Part C only. If more than
one primary was diagnosed on the first date of diagnosis, designate the most
advanced cancer diagnosed on that day as the “first primary” and complete the entire
DEP form. Use additional DEP forms for any other cancers diagnosed on that day.

8. Form Processing: These are the steps that should be completed in order to process
the medical record abstract form. All of the items except “Disposition” are optional.
“Disposition” is required and may be marked on the form and/or entered directly into
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DEES. Dispositions of “Final Complete” (FCM) may also be set automatically in DEES
when the form is edited (See DEES User’s Guide).

- Form Receipted into SMS: This item is optional. Darken this circle after the
form has been receipted into the SMS. The form may be receipted interactively
or through the DEES to SMS Update. (Refer to Chapter 17 of the MOOP for
instructions on receipting forms.) 

- Manual Review Completed: This item is optional. Darken this circle after the
form has been reviewed by SC staff to make sure that the information is com-
plete, legible and that the appropriate circles are darkened properly. (Refer to
Chapter 17 of the MOOP for instructions on performing a manual review of
forms.)

- Data Entry of Non-Scannable Items: This item is optional. Complete this
item to indicate the status of verbatim data entry. (Refer to Chapter 17 of the
MOOP for instructions on data entry of non-scannable items.) When data entry
is complete, darken the circle next to “Completed.” If no data entry of non-
scannable items is required, darken the circle next to “None Required.”

- Data Retrieval: This item is optional. Complete this item to indicate the sta-
tus of data retrieval. If data retrieval was attempted, regardless of whether or
not additional information was collected, darken the circle next to
“Attempted.” If no data retrieval was required, darken the circle next to “None
Required.”

- Disposition: The SC is required to assign a disposition to each opscan form.
There is one interim disposition and there are two final dispositions:

• Interim Complete (ICM): This disposition may be assigned when there
are outstanding data but the SC would like to scan the data that are avail-
able into the DEES. (Since it may take a number of months for all of the
data to be abstracted, it is recommended that the form be scanned into the
Data Entry and Editing System each time it is updated.) Once all data are
abstracted, remove the ICM so that the appropriate disposition is assigned.

• Final Complete (FCM): This disposition may be assigned when there are
no errors reported on the DEES edit report, or the only errors reported are
“UNLIKELY” errors that have been investigated by the SC, or errors on the
optional form processing items.

• Final Incomplete (FIC): This disposition may be assigned when there
are errors reported on the DEES edit report (except UNLIKELY errors that
have been investigated) which cannot be corrected. This includes errors
that cannot be corrected because data retrieval is not required for the
item, or because the information could not be obtained, even with data
retrieval.

The disposition may be assigned in three ways:

- by darkening the bubble on the opscan form and scanning it;

- by keying the disposition into DEES;

- by allowing the computer to assign the final disposition for forms with no
errors (FCM only).
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Part A: Diagnostic Evaluation and Staging:

This section refers to the diagnostic evaluation and staging for prostate cancer. Abstracting
this data will require careful review of the participant's medical records from one or more
hospitals, clinics, or physicians’ offices.

When abstracting information onto this form, do not include information from any physician/
hospital visits or procedures that took place prior to the participant's date of randomization,
even if these visits or procedures are related to a diagnosis which was made after the partic-
ipant was enrolled in the trial.

1. Diagnostic Procedures Performed: The purpose of this item is to document
whether or not a physician recommended and performed diagnostic procedures as
part of the follow-up to a positive PLCO screening examination (DRE and PSA). If the
DEP is being completed in response to prostate cancer being reported via an ASU, for
example, if the participant was in fact diagnosed with cancer, it is assumed that diag-
nostic procedures were performed and this item should be coded “Yes.” Darken the
circle corresponding to the most appropriate response as follows:

Yes: The record indicates that diagnostic procedures were recommended by a
physician and were performed. This includes situations when diagnostic proce-
dures were performed to follow-up a positive PLCO screening exam or when pros-
tate cancer was reported to the SC via an ASU. 

No, Physician Report: The record indicated or the physician reported to the SC
that based on review of the PLCO screening exam results, and possibly any medi-
cal history prior to the screening exam, no additional follow-up was deemed nec-
essary. Complete Item A.9 (Result of Diagnostic Evaluation for Prostate Cancer)
and Parts B, D and E of the form. 

No, Participant Self-Report: The participant reported that his physician
reviewed the PLCO screening exam results, and possibly other medical history
prior to the screening exam, and deemed no additional follow-up was necessary.
Complete Item A.9 (Result of Diagnostic Evaluation for Prostate Cancer) and Parts
D and E of the form. 

- Before accepting a participant self-report the SC should first attempt to obtain
written documentation from the participant’s physician. If written documenta-
tion cannot be obtained from the physician, the SC should then attempt to
obtain verbal confirmation from the physician’s office that the physician did
not recommend additional follow-up of the positive PLCO screening exam. In
cases where only the participant's report of the physician's recommendation
can be obtained, this circle should be darkened.

2. Reason for Initial Visit for Clinical Assessment: The purpose of this item is to
identify the participant’s motivation for seeking clinical evaluation. Because motiva-
tion is sometimes not clearly stated in the record, NCI assumes that if a participant
seeks medical care within 12 months of a positive screen, it is for the purpose of fol-
low-up of that positive screen. If medical care is sought more than 12 months after a
positive screen, NCI assumes that it is not for follow-up to a positive screen. Darken
the circles corresponding to all the reasons that apply as follows:

• Symptomatic: The record indicates that symptoms prompted the participant to
seek a clinical evaluation.

• Follow-up of positive PLCO screen: The record indicates that the participant
went for an initial clinical evaluation to follow-up a positive PLCO screen, within 12
months of the positive screen. 
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• Other (SPECIFY): If the record indicates that the participant went for a clinical
evaluation for a reason other than those listed, and specify the reason in the
space provided. For example, if the participant is in the control arm, and under-
goes a health surveillance screen which is positive and prompts further evaluation,
indicate “other” and specify “Abnormal Non-PLCO PSA (or DRE)”, whichever
applies. Please indicate the result.

3. Prostate Specific Antigen (PSA) Blood Test: This item refers to whether the par-
ticipant had at least one diagnostic PSA blood test performed for prostate cancer.
Record the results and approximate date of the test.

• Do not record any PSA blood tests performed during the PLCO screening examina-
tions. 

• Do not record any screening PSA blood tests in this section.

• Do not record any PSA blood test unless it is part of the diagnostic evaluation for a
suspected prostate cancer. 

• If a participant has several PSA blood tests within the 12 month period following a
positive screen, NCI assumes that a conclusive diagnosis is not made until the
results of the last PSA test are reported, regardless of whether the participant saw
a physician during the time that the follow-up lab tests were performed. 

• Do not record any PSA tests completed after a diagnosis of prostate cancer is con-
firmed.

Complete this item as follows:

No: The record states or indicates that the participant did not have any PSA blood
tests. Darken the circle for “No” and go to Item A.4.

Yes: The record indicates that the participant had one or more PSA blood tests
performed. Darken the circle for “Yes” and complete the table for Item A.3. If
space is needed to record additional PSA result data, use the Comments section to
record the same type of data as requested in the table. In Comments, record the
item numbers and labels followed by the data. For example, the first additional
PSA in Comments would be the fourth PSA blood test recorded:

Unknown: If there is no indication in the record whether PSA blood tests were or
were not performed, darken the circle for “Unknown” and go to Item A.4.

For each PSA blood test performed, complete the following items:

- PSA Level: Record the PSA level (ng/ml) for each blood test obtained as part
of the diagnostic evaluation and staging and then darken the circle corre-
sponding to each number. 

- PSA Assay Brand: Darken the circle corresponding to the name of the PSA
assay brand used by the lab. This information can be found on the lab report
for the test. 

Item E.24, Comments:

Item # Comments

A.3 4; Level =__; Assay brand =__; Lab range =__ to __; Date = __
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• Hybritech, Abbott, Yang, Bayer, and Diagnostic Products: These are
the most common PSA assay brands. Note that “IMx” is an assay produced
by Abbott, and should be coded as “Abbott.” 

• Other (SPECIFY): If the PSA assay brand is other than those listed,
darken the circle for “Other (SPECIFY)” and record the assay brand name
on the line provided. 

• Not available: The PSA assay brand name is not available in the record. It
is not necessary to attempt to obtain this information if it is not available in
the record. 

- Lab Range: Record the reference range (ng/ml) used by the lab for the par-
ticular test. This information can be found on the lab report for the test.
Darken the circles corresponding to the numbers. If lab range is not available
in the medical record, record “9.9” in each of the spaces provided, i.e., “9.9” to
“99.9.” If the lab range uses operators such as > and <, report the range in a
way that reflects the operator. For example, if the range is stated as “< 4.0”
record the range as “0.0 to 3.9.” 

- Date of Test: Record the month, day and year corresponding to each PSA
blood test obtained. Month and day should be zero filled and four digits
recorded for the year (e.g. 03/08/1994). If it is not clear from the record the
day that the blood test was performed, year and month can usually be
assessed, even if the exact day cannot be determined. In this situation, record
the exact month and year. Record the day as “99.” Darken the circle corre-
sponding to each number. 

4. Digital Rectal Examination (DRE): This item refers to whether the participant had
at least one diagnostic digital rectal examination for suspected prostate cancer.
Record the date of the exam(s). A DRE may also be called a rectal exam. 

• Do not record any DREs performed as part of the PLCO screening examinations or
health screening exam.

• Do not record any DRE unless it is part of the diagnostic evaluation for a sus-
pected prostate cancer. 

• If 2 diagnostic DREs are done as part of the same procedure (i.e. ultrasound
guided biopsy), record both of the DREs. 

• Do not record any DRE after a diagnosis of prostate cancer is confirmed.

Complete this item as follows:

No: The record states or indicates that the participant did not have any digital
rectal exams. Darken the circle for “No” and go to Item A.5.

Yes: The record indicates that the participant had one or more digital rectal
examinations. Darken the circle for “Yes” and complete the table for Item A.4. If
space is needed to record additional DRE data, use the Comments section to
record the same type of data as requested in the table. In Comments, record the
item numbers and labels followed by the data. For example, the first additional
DRE in Comments would be the fourth DRE recorded:
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Unknown: If there is no indication in the record whether digital rectal examina-
tions were or were not performed, darken the circle for “Unknown” and go to Item
A.5. 

For each DRE performed, complete the following:

- Date of Procedure: Record the month, day, and year that the DRE was per-
formed. If it is not clear from the record the day that the diagnostic/staging
procedure was performed, year and month can usually be assessed, even if
the exact day cannot be determined. In this situation, record the exact month
and year. Record the day as “99.” Darken the circle corresponding to each
number. Zero fill month and day. Record four digits for year. 

5. Transrectal Ultrasonography (TRUS): This item refers to whether the participant
had at least one transrectal ultrasound examination, and if so, the date of the
exam(s). 

• Do not record any TRUS exam performed unless it is part of the diagnostic evalu-
ation for a suspected prostate cancer. 

Complete this item as follows:

No: The record states or indicates that the participant did not have any transrec-
tal ultrasound examinations. Darken the circle for “No” and go to Item A.7.

Yes: The record indicates that the participant had one or more transrectal ultra-
sound examinations. Darken the circle for “Yes” and complete the table for Item
A.5. If space is needed to record additional TRUS data, use the Comments section
to record the same type of data as requested in the table. In Comments, record
the item numbers and labels followed by the data. For example, the first addi-
tional TRUS in Comments would be the fourth TRUS exam recorded.

For each TRUS performed, complete the following items:

- Prostate Dimensions: Record the transverse (side to side), anteroposterior
(front to back) and sagittal (top to bottom) dimensions of the prostate in cen-
timeters, in the order in which they appear in the record. 

• Record only whole centimeters, not fractions. If rounding is necessary, use
the rounding rules located in Appendix K of the MOOP. 

• Darken the circles corresponding to the numbers. If no information is avail-
able for one or more prostate dimensions, record “99” in the appropriate
number of boxes. 

Item E.24, Comments:

Item # Comments

A.4 4; Date = __

Item E.24, Comments:

Item # Comments

A.5 4; Dimensions = __, __, and __; Date = __
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- Date of Procedure: Record the month, day, and year that the TRUS was per-
formed. If it is not clear from the record the day that the diagnostic/staging
procedure was performed, year and month can usually be assessed, even if
the exact day cannot be determined. In this situation, record the exact month
and year. Record the day as “99.” Darken the circle corresponding to each
number. Zero fill month and day, and record four digits for year. 

Unknown: If there is no indication in the record whether transrectal ultrasonog-
raphy examinations were or were not performed, darken the circle for “Unknown”
and go to Item A.7.

6. Pathologic Examination (Prostate Biopsy): This item refers to whether the par-
ticipant had at least one pathologic examination (biopsy of the prostate), and if so,
the result and date of the exam(s). 

• Record ALL biopsies related to the diagnostic evaluation for suspected prostate
cancer, including any performed during the PLCO screening examinations. Con-
sider a set of 6 or 10 part sampling biopsies as one collective biopsy, and record
only once.

Complete this item as follows:

No: The record states or indicates that the participant did not have any biopsies of
the prostate. Darken the circle for “No” and go to Item A.7.

Yes: The record indicates that the participant had one or more biopsies. Darken
the circle for “Yes” and complete the table for Item A.6. If the record indicates
that a biopsy was performed, but the tissue was lost, record the information in the
table about the biopsy that is available. If space is needed to record information
about more than three prostate biopsies, use the Comments section to record the
same type of data as requested in the table. In Comments, record the item num-
bers and labels followed by the data. For example, the first additional biopsy of
the prostate in Comments would be the fourth biopsy recorded.

Unknown: If there is no indication in the record whether or not biopsies of the
prostate were or were not performed, darken the circle for “Unknown” and go to
Item A.7.

For each biopsy performed, complete the following items:

- Type of Biopsy: Darken a circle to indicate the type of biopsy. Biopsy types
are defined below:

1 = Cytological: Cells obtained by needle aspiration, washings, smear,
or scraping. 

2 = Histological: Tissue obtained by biopsy, such as a needle biopsy,
core needle biopsy, or a tissue biopsy. This includes tissue biopsied
from multiple sites. A histological biopsy may be obtained during a
transrectal ultrasonography examination (TRUS) or when a transure-
thral resection of the prostate (TURP) is performed.

Item E.24, Comments:

Item # Comments

A.6 4;Type =__; Location = __; Result = __; Date = __
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9 = Not Available: The type of biopsy was not available in the record.

- Location of Biopsy: Darken the circle(s) to indicate where the biopsy tissue
was taken from as follows. Both “1” and “2” may be marked if applicable: 

1 = Right Prostate: Biopsy specimen was removed from the right side of
the prostate.

2 = Left Prostate: Biopsy specimen was removed from the left side of
the prostate.

9 = Not available: The prostate biopsy site was not available in the
record.

- Result: The way in which biopsy results are recorded in the participant's
record may vary. Result codes, which may be used to record a biopsy result
are located at the bottom of page 4 of the DEP form, and are defined below.
Darken the circle corresponding to the result for each biopsy performed. 

• The result of biopsies of multiple sites of the prostate performed on the
same date should be recorded as one biopsy procedure. 

• If the results of the biopsy differ for the different sites, the worst-case
result should be recorded for the procedure. 

If you are not able to assign a test result, place an asterisk beside Item A.6,
and record the result verbatim in the Comments section. Begin your statement
in Comments with the verbatim as recorded in the following example:

The Result Code definitions are as follows:

01 =Negative (normal): The biopsy result was “negative,” “normal”, or
“no indication of prostate cancer or other abnormality.” The biopsy
result may also be reported as “no evidence of prostate cancer seen
at this time.” A biopsy result of “benign” or “benign without hypertro-
phy” should also be coded as “Negative.”

02 =Abnormal, not suspicious for prostate cancer: The biopsy result
was abnormal but not suspicious for prostate cancer. This includes
dysplasia (not severe), prostatic intraepithelial neoplasia (PIN), gran-
uloma, evidence of inflammation (chronic prostatitis), calcifications,
stromal hyperplasia, focal glandular hyperplasia, or basal cell hyper-
plasia or benign prostatic hypertrophy (BPH). The pathology report
may or may not state “no evidence of malignancy at this time.”

04 =Abnormal, suspicious for prostate cancer: The result of the
biopsy was abnormal and suspicious for prostate cancer. This includes
any abnormal or suspicious findings, such as severe dysplasia. This
may also be reported as “not inconsistent with prostate cancer;”
“cannot rule out prostate cancer, but not evident in specimen;” “R/O”
(rule out) prostate cancer;” or “possible carcinoma of the prostate.” A
plan for additional testing, such as additional biopsies, and diagnostic

Item E.24, Comments:

Item # Comments

A.6 Biopsy # _____ result stated as…
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radiology procedures such as CT scans may indicate that there is a
suspicion of cancer. In this situation, before recording a procedure
result as “abnormal, suspicious for prostate cancer”, be certain to
review all supporting documentation in the medical record that addi-
tional tests were performed because cancer was suspected. The rea-
sons for the additional tests will usually be recorded. If the reason is
not recorded, however, the abstractor should code the result of the
examination as “unknown.” Just the fact of a biopsy is not sufficient
to code the examination as abnormal-suspicious. 

05 =Abnormal, diagnostic of prostate cancer: The biopsy result was
diagnostic of prostate cancer. The report from the biopsy indicates
carcinoma, adenocarcinoma, or malignancy.

08 =Unsatisfactory (Inadequate): The biopsy was inadequate to deter-
mine any abnormal or normal findings.

09 =Inconclusive: The result of the biopsy was inconclusive; the speci-
men was adequate but the physician/pathologist was unable to make
a determination of the result.

99 =Not available: The result of the biopsy was not available in the
record.

- Date of Biopsy: Record the month, day, and year that the biopsy was per-
formed. Darken the circle corresponding to each number. Zero fill month and
day, and record four digits for year. 

7. Other Diagnostic/Staging Procedures: This item is concerned with any diagnos-
tic/staging procedures that the participant underwent during the evaluation for pros-
tate cancer, other than PSA, DRE, TRUS or biopsy. 

Darken the circle corresponding to whether the participant underwent other diagnos-
tic/staging procedures as follows:

No: The record clearly states or indicates that the participant did not undergo any
other diagnostic/staging procedures. Darken the circle for “No” and go to Item
A.8.

Yes: The record states or indicates that the participant underwent one or more
diagnostic/staging procedures for prostate cancer other than PSA, DRE, TRUS, or
biopsy. Darken the circle for “Yes” and complete the table for Item A.7. If space is
needed to record more than twelve diagnostic/staging procedures, use the Diag-
nostic/Staging Procedures Supplement (DSS) form (refer to Item A.7b). 

Unknown: If there is no indication in the record whether other diagnostic/staging
procedures were or were not performed, darken the circle for “Unknown” and go
to Item A.8.

The following are general guidelines for identifying diagnostic and staging proce-
dures in the medical record:

- Only procedures used to diagnose or stage a cancer that are clearly stated in
the record (discharge summaries and operative reports) should be recorded. If
the operative report and/or discharge summary is missing, procedures noted
in doctor’s notes or a history taken after the procedure may be used to record
a diagnostic/staging procedure. The SC Lead Abstractor should contact the CC
MRA Coordinator if there is any uncertainty about recording diagnostic/staging
procedures.
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- Only procedures, not approaches, should be recorded. The only time that an
approach should be recorded is for a procedure that is strictly exploratory and
which is not done for the purpose of a resection. The SC Lead Abstractor
should contact the CC MRA Coordinator if there is any uncertainty about
recording diagnostic/staging procedures.

- Operative reports are generally more accurate for date of procedure than sur-
gical pathology reports, so in the case of a discrepancy, record the date of pro-
cedure from the operative report.

- Following a positive PLCO screening exam (DRE and PSA), the SC should col-
lect information on diagnostic procedures until a conclusive diagnosis is made,
or until 12 months from the date of the positive screen, or until the next
screen, whichever comes first. If cancer is not diagnosed, and the clinician
continues to order diagnostic PSAs and DREs within 12 months of the positive
screen then a conclusive diagnosis has not been made (until the final test)

- All staging information related to the initial diagnosis of a primary prostate
cancer should be collected (i.e., the staging procedures that resulted in the
TNM or stage of disease classifications recorded in Part C of the DEP form.)
Surgical resection of the primary organ, lymph nodes and other organs should
be included. This also applies to the situation in which, after a diagnosis of
prostate cancer, the next plan of action is other than therapy (i.e., watchful
waiting). In this case, diagnostic/staging information would be collected up to
the date when watchful waiting begins.

- Staging procedures performed after the start of the first definitive treatment
should not be collected. Procedures to determine disease progression or the
effect of treatment should not be recorded. The only exception would be sur-
gery performed post neoadjuvant treatment. These post neoadjuvant proce-
dures should be collected and the pathologic TNM staging should be completed
using the Y-descriptor. Staging information in prostate cancer recurrence
should not be collected.

For each diagnostic/staging procedure performed, complete the following items:

- Type of Procedure: Darken the circle corresponding to the type of diagnos-
tic/staging procedure performed. Refer to the Procedure Codes for the list of
diagnostic and staging procedures for prostate cancer. When the procedure on
the Procedure Code list indicates “SPECIFY,” describe the body site or the
actual procedure, as appropriate. Refer to Appendix K-17-2 of the MOOP for an
alphabetical listing of definitions and synonyms for the diagnostic/staging pro-
cedures listed on the DE forms. The following are guidelines for coding type of
procedure:

• Biopsy: 

Biopsies of the prostate should be recorded under Item A.6 (Pathologic
Examination (Prostate Biopsy)). Both incisional and excisional biopsies of
sites other than the prostate and lymph nodes should be recorded in Item
A.7 as procedure type 10 = Other biopsy (SPECIFY). The specify line
should be used to specify the site of the biopsy, not the method of the
biopsy. 

05 = Laparoscopic lymph node biopsy 

10 = Other biopsy (SPECIFY): refers to biopsy of other organ excluding
prostate and lymph nodes
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• Clinical Evaluation and Record Review: 

21 = Clinical evaluation: A clinical evaluation is defined as a visit to a
health care provider for medical care and should include a history and
physical exam related to the organ of interest. Generally this will be
one of the first procedures recorded in the Diagnostic Evaluation for
cancer. If a history includes information about the PLCO Screen only,
this is to be considered a clinical evaluation. It does not include a
telephone conversation to a health care provider. A clinical evaluation
that only serves to repeat or confirm a previous finding should not be
recorded. The following examples illustrate how the form should be
completed to document a clinical evaluation: 

- Although a visit to a health care provider that includes a history,
as well as a digital rectal exam (DRE), is considered a clinical
evaluation, this should be documented only once in Item A.4,
Digital Rectal Examination. Do not make a separate entry in
Item A.7, Other Diagnostic/Staging Procedures, as a clinical
evaluation.

- If a visit to a health care provider includes a history and/or
physical exam that contributes to ruling in or ruling out cancer
and no DRE, then a clinical evaluation can be recorded using
code 21 for the clinical evaluation in Item A.7, Other Diagnostic/
Staging Procedures.

26 = Record review: This procedure should only be recorded when a review
of the medical record is performed for the purpose of a second opin-
ion of diagnosis, and a record review contributes to the diagnosis or
staging of the cancer in question. 

• CT Scans: 

01 = CT scan - abdominal

22 = CT scan – abdomen and pelvis combined: If CT pelvic and CT abdom-
inal procedures appear in the record as a combined procedure, they
should be recorded as code 22 with one date. If they are performed
on the same date, and appear in the record as separate procedures,
the abstractor should record them separately, using codes 03 and 01
respectively. 

02 = CT scan = other (SPECIFY)

03 = CT scan = pelvic

If a CT scan is performed as part of a diagnostic procedure, as in the case
of a “CT guided biopsy,” the CT scan should not be recorded as a separate
procedure. In this case the CT scan is the approach or means to perform
the biopsy. 

• Endoscopic Evaluation Procedures: 

17 = Cystoscopy

24 = Cystourethroscopy/Cystopanendoscopy

19 = Other endoscopy (SPECIFY) 

18 = Proctosigmoidoscopy
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• Laboratory Tests: PSA should be recorded in Item A.3. Preoperative pro-
static acid phosphatase – PAP should be coded in Item A.7 as Procedure
type “11” and the value obtained during the procedure should be recorded
on the “Specify” line. If the value is not given, record “99” on the line. The
normal values for PAP are 0.0 to 4.0 ng/ml. Do not record any other labo-
ratory tests in Item A.7 including Free PSA or % Free PSA

• MRI Scans: 

07 = MRI scan – abdominal

08 = MRI scan – other (SPECIFY) 

09 = MRI scan - pelvic

• Other (SPECIFY) Procedures: Use code 88 = Other (SPECIFY) to record
procedures that cannot be listed using one of the other codes on the form. 

• Radiographic Procedures: 

12 = Bone radiograph – Use this code for an x-ray of a bone, such as
femur, or series of bones, such as lumbar spine or hip.

13 = Chest radiograph: The first (chronological) chest radiograph found in
the record, which contributes to the diagnosis or staging of the cancer
in question, should be recorded. Additional chest radiographs should
not be recorded unless they reveal a new abnormality that is diagnos-
tic of cancer, which was not noted on the previous film. 

23 = Cystogram

04 = Intravenous pyelography (IVP)/excretory urography

06 = Lymphangiogram

25 = Other radiograph (SPECIFY) – Use this code for x-rays of non -bone
structures, such as a KUB or sinus series.

14 = Radioisotope bone scan

28 = Ureterogram

• Surgical Procedures: 

15 = TURP

16 = Lymphadenectomy/Lymph node sampling: 

- If lymph node sampling and lymph node dissection are both per-
formed, this should be considered as one procedure and 

- recorded only once as 16 = Lymphadenectomy/Lymph node sam-
pling. 

- Lymph node removal accompanying surgical resection should be
coded as two separate procedures. Use the appropriate code to
record the resection and use 16 = Lymphadenectomy/Lymph node
sampling to record the lymph node removal.

20 = Prostatectomy 

• Ultrasound: 

27 = Ultrasound (SPECIFY): Record the type of ultrasound performed on
the specify line.
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Please refer to Section A-8-6 of the MOOP, Diagnostic/Staging Procedures Supple-
ment (DSS), for an additional listing of Diagnostic/Staging Procedures. 

- Date of Procedure: Record the month, day, and year that the diagnostic/
staging procedure was performed. If it is not clear from the record the day that
the diagnostic/staging procedure was performed, year and month can usually
be assessed, even if the exact day cannot be determined. In this situation,
record the exact month and year and the day as “99.” Darken the circle corre-
sponding to each number. Zero fill month and day, and record four digits for
year. 

8. Medical Complications of Diagnostic Evaluation and Staging: General guide-
lines for identifying selected medical complications from the medical record are given
below: 

• Only selected medical complications that were a result of the diagnostic evaluation
or staging procedures and that required medical intervention should be recorded. 

• Information on medical complications can usually be found in the discharge sum-
mary, or the doctor's or nurse's notes within the medical record. 

• Medical complications should be collected up to 12 months after the time diagnos-
tic procedures were initiated. In the event of a cancer diagnosis, medical compli-
cations should be collected through 6 months from the date of the cancer
diagnosis. 

• If more than one medical complication occurred during a particular event, record
each selected medical complication, even if they occurred on the same date. Hos-
pitalization, code 22, should be recorded only if the reason for hospitalization is
not another selected medical complication. For example, in the case of fever
requiring antibiotics and hospitalization, only record fever requiring antibiotics. 

Darken the circle corresponding to medical complications as follows:

No: The record clearly states or indicates that none of the selected medical com-
plications resulted from a diagnostic or staging procedure. Also mark this item if

7b. Diagnostic/Staging Procedures Supplement Form Completed: If space is
needed for recording more than 12 diagnostic/staging procedures, darken the circle
and go to the Diagnostic/Staging Procedures Supplement (DSS) form. Otherwise, do
not darken the circle and go to Item A.8.

The DSS form provides eleven additional spaces for recording diagnostic/staging pro-
cedures, numbered 13 through 23. If there are more than 23 diagnostic/staging pro-
cedures, place an asterisk beside Item 4 (Diagnostic/Staging Procedures) on the DSS,
and use the Comments section of the DEP to record the same type of data as
requested in the table. In Comments, record the item numbers and labels followed by
the data. For example:

Item E.24, Comments:

Item#: Comments:

A.7 24; Type =___; Date =

Refer to the specifications for the DSS for additional information on completing the
DSS.
October 1, 2003 16 Specifications for Diagnostic Evaluation
Appendix A-8-1 Form - Prostate - Version 3



no diagnostic/staging procedures were performed as part of the evaluation.
Darken the circle for “No” and go to Item A.9.

Yes: The record states or indicates that one or more of the selected medical com-
plications resulted from one of the diagnostic or staging procedures. If a partici-
pant had more than six medical complications, place an asterisk beside Item A.8,
and use the Comments section to record the same data as requested in the table.
In Comments, record the item numbers and labels followed by the data. Be cer-
tain to list the number associated with the complication next to “Type,” rather
than the text, which describes the complication. For example, fever requiring anti-
biotics was the seventh medical complication mentioned in the record:

Darken the circle for “Yes” and complete the table for Item A.8 as follows:

- Type of Medical Condition: Darken the circle corresponding to the type of
medical complication that occurred. Refer to the Medical Complication Codes
for the list of selected medical complications that required medical intervention
for prostate cancer. Refer to Appendix K-17-2 of the MOOP for definitions and
synonyms for the medical complications listed on the DE forms. The following
are guidelines for recording some medical complications of Diagnostic Evalua-
tion and Staging:

1 = Infection (SPECIFY): Specify the site or source of the infection on
the line provided. 

22 = Hospitalization: Use only if reason for hospitalization is not another
selected medical complication. 

27 = Blood loss requiring transfusion: Only record transfusion of blood
if it involves giving red blood cells from a stored source, usually
described as a unit of red blood cells. There can be a number of words
that would apply - whole, packed, washed, irradiated, etc. The trans-
fusion of red blood cells implies that the blood loss was significant
enough to require a replacement of the red blood cells. Other types of
fluids or blood products that do not include red blood cells, such as
D5, saline (NaCl), platelets, albumin, or fresh frozen plasma should
not be considered when recording blood loss requiring transfusion.
The intra-operative recycling of blood lost, filtered, and returned
immediately to participant will also not be considered equivalent to
blood loss requiring transfusion and should not be recorded as a med-
ical complication. 

The Lead Abstractor should consult with the CC MRA Coordinator if it can-
not be determined if a medical complication should be recorded.

- Date of Complication: Record the month, day and year that the medical
complication began. If the day of the medical complication is not clear in the
record, year and month can usually be assessed, even if the exact day cannot
be determined. In this situation, record the exact month and year. Record the
day as “99.” Darken the circle corresponding to each number. Zero fill month
and day, and record four digits for year. 

Item E.24, Comments

Item # Comments

A.8 7; Type = 2; Date = mm/dd/yyyy
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Unknown: Only use this code when you may not have all of the medical record
and you cannot reliably determine complications. Darken the circle for “Unknown”
and go to Item A.9. 

9. Result of Diagnostic Evaluation for Prostate Cancer: The purpose of this item is
to record the overall results of the diagnostic evaluation for prostate cancer. This
information should be found in the impression or conclusion sections of the various
diagnostic and staging reports. It may also be found in a physicians’s note. Record the
result of the diagnostic evaluation for prostate cancer as follows:

• No malignancy: The record indicates that no malignancy was found as a result of
the diagnostic and staging procedures. A result of “No malignancy” should be
coded in the following situations: 

- When a conclusive diagnosis is made following a positive screen and the diag-
nosis is not prostate or any other cancer. Include Prostatitis, BPH and Prostatic
intraepithelial neoplasia (PIN). PIN and carcinoma in situ of the prostate are
synonymous conditions. 

- When no diagnostic procedures are performed following a positive PLCO
screening exam per documented physician recommendation (i.e., when Item
A.1, Diagnostic Procedures Performed, is coded “No, physician report”), then
no malignancy is assumed. 

- When diagnostic follow-up data have been abstracted for the period from a
positive screen until 12 months past the positive screen or until the next
screen (whichever came first) and the diagnosis was not conclusively malig-
nant.

- When the only diagnostic procedures performed during the 12-month follow-
up were PSA tests and there is no cancer diagnosis. 

Darken the circle and go to Part B: Diagnosis Information for Specific Conditions
Other Than Prostate Cancer.

• No malignancy and no diagnostic/staging procedures performed: The par-
ticipant reports that he/she had a follow-up visit with his/her physician who deter-
mined that there was no malignancy. No further diagnostic/staging procedures
were performed. This information is not documented in the medical record and
cannot be validated by the participant’s physician. Darken the circle and go to Part
D: Date of Diagnostic Evaluation Determination. 

• Prostate malignancy confirmed histologically (exclude carcinoma in situ):
The diagnosis of primary prostate cancer was confirmed by histologic examination
(study of tissue). Histologic information can be found on the pathology report,
sometimes called the histopathology report. Neoplasm of uncertain behavior of
the prostate, carcinoid of the prostate, extranodal lymphoma arising in the pros-
tate and sarcoma of the prostate should be recorded as a prostate malignancy. A
diagnosis of carcinoma in situ of the prostate, also known as prostatic intraepithe-
lial neoplasia (PIN), should not be recorded as a prostate malignancy. Darken the
circle and go to Part C, Primary Prostate Cancer Diagnosis Information. Included
in this response is when the basis of the prostate cancer diagnosis is from tissue
obtained from a metastatic site.

• Prostate malignancy confirmed cytologically: The diagnosis of primary pros-
tate cancer was confirmed by cytologic examination (study of cells). Cytologic
information can be found on the cytology report, sometimes called a cytopathol-
ogy report. Neoplasm of uncertain behavior of the prostate, carcinoid of the pros-
tate, extranodal lymphoma arising in the prostate and sarcoma of the prostate
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should be recorded as a prostate malignancy. A diagnosis of carcinoma in situ of
the prostate, also known as prostatic intraepithelial neoplasia (PIN), should not be
recorded as a prostate malignancy. Darken the circle and go to Part C, Primary
Prostate Cancer Diagnosis Information. 

NOTE: If the prostate malignancy was confirmed by both histologic and cytologic
examination, information should be abstracted only from the histopathology
report (even if the cytology result is earlier). In such cases, the correct response
to A.9, Result of the Diagnostic Evaluation, is “Prostate Malignancy Confirmed his-
toligically”. The histopathology pathology report is more definitive, and therefore,
every attempt should be made to verify if one exists before utilizing cytologic con-
firmation.

• Prostate malignancy diagnosed by clinical examination only: The record
indicates that the participant was diagnosed with primary prostate cancer by clini-
cal examination not confirmed by histologic examination (study of tissue) or cyto-
logic examination (study of cells). This includes a prostate malignancy that is
diagnosed secondary to bone metastasis. It is an extremely rare event, however,
for a malignancy to be confirmed only by clinical examination and not histologi-
cally or cytologically. Darken the circle and go to Part C: Primary Prostate Cancer
Diagnosis Information. 

In these cases there will be a 12-month “holding period” to be sure that no patho-
logic confirmation followed. The following guidelines should be used to determine
if the diagnosed “clinically” code is appropriate:

- If the initial response is “clinically” but within this 12-month period there is
pathologic confirmation, the diagnosis should be changed to either “histologi-
cally” or “cytologically” and the diagnosis date should be updated. 

- If the initial response is “clinically” and treatment is given right away, the clin-
ically code becomes validated and should remain.

- If the initial response is “clinically” but after 12 months there is no follow-up or
treatment, then the diagnosis is questionable and should be changed to “no
malignancy”.

- If the initial response is “clinically”, but the lack of treatment is due to other
reasons, such as advanced stage of disease, participant refusal, etc., the clini-
cally diagnosed result should remain on the DE form.

Darken the circle and go to Part C, Primary Prostate Cancer Diagnosis Informa-
tion.

• Other malignancy confirmed histologically or cytologically: The diagnosis of
a malignancy other than primary prostate cancer was confirmed by histologic
examination (study of tissue) and or cytologic examination (study of cells). Histo-
logic information can be found on the pathology report, sometimes called the his-
topathology report, and cytologic information can be found on the cytology report,
sometimes called a cytopathology report. Darken the circle and go to Part B: Diag-
nosis Information For Specific Conditions Other Than Prostate Cancer. 

This answer category should also be coded if the diagnostic evaluation for primary
prostate cancer reveals a malignancy (including a prostate malignancy) that is a
metastasis from a primary cancer site other than the prostate. In this situation,
the primary cancer site should be recorded in Part B: Diagnosis Information For
Specific Conditions Other Than Prostate Cancer, Other Cancer Diagnosis.
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• No information available: There is equivocal or no information available in the
record regarding the result of the diagnostic evaluation for prostate cancer. “No
information available” should also be coded in the situation when diagnostic eval-
uation procedures are begun, but are later discontinued by the participant, such
that it cannot be determined conclusively whether the participant had no malig-
nancy or had a prostate or other malignancy. 

Darken the circle and go to Part D: Date of Diagnostic Evaluation Determination.

Part B: Diagnosis Information for Specific Conditions Other Than Prostate Cancer:

This section is to document specific prostate diagnoses and/or other cancer diagnoses, which
resulted from the diagnostic evaluation. Other cancer diagnoses may include neoplasms of
uncertain behavior, carcinoids, sarcomas, lymphomas, and other malignancies that have an
origin other than the prostate. Specific prostate diagnoses include prostatitis, benign pros-
tatic hypertrophy (BPH) and prostatic intraepithelial neoplasia (PIN). This information will
most likely be obtained directly from the participant's physician when the SC contacts the
physician during follow-up of a positive PLCO screening exam. Depending on the extent of
the information available and the physician's preference, the requested information may be
obtained either verbally by phone or via written documentation. The diagnosis should be
recorded from documents in the medical record that are prefaced with “Diagnosis/Impres-
sion/Conclusion/Assessment.” The physician diagnosis can be from a source other than the
original diagnosing physician as long as the source states the physician's original diagnosis.
One example is a progress note written by a follow-up physician. A pathology report docu-
menting a benign condition is also an appropriate source. Operative reports are generally
more accurate for date of procedure than surgical pathology reports, so in the case of a dis-
crepancy, record the date of procedure from the operative report.

10.Specific Prostate Diagnosis: This item is concerned with benign conditions that are
specific to the prostate. These include only prostatitis, benign prostatic hypertrophy
(BPH), and prostatic intraepithelial neoplasia (PIN). 

Darken the circle corresponding to a specific prostate diagnosis as follows:

No: The record clearly states or indicates that none of the specified prostate diag-
noses were determined as a result of diagnostic or staging procedures. Use “No” if
result of diagnostic evaluation is another conclusive non-cancer prostate diagnosis
that is not listed on the form. Also mark this item if there is no information for
physician diagnosis or if there is no information because the participant discontin-
ued the diagnostic evaluation process. Darken the circle for “No” and go to Item
B.11.

Yes: The record states or indicates that one or more specific prostate diagnoses
were determined as a result of diagnostic or staging procedures. 

NOTE:
- If the participant was diagnosed with another primary PLCO malignancy

(lung, colorectal, or ovarian) while undergoing an evaluation for prostate
cancer, the appropriate Diagnostic Evaluation form (DEL, DEC, or DEO)
must also be completed, unless previously confirmed.

- If the participant was diagnosed with a malignancy other than one of the
PLCO cancers, an Other Cancer Form (OCF) must also be completed,
unless previously confirmed.
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Darken the circle for “Yes” and complete the table for Item B.10 as follows:

- Diagnosis: Darken the circle corresponding to the type of specific prostate
diagnosis that was found. Mark only one diagnosis per column. The types of
specific prostate diagnoses, determined as a result of diagnostic/staging pro-
cedures for prostate cancer, are defined below:

1 = Prostatitis: The record indicates that the participant had either
acute or chronic prostatitis, an inflammation of the prostate, deter-
mined as a result of diagnostic/staging procedures. Synonym:
Chronic Inflammation. 

2 = Benign prostatic hypertrophy (BPH): The record indicates that
the participant had benign prostatic hypertrophy, a benign condition
of the prostate whereby the prostate is enlarged, determined as a
result of diagnostic/staging procedures. 

3 = Prostatic intraepithelial neoplasia (PIN): The record indicates
that the participant had prostatic intraepithelial neoplasia (PIN), a
premalignant hyperplastic condition of the prostate, determined as a
result of diagnostic/staging procedures. Use this code for carcinoma
in situ of the prostate. 

- Date of Diagnosis: Record the month, day and year that the specific prostate
diagnosis was made. If the exact day of diagnosis cannot be determined from
the record, year and month can usually be assessed. In this situation, record
the exact month and year. Record the day as “99.” Zero fill month and day,
and record four digits for year. The diagnosis date should reflect the date that
there is a conclusive diagnosis. For example, if a participant has a prostate
biopsy that does not confirm cancer, and continues to get diagnostic PSA blood
tests within 12 months of the positive screen, the date of diagnosis should be
the final PSA (within the 12-month period).

11.Other Cancer Diagnosis: This item is concerned with cancer diagnoses other than
the prostate. Other cancer diagnoses may also include neoplasms of uncertain behav-
ior, carcinoids, sarcomas, lymphomas, and other malignancies that have an origin
other than the prostate. Lung carcinoma in situ is also an other cancer, but do not
include carcinoma in situ of the prostate and colon. These diagnoses must be classi-
fied according to ICD-9-CM (International Classification of Diseases, 9th Revision,
Clinical Modification). ICD-9-CM coding for the PLCO Screening Trial must be consis-
tent with the National ICD-9-CM coding standards and should not be influenced by
specific institutional coding philosophies.

Darken the circle corresponding to an other cancer diagnosis as follows:

No: The record clearly states or indicates that no other cancers were diagnosed as
a result of diagnostic or staging procedures. Also mark this item if there is no
information for physician diagnosis or if there is no information because the par-
ticipant discontinued the diagnostic evaluation process. Darken the circle for “No”
and go to Part D.

Yes: The record states or indicates that one or more other cancer diagnoses were
determined as a result of diagnostic or staging procedures.

Darken the circle for “Yes” and complete the table for Item B.11 as follows:

- ICD-9-CM Classification: These items must be completed by a nosologist (a
trained medical coder). The nosologist should code the five digit ICD-9-CM
classification in the space provided and darken the circles corresponding to
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each number or letter. When coding ICD-9-CM, always left justify the code and
ignore the decimal place. If the ICD-9-CM code is a three or four digit code,
record “X” for the remaining blank box(es). The following examples illustrate
how the ICD-9-CM code boxes should be coded: 

• The ICD-9-CM code for Hodgkin’s disease, unspecified site is 201.90. This
should be coded as “20190.” 

• The ICD-9-CM code for malignant neoplasm of the bladder is 188.9. This
should be coded as “1889X.”

• The ICD-9-CM code for malignant neoplasm of the thyroid gland is 193.
This should be coded as “193XX.”

- Date of Other Cancer Diagnosis: Record the month, day and year that the
other cancer diagnosis was determined. If the day of the other cancer diagno-
sis is not clear in the record, year and month can usually be assessed, even if
the exact day cannot be determined. In this situation, record the exact month
and year. Record the day as “99.” Darken the circle corresponding to each
number. Zero fill month and day, and record four digits for year. 

- More Than Two “Other” Cancer Diagnoses: 

Record codes for more than two “other” cancer diagnoses in Item E.24, Com-
ments, as shown in the following example:

 

Be sure to set an expectation in the SMS for any additional “other” cancers.

Part C: Primary Prostate Cancer Diagnosis Information:

In this section we are interested in obtaining all relevant information pertaining to a primary
prostate cancer diagnosis, including lymphoma arising in the prostate, sarcoma, neoplasm of
uncertain behavior of the prostate, and/or a carcinoid of the prostate. This section is to be
completed only by a CTR or CTR-eligible individual. Every attempt should be made to com-
plete this form in a timely manner. For participants who have a positive PLCO screening
result, the Medical Record Abstract-DEP Form should be completed within six months of the
positive screening result. If specific items cannot be completed within the six - month time

Note: If the diagnostic evaluation results in an extranodal lymphoma of
the lung or colorectum, assign the appropriate ICD-9-CM code for the
type of lymphoma with “0” as the 5th digit denoting “extranodal.” An
“OCF” will be triggered. Complete an “MDF” for the OCF and manually set
the expectation for the appropriate DE form. Complete the DEL or DEC
for the lung or colorectal lymphoma.

Item E.24, Comments:

Item # Comments

B.11 3; ICD-9-CM Classification =___; Date of Other Cancer Diagnosis
= mm/dd/yyyy

If Part B is completed, skip Part C and go to Part D.
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frame (i.e., awaiting access to photocopy a document or awaiting TNM staging by the Tumor
or Cancer Registrar), those items should be left blank and the information completed within
nine to eleven months.

If the participant was diagnosed with more than one primary prostate cancer, record infor-
mation about the first primary (chronologically by date of diagnosis) in Part C. For all subse-
quent primaries, use another DEP form. If more than one primary was diagnosed on the first
date of diagnosis, record information about the most advanced cancer diagnosed on that day
in Part C, and use additional DEP forms for any other cancers diagnosed on that day.

12.Date of Primary Prostate Cancer Diagnosis: Record the month, day and year of
the primary prostate cancer diagnosis that was confirmed by histopathology (tissue)
or by cytopathology (cells) if histopathology is not available. This is the date on the
report that the actual procedure (biopsy, surgery, aspiration of cells, etc.) was per-
formed that confirmed this primary prostate cancer diagnosis. Operative reports are
generally more accurate for date of procedure than surgical pathology reports, so in
the case of a discrepancy, record the date of procedure from the operative report. For
example, the date on the pathology report may be the date that the slides were read
or the date that the diagnosis was determined or reported, rather than the date of the
operative procedure.

If there are multiple reports that confirmed this primary cancer, record the earliest
date available that has an adequate histopathology specimen. If a histopathology is
not available, record the earliest date that has an adequate cytopathology specimen.
NCI wants to code the earliest definitive procedure that diagnosed the cancer, even if
it is not the most complete picture of the cancer. In the rare situation in which pros-
tate cancer was diagnosed by clinical examination only and not histologically or cyto-
logically, the date of first prostate cancer diagnosis is the date of the clinical
examination, which diagnosed the cancer. 

Darken the circle corresponding to each number. Zero fill month and day, and record
four digits for year. Month and year of prostate cancer diagnosis must be known,
however, if day is unknown, record “99.” 

13.Verbatim Description of Primary Prostate Cancer Diagnosis: This item is con-
cerned with the actual physician diagnosis of prostate cancer. This item is optional
except in the following situations:

• The diagnosis is based on clinical examination and not pathology (Item A.9 =
Prostate malignancy diagnosed by clinical examination only); or

• The SC is unable to obtain a copy of the histology or cytology report that corre-
sponds to the ICD-O-2 code in Item C.14 (Item C.15 = Not available). 

Record the verbatim description of the primary prostate cancer diagnosis from the
histopathology report (or cytopathology report if a histopathology report is not avail-
able). The verbatim description should come from the diagnosis section of the earliest
(chronological) histopathology report (or cytopathology report if the hisopathology
report is not available) that had an adequate specimen and that confirms the cancer
diagnosis. 

• Occasionally, the diagnosis section will say “see above” or “see microscopic.” In
this situation record verbatim all of the information from the appropriate section
of the report which pertains to the cancer diagnosis. 

• Do not record any information about metastases or recurrent cancer. 

• Do not record any information about benign conditions listed in the diagnosis sec-
tion of the histopathology or cytopathology report. 
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• If the prostate cancer was diagnosed by clinical examination only, record the ver-
batim description as reported in the note of the clinical examination from the med-
ical record.

14. ICD-O-2 Cancer Classification: This item is for classifying the physician diagnosis
of the primary prostate cancer, according to ICD-O-2 (International Classification of
Diseases for Oncology, Second edition, 1990). The CTR should code the ten digit ICD-
O-2 classification in the space provided. Darken the circles corresponding to the letter
and each number. 

• The ICD-O-2 code/histopathology should reflect the diagnosis from the earliest
(chronological) pathology report, that has an adequate tissue specimen, (or cyto-
pathology report if the histopathology report is not available) which confirms the
cancer diagnosis. NCI wants to code the earliest definitive procedure that diag-
nosed the cancer, even if it is not the most complete picture of the cancer. This
should be the same report that was used as a source for the date of diagnosis in
Item C.12. If the basis for the diagnosis was tissue from a metastatic site such as
lymph node or bone, record the grade as 9 (unknown).

• A neoplasm of uncertain behavior of the prostate is considered to be cancer by
NCI and should be recorded in this section: Use the following guidelines for ICD-
O-2 coding of neoplasm of uncertain behavior of the prostate: 

- Assign the topography and morphology codes for this neoplasm according to
ICD-O-2. 

- The behavior code for neoplasms of uncertain behavior is “1.” Under “Behav-
ior,” enter “1” in the box and darken the circle for “1” printed on the form. 

- Grade will be coded “9” for neoplasms of uncertain behavior. Under “Grade”,
enter a “9” in the box and darken the circle for “9” printed on the form. 

If the medical record contains information about this neoplasm that would
result in a behavior code other than “1” or a grade code other than “9,” con-
tact the CC MRA Coordinator.

• If the record clearly indicates that prostate cancer was confirmed by a histopathol-
ogy or cytopathology report, but the report is not available, code the diagnosis
from other available documents, (i.e., physician’s notes, progress reports, etc.)
that reference the earliest procedure from an adequate specimen. Place an aster-
isk by Item C.15, and indicate in the Comments section the source of the diagno-
sis. Begin your statement in Comments with the verbatim as recorded in the
following example: 

 

• If the prostate cancer was diagnosed by clinical examination only, code the diag-
nosis using the report from the clinical examination form, which diagnosed the
cancer. 

• The ICD-O-2 cancer classification should be coded by the CTR regardless of
whether the ICD-O-2 code is available in the medical record. 

Item E.24, Comments:

Item # Comments

C.15 Histopathology/cytopathology report not available. Source of
diagnosis is…
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• If there is no mention of Histopathologic Grade of the cancer from the prostate
gland, but there is a Gleason’s pattern or Gleason’s score, you may use the follow-
ing table to convert the Gleason’s number to Histopathologic Grade. 

• Use the following guidelines to determine how to record a diagnosis of extranodal
lymphoma of the prostate for PLCO. Refer to Appendix K-17-2 of the MOOP for
explanation of Nodal vs. Extra-Nodal Lymphoma:

- If an extranodal lymphoma of the prostate is designated as the primary,
record this lymphoma on the DEP3 form and assign the ICD-O-2 topography
code corresponding to the prostate. Be sure this is the primary site of origin
and not just a site where a biopsy was taken. The TI form is required for each
DE, as it is for any PLCO primary.

- If the site or origin is determined to be the lymph node(s) obtained as part of
the evaluation for prostate cancer, record this lymphoma in Part B.11. When
scanned, this will set on expectation for an OCF.

- If a lymphoma is diagnosed as both a nodal and an extranodal lymphoma of
the prostate, consult the SC principal investigator to determine where the lym-
phoma originated and code the primary to that site.

- If an extranodal lymphoma arising in another PLCO site is discovered during
the diagnostic evaluation of the prostate, the ICD-9-CM code for lymphoma
will be entered in Part B of the DE form. This code will trigger an OCF. The SC
will complete an MDF (for the OCF) and manually set the expectation for the
appropriate DE. For example, an extranodal lymphoma of the colon is discov-
ered as a result of the diagnostic evaluation of a positive prostate screen. The
ICD-9-CM code for the type of lymphoma will be entered in Part B of the DEP,
with “0” as the 5th digit denoting “extranodal.” An OCF will be triggered. Com-
plete an MDF (for the OCF) and manually set the expectation for a DEC. Com-
plete the DEC for the extranodal lymphoma arising in the colon. Complete the
TIC also.

- If an extranodal lymphoma arising in the prostate is reported on an ASU, the
SC will need to use the three-digit PLCO code for the organ, rather than the
three-digit code for lymphoma in order to trigger the appropriate DE form.
Complete the DEP for the extranodal lymphoma arising in the prostate. Com-
plete the TIP also.

• Extranodal lymphomas arising in the prostate may require the T-cell, B-cell, or NK
cell designation. If so, enter the appropriate code from ICD-O-2 in the “Grade”
space. The T-cell, B-cell or NK cell designation has priority over the grade when
both are provided. NK cell designation = “8.” A bubble for “8” does not exist on
the form. Darken the space for “8” under “Grade” for NK cell if this applies. 

Gleason 
Pattern

Gleason 
Score Histologic Grade

Histopathologic
Grade for Primary
Prostate Cancer

1,2 2,3,4 I Well differentiated G1

3 5,6,7 II Moderately differentiated G2

4,5 8,9,10 III Poorly differentiated G3-4
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• Do not code the descriptions “high grade,” “low grade,” or “intermediate grade”
for lymphomas. These terms refer to categories in the Working Formulation of
lymphoma diagnoses and not to histologic grade. 

15.Photocopy of Report Confirming Primary Prostate Cancer: The purpose of this
item is to document that the histopathology report (or cytopathology report if a histo-
pathology report is not available) that confirmed the primary prostate cancer has
been photocopied and attached to the Medical Record Abstract-DEP Form. 

• If there are multiple pathology reports confirming this primary prostate cancer,
the photocopy should be of the pathology or cytology report which was the source
for recording the date of prostate cancer diagnosis recorded in Item C.12, and the
ICD-O-2 code recorded in Item C.14. If the Date of Prostate Cancer Diagnosis and
the ICD-O-2 Cancer Classification came from different reports, attach copies of
both reports used to code Items C.12 and C.14. 

• A situation may arise in which an institution does not allow the photocopying of
records. Every reasonable attempt should be made to obtain permission to photo-
copy the histopathology or cytopathology report since it is a critical end-point of
the screening trial. If special permission or approval is required, the abstractor
should work with the SC Coordinator/Principal Investigator to obtain the neces-
sary approval. If this item cannot be completed in a timely manner, leave it blank
and attempt to obtain the information at a later date via data retrieval. 

Darken the circle to indicate whether a photocopy of the histopathology or cytopa-
thology report is available as follows:

- Pathology/Histopathology: The histopathology report is available and a
photocopy has been obtained and attached to the Medical Record Abstract-DEP
Form. The photocopy should be labeled with the participant's ID number, the
study year, titled “Medical Record Abstract-DEP/Pathology Report,” and
inserted into the participant's folder. 

- Cytology/Cytopathology: The Cytopathology report is available and a pho-
tocopy has been obtained and attached to the Medical Record Abstract-DEP
Form. The photocopy should be labeled with the participant's ID number, the
study year, titled “Medical Record Abstract-DEP/Cytology Report,” and
inserted into the participant's folder. 

- Not available: The histopathology or cytopathology report exists in the medi-
cal record, but a photocopy cannot be obtained or there is no report in the
medical record. Place an asterisk by Item C.15, and provide a detailed expla-
nation in the Comments section of why the pathology or cytology report can-
not be obtained. (In this situation, Item C.13 (Verbatim Description of Prostate
Cancer Diagnosis) must be completed.) Begin your statement in Comments
with the verbatim as recorded in the following example: 

16.Histopathologic Type for Primary Prostate Cancer: This item is to document the
histopathologic type of the primary prostate cancer. This refers to the type of cell
comprising the tumor, usually determined by the pathologist from a tissue specimen.
This information can be obtained from the pathology report that confirmed the pros-

Item E.24, Comments:

Item # Comments

C.15 Pathology or cytology report cannot be obtained because…
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tate cancer and collected the most tissue. If a pathology report is not available, this
information may be found in the discharge summary, operative report, or in a cytol-
ogy report. If the histopathologic type is obtained from a source other than the
pathology report, place an asterisk by Item C.16, and record the source of the infor-
mation in the Comments section. Begin your statement in Comments with the verba-
tim as recorded in the following example:

• If the cancer has two different histopathologic types, the diagnosis is usually
based on the predominant type. This should be stated in the pathology report. In
this situation, record the predominant histopathologic type. If the pathology
report does not indicate a predominant type record both types in Other (SPECIFY)
for Item C.16 as follows: “Histopathologic type is _______ and _______.” 

• The abstractor should select the general category into which the result
fits rather than using Other-specify to list a more detailed result. For
example, “Infiltrating adenocarcinoma,” “Scirrhous adenocarcinoma,” and “Super-
ficial spreading adenocarcinoma” should all be included in the “Adenocarcinoma,
NOS” category. 

• Neoplasm of uncertain behavior of the prostate: Histopathologic Type for
Neoplasm of uncertain behavior of the prostate will be designated as “Other”.
Darken the circle for “Other” and record the specific histopathologic type on the
line provided. 

• Extranodal lymphoma arising in the prostate: Histopathologic Type for Extra-
nodal lymphoma arising in the prostate will be designated as “Other”. Darken the
circle for “Other” and record the specific histopathologic type on the line provided. 

• Primary sarcoma of the prostate: Histopathologic Type for Primary sarcoma of
the prostate will be designated as “Other”. Darken the circle for “Other” and
record the specific histopathologic type on the line provided. 

Darken the circle corresponding to the histopathologic type of the prostate cancer. If
the histopathologic type is other than those listed, darken the circle for “Other” and
specify the histopathologic type. If the histopathologic type is unknown or not avail-
able in the record, darken the circle for “Unknown.” 

17.Histopathologic Grade for Primary Prostate Cancer: This item is to document
the histopathologic grade of the primary prostate cancer. Grade refers to a system of
classifying certain characteristics of the cell. This information can be obtained prefer-
ably from the histopathology report of the procedure that collected the most tissue.
When that is not available, one may use a cytology report, a TNM form, a staging
classification form, the discharge summary, or from doctor's notes.

• If the medical record states two different histopathologic grades, or a range of
grades, record the most severe type. For example, “well differentiated (slight ana-
plasia)” is the least severe type and “poorly differentiated or undifferentiated
(marked anaplasia)” is the most severe type. The most severe grade should be
recorded from the primary site. Do not record the most severe grade from the
metastatic site. 

Item E.24, Comments

Item # Comments:

C.16 Source of histopathologic type of lesion is…
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• If there is no mention of Histopathologic Grade, but there is a Gleason pattern or
Gleason score, you may use the following table to convert the Gleason number to
Histopathologic Grade. 

• Neoplasm of uncertain behavior of the prostate: Neoplasm of uncertain
behavior of the prostate usually does not have a grade designation; therefore,
“Grade cannot be assessed (GX)” should be recorded. If the medical record con-
tains information about this neoplasm that would result in a specific grade, con-
tact the CC MRA Coordinator. 

• Extranodal lymphona arising in the prostate: If the grade is specified, darken
the corresponding circle. If it is not mentioned or unknown, darken the circle for
“Unknown”. Do not code the descriptions “high grade”, “low grade”, or “intermedi-
ate grade” for lymphomas. These terms refer to categories in the Working Formu-
lation of lymphoma diagnoses and not to histologic grade. 

• Primary sarcoma of the prostate: If the grade is specified, darken the corre-
sponding circle. If it is not mentioned or unknown, darken the circle for
“Unknown.” 

Darken the circle corresponding to the histopathologic grade of the prostate cancer.
Darken the circle for “Unknown” when there is no indication in the record of the histo-
pathologic grade or if the basis for the diagnosis of prostate cancer is from a meta-
static site such as bone or a lymph node. 

18.Gleason Score: The Gleason score, also known as the Gleason grading system, is a
measure of prostate cell growth and behavior. Gleason’s system assigns histologic
grade to predominant (primary) and lesser (secondary) pattern of tumor from 1-5:
The grade numbers of the two patterns are added to obtain the Gleason score, which
may range from 2 to 10. Darken the circle corresponding to the Gleason score as it
appears in the record.

• If the medical record states two Gleason patterns numbers instead of the final
Gleason score, the combined score should be recorded. (For example, if the medi-
cal record states a Gleason score of “4 + 5,” record the combined score of “9.”) 6.
Or if only Gleason patterns are noted, and not added to derive the Gleason score,
record the sum of the two predominant Gleason patterns. If only one Gleason pat-
tern is noted, meaning there is only one pattern type noted, double the score to
derive the Gleason score.

• If, during the diagnostic process, two different (total) Gleason scores are assigned
as a result of two different procedures (example: initial biopsy and resection), the
highest Gleason score should be recorded. An asterisk should be placed next to
Items C.18 and the remaining Gleason score with the source such as biopsy or
prostatectomy should be recorded in Comments. Also note the source. Begin your
statement in Comments with the verbatim as recorded in the following example: 

Gleason 
Pattern

Gleason 
Score Histologic Grade

Histopathologic
Grade for Primary
Prostate Cancer

1,2 2,3,4 I Well differentiated G1

3 5,6,7 II Moderately differentiated G2

4,5 8,9,10 III Poorly differentiated G3-4
October 1, 2003 28 Specifications for Diagnostic Evaluation
Appendix A-8-1 Form - Prostate - Version 3



• Neoplasm of uncertain behavior of the prostate: Darken the circle for “99 –
Not available”. Gleason’s score is not assigned to a neoplasm of uncertain behav-
ior. If the medical record contains information about this neoplasm that would
result in a Gleason’s score, contact the CC MRA Coordinator. 

• Extranodal lymphoma arising in the prostate: Darken the circle for “99 – Not
available”. Gleason’s score is not assigned to an extranodal lymphoma arising in
the prostate. If the medical record contains information about this neoplasm that
would result in a Gleason’s score, contact the CC MRA Coordinator. 

• Primary sarcoma of the prostate: Darken the circle for “99 – Not available”.
Gleason’s score is not assigned to a primary sarcoma of the prostate. If the medi-
cal record contains information about this neoplasm that would result in a Glea-
son’s score, contact the CC MRA Coordinator. 

If the Gleason score is not available in the record, darken the circle for “99.”

19.TNM Staging for Primary Prostate Cancer: This item refers to the TNM or AJCC
(American Joint Committee on Cancer) Staging system. The AJCC Manual for Staging
of Cancer provides the minimum requirements for clinical and pathologic staging. A
list of relevant documentation, based on those requirements can be found below. If
TNM staging was performed, darken the circle corresponding to the edition of the
AJCC Cancer Staging Manual used, the 4th Edition or the 5th Edition. 

 

TNM staging describes the anatomic extent of disease based on three components: 

(1) the extent of the primary tumor (T), 

(2) the absence or presence and extent of regional lymph node metastases (N),
and 

(3) the absence or presence of distant metastases (M). 

The addition of numbers to these three components indicates the extent of the malig-
nant disease, thus showing progressive increase in tumor size or involvement.

If the TNM staging is available in the medical record, the abstractor may record it
directly from the record. This staging is often performed by a Tumor Registrar (also
known as a Cancer Registrar) and, if not available in the medical record, it may be
available in the tumor registry. If the TNM staging is not available in the tumor regis-
try, the abstractor should attempt to have the stage classified by the Tumor Registrar
at a later date. The Tumor Registrar must be a CTR or CTR-eligible. If the TNM staging
is not in the records or if the abstractor disagrees with the staging, the CTR may
assign the TNM stage when all relevant documentation from the patient's medical
record is available to him/her. If an institution does not have a Tumor Registrar, then
a physician can assign the TNM stage as long as all relevant patient documentation is

Item E.24, Comments

Item # Comments:

C.18 Additional Gleason score = ____; source = prostate biopsy

Note: The 5th Edition of the AJCC manual was published in January 1998. This latest
edition should be used to stage all cancers diagnosed on or after January 1, 1998. For
all previous cases the 4th Edition should be used.
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available to the physician. The nosologist or abstractor should not assign the TNM
staging, unless s/he is also a CTR (or CTR-eligible) and all relevant documentation is
available.

If a participant receives neoadjuvant therapy prior to surgical resection, NCI would
like the abstractors to do Clinical Staging of the Primary Cancer. Then record the TNM
Pathologic Staging, using surgical pathology. In this situation TNM Pathologic Staging
should be recorded as follows:

• Complete the item for TNM Pathologic Staging using the surgical pathology report.

• Place an asterisk next to the item number and go to the Comments section in Part
D.

• Record the item number in the left margin of the Comments section and begin
with the phrase, “ypT_N_M”, including the appropriate numerical stage of the car-
cinoma which was recorded in Part C, TNM Pathologic Staging. “y” is a TNM
descriptor that indicates that staging was performed during or following multi-
modal therapy and the “p” indicates pathologic staging. After the appropriate
information has been included in the “ypTNM” format, briefly state what treatment
was received prior to surgery.

General Guidelines for NX vs. N0 and MX vs. M0:

The X category should be used when involvement of regional lymph nodes or distant meta-
static sites was not evaluated or could not be evaluated. It is not sufficient to assume that an
evaluation would have been negative (or positive). If there is a statement in the record doc-
umenting the physician’s assessment of regional lymph nodes and/or metastatic sites as
negative or not involved, without physical examination, imaging, or other diagnostic proce-
dures, this may be used to assign 0 rather than X. The use of category 0, as in N0 or M0,
means that no involvement was found after some type of evaluation including appropriate
work-up and/or the physician’s clinical impression.

 

a. TNM Clinical Staging

If both clinical and pathological staging are available, both should be recorded. Clini-
cal staging is based on the assessment of the anatomic extent of disease before insti-
tuting definitive therapy. All information available prior to the first definitive
treatment of primary prostate cancer may be used for TNM clinical staging. Enough
information must be available about the primary tumor to determine if the tumor is
confined to the prostate. Relevant documentation that is suggested to assign clinical
staging includes:

• Physical examination;

Item E.24, Comments

Item # Comments:

C.19.b ypT_N_M_; Treatment received prior to surgery was…

NOTE: SCs should photocopy any documents from medical records that are used for
TNM staging, and keep these with the participant’s file.
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• Digital rectal examination (DRE), to include the use of screening DRE to stage the
tumor clinically - the CTRs will also use the worst result DRE to determine the clin-
ical tumor stage; 

• Imaging, including transrectal ultrasound (TRUS), intravenous pyelogram (IVP),
kidney-ureters-bladder X-ray, abdominal and/or pelvic CT scans, lymphangio-
gram, and MRI; 

• Endoscopy, including cystoscopy and proctosigmoidoscopy; 

• Laboratory tests, including PSA, and acid phosphatase; and

• Histologic or cytologic confirmation. 

Darken the circle to indicate whether the TNM clinical staging is available as follows: 

Yes: If the TNM Clinical Staging is available, or at least some part of it is avail-
able, darken the circle for “Yes” and then darken the circles corresponding to the
Primary Tumor (T) code, the Nodal Involvement (N) code, and the Distant
Metastases (M) code. If the code for T, N, or M is not available, darken the circle
next to “Not available” in the column(s) for which the code is not available.

- Note that the TIC category is reserved for tumor unsuspected by the clinicians,
so is not palpable on DRE examination. Those tumors that are not palpable on
DRE examination but visible on TRUS will remain T1c for research purposes (as
clinically undetected).

- Note that a clinically detected prostate cancer, e.g. T2a, would require an
abnormal suspicious DRE that prompts the biopsy (for cancer confirmation).

- For a  tumor to be clinically staged  as T2a, the cancer that is confirmed must
be on the same side as the abnormality that is noted on the DRE. Should the
participant have an AS DRE exam, and the cancer is not found on the side of
the abnormality, but on the opposite side that did not have palpable abnormal-
ity suspicious for cancer, then the tumor stage would remain clinically inappar-
ent (T1c).

No: If no part of the TNM clinical staging is available, then darken the circle for
“No” and skip to C.19b, TNM Pathologic Staging. “No” should also be recorded in
the following situations:

- Neoplasm of uncertain behavior of the prostate: TNM clinical staging
does not apply to neoplasms of uncertain behavior of the prostate.

- Extranodal Lymphoma arising in the prostate: TNM clinical staging does
not apply to extranodal lymphoma arising in the prostate. 

- Primary sarcoma of the prostate: TNM clinical staging does not apply to
primary sarcoma of the prostate. 

b. TNM Pathologic Staging 

Relevant documentation necessary to assign pathologic staging includes:

• Any data for clinical staging; 

• Total prostatoseminalvesiculectomy; and

• Pelvic lymph node dissection. 

Note that transurethral resection of the prostate is not adequate surgery to use for
pathologic staging. It may be possible to assign pathologic staging without total
prostatoseminalvesiculectomy if a biopsy of the bladder neck, external sphincter,
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rectum, levator muscles, or any positive lymph node confirms the highest cate-
gory for T or N.

Darken the circle to indicate whether the TNM pathologic staging is available as fol-
lows:

Yes: If the TNM Pathologic Staging is available, or at least some part of it is avail-
able, darken the circle for “Yes” and then darken the circles corresponding to the
Primary Tumor (T) code, the Nodal Involvement (N) code, and the Distant
Metastases (M) code. If the code for T, N, or M is not available, darken the circle
next to “Not available” in the column(s) for which the code is not available.

No: If no part of the TNM Pathologic Staging is available, then darken the circle
for “No” and skip to Item C.20, Record Stage."No" also applies to the following
situations:

- Neoplasm of uncertain behavior of the prostate: TNM pathologic staging
does not apply to neoplasms of uncertain behavior of the prostate. 

- Extranodal Lymphoma arising in the prostate: TNM pathologic staging
does not apply to extranodal lymphoma arising in the prostate. 

- Primary sarcoma of the prostate: TNM pathologic staging does not apply to
primary sarcoma of the prostate. 

20.Record Stage: If TNM Pathologic Staging is complete, this item must be skipped. If
any part of the TNM Pathologic Staging is not available or is incomplete (i.e., “Tx”,
“Nx”, or “Mx”), this item must be completed. This item is to document the stage of
disease (other than TNM staging) for primary prostate cancer. There are three stage
classifications provided for prostate cancer: “Stage Only,” “AUA Staging,” and “Sum-
mary Staging.” AUA staging is also known as Whitmore staging.

• If information about one or more of the stage classifications is not available in the
medical record, it is not necessary to try to obtain it from another source. 

• If a stage classification other than those provided on the form is available in the
record and all or part of TNM Pathologic Staging is not available, place an asterisk
beside Item C.20, and record in the Comments section. Begin your statement in
Comments with the verbatim as recorded in the following example: 

• If stage is available for an extranodal lymphoma arising in the prostate, for a pri-
mary sarcoma of the prostate, or for any other type of primary prostate malig-
nancy that cannot be staged using TNM, complete Item C.20. 

Darken the circle to indicate whether stage of disease is available as follows:

Yes: If “Stage Only,” “AUA Staging,” and/or “Summary Staging” is available,
darken the circle for “Yes” and then darken the circles corresponding to the code
for each. If stage of disease is not available for any particular classification,
darken the circle next to “Not available” in the appropriate column.

Item E.24, Comments

Item # Comments

C.20 Other Stage Classification is _________. Stage = ___
October 1, 2003 32 Specifications for Diagnostic Evaluation
Appendix A-8-1 Form - Prostate - Version 3



No: If no information is available about any of the three stage classifications,
“Stage Only,” “AUA Staging,” or “Summary Staging” in the record, darken the cir-
cle for “No” and skip to Part D, Physician/Hospital Location Information.

- Neoplasm of uncertain behavior of the prostate: Darken the circle for
“No.” Typically, a neoplasm of uncertain behavior is not staged. If the medical
record contains staging information about this neoplasm, contact the CC MRA
Coordinator.

• If no stage of disease information is available, it is not necessary for the abstrac-
tor to obtain it from another source. Also, the abstractor should not attempt to
code stage of disease unless s/he is a Certified Tumor Registrar (CTR) or CTR-eli-
gible. If the abstractor is a CTR, or is CTR-eligible, and has all of the necessary
documentation for determining the stage of disease, then s/he may code stage of
disease and record it following the guidelines above. 

Part D: Date of Diagnostic Evaluation Determination:

21.Complete this item by recording the month, day and year of the diagnostic evaluation
determination if one of the following conditions is satisfied: 

• Item A.9 = No malignancy and Items B.10 and B.11 = No. The date of diagnosis
should correspond to the procedure with the latest date, or

• Item A.9 = No malignancy and no diagnostic procedures were performed (per par-
ticipant self report) or

• Item A.9 = No information available

Darken the circle corresponding to each number. If the exact date of diagnostic eval-
uation determination cannot be determined from the record, the specific year and the
month can be assessed and should be recorded. In this situation, record the exact
month and year. Record the day as “99”. Zero fill month and day, and record four dig-
its for year.

Part E: Physician/Hospital Location Information:

In this section, record physician and hospital location information, where the participant
underwent diagnostic evaluation for prostate cancer, other than what was reported prior to
abstracting. Items E.22 and E.23 are not required, but it is recommended they be completed
to facilitate collection of additional medical record data, including pathology reports and
slides. This section also includes the comments item for recording additional information. The
physician and hospital location information will not be entered into the Data Entry and Editing
System (DEES), while information recorded in the comments item will be entered.

22.Physician for Diagnostic Evaluation: Record the name, address, and telephone
number of the primary physician who provided care during the participant's diagnostic
evaluation for prostate cancer and/or the physician who performed the diagnostic
evaluation procedures. Space has been allotted for entry of two physicians. Record
the physician's office address, if available, otherwise, record the physician's hospital
address. Record the participant's medical record or chart number for each physician
location.

23.Hospital or Clinic for Diagnostic Evaluation: Record the name, address, and tele-
phone number of the hospital or clinic at which the participant underwent one or more
diagnostic procedures for prostate cancer. Space has been allotted for entry of two
hospitals or clinics. Record the participant's medical record or chart number for each
hospital or clinic location.
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24.Comments: Use this section to record any overflow information. Discrepant informa-
tion should no longer be recorded in Comments. If an item being abstracted has con-
flicting or discrepant information, the SC Lead Abstractor, SC Coordinator and/or
Principal Investigator should review the discrepant information for the appropriate
coding decision prior to contacting the CC MRA Coordinator. 

Do not darken the “Yes” or “No” circles at the top of page 12 if Comments continues
on this page. Leave the circles blank. Comments “Yes” “No” circles should only be
darkened on page 11 of the form.

If there are no additional comments, darken the circle next to “No.” If there are addi-
tional comments, darken the circle next to “Yes,” then record the comments as in the
following example when a fourth PSA Blood Test should be collected:

• First enter the item number indicating the item to which the comments are
related, and record the comments in the space provided to the right of the item
number. 

• Throughout these specifications, standard phrases are given to preface comments
so they will be easier to locate during analysis. Please use these phrases at the
beginning of the comments, if applicable. 

• Place an asterisk next to the item number being referenced in the main body of
the DEP form. 

• If more space is needed, darken the circle next to “Continued” on the bottom of p.
12, and record additional comments on a Comments Continuation Form (CCF). 

Item # Comment:

A.3 4;PSA level =__;PSA Assay Brand =__;Lab Range =__ to __;
Date =__
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PLCO Cancer Screening Trial

SPECIFICATIONS FOR COMPLETION OF THE MEDICAL RECORD ABSTRACT
FORM: TREATMENT INFORMATION - PROSTATE
VERSION 2 (TIP2/TPQ2)TIP SPECIFICATIONS

This form is to be completed by the Medical Record Abstractor and the CTR or CTR - eligible
individual. Specifically, the CTR will be required to complete Item A.5 (Any Local or Regional
Residual Disease Left After Surgery). 

Refer to the General Abstracting Techniques (Appendix K of the MOOP) for guidelines on gen-
eral abstracting techniques. Some key guidelines are presented below:

• When abstracting date information for items with multiple treatments, record the
dates in the order in which they are found in the medical record.

• Sources of information are specified, where appropriate, for abstracting the vari-
able items on the form. The sources of information are listed in priority order by
best source. Note that information must be obtained from a physician, hospital, or
tumor registry. If the treatment is considered to be a non-traditional therapy that
would not usually be mentioned in a medical record, it is acceptable to take the
participant's self-report. In all other cases, a therapy that is not mentioned in the
medical records should not be recorded.

• Information about treatment procedures should be collected for the first planned
course of treatment (usually within 6 months of the cancer diagnosis). The maxi-
mum time period for which medical records could be collected for treatment infor-
mation is about 1 year from the date of a cancer diagnosis.

• This form includes items, which require that data be entered verbatim, such as
recording “other (specify),” and recording comments. The abstractor should be
sure to use clear and legible handwriting when completing these items.

• If additional space is needed to record treatment information, use the Comments
section. Record the same type of data as requested in the treatment table.

• If any item has unclear, discrepant, or conflicting information, review the informa-
tion with the SC Lead Abstractor, SC Coordinator or the Principal Investigator.
August 20, 2001 1 Specifications for Treatment
Information Form - Prostate  - Version 2



Specifications for completing each item of the form are given below:

General instructions for the completion of forms to be scanned by an Optical Mark
Reader:

• Use a No. 2 pencil to mark your answers. Do not use red ink or felt tip
pens.

• Make heavy black marks that fill the circle completely.

• If you need to change an answer, be sure to erase completely. 

• Mark only one response for each question, unless the instructions tell you
otherwise. 

• Some questions have additional instructions next to certain answers.
These instructions may ask you to skip questions that do not apply or ask
you to provide additional information. First darken the appropriate circle,
and then follow the instructions as directed. Unless instructed otherwise,
go to the next question. 

Administrative Section:

Participant ID: Affix a Participant ID label to the space provided in the lower left cor-
ner of the form.

1. Date Abstracted: Record the date the medical record was abstracted. This is the
date the entire form was completed. Month and day should be zero filled and two dig-
its should be recorded for the year (e.g., 02/07/2000). The circles for “2” and “0”
have been filled in. Darken the circle corresponding to each remaining number. 

If the disposition of the form is “Interim Complete” (see Disposition below), record
the date the interim disposition was assigned. When the form is finalized, erase the
interim date and record the date the form was completed.

2. Abstractor ID#: Record the 4-digit staff ID number assigned to the individual who is
abstracting the medical record and completing the TI. If more than one abstractor
completes the TI, the SC Lead Abstractor should determine which abstractor is
responsible for the content of the form-this abstractor's ID number should be
recorded here. Darken the circles corresponding to the four digits.

3. CTR ID#: Record the 4-digit staff ID number assigned to the individual who is
abstracting Item A.5. (Any Local or Regional Residual Disease Left After Surgery).
Darken the circle corresponding to the four digits.

4. Study Year: Darken the circles corresponding to the study year, from T0 to T13.
Zero-fill the number for T0 - T9 (e.g., T00, T01, T02, etc.).

5. Purpose of Abstract: This form may be used for either the initial abstracting of
medical record information, or for repeat abstraction of the medical record for quality
assurance. Darken the circle corresponding to the purpose of the abstract as follows:

• Initial abstract: Medical record information is being abstracted for the “first”
time to confirm the treatment of prostate cancer.
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• Re-abstract for QA: Medical record information that has already been abstracted
to confirm the treatment of prostate cancer is being re-abstracted for the purpose
of quality assurance. Not yet implemented.

6. Form Processing: These are the steps that should be completed in order to process
the medical record abstract form. All of the items except “Disposition” are optional.
“Disposition” is required and may be marked on the form or entered directly into
DEES. Dispositions of “Final Complete” (FCM) may also be set automatically in DEES
when the form is edited (See DEES User's Guide). 

• Form Receipted into SMS: This item is optional. Darken this circle after the form
has been receipted into the SMS. The form may be receipted interactively or
through the DEES to SMS Update. (Refer to Chapter 17 of the MOOP for instruc-
tions on receipting forms.) 

• Manual Review Completed: This item is optional. Darken this circle after the
form has been reviewed by SC staff to make sure that the information is com-
plete, legible and that the appropriate circles are darkened properly. (Refer to
Chapter 17 of the MOOP for instructions on performing a manual review of forms.) 

• Data Entry of Non-Scannable Items: This item is optional. Complete this item
to indicate the status of verbatim data entry. (Refer to Chapter 17 for instructions
on data entry of non-scannable items.) When data entry is complete, darken the
circle next to “Completed.” If no data entry of non-scannable items is required,
darken the circle next to “None Required.” 

• Data Retrieval: This item is optional. Complete this item to indicate the status of
data retrieval. If data retrieval was attempted, regardless of whether or not addi-
tional information was collected, darken the circle next to “Attempted.” If no data
retrieval was required, darken the circle next to “None Required.” 

• Disposition: The SC is required to assign a disposition to each opscan form.
There is one interim disposition and there are two final dispositions: 

- Interim Complete (ICM): This disposition may be assigned when there are
outstanding data but the SC would like to scan the data that are available into
the DEES. (Since it may take a number of months for all of the data to be
abstracted, it is recommended that the form be scanned into the Data Entry
and Editing System each time it is updated.) Once all data are abstracted,
remove the ICM so that the appropriate disposition is assigned.

- Final Complete (FCM): This disposition may be assigned when there are no
errors reported on the DEES edit report or the only errors reported are
“UNLIKELY” errors that have been investigated by the SC, or errors on the
optional form processing items.

- Final Incomplete (FIC): This disposition may be assigned when there are
errors reported on the DEES edit report (except UNLIKELY errors that have
been investigated) which cannot be corrected. This includes errors that cannot
be corrected because data retrieval is not required for the item, or because the
information could not be obtained, even with data retrieval.

The disposition may be assigned in three ways:

- by darkening the bubble on the opscan form and scanning it;

- by keying the disposition into DEES;

- by allowing the computer to assign the final disposition for forms with no
errors (FCM only).
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Part A: Initial Treatment Information:

In this section, record all treatments that make up the first course of treatment the partici-
pant received for prostate cancer. 

• If the treatment is intended as initial management, it should be recorded, regard-
less of the time frame or treatment site. 

• If the first course of treatment is directed toward a metastatic site, it is appropri-
ate to code this treatment. 

• Combination Treatments: If multiple treatments are given in combination, enter
the date treatment began for the combination treatments. If another treatment is
added to the combination (or one is removed), the new combination should be
considered a new treatment with a new start date. 

• Time period Rules for First Course of Treatment (in order of precedence):

1. If there is a documented, planned first course of treatment, first course ends
at the completion of this treatment plan, regardless of the duration of the
treatment plan.

2. If the patient is treated according to a facility's standards of practice, first
course ends at the completion of the treatment.

3. If there is no documentation of a planned first course of treatment or standard
of practice, first course of treatment includes all treatment received before dis-
ease progression or treatment failure. If it is undocumented whether there is
disease progression/treatment failure and the treatment in question begins
more than one year after diagnosis, assume that the treatment is not part of
the first course. 

4. If a patient refuses all treatment modalities and does not change his/her mind
within a reasonable time frame, or if the physician opts not to treat the
patient, record that there was no treatment in the first course. 

• If treatment is given for symptoms/disease progression after a period of “watchful
waiting,” this treatment is not considered part of the first course. For example, if a
physician and patient choose a “wait and watch” approach to prostate cancer and
the patient become symptomatic, consider the symptoms to be an indication that
the disease has progressed and that any further treatment is not part of the first
course.

• All modalities of the initial course of treatment are included regardless of
sequence or the degree of completion of any component method.

Reference: SEER Program Code Manual, Third Edition. Bethesda, MD: National
Institutes of Health, National Cancer Institute; 1998, p.119.

• If there is a significant treatment that is not in the first course of treatment and
the abstractor and the SC Principal Investigator feel it should be recorded, this will
need to be sent to the CC MRA Coordinator. The relevant medical records should
be copied (identifiers deleted) and sent to the CC MRA Coordinator with a memo
describing the issue. 

1. Radiation Treatment for Prostate Cancer: This item is concerned with the radia-
tion treatment the participant received for prostate cancer. Radiation treatment most
commonly consists of either external photon beam therapy or brachytherapy (intrap-
eritoneal implant). More rarely, radiation treatment may consist of either neutron or
proton external beam therapy. Note that this item is concerned with radiation treat-
ment and not diagnostic x-rays such as a CT scan.
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External photon beam therapy is delivered by a machine, which generates x-rays or
contains a large amount of a radioactive isotope (cobalt), or delivered by a linear
accelerator. External beam treatments are given in one or more “series” or “courses.”
Each course of radiation is administered over a period of days or weeks in small daily
doses.

Brachytherapy is a method of radiotherapy in which radioactive sources are applied
on the external surface of the patient, implanted in tissue, or inserted into body cavi-
ties. Brachytherapy procedures usually are performed in an operating room since they
require anesthesia. Although the brachytherapy treatment may be performed in a
surgical suite and recorded in surgical notes, it is radiotherapy and should be
recorded as such for purposes of describing the participant's treatment.

Some institutions may have the capability to deliver neutron beam therapy, via a hos-
pital based high-energy cyclotron, or proton beam therapy, via a hospital-based syn-
chrotron. Treatment via these modalities is usually administered in “courses” or
“series” over a period of time. Most institutions, however, find these machines
impractical for a hospital setting due to their cost and size.

Darken the circle corresponding to whether the participant received radiation treat-
ment as follows:

No: The record clearly states that the participant did not receive radiation treat-
ment, or there is no mention of radiation treatment (planned or given) in the
records. Darken the circle for “No” and go to Item 2.

Yes: The record indicates that the participant received radiation treatment.
Darken the circle for “Yes” and complete the table for Item 1. Record information
for each course of radiation treatment received in a separate column. For each
radiation treatment, complete the following:

- Date Radiation Treatment Began: Record the month, day and year that the
radiation treatment was begun for a particular course. If the day is not clear,
year and month can usually be assessed, even if the exact day cannot be
determined. In this situation, record the exact month and year. Record the day
as “99.” Darken the circle corresponding to each number. Zero fill month and
day, and record four digits for year.

If space is needed to record additional radiation treatments, use the Comments
section to record the same type of data as requested in the table. In Comments,
record the item numbers and labels followed by the data. For example, the first
additional radiation treatment in Comments would be the third radiation treatment
recorded:

 

Unknown: The record states that a radiation treatment is planned but then there
is no mention of whether or not it was actually given. This code should also be
used if the record clearly states that this information is unknown. Darken the cir-
cle for “Unknown” and go to Item 2.

Item B.8, Comments:

Item # Comments

A.1 3; Date = ___
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2. Surgical Treatment for Prostate Cancer: This item is concerned with the surgical
treatment that the participant received, including TURP procedures, if appropriate.
Complete this item as follows: 

No: The record clearly states that the participant did not receive surgical treat-
ment, or there is no mention of surgical treatment (planned or given) in the
records. Darken the circle for “No” and go to Item 3.

Yes: The record indicates that the participant received surgical treatment. Darken
the circle for “Yes” and complete the table for Item 2. For each surgical procedure
performed, complete the following items:

- Type of Surgical Procedure: Darken the circle corresponding to the type of
surgical procedure performed. Refer to the Surgical Procedure Codes for the
list of common surgical procedures for prostate cancer and to Appendix K-17-2
of the MOOP for definitions of surgical procedures for the prostate. If the par-
ticipant had a surgical procedure other than those listed, darken the circle for
“Other (SPECIFY)” and record the surgical procedure performed on the line
provided.

If the surgical procedure includes resection of the prostate with removal of
lymph nodes is performed, this should be coded as two separate procedures
using the appropriate code for surgical resection and code “01” or code “02”
for the lymph node removal. 

- Date of Surgery: Record the month, day and year that the surgical procedure
was performed. If the date is not clear, year and month can usually be
assessed, even if the exact day cannot be determined. In this situation, record
the exact month and year. Record the day as “99.” Darken the circle corre-
sponding to each number. Zero fill month and day, and record four digits for
year. 

If space is needed to record additional surgical procedures, use the Comments
section to record the same type of data as requested in the table. In Comments,
record the item numbers and labels followed by the data. For example, the first
additional surgical treatment in Comments would be the fifth surgical treatment
recorded:

Unknown: The record states that a surgical treatment is planned but then there
is no mention of whether or not it was actually given. This code should also be
used if the record clearly states that this information is unknown. Darken the cir-
cle for “Unknown” and go to Item 3. 

3. Hormonal Treatment for Prostate Cancer: This item is concerned with any hor-
monal treatment the participant received for prostate cancer. Hormonal treatments
attempt to deprive prostatic tumors of circulating androgens and thereby produce
regression of both primary and metastatic lesions. Hormonal treatment may include
orchiectomy (the excision of both testes), or administration of a hormone such as
estrogens, antiandrogens (Flutamide), etc. 

Item B.8, Comments:

Item # Comments

A.2 5; Type =___; Date = ___
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Hormonal therapy may be the primary treatment, prescribed in cases of advanced
cancer, or may be an adjuvant treatment, given in addition to surgery and/or radia-
tion.

The participant's medical record may or may not contain hormonal treatment data.
Unlike surgery and radiation treatments, which must be performed at a hospital or
clinic, hormonal treatment may be administered at a physician's office. In addition, it
may be self-administered under the guidance and supervision of a physician. It is,
therefore, especially important that the abstractor carefully review the record and, if
necessary, contact the physician for information on hormonal treatment.

Darken the circle corresponding to whether the participant received hormonal treat-
ment as follows:

No: The record clearly states that the participant did not receive hormonal treat-
ment, or there is no mention of hormonal treatment (planned or given) in the
records. Darken the circle for “No” and go to Item 4.

Yes: The record indicates that the participant received hormonal treatment.
Darken the circle for “Yes” and complete the table for Item 3. For each type of
hormonal treatment received, complete the following:

- Date Hormonal Treatment Began: Record the month, day and year that the
hormonal therapy was begun for a particular course. If the date is not clear,
year and month can usually be assessed, even if the exact day cannot be
determined. In this situation, record the exact month and year. Record the day
as “99.” Darken the circle corresponding to each number. Zero fill month and
day, and record four digits for year. 

If space is needed to record additional hormonal treatments, use the Comments
section to record the same type of data as requested in the table. In Comments,
record the item numbers and labels followed by the data. For example, the first
additional hormonal treatment in Comments would be the fourth hormonal treat-
ment recorded: 

 

Unknown: The record states that a hormonal treatment is planned but then there
is no mention of whether or not it was actually given. This code should also be
used if the record clearly states that this information is unknown. Darken the cir-
cle for “Unknown” and go to Item 4. 

4. Other Type of Treatment for Prostate Cancer: This item is concerned with any
treatment other than surgery, radiation and hormonal treatment that the participant
received for prostate cancer. Other types of treatment include chemotherapy, hyper-
thermia, new drugs, biologic therapy, and alternative treatments. Do not record
“Watchful Waiting” as a Type of Treatment for Prostate Cancer. 

Darken the circle corresponding to whether the participant received some other type
of treatment as follows:

Item B.8, Comments:

Item # Comments

A.3 4; Date = ___
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No: The record clearly states that the participant did not receive any other type of
treatment, or there is no mention of other treatments (planned or given) in the
records. Darken the circle for “No” and go to Item 5.

Yes: The record indicates that the participant received some other type of treat-
ment. Darken the circle for “Yes” and complete the table for Item 4. For each type
of treatment received, complete the following:

- Date Other Treatment Began: Record the month, day and year that the
other type of therapy began. If the date is not clear, year and month can usu-
ally be assessed, even if the exact day cannot be determined. In this situation,
record the exact month and year. Record the day as “99”. Darken the circle
corresponding to each number. Zero fill month and day, and record four digits
for year. 

If space is needed to record other type of treatments for prostate cancer, use the
Comments section to record the same type of data as requested in the table. In
Comments, record the item numbers and labels followed by the data. For exam-
ple, the first additional other type of treatment for prostate cancer in Comments
would be the third other type of treatment for prostate cancer recorded:

Unknown: The record states that an “other” treatment is planned but then there is no men-
tion of whether or not it was actually given. This code should also be used if the record
clearly states that this information is unknown. Darken the circle for “Unknown” and go to
Item 5. 

5. Any Local or Regional Residual Disease Left After Surgery: This item is to be
completed only by a CTR or a CTR-eligible individual. This item documents whether
the participant had any local or regional residual disease left after surgery. Record
information for this item for any attempted surgical procedure even if the procedure
was not completed. Surgery is defined as any of the surgical procedures listed in Item
2. If there are multiple surgeries, use the results of the last surgery in the first course
of treatment to answer the question. For prostate cancer only, “local” is defined as in
the prostate bed. Regional residual disease is defined as a cancer that remains after
surgery and is related to the original site by direct extension. This regional disease
refers to the site of the surgery (not necessarily the site of the primary cancer). It
does not apply to metastases. Information should be taken from the pathology report
since this is the most definitive source for determining residual disease and the oper-
ative report may be used for further clarification. If neither pathology nor operative
reports are available, a discharge summary or doctor's note with treatment plan may
be used to record this item. “Perineural or vascular invasion” noted on a surgical
pathology report does not infer that regional or residual disease is left after surgery.
The pathology report refers only to the specimen or tissue removed during surgery,
not to the tumor that remains following surgery. Darken the circle corresponding to
whether the participant had any local or regional residual disease left after surgery as
follows: 

No: The record indicates that the participant had no local or regional residual dis-
ease left after surgery. Darken the circle for “No” and go to Item 6.

Item B.8, Comments:

Item # Comments

A.4 3; Date = ___
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Yes - Microscopic: The record indicates that the participant had local or regional
residual disease left after surgery which was microscopic (of minute size). The
pathology report may state “tumor to surgical margin” or “involves capsule.”
Darken the circle for “Yes - Microscopic” and go to Item 6.

Yes - Gross Tumor: The record indicates that the participant had local or
regional residual disease left after surgery which was a tumor remaining in the
pelvic wall, colon, anus or rectum. The pathology report may state “gross residual
disease remaining with nearby structural invasion.” Darken the circle for “Yes -
Gross Tumor” and go to Item 6.

Yes - Elevated PSA: The record indicates that the participant had local or
regional residual disease left after surgery from an elevated PSA level that was
performed after surgery. Participants who have undergone a radical prostatec-
tomy should have an undetectable level of PSA in the blood. An elevated PSA is
any measurable PSA detected in the blood following surgery. Darken the circle for
“Yes - Elevated PSA” and go to Item 6. This is only recorded if there is no other
evidence for gross or microscopic disease.

If a participant has had a transurethral resection, it is virtually certain that there is
residual disease remaining after surgery. 

The highest order of evidence should be coded. For example, if the operative
report notes that gross disease remains, then “gross” should be coded. But if the
report notes that there were positive surgical margins without gross evidence of
disease, the “microscopic” response should be used.

Not applicable: The participant did not receive any surgical treatment for pros-
tate cancer or Item A.2, Surgical Treatment for Prostate Cancer, is “No” or
“Unknown”. Darken the circle for “Not applicable” and go to Item 6.

Unknown: The record does not mention if the participant had local or regional
residual disease left after surgery, or the record clearly states that this informa-
tion is unknown. Darken the circle for “Unknown” and go to Item 6.

Part B: Physician/Hospital Location Information:

In this section, record physician and hospital location information where the participant
received treatment for prostate cancer. Items B.6 and B.7 are not required, but it is recom-
mended that they be completed to facilitate collection of additional medical record data. This
section also includes a comments item for recording additional information. The physician
and hospital location information will not be entered into the Data Entry and Editing System
(DEES), while all information recorded in the comments item will be entered.

6. Physician for Treatment: Record the name, address, and telephone number of the
primary physician who provided care during the participant's treatment for prostate
cancer and/or the physician who provided or administered the treatment. Space has
been allotted for entry of two physicians. Record the physician's office address, if
available, otherwise record the physician's hospital address. Record the participant's
medical record or chart number for each physician location.

7. Hospital or Clinic for Treatment: Record the name, address, and telephone num-
ber of the hospital or clinic at which the participant underwent treatment for prostate
cancer. Space has been allotted for entry of two hospitals or clinics. Record the partic-
ipant's medical record or chart number for each hospital or clinic location.

8. Comments: Use this section to record comments and any overflow information while
abstracting from the participant's medical record. Discrepant information should no
longer be recorded in Comments. If an item being abstracted has conflicting or dis-
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crepant information, the SC Lead Abstractor, SC Coordinator and/or Principal Investi-
gator should review the discrepant information for the appropriate coding decision
prior to contacting the CC MRA Coordinator.

If there are no additional comments, darken the circle next to “No.” If there are addi-
tional comments, darken the circle next to “Yes,” then record the comments as fol-
lows. First enter the item number indicating the item to which the comments are
related. Record the comments in the space provided to the right of the item number
as in the following example when a fifth Surgical Procedure for Prostate Cancer should
be collected:

Place an asterisk next to the item number being referenced in the main body of the TIP form.
If more space is needed, darken the circle next to “Continued,” and record additional com-
ments on a Comments Continuation Form (CCF). 

Item # Comment:

A.2 5;Type =___; Date = ___
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PLCO Cancer Screening Trial

SPECIFICATIONS FOR COMPLETION OF THE MEDICAL RECORD ABSTRACT 
FORM:

DIAGNOSTIC EVALUATION - LUNG VERSION 3 (DEL3/DLQ3)

This form is to be completed by the Medical Record Abstractor, a nosologist (trained medical
coder), and a Tumor (or Cancer) Registrar who is also a Certified Tumor Registrar (CTR) or
CTR – eligible. Items, which are to be completed by a nosologist or a CTR, are specified. The
abstractor should complete all other items. Specifically, the nosologist will be required to
complete Item B.7 (Other Cancer Diagnosis). The CTR will be required to complete Part C:
Items C.8 (Date of Primary Lung Cancer Diagnosis), C.9 (Verbatim Description of Primary
Lung Cancer Diagnosis), C.10 (ICD-O-2 Cancer Classification), C.11 (Photocopy of Report
Confirming Primary Lung Cancer), C.12 (Primary Tumor Location), C.13 (Histopathologic
Type for Primary Lung Cancer), C.14 (Histopathologic Grade for Primary Lung Cancer), C.15
(TNM Staging for Primary Lung Cancer), and C.16 (Record Stage).

Refer to the General Abstracting Techniques (Appendix K of the MOOP) for guidelines on gen-
eral abstracting techniques. Some key guidelines are presented below:

• Sources of information are specified, where appropriate, for abstracting the vari-
able items on the form. The sources of information are listed in priority order by
best source. Note that information must be obtained from a physician, hospital, or
tumor registry; it should not be obtained from the participant except for Item A.1,
Diagnostic Procedures Performed, in which the information recorded may be
based on participant self-report. Written documentation from the physician or the
medical record, for example, is preferable to obtaining information verbally.  

• Information about diagnostic procedures could possibly be collected up to 12
months after the date of a positive screen (if a conclusive diagnosis or the next
screening exam does not come first). In addition, information about complications
of diagnostic procedures should be collected up to 12 months from the time diag-
nostic procedures began. In the event of a cancer diagnosis, medical complica-
tions should be collected for an additional 6 months after the diagnosis. 

• Before beginning abstraction, the medical record documents should be placed in
chronological order and the diagnostic/staging procedures should be abstracted
chronologically. If, however, a diagnostic or staging procedure is identified and
added after the form has been completed, it is not necessary to shift all of the
data to maintain the chronological order; the new procedure may be added at the
end of the appropriate item. 

• This form includes items, which require that data be entered verbatim, such as
recording diagnoses, recording “other (specify),” and recording comments. Verba-
tim comments should be accurate and succinct. The abstractor should be sure to
use clear and legible handwriting when completing these items. 

• If the medical record contains unclear, discrepant, or conflicting information for
any item, the SC Lead Abstractor, SC Coordinator and/or Principal Investigator
should first be consulted for a resolution and for making an appropriate coding
decision, prior contacting the CC MRA Coordinator. 

• When recording information in the Comments section, be sure to identify the item
to which the comment refers. Appropriate identification will aid in the analysis of
Comments data. Throughout the specifications, examples have been given for
recording information in Comments.
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Below are some guidelines for the collection of diagnostic evaluation information:

• Information regarding diagnostic procedures that occurred prior to the partici-
pant’s randomization date should not be recorded. 

• Procedures that occurred prior to the date of the initial visit for clinical assessment
(i.e., the first visit to a doctor for clinical assessment) should not be recorded, with
the exception of procedures that are part of the diagnostic evaluation for a sus-
pected cancer. If a screening test is positive or a participant experiences symp-
toms and a diagnostic procedure is performed before the participant actually visits
the doctor, this diagnostic procedure should be recorded on the DE form (even
though it took place prior to the initial visit for clinical assessment). 

For example, in the case of a positive PLCO screen with a biopsy performed, the
screen is the event that led to the initiation of diagnostic follow-up and should not
be recorded, but the biopsy is the first procedure in the diagnostic follow-up pro-
cess, and should be recorded. Similarly, health screening tests in an asymptom-
atic participant would not be recorded, but follow-up evaluation (once cancer is
suspected) should be recorded on a DE form.

• Following a positive screening exam, the SC should collect diagnostic evaluation
information until: 

- a conclusive diagnosis (either malignant or non-malignant) is made, OR

- 12 months after the date of the positive screen, OR 

- the next screening exam,

whichever comes first.

At the end of the 12 months or on the date of the next screen, if the diagnostic
evaluation is not conclusively malignant, record the result of the diagnostic evalu-
ation in Item A.5 as No malignancy.”

- An exception to the above is when diagnostic evaluation procedures are
begun, but are later discontinued by the participant, such that it cannot be
determined conclusively whether the participant had no malignancy or had a
lung or other malignancy. In this situation it is not appropriate to record a con-
clusive diagnosis, but rather to record “No information available.” If a Lead
Abstractor cannot conclusively determine the result of a diagnostic evaluation
from the medical record, contact the CC MRA Coordinator.

It is the SC’s responsibility to encourage timely follow-up of positive screens. If,
despite SC efforts, the participant does not initiate follow-up of a positive screen
until late in the year, 10 months after the positive screen for example, the SC
should still collect only the diagnostic evaluation data until 12 months after the
positive screen or the next screen, whichever comes first. In the example given,
this would mean two months of diagnostic evaluation data.

All staging information related to the initial diagnosis of primary lung cancer
should be collected (i.e., the staging procedures that resulted in the TNM or stage
of disease classifications recorded in Part C of the DEL form). Information to
investigate lung cancer recurrence should not be recorded on the DEL form. 

• If multiple primary lung cancers are diagnosed at the same time (i.e., as part of
the same diagnostic evaluation process and prior to the first definitive treatment),
it is necessary to complete portions of a separate DEL for each multiple primary.
Item 7 (Multiple Primary Cancer #) allows the abstractor to indicate whether the
DEL is being used for abstracting information about a multiple primary lung can-
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cer. If there are multiple primary cancers, each cancer should be recorded on a
separate DEL3 form. 

• If a procedure such as surgical resection, is performed, that is used for diagnosis,
staging, and treatment, that procedure should be abstracted onto both the Diag-
nostic Evaluation Form and the Treatment Information Form.

Specifications for completing each item of the form are given below:

General instructions for the completion of forms to be scanned by an Optical Mark
Reader:

• Use a No. 2 pencil to mark your answers. Do not use red ink or felt tip
pens.

• Make heavy black marks that fill the circle completely.

• If you need to change an answer, be sure to erase completely. 

• Mark only one response for each question, unless the instructions tell you
otherwise. 

• Some questions have additional instructions next to certain answers.
These instructions may ask you to skip questions that do not apply or ask
you to provide additional information. First darken the appropriate circle,
and then follow the instructions as directed. Unless instructed otherwise,
go to the next question. 

Administrative Section:

Participant ID: Affix a Participant ID label to the space provided in the lower left cor-
ner of the form. The barcode should be aligned directly over the shaded box, with the
eye-readable number toward the inside of the form. The barcode should be toward
the outer edge of the form.

1. Date Abstracted: Record the date the medical record was abstracted. This is the
date the entire form was completed. Month and day should be zero filled, and two
digits should be recorded for the year (e.g., 02/07/2000). The circles for “2” and “0”
have been filled in. Darken the circle corresponding to each remaining number.

If the disposition of the form is “Interim Complete” (see Disposition below), record
the date the interim disposition was assigned. When the form is finalized (“Final Com-
plete” or “Final Incomplete), erase the interim date and record the date the form was
completed.

2. Abstractor ID#: Record the 4-digit staff ID number assigned to the individual who is
abstracting the medical record and completing the DE. If more than one abstractor
completes the DE, the SC Lead Abstractor should determine which abstractor is
responsible for the content of the form -- this abstractor’s ID number should be
recorded here. Darken the circles corresponding to the four digits.
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3. Nosologist ID#: Record the 4-digit staff ID number assigned to the individual who is
abstracting Item B.7 (ICD-9-CM Classification of Other Cancer Diagnoses). Darken
the circles corresponding to the four digits.

4. CTR ID#: Record the 4-digit staff ID number assigned to the individual who is
abstracting specific items related to ICD-O-2 Classification and cancer diagnosis/stag-
ing in Part C. Darken the circles corresponding to the four digits.

5. Study Year: Record the study year, T0 to T13. This is the study year in which the SC
was notified of a suspicion of lung cancer. For example, if the cancer was reported on
a T1 ASU, the study year for the DEL is T1. Darken the corresponding circles. Remem-
ber to right justify and zero-fill the number for study years T0 - T9 (e.g., T00, T01,
T02, etc.).

6. Purpose of Abstract: This form may be used for either the initial abstracting of
medical record information, or for repeat abstraction of the medical record for quality
assurance. Darken the circle corresponding to the purpose of the abstract as follows:

• Initial abstract: Medical record information is being abstracted for the “first”
time to confirm a suspicion of lung cancer. This includes an initial abstract for a
multiple primary cancer (see Item 7). 

• Re-abstract for QA: Medical record information, that has already been
abstracted to confirm a suspicion of lung cancer, is being re-abstracted for the
purpose of quality assurance. This includes a re-abstract for a multiple primary
cancer (see Item 7). Not yet implemented. 

7. Multiple Primary Cancer #: The purpose of this item is to indicate whether this
form is being used to abstract information about an additional primary lung cancer
that was diagnosed at the same time as the first primary lung cancer (i.e., as part of
the same diagnostic evaluation and staging process, and before the first definitive
treatment). Indicate the sequence number for the additional primary cancer(s). If this
primary cancer is the second primary diagnosed (in chronological date order), darken
the circle for “2”. If it is the third, darken the circle for “3,” etc. If only one primary
cancer was diagnosed, this item should be skipped. 

When the participant is diagnosed with more than one primary lung cancer, record
information about the first primary (chronologically by date of diagnosis) in Part C.
For the first primary, the DEL must be completed in full (all parts). For all subsequent
primaries, use separate DEL forms and complete the administrative section, Item A.5
(Result of Diagnostic Evaluation for Lung Cancer), and Part C only. If more than one
primary was diagnosed on the same date, designate the most advanced cancer diag-
nosed on that day as the “first primary” and complete the entire DEL form. Use addi-
tional DEL forms for any other cancers diagnosed on that day.

8. Form Processing: These are the steps that should be completed in order to process
the medical record abstract form. All of the items except “Disposition” are optional.
“Disposition” is required and may be marked on the form or entered directly into
DEES. Dispositions of “Final Complete” (FCM) may also be set automatically in DEES
when the form is edited (See DEES User’s Guide).

• Form Receipted into SMS: This item is optional. Darken this circle after the form
has been receipted into the SMS. The form may be receipted interactively or
through the DEES to SMS Update. (Refer to Chapter 17 of the MOOP for instruc-
tions on receipting forms.)

• Manual Review Completed: This item is optional. Darken this circle after the
form has been reviewed by SC staff to make sure that the information is com-
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plete, legible and that the appropriate circles are darkened properly. (Refer to
Chapter 17 of the MOOP for instructions on performing a manual review of forms.) 

• Data Entry of Non-Scannable Items: This item is optional. Complete this item
to indicate the status of verbatim data entry. (Refer to Chapter 17 of the MOOP for
instructions on data entry of non-scannable items.) When data entry is complete,
darken the circle next to “Completed.” If no data entry of non-scannable items is
required, darken the circle next to “None Required.” 

• Data Retrieval: This item is optional. Complete this item to indicate status of
data retrieval. If data retrieval was attempted, regardless of whether or not addi-
tional information was collected, darken the circle next to “Attempted.” If no data
retrieval was required, darken the circle next to “None Required.” 

• Disposition: The SC is required to assign a disposition to each opscan form.
There is one interim disposition and there are two final dispositions: 

- Interim Complete (ICM): This disposition may be assigned when there are
outstanding data but the SC would like to scan the data that are available into
the DEES. (Since it may take a number of months for all of the data to be
abstracted, it is recommended that the form be scanned into the Data Entry
and Editing System each time it is updated.) Once all data is abstracted,
remove the ICM so that the appropriate disposition is assigned.

- Final Complete (FCM): This disposition may be assigned when there are no
errors reported on the DEES edit report, or the only errors reported are
“UNLIKELY” errors that have been investigated by the SC, or errors on the
optional form processing items. 

- Final Incomplete (FIC): This disposition may be assigned when there are
errors reported on the DEES edit report (except UNLIKELY errors that have
been investigated) which cannot be corrected. This includes errors that cannot
be corrected because data retrieval is not required for the item, or because the
information could not be obtained, even with data retrieval. 

The disposition may be assigned in three ways:

- by darkening the bubble on the opscan form and scanning it;

- by keying the disposition into DEES;

- by allowing the computer to assign the final disposition for forms with no
errors (FCM only).

Part A: Diagnostic Evaluation and Staging:

This section refers to the diagnostic evaluation and staging for lung cancer. Abstracting this
data will require careful review of the participant's medical records at one or more hospitals,
clinics, or physicians’ offices.

When abstracting information onto this form, do not include information from any physician/
hospital visits or procedures that took place prior to the participant's date of randomization,
even if these visits or procedures are related to a diagnosis which was made after the partic-
ipant was enrolled in the trial.

1. Diagnostic Procedures Performed: The purpose of this item is to document
whether or not a physician recommended and performed diagnostic procedures as
part of the follow-up to a positive PLCO screening examination (chest x-ray). If the
DEL is being completed in response to lung cancer being reported via an ASU, for
example, if the participant was in fact diagnosed with cancer, it is assumed that diag-
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nostic procedures were performed and this item should be coded “Yes.” Darken the
circle corresponding to the most appropriate response as follows:

Yes: The record indicates that diagnostic procedures were recommended by a
physician and were performed. This includes situations when diagnostic proce-
dures were performed to follow-up a positive PLCO screening exam (chest x-ray),
or when an internal referral was done, or when lung cancer was reported to the SC
via an ASU.

- If an internal referral is performed following a PLCO screening chest x-ray, this
should be recorded as the first diagnostic and staging procedure in Item A.3
(Diagnostic/Staging Procedures).

No, Physician Report: The record indicated or the physician reported to the SC
that based on review of the PLCO screening exam results, and possibly any medi-
cal history prior to the screening exam, no additional follow-up was deemed nec-
essary. Complete Item A.5 (Result of Diagnostic Evaluation for Lung Cancer) and
Parts B, D, and E of the form. 

No, Participant Self-Report: The participant reported that the physician
reviewed the PLCO screening exam results, and possibly other medical history
prior to the screening exam, and deemed no additional follow-up was necessary.
Complete Item A.5 (Result of Diagnostic Evaluation for Lung Cancer) and Parts D
and E of the form.

- Before accepting a participant self-report the SC should first attempt to obtain
written documentation from the participant’s physician. If written documenta-
tion cannot be obtained from the physician, the SC should then attempt to
obtain verbal confirmation from the physician’s office that the physician did
not recommend additional follow-up of the positive PLCO screening exam. In
cases where only the participant's report of the physician's recommendation
can be obtained, this circle should be darkened. 

2. Reason for Initial Visit for Clinical Assessment: The purpose of this item is to
identify the participant’s motivation for seeking the initial clinical evaluation. Because
motivation is sometimes not clearly stated in the record, NCI assumes that if a partic-
ipant seeks medical care within 12 months of a positive screen, it is for the purpose of
follow-up of that positive screen. If medical care is sought more than 12 months after
a positive screen, NCI assumes that it is not for follow-up to a positive screen. Darken
the circles corresponding to all the reasons that apply as follows:

• Symptomatic: The record indicates that symptoms prompted the participant to
get the initial clinical evaluation.

• Follow-up of positive PLCO screen: The record indicates that the participant
went for an initial clinical evaluation to follow up a positive PLCO screen, within 12
months of the positive screen. 

• Other (SPECIFY): If the record indicates that the participant went for a clinical
evaluation for a reason other than those listed, specify the reason in the space
provided. Include here the non-PLCO health screen performed in an asymptomatic
participant and indicate the specific examination preceded by “non-PLCO,” as in
“non-PLCO screening chest x-ray.”

3. Diagnostic/Staging Procedures: This item is concerned with any diagnostic/stag-
ing procedures that the participant underwent during the evaluation for lung cancer.

Darken the circle corresponding to whether the participant underwent diagnostic/
staging procedures as follows:
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No: The record clearly states or indicates that the participant did not undergo any
diagnostic/staging procedures. Darken the circle for “No” and go to Item A.4.
Before darkening this circle, review what was completed in A.1. It is inconsistent
to have “Yes” recorded in A.1 and “No” in A.3.

Yes: The record indicates that the participant underwent one or more of the diag-
nostic/staging procedures for lung cancer. Darken the circle for “Yes” and com-
plete the table for Item A.3. If space is needed to record more than twelve
diagnostic/staging procedures, use the Diagnostic/Staging Procedures Supple-
ment (DSS) form (refer to Item A.3b). 

Unknown: If there is no indication in the record whether or not diagnostic/stag-
ing procedures were or were not performed, darken the circle for “Unknown” and
go to Item A.4.

The following are general guidelines for identifying diagnostic and staging proce-
dures in the medical record:

- Only procedures used to diagnose or stage a cancer that are clearly stated in
the record (discharge summaries and operative reports) should be recorded. If
the operative report and/or discharge summary is missing, procedures noted
in doctor’s notes or a history taken after the procedure was done may be used
as documentation to record a diagnostic/staging procedure. The SC Lead
Abstractor should contact the CC MRA Coordinator if there is any uncertainty
about recording diagnostic/staging procedures.

- Surgical approaches should be recorded. The only time that an approach would
not be recorded is for a procedure, such as a CT-directed biopsy, that is strictly
for a localization of an abnormality to be biopsied and is not done for dianostic
purposes. The SC Lead Abstractor should contact the CC MRA Coordinator if
there is any uncertainly about recording diagnostic/staging procedures.

- Operative reports are generally more accurate for date of procedure than sur-
gical pathology reports, so in the case of a discrepancy, record the date of pro-
cedure from the operative report. 

- Following a positive PLCO screening exam (chest x-ray), the SC should collect
information on diagnostic procedures until a conclusive diagnosis is made, or
until 12 months from the date of the positive screen, or until the next screen,
whichever comes first.

- All staging information related to the initial diagnosis of a primary lung cancer
should be collected (i.e., the staging procedures that resulted in the TNM or
stage of disease classifications recorded in Part C of the DEL form.) Surgical
resection of the primary organ, lymph nodes and other organs should be
included. Staging procedures performed after the start of the first definitive
treatment such as radiation therapy or chemotherapy should not be collected
unless the treatment had been designated as neoadjuvant. 

- Procedures to determine cancer progression should not be recorded.

For each diagnostic/staging procedure performed, complete the following items:

- Type of Procedure: Darken the circle corresponding to the type of diagnos-
tic/staging procedure performed. Refer to the Procedure Codes for the list of
diagnostic and staging procedures for lung cancer. When the procedure on the
Procedure Code list indicates, “SPECIFY,” describe the body site or the actual
procedure, as appropriate. Refer to Appendix K-17-2 of the MOOP for an
alphabetical listing of definitions and synonyms for the diagnostic/staging pro-
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cedures listed on the DE forms. The following are guidelines for coding type of
procedure: 

• Do not record any procedures that require testing of blood or serum. 

• Biopsy: 

33 = Biopsy, endobronchial

36 = Biopsy, liver

16 = Biopsy, lymph node – other (SPECIFY): Specify lymph node site. Do
not use this code to record biopsies of the scalene (supraclavicular)
lymph nodes (code 22).

15 = Biopsy, needle aspiration (SPECIFY): Also use this code if a needle
aspiration was performed and none of the other needle aspiration
procedure codes apply. Specify the site of the needle aspiration. 

17 = Biopsy, other (SPECIFY): Use this code to record other biopsies not
listed as a procedure code on the DEL form. Record the site of the
biopsy on the specify line, not the method of biopsy. Use this code to
record both incisional and excisional biopsies of organs, except lym-
phadenectomy. 

22 = Biopsy, scalene (supraclavicular) lymph nodes

23 = Biopsy, surgical open

42 = Biopsy, transbronchial: Use this code when transbronchial biopsy was
performed and it was not a transbronchial needle aspiration (code
25). 

25 = Biopsy, transbronchial needle aspiration (TBNA): Use this code if a
“transaxillary oblique approach” is used and the biopsy was a needle
aspiration. 

26 = Biopsy, transthoracic needle aspiration (TNA)

• Clinical Evaluation and Record Review (includes Internal Referral): 

04 = Clinical evaluation: A clinical evaluation is defined as a visit to a
health care provider for medical care and usually includes a history
and physical exam related to the organ of interest. If a clinic visit
includes information about the PLCO Screen only, this is to be consid-
ered a clinical evaluation even if no physical exam is done. It does not
include a telephone conversation to a health care provider. A clinical
evaluation that only serves to repeat or confirm previous findings
should not be recorded. The following examples illustrate how the
form should be completed to document a clinical evaluation:

- If a visit to a health care provider includes a history as well as a
physical examination of the lungs, this is considered a clinical evalu-
ation. 

- If a visit to a health care provider includes only a history and not a
physical examination of the lungs, this is also considered a clinical
evaluation. 

- Remember to record only those clinical evaluations, done after the
initial evaluation, that provide additional information, by history or
exam, to confirm or rule out cancer. A more detailed history and
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physical, such as one performed by a consultant that does not spe-
cifically help to confirm or rule out cancer, should not be recorded.

45 = Internal referral: Use this code when the current PLCO screen is com-
pared to a previous PLCO screen.

46 = Record review: Use this code when (1) when a provider makes a
comparison of previous and/or serial chest x-rays, (2) when a review
of the medical record is performed for the purpose of a second opin-
ion of diagnosis, and a record review contributes to the diagnosis or
staging of the cancer in question. A “comparison of chest x-rays”,
which is usually noted at the beginning of another study (i.e. chest x-
ray or CT scan of the chest), should not be recorded as a Record
Review. The SC Lead Abstractor should contact the CC MRA Coordina-
tor if uncertain whether to include a record review.

• CT Scans: 

32 = CT scan – abdomen and pelvis combined: If CT pelvic and CT abdom-
inal procedures appear in the record as a combined procedure, they
should be recorded as a single procedure. 

05 = CT scan – brain

06 = CT scan – chest

31 = CT scan – chest and upper abdomen

40 = CT scan, spiral – chest

07 = CT scan – liver

08 = CT scan – other (SPECIFY)

- If a CT scan is performed as part of a diagnostic procedure, as in
the case of a “CT guided biopsy”, the CT scan should not be
recorded as a separate procedure. In this case the CT scan is the
approach or means to perform the biopsy.

• Cytological Evaluation Procedures: 

09 = Cytology (sputum, bronchial, washing/brushing)

• Endoscopic /Surgical Evaluation Procedures: 

01 = Bronchoscopy

10 = Mediastinoscopy/mediastinotomy

28 = Thoracoscopy

24 = Thoracotomy: This should be recorded if an end procedure only, as in
an exploratory thoracotomy when no other procedure from it follows.
Do not record thoracotomy if it is the approach to a definitive proce-
dure, such as a wedge resection or pneumonectomy. 

• Gallium Scan: Use code 35

• MRI Scans: 

38 = MRI scan – bone

11 = MRI scan – brain

12 = MRI scan – chest
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13 = MRI scan – liver

14 = MRI scan – other (SPECIFY)

• Other (SPECIFY): Use code 88 = Other (SPECIFY) to record procedures
that cannot be listed using one of the other codes on the form. 

• "PET Scans: Use code 88 = Other (SPECIFY) and fill in "PET Scan"

• Pulmonary Function Tests/Spirometry: Use code 18

• Radiographic Procedures: 

30 = Bone radiograph – Use this code for an x-ray of a bone or series of
bones such as femur or lumbar spine.

02 = Chest radiograph: Use this code when a chest x-ray is in the record,
regardless of whether a particular view is specified such as PA, lat-
eral, Bucky, kyphotic, or lordotic. Additional chest radiographs should
not be recorded unless they reveal a new abnormality that is diagnos-
tic of cancer, which was not noted on the previous film.

34 = Fluoroscopy 

39 = Radiograph, other (SPECIFY) – Use this code for non-bone x-rays
such as KUB or sinus series.

• Radionuclide Scans: 

19 = Radionuclide scan – bone

20 = Radionuclide scan – brain

21 = Radionuclide scan – liver

Tissue or Fluid-removing Procedures: 

37 = Lymphadenectomy/Lymph node sampling: If lymph node sampling
and lymph node dissection are both performed, this should be consid-
ered as one procedure and recorded only once. Lymph node removal
accompanying surgical resection should be recorded as two separate
procedures. Record the lymph node removal as “37” and the lung
resection as “27.”

27 = Resection: While a lobectomy and pneumonectomy are treatments
for lung cancer, record “27 = Resection” if a wedge resection, lobec-
tomy, or pneumonectomy provides diagnostic/staging information.

41 = Thoracentesis – Record if the thoracentesis is done for diagnostic rea-
sons (so the fluid obtained is sent for culture and/or cytology). Do not
record if the thoracentesis is done for therapeutic reasons only.

• Ultrasound (SPECIFY): Use code 43. Specify the site of the ultrasound
examination. Do not record ultrasound when used as an approach for a
more definitive procedure, such as an ultrasound guided biopsy. In the lat-
ter example, record only the biopsy and not the ultrasound.

• Ventilation perfusion lung scan/scintigraphy: Use code 44. This is
also known as a VQ Scan.

Please refer to Section A-8-6 of the MOOP, Diagnostic/Staging Procedures Supple-
ment (DSS), for an additional listing of Diagnostic/Staging Procedures. 
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- Date of Procedure: Record the month, day, and year that the diagnostic/
staging procedure was performed. If it is not clear from the record the day that
the diagnostic/staging procedure was performed, year and month can usually
be assessed, even if the exact day cannot be determined. In this situation,
record the exact month and year. Record the day as “99.” Darken the circle
corresponding to each number. Zero fill month and day, and record four digits
for year. 

4. Medical Complications of Diagnostic Evaluation and Staging: General guide-
lines for identifying selected medical complications in the medical record are given
below:

• Only selected medical complications that were a result of the diagnostic evaluation
or staging procedures and that required medical intervention should be recorded. 

• Information on medical complications can usually be found in the discharge sum-
mary, or the doctor's or nurse's notes within the medical record. 

• Medical complications should be collected up to 12 months from the time diagnos-
tic procedures were initiated. In the event of a cancer diagnosis, medical compli-
cations should be collected through 6 months after the date of the cancer
diagnosis. 

• If more than one medical complication occurred during a particular event, record
each selected medical complication, even if they occurred on the same date. Hos-
pitalization, code 22, should be recorded only if the reason for hospitalization is
not another selected medical complication. For example, in the case of fever
requiring antibiotics and hospitalization, only record fever requiring antibiotics. 

Darken the circle corresponding to medical complications as follows:

No: The record clearly states or indicates that none of the selected medical com-
plications resulted from a diagnostic or staging procedure. Also mark this item if
no diagnostic/staging procedures were performed as part of the evaluation.
Darken the circle for “No,” and go to Item A.5.

3b. Diagnostic/Staging Procedures Supplement Form Completed: If space is
needed for recording more than 12 diagnostic/staging procedures, darken the circle
and go to the Diagnostic/Staging Procedures Supplement (DSS) form. Otherwise, do
not darken the circle and go to Item A.4.

The DSS form provides eleven additional spaces for recording diagnostic/ staging pro-
cedures, numbered 13 through 23. If there are more than 23 diagnostic/staging pro-
cedures, place an asterisk beside Item 4 (Diagnostic/Staging Procedures) on the DSS,
and use the Comments section of the DEL to record the same type of data as
requested in the table. In Comments, record the item numbers and labels followed by
the data. For example:

Item E.20, Comments:

Item #: Comments:

A.3 24.; Type = _____; Date = 

Refer to the specifications for the DSS for additional information on completing the
DSS.
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Yes: The record states or indicates that one or more of the selected medical com-
plications resulted from a diagnostic or staging procedure. If a participant had
more than six medical complications, place an asterisk beside Item A.4, and use
the Comments section to record the same data as requested in the table. In Com-
ments, record the item numbers and labels followed by the data. Be certain to list
the number associated with the complication next to “Type,” rather than the text,
which describes the complication. For example, fever requiring antibiotics was the
seventh medical complication mentioned in the record:

Darken the circle for “Yes” and complete the table for Item A.4 as follows:

- Type of Medical Complication: Darken the circle corresponding to the type
of medical complication that occurred. Refer to the Medical Complication Codes
for the list of selected medical complications that required medical intervention
for lung cancer. Refer to Appendix K-17-2 of the MOOP for definitions and syn-
onyms for the medical complications listed on the DE forms. The following are
guidelines for recording medical complications of Diagnostic Evaluation and
Staging.

1 = Infection (SPECIFY): Specify the site or source of the infection on
the line provided.

22 = Hospitalization: Use only if reason for hospitalization is not another
selected medical complication.

27 = Blood loss requiring transfusion: Only record transfusion of blood
if it involves giving red blood cells from a stored source, usually
described as a unit of red blood cells. There can be a number of words
that would apply - whole, packed, washed, irradiated, etc. The trans-
fusion of red blood cells implies that the blood loss was significant
enough to require a replacement of the red blood cells. Other types of
fluids or blood products that do not include red blood cells, such as
D5, saline, (NaCl), platelets, albumin, or fresh frozen plasma should
not be considered when recording blood loss requiring transfusion.
The intra-operative recycling of blood lost, filtered, and returned
immediately to participant will also not be considered equivalent to
blood loss requiring transfusion and should not be recorded as a med-
ical complication.

The Lead Abstractor should consult with the CC MRA Coordinator if it cannot be
determined if a medical complication should be recorded. 

- Date of Complication: Record the month, day, and year that the medical
complication began. If it is not clear from the record the day of the complica-
tion, year and month can usually be assessed, even if the exact day cannot be
determined. In this situation, record the exact month and year. Record the day
as “99.” Darken the circle corresponding to each number. Zero fill month and
day, and record four digits for year. 

Item E.20, Comments

Item # Comments

A.4 7;Type = 02; Date = mm/dd/yyyy
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Unknown: Only use this code when you may not have all of the medical record
and you cannot reliably determine complications. Darken the circle for “Unknown”
and go to Item A.5.

5. Result of Diagnostic Evaluation for Lung Cancer: The purpose of this item is to
record the overall results of the diagnostic evaluation for lung cancer. This informa-
tion should be found in the impression/conclusion sections of the various diagnostic
and staging reports. This information may also be found in a physician’s note.

Record the result of the diagnostic evaluation for lung cancer as follows:

• No malignancy: The record indicates that no malignancy was found as a result of
the diagnostic and staging procedures. A result of “No malignancy” should be
coded in the following situations: 

- When a conclusive diagnosis is made following a positive screen and the diag-
nosis is not lung cancer, or any other cancer. Include aspergillosis, asthma,
candidiasis, chronic obstructive lung disease (COPD) without emphysema,
chronic obstructive lung disease (COPD) with emphysema, coccidioidomycosis,
cryptococcosis, fungal infection of the lung, NOS, granuloma, hamartoma, his-
toplasmosis, other mycobacterium of the lung, pneumonia, sarcoidosis, soli-
tary lung nodule, lung carcinoma in situ, and tuberculosis.  

- When no diagnostic procedures for further evaluation are recommended by the
primary care provider/physician (i.e. when Item A.1, Diagnostic Procedures
Performed, is coded “No Physician Report”), then “No Malignancy” is pre-
sumed. Documentation that the physician advised against any follow-up evalu-
ation must be from the medical records or verified verbally from the medical
clinic and not from the participant record only.

- When diagnostic follow-up data have been abstracted for the period from a
positive screen until 12 months past the positive screen or until the next
screen (whichever came first) and the diagnosis was not conclusively malig-
nant.

Darken the circle and go to Part B: Diagnosis Information For Specific Lung Condi-
tions. 

• No malignancy and no diagnostic/staging procedures performed: The par-
ticipant reports that he/she had a follow-up visit with his/her health care provider
who determined that there was no malignancy. No further diagnostic/staging pro-
cedures were performed. This information is not documented in the medical
record and cannot be validated by the participant’s health care provider. Darken
the circle and go to Part D: Date of Diagnostic Evaluation Determination. 

• Lung malignancy confirmed histologically (exclude carcinoma in situ):
The record indicates that the participant has been diagnosed with primary lung
cancer, confirmed by histologic examination (study of tissue). Histologic informa-
tion may come from a biopsy, and can be found on the pathology report, some-
times called a histopathology report. Neoplasm of uncertain behavior of the lung,
carcinoid of the lung, extranodal lymphoma arising in the lung and sarcoma of the
lung should be recorded here. Darken the circle and go to Part C, Primary Lung
Cancer Diagnosis Information. Included in this response is when the diagnosis of
primary lung cancer is obtained from tissue from a metastatic site such as brain,
bone, or a lymph node.

A diagnosis of carcinoma in situ of the lung, should not be recorded here. It should
be recorded in Item B.6. 
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• Lung malignancy confirmed cytologically: The diagnosis of primary lung can-
cer was confirmed by cytologic examination (study of cells). Cytologic information
may come from a bronchial brushing or washing, or a fine-needle aspiration, and
can be found on the cytology report, sometimes called a cytopathology report.
Neoplasm of uncertain behavior of the lung, carcinoid of the lung, extranodal lym-
phoma arising in the lung and sarcoma of the lung should be recorded here.
Darken the circle and go to Part C, Primary Lung Cancer Diagnosis Information. 

A diagnosis of carcinoma in situ of the lung based on cytology, should not be
recorded here. It should be recorded in Item B.6. 

• Lung malignancy diagnosed by clinical examination only: The record indi-
cates that the participant has been diagnosed with primary lung cancer by clinical
examination and not confirmed by histologic examination (study of tissue) or
cytologic examination (study of cells). It is an extremely rare event, however, for
a malignancy to be confirmed only by clinical examination and not histologically or
cytologically. Darken the circle and go to Part C: Primary Lung Cancer Diagnosis
Information. 

In these cases there will be a 12-month “holding period” to be sure that no patho-
logic confirmation followed. The following guidelines should be used to determine
if the diagnosed “clinically” code is appropriate: 

- If the initial response is “clinically” and within this 12-month period there is
pathologic confirmation, the diagnosis code should be changed to “histologi-
cally” or “cytologically” and the diagnosis date should be updated. 

- If the initial response is “clinically” and treatment is given right away, the
“clinically” code becomes validated and should remain. 

- If the initial response is “clinically” but after 12 months there is no follow-up or
treatment, then the diagnosis is questionable and should be changed to “no
malignancy.” 

- If the initial response is “clinically,” but the lack of treatment is due to other
reasons, such as advanced stage of disease, participant refusal, etc., the clini-
cally diagnosed result should remain on the DE form. 

• Other malignancy confirmed histologically or cytologically: The diagnosis of
a malignancy other than primary lung cancer was confirmed by histologic exami-
nation (study of tissue) and or cytologic examination (study of cells). Histologic
information can be found on the histopathology report, sometimes called the his-
topathology report, and cytologic information can be found on the cytology report,
sometimes called a cytopathology report. Darken the circle and go to Part B: Diag-
nosis Information for Specific Lung Conditions. 

This answer category should also be coded if the diagnostic evaluation for primary
lung cancer reveals a malignancy (including a lung malignancy) that is a metasta-

NOTE: If the lung malignancy was confirmed by both histologic and cytologic exami-
nation, information should be abstracted only from the pathology/histopathology
report (even if the cytology report is earlier). The histopathology report is more defin-
itive, and therefore, every attempt should be made to verify if one exists before utiliz-
ing cytologic confirmation. If the lung malignancy was confirmed by cytological
examination alone, then cancer diagnosis information should be taken from the cytol-
ogy/cytopathology report.
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sis from a primary cancer site other than the lung. In this situation, the primary
cancer site should be recorded in Part B: Diagnosis Information for Specific Lung
Conditions, Other Cancer Diagnosis.

• No information available: There is equivocal or no information available in the
record regarding the result of the diagnostic evaluation for lung cancer. For exam-
ple: “No information available” should be coded in the situation when diagnostic
evaluation procedures are begun, but are later discontinued by the participant,
such that it cannot be determined conclusively whether the participant had no
malignancy or had a lung or other malignancy.

Darken the circle and go to Part D: Date of Diagnostic Evaluation Determination. 

Part B: Diagnosis Information for Specific Lung Conditions:

This section is to document Specific Lung Diagnoses and/or Other Cancer Diagnoses, which
resulted from the diagnostic evaluation. Specific Lung Diagnoses include lung carcinoma in-
situ aspergillosis, asthma, candidiasis, chronic obstructive lung disease (COPD) without
emphysema, chronic obstructive lung disease (COPD) with emphysema, coccidioidomycosis,
cryptococcosis, fungal infection of the lung, NOS, granuloma, hamartoma, histoplasmosis,
other mycobacterium of the lung, pneumonia, sarcoidosis, solitary lung nodule, and tubercu-
losis. Although lung carcinoma in-situ is a malignancy, it is confined and therefore for the
purpose of this study will be recorded in Part B.. Other Cancer Diagnoses include any cancer
other than lung and any neoplasm of uncertain behavior or carcinoid that is from a site other
than the lung. This information will most likely be obtained directly from the participant's
physician when the SC contacts the physician during follow-up of a positive PLCO screening
exam. Depending on the extent of the information available and the physician's preference,
the requested information may be obtained either verbally by phone or via written documen-
tation. The diagnosis should be recorded from documents in the medical record that are pref-
aced with “Diagnosis/Impression/Conclusion/Assessment”. The physician diagnosis can be
from a source other than the original diagnosing physician as long as the source states the
physician's original diagnosis. One example is a progress note written by a follow-up physi-
cian. A pathology report documenting a benign condition is also an appropriate source. Oper-
ative reports are generally more accurate for date of procedure than surgical pathology
reports, so in the case of a discrepancy, record the date of procedure from the operative
report.

6. Specific Lung Diagnosis: Lung carcinoma in situ and benign conditions that are
specific to the lung are recorded here. They include aspergillosis, asthma, candidiasis,
chronic obstructive lung disease (COPD) without emphysema, chronic obstructive
lung disease (COPD) with emphysema, coccidioidomycosis, cryptococcosis, fungal
infection of the lung, NOS, granuloma, hamartoma, histoplasmosis, other mycobacte-
rium of the lung, pneumonia, sarcoidosis, solitary lung nodule, and tuberculosis. 

NOTE:
- If the participant was diagnosed with another PLCO malignancy (prostate,

colorectal, or ovarian) as the result of a diagnostic evaluation for lung can-
cer, the appropriate Diagnostic Evaluation form (DEP, DEC, or DEO) must
also be completed, unless previously confirmed.

- If the participant was diagnosed with a malignancy other than one of the
PLCO cancers, an Other Cancer Form (OCF) must also be completed,
unless previously confirmed.
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Darken the circle corresponding to a specific lung diagnosis as follows:

No: The record clearly states or indicates that none of the specified lung diag-
noses were determined as a result of diagnostic or staging procedures. Use “No” if
result of diagnostic evaluation is another conclusive non-cancer lung diagnosis
that is not listed on the form. Also mark this item if there is no information for
physician diagnosis or if there is no information because the participant discontin-
ued the diagnostic evaluation process. Darken the circle for “No” and go to Item
B.7.

Yes: The record states or indicates that one or more specific lung diagnoses were
determined as a result of diagnostic or staging procedures. 

Darken the circle for “Yes” and complete the table for Item B.6 as follows:

- Diagnosis: Darken the circle corresponding to the type of specific lung diag-
nosis that was found. The types of specific lung diagnoses, determined as a
result of diagnostic/staging procedures for lung cancer, are defined below: 

01 = Lung carcinoma in situ: The record indicates that the participant
had lung carcinoma in situ, which is an early, non-invasive malig-
nancy of the lung. 

02 = Aspergillosis: The record indicates that the participant had
aspergillosis, an opportunistic fungal infection of the lung, determined
as a result of diagnostic/staging procedures.

03 = Asthma: The record indicates that the participant had asthma, a
bronchial hypersensitivity disorder, determined as a result of diag-
nostic/staging procedures.

04 = Candidiasis: The record indicates that the participant had candidia-
sis, an opportunistic fungal infection of the lung, determined as a
result of diagnostic/staging procedures.

05 = Chronic obstructive lung disease (COPD) without emphy-
sema: The record indicates that the participant had COPD without
emphysema, a restrictive airway disease, determined as a result of
diagnostic/staging procedures. 

06 = Chronic obstructive lung disease (COPD) with emphysema:
The record indicates that the participant had COPD with emphysema,
a restrictive airway disease, determined as a result of diagnostic/
staging procedures. 

07 = Coccidioidomycosis: The record indicates that the participant had
coccidioidomycosis, an infectious fungal respiratory disease, deter-
mined as a result of diagnostic/staging procedures. 

08 = Cryptococcosis: The record indicates that the participant had cryp-
tococcosis, an infectious fungal respiratory disease, determined as a
result of diagnostic/staging procedures. 

09 = Fungal infection of the lung, NOS: The record indicates that the
participant had a fungal infection of the lung, not otherwise specified,
determined as a result of diagnostic/staging procedures. 

10 = Granuloma: The record indicates that the participant had a granu-
loma, a nodular inflammatory lesion of the lung, determined as a
result of diagnostic/staging procedures. 
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11 = Hamartoma: The record indicates that the participant had a hamar-
toma, a focal malformation of the lung that resembles a neoplasm,
determined as a result of diagnostic/staging procedures. 

12 = Histoplasmosis: The record indicates that the participant had histo-
plasmosis, an infectious fungal respiratory disease, determined as a
result of diagnostic/staging procedures. 

13 = Other mycobacterium of the lung: The record indicates that the
participant had a respiratory illness due to other mycobacterium of
the lung, which was determined as a result of diagnostic/staging pro-
cedures. 

14 = Pneumonia: The record indicates that the participant had pneumo-
nia, an inflammation of the lung parenchyma, determined as a result
of diagnostic/staging procedures. 

15 = Sarcoidosis: The record indicates that the participant had sarcoido-
sis, a systemic granulomatous disease involving the lungs, deter-
mined as a result of diagnostic/staging procedures. 

16 = Solitary lung nodule: The record indicates that the participant had
a solitary lung nodule determined as a result of diagnostic/staging
procedures. 

17 = Tuberculosis: The record indicates that the participant had tubercu-
losis, an infectious disease caused by Mycobacterium tuberculosis and
which most commonly involves the lungs, determined as a result of
diagnostic/staging procedures. 

- Date of Diagnosis: Record the month, day and year that the specific lung
diagnosis was made. If the exact day of diagnosis cannot be determined from
the record Record the exact month and year. Record the day as “99.” Zero fill
month and day, and record four digits for year. 

7. Other Cancer Diagnosis: This item is concerned with cancer diagnoses other than
the lung and neoplasms of uncertain behavior or carcinoids, sarcomas, lymphomas
and other malignancies with an origin other than the lung. Do not include carcinoma
in situ of the lung. These diagnoses must be classified according to ICD-9-CM (Inter-
national Classification of Diseases, 9th Revision, Clinical Modification). ICD-9-CM cod-
ing for the PLCO Screening Trial must be consistent with the National ICD-9-CM
coding standards and should not be influenced by specific institutional coding philoso-
phies.

Darken the circle corresponding to an other cancer diagnosis as follows:

No: The record clearly states or indicates that no other cancers were diagnosed as
a result of diagnostic or staging procedures. Also mark this item if there is no
information for physician diagnosis or if there is no information because the par-
ticipant discontinued the diagnostic evaluation process. Darken the circle for “No”
and go to Part D.

Yes: The record states or indicates that one or more other cancer diagnoses were
determined as a result of diagnostic or staging procedures.

Darken the circle for “Yes” and complete the table for Item B.7 as follows:

- ICD-9-CM Classification: These items must be completed by a nosologist (a
trained medical coder). The nosologist should code the five digit ICD-9-CM
classification in the space provided and darken the circles corresponding to
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each number or letter. When coding ICD-9-CM, always left justify the code and
ignore the decimal place. If the ICD-9-CM code is a three or four digit code,
record “X” for the remaining blank box(es). The following examples illustrate
how the ICD-9-CM code boxes should be coded: 

• The ICD-9-CM code for Hodgkin’s disease, unspecified site is 201.90. This
should be recorded as “20190.” 

• The ICD-9-CM code for malignant neoplasm of the esophagus is 150.9.
This should be recorded as “1509X.”

• The ICD-9-CM code for malignant neoplasm of the thyroid gland is 193.
This should be recorded as “193XX.” 

• Date of Other Cancer Diagnosis: Record the month, day, and year that
the other cancer diagnosis was determined. If the day of the other cancer
diagnosis is not clear in the record, then year and month can usually be
assessed, even if the exact day cannot be determined. In this situation,
record the exact month and year. Record the day as “99.” Darken the circle
corresponding to each number. Zero fill month and day, and record four
digits for the year. 

• More Than Two “Other” Cancer Diagnoses: 

Record codes for more than two “other” cancer diagnoses in Item E.20,
Comments, as shown in the following example:

 

Be sure to set an expectation in the SMS for any additional “other” cancers.

Part C: Primary Lung Cancer Diagnosis Information:

In this section, we are interested in obtaining all relevant information pertaining to a primary
lung cancer diagnosis, including lymphoma arising in the lung, sarcoma, neoplasm of uncer-
tain behavior of the lung, and/or a carcinoid of the lung. This section is to be completed only
by a CTR or CTR-eligible individual. Every attempt should be made to complete this form in a
timely manner. For participants who have a positive PLCO screening result, the Medical
Record Abstract-DEL Form should be completed within six months of the positive screening
result. If specific items cannot be completed within the six-month time frame (i.e., awaiting

Note: If the diagnostic evaluation results in an extranodal lymphoma of the prostate,
colorectum or ovary, assign the appropriate ICD-9-CM code for the type of lymphoma
with “0” as the 5th digit denoting “extranodal”. An “OCF” will be triggered. Complete
an “MDF” for the OCF and manually set the expectation for the appropriate DE form.
Complete the DEP, DEC or DEO for the prostate, colorectal or ovarian lymphoma.

Item E.20, Comments:

Item # Comments

B.7 3; ICD-9-CM Classification =____; Date of Other Cancer Diagnosis
= mm/dd/yyyy

If Part B is completed, skip Part C and go to Part D.
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access to photocopy a form or awaiting TNM staging by the Tumor or Cancer Registrar),
those items should be left blank, and the information completed within nine to eleven
months.

If the participant was diagnosed with more than one primary lung cancer, record information
about the first primary (chronologically by date of diagnosis) in Part C. For all subsequent
primaries use another DEL form. If more than one primary was diagnosed on the first date of
diagnosis, record information about the most advanced cancer diagnosed on that day in Part
C, and use additional DEL forms for any other cancers diagnosed on that day.

8. Date of Primary Lung Cancer Diagnosis: Record the month, day, and year of the
primary lung cancer diagnosis that was confirmed by pathology/histopathology or
cytology/cytopathology report if pathology/histopathology is not available. This is the
date on the report that the actual procedure (biopsy, surgery, aspiration of cells, etc.)
was performed that confirmed this primary lung cancer diagnosis. Operative reports
are generally more accurate for date of procedure than surgical pathology reports, so
in the case of a discrepancy, record the date of procedure from the operative report.
For example, the date on the pathology report may be the date that the slides were
read or the date that the diagnosis was determined or reported, rather than the date
of the procedure.

If there are multiple reports that confirmed this primary cancer, record the earliest
date available that has an adequate pathology/histopathology specimen. If tissue
confirmation a pathology/ histopathology is not available, record the earliest date that
has an adequate cytology/cytopathology specimen. NCI wants to code the earliest
definitive procedure that diagnosed the cancer, even if it is not the most complete pic-
ture of the cancer. In the rare situation in which lung cancer was diagnosed by clinical
examination only and not histologically or cytologically, the date of first lung cancer
diagnosis is the date of the clinical examination, which diagnosed the cancer. 

Darken the circle corresponding to each number. Zero fill month and day, and record
four digits for year. Month and year of lung cancer diagnosis must be known, how-
ever, if day is unknown, record “99.” 

9. Verbatim Description of Primary Lung Cancer Diagnosis: This item is concerned
with the actual physician diagnosis of lung cancer. This item is optional except in the
following situations:

• The diagnosis is based on clinical examination and not pathology (Item A.5 = Lung
malignancy diagnosed by clinical examination only); or

• The SC is unable to obtain a copy of the histopathology or cytology report that
corresponds to the ICD-O-2 code in Item C.10 (Item C.11 = Not available). 

Record the verbatim description of the primary lung cancer diagnosis from the pathol-
ogy/histopathology report (or cytology/cytopathology report if a histopathology
report is not available). The verbatim description should come from the diagnosis sec-
tion of the earliest (chronological) histopathology report (or cytology report if the his-
topathology report is not available) that had an adequate specimen and that confirms
the cancer diagnosis. 

• Occasionally, the diagnosis section will say “see above” or “see microscopic.” In
this situation record verbatim all of the information from the appropriate section
of the report which pertains to the cancer diagnosis. 

• Do not record any information about metastases or recurrent cancer. 

• Do not record any information about benign conditions listed in the diagnosis sec-
tion of the histopathology or cytology report. 
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10. ICD-O-2 Cancer Classification: This item is for classifying the physician diagnosis
of the primary lung cancer according to ICD-O-2 (International Classification of Dis-
eases for Oncology, Second edition, 1990). The CTR should code the ten digit ICD-O-
2 classification in the space provided. Darken the circles corresponding to the letter
and each number. 

• The ICD-O-2 code/histopathology should reflect the diagnosis from the earliest
(chronological) pathology report, that has an adequate tissue specimen, (or cytol-
ogy report if tissue was not the pathology report is not available) which confirms
the cancer diagnosis. NCI wants to code the earliest definitive procedure that
diagnosed the cancer, even if it is not the most complete picture of the cancer.
This should be the same report that was used as a source for the date of diagnosis
in Item C.8. 

• If the diagnosis of lung cancer is based on tissue obtained from a metastasis such
as a lymph node or bone, record 9 (unknown) for the grade in the ICD-0-2 code.

• A neoplasm of uncertain behavior of the lung is considered to be a cancer by NCI
and should be recorded in this section. Use the following guidelines for ICD-O-2
coding of neoplasms of uncertain behavior of the lung: 

- Assign the topography and morphology codes for this neoplasm according to
ICD-O-2. 

- The behavior code for neoplasm of uncertain behavior is “1”. Under “Behav-
ior”, enter “1” in the box and darken the circle for “1” printed on the form. 

- Grade will be coded “9” for neoplasm of uncertain behavior. Under “Grade”,
enter a “9” in the box and darken the circle for “9” printed on the form. 

If the medical record contains information about this neoplasm that would
result in a behavior code other than “1” or a grade code other than “9”, con-
tact the CC MRA Coordinator. 

• Extranodal lymphomas arising in the prostate lung may require the T-cell, B-cell,
or NK cell designation. If so, enter the appropriate code from ICD-O-2 in the
“Grade” space. The T-cell, B-cell or NK cell designation has priority over the grade
when both are provided. NK cell designation = “8.” A bubble for “8” does not exist
on the form. Darken the space for “8” under “Grade” for NK cell if this applies. 

• Do not code the descriptions “high grade,” “low grade,” or “intermediate grade”
for lymphomas. These terms refer to categories in the Working Formulation of
lymphoma diagnoses and not to histologic grade.

• If the record clearly indicates that lung cancer was confirmed by a pathology or
cytology report, but the report is not available, code the diagnosis from other
available documents, (i.e. physician’s notes, progress reports, etc.) that reference
the earliest procedure from an adequate specimen. Place an asterisk by Item
C.10, and indicate in the Comments section the source of the diagnosis. Begin
your statement in Comments with the verbatim as recorded in the following
example: 

Item E.20, Comments:

Item # Comments

C.10 Pathology/cytology report not available. Source of diagnosis is…
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• If the lung cancer was diagnosed by clinical examination only, code the diagnosis
using the report from the clinical examination form, which diagnosed the cancer. 

• The ICD-O-2 cancer classification should be coded by the CTR regardless of
whether the ICD-O-2 code is available in the medical record. 

• Use the following guidelines to determine how to record a diagnosis of lymphoma
for PLCO. Refer to Appendix K-17-2 of the MOOP for explanation of Nodal vs.
Extra–Nodal Lymphomas:

- If an extranodal lymphoma of the lung is designated as the primary, record
the ICD-O-2 code per the site in the lung where the lymphoma is identified. Be
sure this is the primary site of origin and not just a site where a biopsy was
taken. The TIL form is required for each DEL as it is for any PLCO primary.

- If the site of origin is determined to be the lymph node(s) in the chest rather
than of lung tissue, record this lymphoma in B.7 as an Other Cancer Diagnosis.
When the DEL3 form is scanned, an expectation for an OCF will be set. On the
OCF, assign the ICD-O-2 topography code for lymph nodes (C77.__).

- If a lymphoma is diagnosed in both a nodal and an extranodal lymphoma of
the lung, consult the SC principal investigator to determine where the lym-
phoma originated and code the primary to that site.

- If an extranodal lymphoma arising in another PLCO site is discovered during
the diagnostic evaluation of the lung, the ICD-9-CM code for lymphoma will be
entered in Part B of the DE form. This code will trigger an OCF. The SC will
complete an MDF (for the OCF) and manually set the expectation for the
appropriate DE. For example, an extranodal lymphoma of the colon is discov-
ered as a result of the diagnostic evaluation of positive lung screen. The ICD-
9-CM code for the type of lymphoma will be entered in Part B of the DEL, with
“0” as the 5th digit denoting “extranodal.” An OCF will be triggered. Complete
an MDF (for the OCF) and manually set the expectation for a DEC. Complete
the DEC for the extranodal lymphoma arising in the colon. Complete the TIC
also.

- If an extranodal lymphoma arising in the lung is reported on an ASU, the SC
will need to use the three-digit PLCO code for the lung, rather than the three-
digit code for lymphoma in order to trigger the appropriate DE form. Complete
the DEL for the extranodal lymphoma arising in the lung. Complete the TIL
also. 

11.Photocopy of Report Confirming Primary Lung Cancer: The purpose of this item
is to document that the pathology/histopathology report (or cytology/cytopathology
report if a pathology report is not available) that confirmed the primary lung cancer
has been photocopied and attached to the Medical Record Abstract-DEL Form. 

• If there are multiple pathology reports confirming this primary lung cancer, the
photocopy should be of the first pathology or cytology report which was the source
for recording the date of the lung cancer diagnosis recorded in Item C.8, and the
ICD-O-2 code recorded in Item C.10. If the Date of Lung Cancer Diagnosis and the
ICD-O-2 Cancer Classification came from different reports, attach copies of both
reports used to code Items C.8 and C.10. 

• A situation may arise in which an institution does not allow the photocopying of
records. Every reasonable attempt should be made to obtain permission to photo-
copy the pathology or cytology report since it is a critical end-point of the screen-
ing trial. If special permission or approval is required, the abstractor should work
with the SC Coordinator/Principal Investigator to obtain the necessary approval. If
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this item cannot be completed in a timely manner, leave it blank and attempt to
obtain the information at a later date via data retrieval. 

Darken the circle to indicate whether a photocopy of the pathology or cytology
report is available as follows:

- Pathology/Histopathology: The pathology report is available and a photo-
copy has been obtained and attached to the Medical Record Abstract-DEL
Form. The photocopy should be labeled with the participant's ID number, the
study year, titled “Medical Record Abstract-DEL/Pathology Report,” and
inserted into the participant's folder.

- Cytology/Cytopathology: The cytology report is available and a photocopy
has been obtained and attached to the Medical Record Abstract-DEL Form. The
photocopy should be labeled with the participant's ID number, the study year,
titled “Medical Record Abstract-DEL/Cytology Report,” and inserted into the
participant's folder. 

- Not available: The histo pathology or cytology report exists in the medical
record, but a photocopy cannot be obtained or there is no report in the medical
record. Place an asterisk by Item C.11, and provide a detailed explanation in
the Comments section of why the pathology or cytology report cannot be
obtained. (In this situation, Item C.9 (Verbatim Description of Lung Cancer
Diagnosis) must be completed.) Begin your statement in Comments with the
verbatim as recorded in the following example: 

12.Primary Tumor Location: This item is to document the site of origin of the malig-
nant lung tumor, as determined by a surgical report, pathology report, or radiology
report. Darken one or more circles corresponding to the site of origin. If the primary
tumor location is unknown or not mentioned in the record, darken the circle next to
“Unknown.”

13.Histopathologic Type for Primary Lung Cancer: This item is to document the his-
topathologic type of the primary lung cancer. This refers to the type of cell comprising
the tumor, usually determined by the pathologist from a tissue specimen. This infor-
mation can be obtained from the histopathology report or cytology report of the bron-
chial washing/brushing that confirmed the lung cancer and collected the most tissue.
If neither a histopathology report nor a cytology report is available, this information
may be found in the discharge summary, or an operative report. If the histopathologic
type is obtained from a source other than the pathology report, place an asterisk by
Item C.13, and record the source of the information in the Comments section. Begin
your statement in Comments with the verbatim as recorded in the following example:

Item E.20, Comments: 

Item # Comments

C.11 Pathology or cytology report cannot be obtained because…

Item E.20, Comments: 

Item # Comments

C.13 Source of histopathologic type of lesion is…
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• If the cancer has two different histopathologic types, the diagnosis is usually
based on the predominant type. This should be stated in the pathology report. In
this situation, record the predominant histopathologic type. If the pathology
report does not indicate a predominant type record both types in Other (SPECIFY)
for Item C.13 as follows: “Histopathologic type is ______ and _______”.

• The abstractor should select the general category into which the result
fits rather than using Other-specify to list a more detailed result. For
example, “nonkeratinizing squamous cell carcinoma” and “keratinizing squamous
cell carcinoma” should be included in the “squamous cell carcinoma (epidermoid
carcinoma)” category. 

• Neoplasm of uncertain behavior of the lung: Histopathologic Type for Neo-
plasm of uncertain behavior of the lung will be designated as “Other.” Darken the
circle for “Other” and record the specific histopathologic type on the line provided.

• Extranodal lymphoma arising in the lung: Histopathologic Type for Extranodal
lymphoma arising in the lung will be designated as “Other.” Darken the circle for
“Other” and record the specific histopathologic type on the line provided.

• Primary sarcoma of the lung: Histopathologic Type for Primary sarcoma of the
lung will be designated as “Other”. Darken the circle for “Other” and record the
specific histopathologic type on the line provided. 

Darken the circle corresponding to the histopathologic type of the lung cancer. If
the histopathologic type is other than those listed and does not fit into a general
category of a type listed, darken the circle for “Other” and specify the histopatho-
logic type. If the histopathologic type is unknown or not available in the record,
darken the circle for “Unknown.” 

14.Histopathologic Grade for Primary Lung Cancer: This item documents the histo-
pathologic grade of the primary lung cancer. Grade refers to a system of classifying
certain characteristics of the cell. This information can be obtained directly from the
pathology report, which collected the most tissue, a cytology report, a TNM form, a
staging classification form, the discharge summary, or from doctor's notes. 

• If the medical record states two different histopathologic grades, or a range of
grades, record the most severe type. For example, “well differentiated” is the least
severe type and “undifferentiated” is the most severe type. The most severe
grade should be recorded from the primary site. Do not record the most severe
grade from the metastatic site. 

• Neoplasm of uncertain behavior of the lung: Neoplasm of uncertain behavior
of the lung usually does not have a grade designation; therefore, “Grade cannot
be assessed (GX)” should be recorded. If the medical record contains information
about this neoplasm that would result in a specific grade, contact the CC MRA
Coordinator. 

• Extranodal lymphoma arising in the lung: If the grade is specified, darken the
corresponding circle. If it is not mentioned or unknown, darken the circle for
“Unknown.” Do not code the descriptions “high grade,” “low grade,” or “intermedi-
ate grade” for lymphomas. These terms refer to categories in the Working Formu-
lation of lymphoma diagnoses and not to histologic grade. 

• Primary sarcoma of the lung: If the grade is specified, darken the correspond-
ing circle. If it is not mentioned or unknown, darken the circle for “Unknown.” 

Darken the circle corresponding to the histopathologic grade of the lung cancer.
Darken the circle for “Unknown” when there is no indication in the record of the histo-
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pathologic grade ore if the basis for the lung cancer diagnosis. is from tissue from a
metastatic site (such as lymph node or bone).

15.TNM Staging for Primary Lung Cancer: This item refers to the TNM or AJCC
(American Joint Committee on Cancer) staging system. The AJCC Manual for Staging
of Cancer provides the minimum requirements for clinical and pathologic staging. A
list of relevant documentation, based on those requirements can be found below. If
TNM staging was performed, darken the circle corresponding to the edition of the
AJCC Cancer Staging Manual used, the 4th Edition or the 5th Edition. 

 

TNM staging describes the anatomic extent of disease based on three components: 

(1) the extent of the primary tumor (T), 

(2) the absence or presence and extent of regional lymph node metastases (N),
and 

(3) the absence or presence of distant metastases (M).

The addition of numbers to these three components indicates the extent of the malig-
nant disease, thus showing progressive increase in tumor size or involvement.

If the TNM staging is available in the medical record, the abstractor may record it
directly from the record. This staging is often performed by a Tumor Registrar (also
known as a Cancer Registrar) and, if not available in the medical record, it may be
available in the tumor registry. If the TNM staging is not available in the tumor regis-
try, the abstractor should attempt to have the stage classified by the Tumor Registrar
or a physician at a later date. The Tumor Registrar must be a CTR or CTR - eligible. If
the TNM staging is not in the records or if the abstractor disagrees with the staging,
the CTR may assign the TNM stage when all relevant documentation from the
patient's medical record is available to him/her. If an institution does not have a
Tumor Registrar, then a physician can assign the TNM stage as long as all relevant
patient documentation is available to the physician. The nosologist or abstractor
should not assign the TNM staging, unless s/he is also a CTR (or CTR-eligible) and all
relevant documentation is available.

If a participant receives neoadjuvant therapy prior to surgical resection, NCI would like the
abstractors to do Clinical Staging of the Primary Cancer. Then record the TNM Pathologic
Staging, using surgical pathology. In this situation TNM Pathologic Staging should be
recorded as follows:

• Complete the item for TNM Pathologic Staging using the surgical pathology report.

• Place an asterisk next to the item number and go to the Comments section in Part
E.

• Record the item number in the left margin of the Comments section and begin
with the phrase, “ypT_N_M”, including the appropriate numerical stage of the car-
cinoma which was recorded in Part C, TNM Pathologic Staging. “y” is a TNM
descriptor that indicates that staging was performed during or following multi-
modal therapy and the “p” indicates pathologic staging. After the appropriate
information has been included in the “ypTNM” format, briefly state what treatment
was received prior to surgery.

Note: The 5th Edition of the AJCC manual was published in January 1998. This latest
edition should be used to stage all cancers diagnosed on or after January 1, 1998. For
all previous cases the 4th Edition should be used.
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General Guidelines for NX vs. N0 and MX vs. M0:

The X category should be used when involvement of regional lymph nodes or distant meta-
static sites was not evaluated or could not be evaluated. It is not sufficient to assume that an
evaluation would have been negative (or positive). If there is a statement in the record doc-
umenting the physician’s assessment of regional lymph nodes and/or metastatic sites as
negative or not involved, without physical examination, imaging or other diagnostic proce-
dures, this may be used to assign 0 rather than X. The use of category 0, as in N0 or M0,
means that no involvement was found after some type of evaluation including appropriate
work-up and/or the physician’s clinical impression.

a. TNM Clinical Staging 

If both clinical and pathological staging are available, both should be recorded. Clini-
cal staging is based on the assessment of the anatomic extent of disease before insti-
tuting definitive therapy. All information available prior to the first definitive
treatment of primary lung cancer may be used for TNM clinical staging. Relevant doc-
umentation, which is suggested to assign clinical staging, includes:

- Physical examination and medical history;

- Imaging procedures;

- Endoscopy, including bronchoscopy, esophagoscopy, mediastinoscopy, thora-
centesis, and thoracoscopy; and

- Other tests designed to demonstrate extrathoracic metastasis and regional
extension.

Darken the circle to indicate whether the TNM clinical staging is available as follows:

Yes: If the TNM clinical staging is available, or at least some part of it is available,
darken the circle for “Yes” and then darken the circles corresponding to the Pri-
mary Tumor (T) code, the Nodal Involvement (N) code, and the Distant
Metastases (M) code. If the code for T, N, or M is not available, darken the circle
next to “Not available” in the column(s) for which the code is not available.

No: If no part of the TNM clinical staging is available, then darken the circle for
“No” and skip to C.15b, TNM Pathologic Staging.

- Neoplasm of uncertain behavior of the lung: Darken the circle for “No.”
TNM clinical staging does not apply to neoplasms of uncertain behavior of the
lung.

- Extranodal lymphoma arising in the lung: Darken the circle for “No.” TNM
clinical staging does not apply to an extranodal lymphoma arising in the lung. 

- Primary sarcoma of the lung: Darken the circle for “No.” TNM clinical stag-
ing does not apply to primary sarcoma of the lung. 

Item E.20, Comments

Item # Comments:

C.15.b ypT_N_M_; Treatment received prior to surgery was…

NOTE: SCs should photocopy any documents from medical records that are used for
TNM staging, and keep these with the participant’s file.
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b. TNM Pathologic Staging 

Relevant documentation necessary to assign pathologic staging includes:

- Any data for clinical staging; 

- Examination of the resected specimen(s), including lymph nodes and lung tis-
sue involving the primary tumor.

Darken the circle to indicate whether the TNM pathologic staging is available as
follows:

Yes: If the TNM pathologic staging is available, or at least some part of it is avail-
able, darken the circle for “Yes” and then darken the circles corresponding to the
Primary Tumor (T) code, the Nodal Involvement (N) code, and the Distant
Metastases (M) code. If the code for T, N, or M is not available, darken the circle
next to “Not available” in the column(s) for which the code is not available.

No: If no part of the TNM pathologic staging is available, then darken the circle for
“No” and skip to Item C.16, Record Stage.

- Neoplasm of uncertain behavior of the lung: Darken the circle for “No.”
TNM pathologic staging does not apply to neoplasms of uncertain behavior of
the lung.

- Extranodal lymphoma arising in the lung: Darken the circle for “No.” TNM
pathologic staging does not apply to an extranodal lymphoma arising in the
lung.

- Primary sarcoma of the lung: Darken the circle for “No.” TNM pathologic
staging does not apply to primary sarcoma of the lung. 

16.Record Stage: If TNM Pathologic Staging is complete, this item must be skipped. If
any part of the TNM Pathologic Staging is not available or is incomplete (i.e. “Tx,”
“Nx,” or “Mx” is missing), this item must be completed. This item is to document the
stage of disease (other than TNM) for primary lung cancer. There are three stage
classifications provided for lung cancer: “Stage Only,” “VALSCG” (Veterans Adminis-
tration Lung Cancer Study Group) for small cell lung cancer only, and “Summary
Staging.”

• If information about one or more of the stage classifications is not available in the
medical record, it is not necessary to try to obtain it from another source. 

• If a stage classification other than those provided on the form is available in the
record and all or part of the TNM Pathologic Staging is not available, place an
asterisk beside Item C.16, and record in the Comments section. Begin your state-
ment in Comments with the verbatim as recorded in the following example: 

• If stage is available for an extranodal lymphoma arising in the lung, for a primary
sarcoma of the lung, or for any other type of primary lung malignancy, which can-
not be staged using TNM, record the stage in Item C.16. 

Darken the circle to indicate whether stage of disease is available as follows:

Item E.20, Comments

Item # Comments

C.16 Other Stage Classification is_______. Stage = _____.
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Yes: If “Stage Only,” “VALCSG,” and/or “Summary Staging” is available, darken
the circle for “Yes” and then darken the circles corresponding to the code for each.
If stage of disease is not available for any particular classification, darken the cir-
cle next to “Not available” in the appropriate column.

No: If none of the three stage classifications, “Stage Only,” “VALCSG,” or “Sum-
mary Staging” is available in the record, darken the circle for “No” and skip to Part
E, Physician/Hospital Location Information.

- Neoplasm of uncertain behavior of the lung: Darken the circle for “No.”
Typically a neoplasm of uncertain behavior of the lung is not staged. If the
medical record contains staging information about this neoplasm, contact the
CC MRA Coordinator. 

• If no stage of disease information is available, it is not necessary for the abstrac-
tor to obtain it from another source. Also, the abstractor should not attempt to
code stage of disease unless s/he is a Certified Tumor Registrar (CTR) or CTR eli-
gible. If the abstractor is a CTR, or is CTR eligible and has all of the necessary doc-
umentation for determining the stage of disease, then s/he may code stage of
disease and record it following the guidelines above. 

• If small cell lung cancer is diagnosed, even if pathologic TNM staging is complete,
please record the VALCSG stage. This information will likely come from the radia-
tion oncology consultation note. The Lung Subcommittee expects that for all small
cell lung cancers that VALCSG stage be recorded.

Part D: Date of Diagnostic Evaluation Determination:

17.Complete this item by recording the month, day and year of the diagnostic evaluation
determination if one of the following conditions is satisfied:

• Item A.5 = No malignancy and Items B.6 and B.7 = No or

• Item A.5 = No malignancy and no diagnostic procedures were performed per par-
ticipant self-report or

• Item A.5 = No information available

Darken the circle corresponding to each number. If the exact day of diagnostic evalu-
ation determination cannot be determined from the record, year and month can usu-
ally be assessed. In this situation, record the exact month and year. Record the day
as “99.” Zero fill month and day, and record four digits for year.

Part E: Physician/Hospital Location Information:

In this section, record physician and hospital location information, where the participant
underwent diagnostic evaluation for lung cancer, other than what was reported prior to
abstracting. Items E.18 and E.19 are not required but it is recommended they be completed
to facilitate collection of additional medical record data, including pathology reports and
slides. This section also includes a comments item for recording additional information. The
physician and hospital location information will not be entered into the Data Entry and Editing
System (DEES), while all information recorded in the comments item will be entered.

18.Physician for Diagnostic Evaluation: Record the name, address, and telephone
number of the primary physician who provided care during the participant's diagnostic
evaluation for lung cancer or the physician who performed the diagnostic evaluation
procedures. Space has been allotted for entry of one physician. Record the physician's
office address, if available, otherwise record the physician's hospital address. Record
the participant's medical record or chart number for each physician location.
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19.Hospital or Clinic for Diagnostic Evaluation: Record the name, address, and tele-
phone number of the hospital or clinic at which the participant underwent one or more
diagnostic procedures for lung cancer. Space has been allotted for entry of one hospi-
tal or clinic. Record the participant's medical record or chart number for each hospital
or clinic location.

20.Comments: Use this section to record any overflow information. Discrepant informa-
tion should no longer be recorded in Comments. If an item being abstracted has con-
flicting or discrepant information, the SC Lead Abstractor, SC Coordinator and/or the
Principal Investigator should review the discrepant information for the appropriate
coding decision prior to calling the CC MRA Coordinator.

If there are no additional comments, darken the circle next to “No.” If there are addi-
tional comments, darken the circle next to “Yes,” then record the comments as in the
following example when a seventh medical complication should be collected: 

• First enter the item number indicating the item to which the comments are
related, andrecord the comments in the space provided to the right of the item
number. 

• Throughout these specifications, standard phrases are given to preface comments
so they will be easier to locate during analysis. Please use these phrases at the
beginning of the comments, if applicable. 

• Place an asterisk next to the item number being referenced in the main body of
the DEL form. 

• If more space is needed, darken the circle next to “Continued,” and record addi-
tional comments on a Comments Continuation Form (CCF). 

Item # Comments
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PLCO Cancer Screening Trial

SPECIFICATIONS FOR COMPLETION OF THE MEDICAL RECORD ABSTRACT 
FORM:

TREATMENT INFORMATION – LUNG VERSION 2 (TIL2/TLQ2)

This form is to be completed by the Medical Record Abstractor, and the CTR or CTR-eligible
individual. Specifically, the CTR will be required to complete Item A.5 (Any Local or Regional
Residual Disease Left After Surgery). 

Refer to the General Abstracting Techniques (Appendix K of the MOOP) for guidelines on gen-
eral abstracting techniques. Some key guidelines are presented below:

• When abstracting date information for items with multiple treatments, record the
dates in the order in which they are found in the medical record.

• Sources of information are specified, where appropriate, for abstracting the vari-
able items on the form. The sources of information are listed in priority order by
best source. Note that information must be obtained from a physician, hospital or
tumor registry. If the treatment is considered to be a non-traditional therapy that
would not usually be mentioned in a medical record, it is acceptable to take the
participant’s self-report. In all other cases, a therapy that is not mentioned in the
medical record should not be recorded.

• Information about treatment procedures should be collected for the first planned
course of treatment (usually within 6 months of the cancer diagnosis). The maxi-
mum time period for which medical records could be collected for treatment infor-
mation is about 1 year from the date of a cancer diagnosis.

• This form includes items which require that data be entered verbatim, such as
recording "other (specify)," and recording comments. The abstractor should be
sure to use clear and legible handwriting when completing these items.

• If additional space is needed to record treatment information, use the Comments
section. Record the same type of data as requested in the treatment table.

• If any item has unclear, discrepant, or conflicting information, review this infor-
mation with the SC Lead Abstractor, SC Coordinator or the Principal Investigator
prior to contacting the CC MRA Coordinator.
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Specifications for completing each item of the form are given below:

General instructions for the completion of forms to be scanned by an Optical Mark
Reader:

• Use a No. 2 pencil to mark your answers. Do not use red ink or felt tip
pens.

• Make heavy black marks that fill the circle completely.

• If you need to change an answer, be sure to erase completely. 

• Mark only one response for each question, unless the instructions tell you
otherwise. 

• Some questions have additional instructions next to certain answers. These
instructions may ask you to skip questions that do not apply or ask you to provide
additional information. First darken the appropriate circle, and then follow the
instructions as directed. Unless instructed otherwise, go to the next question. 

Administrative Section:

Participant ID: Affix a Participant ID label to the space provided in the lower left corner of the
form.

1. Date Abstracted: Record the date the medical record was abstracted. This is the
date the entire form was completed. Month and day should be zero filled and two dig-
its should be recorded for the year (e.g., 02/07/2000). The circles for “2” and “0”
have been filled in. Darken the circle corresponding to each remaining number.

If the disposition of the form is “Interim Complete” (see Disposition below), record
the date the interim disposition was assigned. When the form is finalized, erase the
interim date and record the date the form was completed.

2. Abstractor ID#: Record the 4-digit staff ID number assigned to the individual who is
abstracting the medical record and completing the TI. If more than one abstractor
completes the TI, the SC Lead Abstractor should determine which abstractor is
responsible for the content of the form— this abstractor’s ID number should be
recorded here. Darken the circles corresponding to the four digits.

3. CTR ID#: Record the 4-digit staff ID number assigned to the individual who is
abstracting Item A.5. (Any Local or Regional Residual Disease Left After Surgery).
Darken the circles corresponding to the four digits.

4. Study Year: Darken the circles corresponding to the study year, from T0 to T13.
Zero fill the number for T0 - T9 (e.g., T00, T01, T02, etc.).

5. Purpose of Abstract: This form may be used for either the initial abstracting of
medical record information, or for repeat abstraction of the medical record for quality
assurance. Darken the circle corresponding to the purpose of the abstract as follows:

• Initial abstract: Medical record information is being abstracted for the “first”
time to confirm the treatment of lung cancer. 
October 1, 2003 2 Specifications for Treatment
Appendix A-8-2 Information Form - Lung - Version 2



• Re-abstract for QA: Medical record information that has already been abstracted
to confirm the treatment of lung cancer is being re-abstracted for the purpose of
quality assurance. Not yet implemented. 

6. Form Processing: These are the steps that should be completed in order to process
the medical record abstract form. All of the items except “Disposition” are optional.
“Disposition“ is required and may be marked on the form or entered directly into
DEES. Dispositions of “Final Complete” (FCM) may also be set automatically in DEES
when the form is edited (See DEES User’s Guide).

• Form Receipted into SMS: This item is optional. Darken this circle after the form
has been receipted into the SMS. The form may be receipted interactively or
through the DEES to SMS Update. (Refer to Chapter 17 of the MOOP for instruc-
tions on receipting forms.) 

• Manual Review Completed: This item is optional. Darken this circle after the
form has been reviewed by SC staff to make sure that the information is com-
plete, legible and that the appropriate circles are darkened properly. (Refer to
Chapter 17 of the MOOP for instructions on performing a manual review of forms.) 

• Data Entry of Non-Scannable Items: This item is optional. Complete this item
to indicate the status of verbatim data entry. (Refer to Chapter 17 for instructions
on data entry of non-scannable items.) When data entry is complete, darken the
circle next to "Completed." If no data entry of non-scannable items is required,
darken the circle next to "None Required." 

• Data Retrieval: This item is optional. Complete this item to indicate the status of
data retrieval. If data retrieval was attempted, regardless of whether or not addi-
tional information was collected, darken the circle next to "Attempted." If no data
retrieval was required, darken the circle next to "None Required." 

• Disposition: The SC is required to assign a disposition to each opscan form.
There is one interim disposition and there are two final dispositions: 

- Interim Complete (ICM): This disposition may be assigned when there are
outstanding data but the SC would like to scan the data that are available into
the DEES. (Since it may take a number of months for all of the data to be
abstracted, it is recommended that the form be scanned into the Data Entry
and Editing System each time it is updated.) Once all data are abstracted,
remove the ICM so that the appropriate disposition is assigned.

- Final Complete (FCM): This disposition may be assigned when there are no
errors reported on the DEES edit report or the only errors reported are
“UNLIKELY” errors that have been investigated by the SC, or errors on the
optional form processing items. 

- Final Incomplete (FIC): This disposition may be assigned when there are
errors reported on the DEES edit report (except UNLIKELY errors that have
been investigated) which cannot be corrected. This includes errors that cannot
be corrected because data retrieval is not required for the item, or because the
information could not be obtained, even with data retrieval. 

The disposition may be assigned in three ways: 

- by darkening the bubble on the opscan form and scanning it; 

- by keying the disposition into DEES; 

- by allowing the computer to assign the final disposition for forms with no
errors (FCM only). 
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Part A: Initial Treatment Information:

In this section, record all treatments that make up the first course of treatment the partici-
pant received for lung cancer. 

• If the treatment is intended as initial management, it should be recorded regard-
less of the timeframe or treatment site. 

• If the first course of treatment is directed toward a metastatic site, it is appropri-
ate to code this treatment. 

• Combination Treatments: If multiple treatments are given in combination, enter
the date treatment began for the combination treatments. If another treatment is
added to the combination (or one is removed), the new combination should be
considered a new treatment with a new start date. 

• Time period Rules for First Course of Treatment (in order of precedence): 

1. If there is a documented, planned first course of treatment, first course ends
at the completion of this treatment plan, regardless of the duration of the
treatment plan.

2. If the patient is treated according to a facility’s standards of practice, first
course ends at the completion of the treatment.

3. If there is no documentation of a planned first course of treatment or standard
of practice, first course of treatment includes all treatment received before dis-
ease progression or treatment failure. If it is undocumented whether there is
disease progression/treatment failure and the treatment in question begins
more than one year after diagnosis, assume that the treatment is not part of
the first course. 

4. If a patient refuses all treatment modalities and does not change his/her mind
within a reasonable time frame, or if the physician opts not to treat the
patient, record that there was no treatment in the first course. 

• All modalities of treatment are included regardless of sequence or the degree of
completion of any component method. 

Reference: SEER Program Code Manual, Third Edition. Bethesda, MD: National
Institutes of Health, National Cancer Institute; 1998, p.119.

• If there is a significant treatment that is not in the first course of treatment and
the abstractor and the SC Principal Investigator feel it should be recorded, this will
need to be sent to the CC MRA Coordinator. The relevant medical records should
be copied (identifiers deleted) and sent to the CC MRA Coordinator with a memo
describing the issue. 

1. Radiation Treatment for Lung Cancer: This item is concerned with the radiation
treatment the participant received for lung cancer. Radiation treatment most com-
monly consists of either external photon beam therapy or brachytherapy (interbron-
chial implant). More rarely, radiation treatment may consist of either neutron or
proton external beam therapy. Note that this item is concerned with radiation treat-
ment and not diagnostic x-rays such as a CT scan.

External photon beam therapy is delivered by a machine, which generates x-rays or
contains a large amount of a radioactive isotope (cobalt), or delivered by a linear
accelerator. External beam treatments are given in one or more "series" or "courses."
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Each course of radiation is administered over a period of days or weeks in small daily
doses.

Brachytherapy is a method of radiotherapy in which radioactive sources are applied
on the external surface of the patient, implanted in tissue, or inserted into body cavi-
ties. Brachytherapy procedures usually are performed in an operating room since they
require anesthesia. Although the brachytherapy treatment may be performed in a
surgical suite and recorded in surgical notes, it is radiotherapy and should be
recorded as such for purposes of describing the participant's treatment. 

Some institutions may have the capability to deliver neutron beam therapy, via a hos-
pital based high-energy cyclotron, or proton beam therapy, via a hospital-based syn-
chrotron. Treatment via these modalities is usually administered in "courses" or
"series" over a period of time. Hyperfractionated therapy refers to treatment with
more than one fraction of radiation a day. Most institutions, however, find these
machines impractical for a hospital setting due to their cost and size. 

Darken the circle corresponding to whether the participant received radiation treat-
ment as follows: 

No: The record clearly states that the participant did not receive radiation treat-
ment, or there is no mention of radiation treatment (planned or given) in the
records. Darken the circle for "No" and go to Item 2.

Yes: The record indicates that the participant received radiation treatment.
Darken the circle for "Yes" and complete the table for Item 1. Record information
for each course of radiation treatment received in a separate column. For each
radiation treatment, complete the following: 

- Date Radiation Treatment Began: Record the month, day, and year that
the radiation treatment was begun for a particular course. If the day is not
clear, year and month can usually be assessed, even if the exact day cannot
be determined. In this situation, record the exact month and year. Record the
day as “99.” Darken the circle corresponding to each number. Zero fill month
and day, and record four digits for year. 

If space is needed to record additional radiation treatments, use the Com-
ments section to record the same type of data as requested in the table. In
Comments, record the item numbers and labels followed by the data. For
example, the first additional radiation treatment in Comments would be the
third radiation treatment recorded: 

Unknown: The record states that a radiation treatment is planned but then there
is no mention of whether or not it was actually given. This code should also be
used if the record clearly states that this information is unknown. Darken the cir-
cle for "Unknown" and go to Item 2. 

2. Surgical Treatment for Lung Cancer: This item is concerned with the surgical
treatment that the participant received for lung cancer. Darken the circle correspond-
ing to whether the participant received surgical treatment as follows:

Item B.8, Comments:

Item # Comments
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No: The record clearly states that the participant did not receive surgical treat-
ment, or there is no mention of surgical treatment (planned or given) in the
records. Darken the circle for "No" and go to Item 3.

Yes: The record indicates that the participant received surgical treatment. Darken
the circle for "Yes" and complete the table for Item 2. For each surgical procedure
performed, complete the following items:

- Type of Surgical Procedure: Darken the circle corresponding to the type of
surgical procedure performed. Refer to the Surgical Procedure Codes for the
list of common surgical procedures for lung cancer and to Appendix K-17-2 of
the MOOP for definitions of surgical procedures for the lung. If the participant
had a surgical procedure other than those listed, darken the circle for "Other
(SPECIFY)" and record the surgical procedure performed on the line provided.

• If surgical resection with removal of lymph nodes is performed, this should
be coded as two separate procedures using the appropriate code for surgi-
cal resection and code “13” for the lymph node removal. 

• Mediastinoscopy is not a treatment for lung cancer and should not be col-
lected as a procedure. 

• If pleurodesis is done to treat the lung cancer, record under Thoracentesis,
code 15.

- Date of Surgery: Record the month, day and year that the surgical procedure
was performed. If the day is not clear, year and month can usually be
assessed, even if the exact day cannot be determined. In this situation, record
the exact month and year. Record the day as “99.” Darken the circle corre-
sponding to each number. Zero fill month and day, and record four digits for
year. 

If space is needed to record additional surgical procedures, use the Comments
section to record the same type of data as requested in the table. In Comments,
record the item numbers and labels followed by the data. For example, the first
additional surgical treatment in Comments would be the fifth surgical treatment
recorded:

Unknown: The record states that a surgical treatment is planned but then there
is no mention of whether or not it was actually given. This code should also be
used if the record clearly states that this information is unknown. Darken the cir-
cle for "Unknown" and go to Item 3. 

3. Chemotherapeutic Treatment for Lung Cancer: This item is concerned with any
chemotherapeutic treatment the participant received for lung cancer. Chemothera-
peutic treatment is the use of drugs given as treatment for cancer. Chemotherapeutic
treatment may be the primary treatment, prescribed in cases of advanced cancer, or
may be an adjuvant treatment, given in addition to surgery and/or radiation.

The participant's medical record may or may not contain chemotherapeutic treatment
data. Unlike surgery and radiation, treatments that must be performed at a hospital
or clinic, chemotherapeutic treatment may be administered at a physician's office or

Item B.8, Comments:

Item # Comments
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self-administered under the guidance and supervision of a physician. It is, therefore,
especially important that the abstractor carefully review the record and, if necessary,
contact the physician for information on chemotherapeutic treatment.

Darken the circle corresponding to whether the participant received chemotherapeutic
treatment as follows:

No: The record clearly states that the participant did not receive chemotherapeu-
tic treatment, or there is no mention of chemotherapeutic treatment (planned or
given) in the records. Darken the circle for "No" and go to Item 4.

Yes: The record indicates that the participant received chemotherapeutic treat-
ment. Darken the circle for "Yes" and complete the table for Item 3. For each pro-
tocol of chemotherapeutic treatment received, complete the following:

- Date Chemotherapeutic Treatment Began: Record the month, day, and
year that the chemotherapeutic treatment was begun for a particular course.
If the day is not clear, year and month can usually be assessed, even if the
exact day cannot be determined. In this situation, record the exact month and
year. Record the day as “99.” Darken the circle corresponding to each number.
Zero fill month and day, and record four digits for year. 

If space is needed to record additional chemotherapeutic treatments, use the
Comments section to record the same type of data as requested in the table. In
Comments, record the item numbers and labels followed by the data. For exam-
ple, the first additional chemotherapeutic treatment in Comments would be the
fifth chemotherapeutic treatment recorded: 

Unknown: The record states that a chemotherapeutic treatment is planned but
then there is no mention of whether or not it was actually given. This code should
also be used if the record clearly states that this information is unknown. Darken
the circle for "Unknown" and go to Item 4.

4. Other Type of Treatment for Lung Cancer: This item is concerned with any treat-
ment other than surgery, radiation and chemotherapeutic treatment that the partici-
pant received for lung cancer. Other types of treatment include autologous bone
marrow transplant, gene therapy, and alternative treatments. 

Darken the circle corresponding to whether the participant received some other type
of treatment as follows:

No: The record clearly states that the participant did not receive any other type of
treatment, or there is no mention of other treatments (planned or given) in the
records. Darken the circle for "No" and go to Item 5.

Yes: The record indicates that the participant received some other type of treat-
ment. Darken the circle for "Yes" and complete the table for Item 4. For each type
of treatment received, complete the following:

- Date Other Treatment Began: Record the month, day, and year that the
other type of therapy began. If the day is not clear, year and month can usu-
ally be assessed, even if the exact day cannot be determined. In this situation,

Item B.8, Comments:

Item # Comments
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record the exact month and year. Record the day as “99”. Darken the circle
corresponding to each number. Zero fill month and day, and record four digits
for year. 

If space is needed to record other type of treatments for lung cancer, use the
Comments section to record the same type of data as requested in the table. In
Comments, record the item numbers and labels followed by the data. For exam-
ple, the first additional other type of treatment for lung cancer in Comments would
be the third other type of treatment for lung cancer recorded:

Unknown: The record states that an “other” treatment is planned but then there
is no mention of whether or not it is actually given. This code should also be used
if the record clearly states that this information is unknown. Darken the circle for
"Unknown" and go to Item 5. 

5. Any Local or Regional Residual Disease Left After Surgery: This item is to be
completed only by a CTR or a CTR-eligible individual. This item documents whether
the participant had any local or regional residual disease left after surgery. Record
information for this item for any attempted surgical procedure even if the procedure
was not completed. Surgery is defined as any of the surgical procedures listed in Item
2. If there are multiple surgeries, use the last surgery in the first course of treatment.
Regional residual disease is defined as a cancer that remains after surgery and is
related to the original site by direct extension. This regional disease refers to the site
of the surgery (not necessarily the site of the primary cancer). It does not apply to
metastases. Information should be taken from the pathology report since this is the
most definitive source for determining residual disease and the operative report may
be used for further clarification. If neither pathology nor operative reports are avail-
able, a discharge summary or doctor’s note with treatment plan may be used to
record this item. “Perineural or vascular invasion” noted on a surgical pathology
report, does not infer that regional or residual disease is left after surgery. The
pathology report refers only to the specimen or tissue removed during surgery, not to
tumor that remains following surgery. Darken the circle corresponding to whether the
participant had any local or regional residual disease left after surgery as follows:

No: The record indicates that the participant had no local or regional residual dis-
ease left after surgery. Darken the circle for "No" and go to Item 6.

Yes - Microscopic: The record indicates that the participant had local or regional
residual disease left after surgery which was microscopic (of minute size). The
pathology report may state "tumor to surgical margin". Darken the circle for “Yes
– Microscopic” and go to Item 6.

Yes – Gross Tumor: The record indicates that the participant had local or
regional residual disease left after surgery, which was macroscopic (can be visual-
ized with the naked eye). Darken the circle for “Yes – Gross Tumor” and go to
Item 6.

The highest order of evidence should be coded. For example, if the operative
report notes that gross disease remains, then “gross” should be coded. But if the

Item B.8, Comments:

Item # Comments
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report notes that there were positive surgical margins without gross evidence of
disease, the “microscopic” response should be used.

Not applicable: The participant did not receive any surgical treatment for lung
cancer, or Item A.2, Surgical Treatment for Lung Cancer, is “No” or “Unknown.”
Darken the circle for "Not applicable" and go to Item 6.

Unknown: The record does not mention if the participant had local or regional
residual disease left after surgery, or the record clearly states that this informa-
tion is unknown. Darken the circle for "Unknown" and go to Item 6.

Part B: Physician/Hospital Location Information:

In this section, record physician and hospital location information where the participant
received treatment for lung cancer. Items B.6 and B.7 are not required, but it is recom-
mended that they be completed to facilitate collection of additional medical record data. This
section also includes a comments item for recording additional information. The physician
and hospital location information will not be entered into the Data Entry and Editing System
(DEES), while all information recorded in the comments item will be entered.

6. Physician for Treatment: Record the name, address, and telephone number of the
primary physician who provided care during the participant's treatment for lung can-
cer and/or the physician who provided or administered the treatment. Space has been
allotted for entry of two physicians. Record the physician's office address, if available,
otherwise record the physician's hospital address. Record the participant's medical
record or chart number for each physician location.

7. Hospital or Clinic for Treatment: Record the name, address, and telephone num-
ber of the hospital or clinic at which the participant underwent treatment for lung can-
cer. Space has been allotted for entry of two hospitals or clinics. Record the
participant's medical record or chart number for each hospital or clinic location.

8. Comments: Use this section to record notes, comments and any overflow informa-
tion while abstracting from the participant's medical record. Discrepant information
should no longer be recorded in Comments. If an item being abstracted has conflict-
ing or discrepant information, the SC Lead Abstractor, SC Coordinator and/or Principal
Investigator should review the discrepant information for the appropriate coding deci-
sion prior to contacting the CC MRA Coordinator.

If there are no additional comments, darken the circle next to "No." If there are addi-
tional comments, darken the circle next to "Yes," then record the comments as fol-
lows. First enter the item number indicating the item to which the comments are
related, record the comments in the space provided to the right of the item number
as in the following example when a fifth surgical procedure for lung cancer should be
collected:

Place an asterisk next to the item number being referenced in the main body of the
TIL form. If more space is needed, darken the circle next to "Continued," and record
additional comments on a Comments Continuation Form (CCF). 

Item # Comments:
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PLCO Cancer Screening Trial

SPECIFICATIONS FOR COMPLETION OF THE MEDICAL RECORD ABSTRACT 
FORM:

DIAGNOSTIC EVALUATION - COLORECTUM VERSION 3 (DEC3/DCQ3)

This form is to be completed by the Medical Record Abstractor, a nosologist (trained medical
coder), and a Tumor (or Cancer) Registrar who is also a Certified Tumor Registrar (CTR) or
CTR-eligible. Items, which are to be completed by a nosologist or a CTR, are specified. The
abstractor should complete all other items. Specifically, the nosologist will be required to
complete Item B.8 (Other Cancer Diagnosis). The CTR will be required to complete Part C:
Items C.9 (Description of Colorectal Carcinoma), C.10 (Date of Primary Colorectal Cancer
Diagnosis), C.11 (Verbatim Description of Primary Colorectal Cancer Diagnosis), C.12 (ICD-
O-2 Cancer Classification), C.13 (Photocopy of Report Confirming Primary Colorectal Can-
cer), C.14 (Histopathologic Type for Primary Colorectal Cancer), C.15 (Histopathologic Grade
for Primary Colorectal Cancer), C.16 (TNM Staging for Primary Colorectal Cancer) and C.17
(Record Stage). 

Refer to the General Abstracting Techniques (Appendix K of the MOOP) for guidelines on gen-
eral abstracting techniques. Some key guidelines are presented below:

• Sources of information are specified, where appropriate, for abstracting the vari-
able items on the form. The sources of information are listed in priority order by
best source. Note that information must be obtained from a physician, hospital, or
tumor registry; it should not be obtained from the participant, except in Item A1,
Diagnostic Procedures Performed, in which the information recorded may be
based on participant self-report. Written documentation from the physician or the
medical record, for example, is preferable to obtaining information verbally.

• Information about diagnostic procedures could possibly be collected up to 12
months after the date of a positive screen (if a conclusive diagnosis or the next
screening exam does not come first). In addition, information about complications
of diagnostic procedures should be collected up to 12 months from the time diag-
nostic procedures began. In the event of a cancer diagnosis, medical complica-
tions should be collected for an additional 6 months after the diagnosis.

• Before beginning abstraction, the medical record documents should be placed in
chronological order and the diagnostic/staging procedures should be abstracted
chronologically. If, however, a diagnostic or staging procedure is identified and
added after the form has been completed, it is not necessary to shift all of the
data to maintain the chronological order; the new procedure may be added at the
end of the appropriate item.

• This form includes items, which require that data be entered verbatim, such as
recording diagnoses, recording "Other (specify)," and recording comments. Verba-
tim comments should be accurate and succinct. The abstractor should be sure to
use clear and legible handwriting when completing these items.

• If the medical record contains unclear, discrepant, or conflicting information for
any item, the SC Lead Abstractor, SC Coordinator and/or Principal Investigator
should first be consulted for a resolution and for making an appropriate coding
decision, prior contacting the CC MRA Coordinator.

• When recording information in the Comments section, be sure to identify the item
to which the comment refers. Appropriate identification will aid in the analysis of
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Comments data. Throughout the specifications, examples have been given for
recording information in Comments.

Below are some guidelines for the collection of diagnostic evaluation information:

• Information regarding diagnostic procedures that occurred prior to the partici-
pant's randomization date should not be recorded.

• Procedures that occurred prior to the date of the initial visit for clinical assessment
(i.e., the first visit to a doctor for clinical assessment) should not be recorded, with
the exception of procedures that are part of the diagnostic evaluation for a sus-
pected cancer. If a screening test is positive or a participant experiences symp-
toms and a diagnostic procedure is performed before the participant actually visits
the doctor, this diagnostic procedure should be recorded on the DE form (even
though it took place prior to the initial visit for clinical assessment).  

For example, in the case of a positive PLCO screen with a biopsy performed, the
screen is the event that led to the initiation of diagnostic follow-up and should not
be recorded, but the biopsy is the first procedure in the diagnostic follow-up pro-
cess, and should be recorded. 

• Following a positive FSG screening exam, the SC should collect diagnostic evalua-
tion information until:

- a conclusive diagnosis (either malignant or non-malignant) is made, OR

- 12 months after the date of the positive screen

whichever comes first.

At the end of the 12 months, if the diagnostic evaluation is not conclusively malig-
nant, record the result of the diagnostic evaluation in Item A.7 as “No malig-
nancy.”

- An exception to the above is when diagnostic evaluation procedures are
begun, but are later discontinued by the participant, such that it cannot be
determined conclusively whether the participant had no malignancy or had a
colorectal or other malignancy. In this situation it is not appropriate to record
a conclusive diagnosis, but rather to record "No information available.” If a
Lead Abstractor cannot conclusively determine the result of a diagnostic evalu-
ation from the medical record, contact the CC MRA Coordinator. 

It is the SC’s responsibility to encourage timely follow-up of positive screens. If,
despite SC efforts, the participant does not initiate follow-up of a positive screen
until late in the year, 10 months after the positive screen for example, the SC
should still collect only the diagnostic evaluation data until 12 months after the
positive screen or the next screen, whichever comes first. In the example given,
this would mean two months of diagnostic evaluation data.

• All staging information related to the initial diagnosis of primary colorectal cancer
should be collected (i.e., the staging procedures that resulted in the TNM or stage
of disease classifications recorded in Part C of the DEC form). Staging information
on colorectal cancer recurrence should not be collected. 

• If multiple primary colorectal cancers are diagnosed at the same time (i.e., as part
of the same diagnostic evaluation process and prior to the first definitive treat-
ment), it is necessary to complete portions of a separate DEC for each multiple
primary. Item 7 (Multiple Primary Cancer #) allows the abstractor to indicate
whether the DEC is being used for abstracting information about a multiple pri-
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mary colorectal cancer. If there are multiple primary cancers, each cancer should
be recorded on a separate DEC3 form.

• If a procedure such as a hemicolectomy is done and considered to be diagnostic,
staging, and initial treatment it should be abstracted onto both the Diagnostic
Evaluation forms. 

Specifications for completing each item of the form are given below:

General instructions for the completion of forms to be scanned by an Optical Mark
Reader:

• Use a No. 2 pencil to mark your answers. Do not use red ink or felt tip
pens.

• Make heavy black marks that fill the circle completely.

• If you need to change an answer, be sure to erase completely. 

• Mark only one response for each question, unless the instructions tell you
otherwise. 

• Some questions have additional instructions next to certain answers.
These instructions may ask you to skip questions that do not apply or ask
you to provide additional information. First darken the appropriate circle,
and then follow the instructions as directed. Unless instructed otherwise,
go to the next question. 

Administrative Section:

Participant ID: Affix a Participant ID label to the space provided in the lower left corner of
the form. The barcode should be aligned directly over the shaded box, with the eye-readable
number toward the inside of the form. The barcode should be toward the outer edge of the
form.

1. Date Abstracted: Record the date the medical record was abstracted. This is the
date the entire form was completed. Month and day should be zero filled and two dig-
its should be recorded for the year (e.g., 02/07/2000). The circles for “2” and “0”
have been filled. Darken the circle corresponding to each remaining number.

If the disposition of the form is “Interim Complete” (see Disposition below), record
the date the interim disposition was assigned. When the form is finalized (“Final Com-
plete” or “Final Incomplete), erase the interim date and record the date the form was
completed.

2. Abstractor ID#: Record the 4-digit staff ID number assigned to the individual who is
abstracting the medical record and completing the DE. If more than one abstractor
completes the DE, the SC Lead Abstractor should determine which abstractor is
responsible for the content of the form -- this abstractor’s ID number should be
recorded here. Darken the circles corresponding to the four digits.
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3. Nosologist ID#: Record the 4-digit staff ID number assigned to the individual who is
abstracting Item B.8 (ICD-9-CM Classification of Other Cancer Diagnoses). Darken
the circles corresponding to the four digits.

4. CTR ID#: Record the 4-digit staff ID number assigned to the individual who is
abstracting specific items related to ICD-O-2 Classification and cancer diagnosis/stag-
ing in Part C. Darken the circles corresponding to the four digits.

5. Study Year: Record the study year, T0 to T13. This is the study year in which the SC
was notified of a suspicion of colorectal cancer. For example, if the cancer was
reported on a T1 ASU, the study year for the DEC is T1. Darken the corresponding cir-
cles. Remember to right justify and zero-fill the number for study years T0 - T9 (e.g.,
T00, T01, T02, etc.).

6. Purpose of Abstract: This form may be used for either the initial abstracting of
medical record information, or for repeat abstraction of the medical record for quality
assurance. Darken the circle corresponding to the purpose of the abstract as follows:

• Initial abstract: Medical record information is being abstracted for the “first”
time to confirm a suspicion of colorectal cancer. This includes an initial abstract for
a multiple primary cancer (see Item 7). 

• Re-abstract for QA: Medical record information that has already been abstracted
to confirm a suspicion of colorectal cancer is being re-abstracted for the purpose
of quality assurance. This includes a re-abstract for a multiple primary cancer (see
Item 7). Not yet implemented. 

7. Multiple Primary Cancer #: The purpose of this item is to indicate whether this
form is being used to abstract information about an additional primary colorectal can-
cer that was diagnosed at the same time as the first primary colorectal cancer (i.e., as
part of the same diagnostic evaluation and staging process, and before the first defin-
itive treatment). If this primary cancer is the second primary diagnosed (in chrono-
logical date order), darken the circle for "2." If it is the third, darken the circle for "3,"
etc. If only one primary cancer was diagnosed, this item should be skipped. Only
information on one carcinoma should be recorded per each DE.  This is because it
would be unlikely for separate primary carcinomas to have data that matched exactly
for questions C.10 through C.17.

If the participant was diagnosed with more than one primary colorectal cancer, record
information about the first primary (chronologically by date of diagnosis) in Part C.
For the first primary, the DEC must be completed in full (all parts). For all subsequent
primaries, use another DEC form and complete the administrative section, Item A.7
(Result of Diagnostic Evaluation for Colorectal Cancer), and Part C only. If more than
one primary was diagnosed on the first date of diagnosis, designate the most
advanced cancer diagnosed on that day as the "first primary" and complete the entire
DEC form. Use additional DEC forms for any other cancers diagnosed on that day.

8. Form Processing: These are the steps that should be completed in order to process
the medical record abstract form. All of the items except “Disposition” are optional.
“Disposition“ is required and may be marked on the form or entered directly into
DEES. Dispositions of “Final Complete” (FCM) may also be set automatically in DEES
when the form is edited (See DEES User’s Guide).

• Form Receipted into SMS: This item is optional. Darken this circle after the form
has been receipted into the SMS. The form may be receipted interactively or
through the DEES to SMS Update. (Refer to Chapter 17 of the MOOP for instruc-
tions on receipting forms.) 
October 1, 2003 4 Specifications for Diagnostic Evaluation
Appendix A-8-3 Form - Colorectum - Version 3



• Manual Review Completed: This item is optional. Darken this circle after the
form has been reviewed by SC staff to make sure that the information is com-
plete, legible and that the appropriate circles are darkened properly. (Refer to
Chapter 17 of the MOOP for instructions on performing a manual review of forms.) 

• Data Entry of Non-Scannable Items: This item is optional. Complete this item
to indicate the status of verbatim data entry. (Refer to Chapter 17 of the MOOP for
instructions on data entry of non-scannable items.) When data entry is complete,
darken the circle next to "Completed." If no data entry of non-scannable items is
required, darken the circle next to "None Required." 

• Data Retrieval: This item is optional. Complete this item to indicate the status of
data retrieval. If data retrieval was attempted, regardless of whether or not addi-
tional information was collected, darken the circle next to "Attempted." If no data
retrieval was required, darken the circle next to "None Required." 

• Disposition: The SC is required to assign a disposition to each opscan form.
There is one interim disposition and there are two final dispositions: 

- Interim Complete (ICM): This disposition may be assigned when there are
outstanding data but the SC would like to scan the data that are available into
the DEES. (Since it may take a number of months for all of the data to be
abstracted, it is recommended that the form be scanned into the Data Entry
and Editing System each time it is updated.) Once all data is abstracted,
remove the ICM so that the appropriate disposition is assigned.

- Final Complete (FCM): This disposition may be assigned when there are no
errors reported on the DEES edit report, or the only errors reported are
“UNLIKELY” errors that have been investigated by the SC or errors on the
optional form processing items.

- Final Incomplete (FIC): This disposition may be assigned when there are
errors reported on the DEES edit report (except UNLIKELY errors that have
been investigated) which cannot be corrected. This includes errors that cannot
be corrected because data retrieval is not required for the item, or because the
information could not be obtained, even with data retrieval.

The disposition may be assigned in three ways:

- by darkening the bubble on the opscan form and scanning it;

- by keying the disposition into DEES;

- by allowing the computer to assign the final disposition for forms with no
errors (FCM only).

Part A: Diagnostic Evaluation and Staging:

This section refers to the diagnostic evaluation and staging for colorectal cancer. Abstracting
this data will require careful review of the participant's medical records at one or more hospi-
tals, clinics, or physicians’ offices.

When abstracting information onto this form, do not include information from any physician/
hospital visits or procedures that took place prior to the participant's date of randomization,
even if these visits or procedures are related to a diagnosis which was made after the partic-
ipant was enrolled in the trial.

1. Diagnostic Procedures Performed: The purpose of this item is to document
whether or not a physician recommended and performed diagnostic procedures as
part of the follow-up to a positive PLCO screening examination (FSG). If the DEC is
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being completed in response to colorectal cancer being reported via an ASU, for
example, if the participant was in fact diagnosed with cancer, it is assumed that diag-
nostic procedures were performed and this item should be coded “Yes.” Darken the
circle corresponding to the most appropriate response as follows:

Yes: The record indicates that diagnostic procedures were recommended by a
physician and were performed. This includes situations when diagnostic proce-
dures were performed to follow up a positive PLCO screening exam and when col-
orectal cancer was reported to the SC via an ASU. 

No, Physician Report: The record indicated or the physician reported to the SC
that based on review of the PLCO screening exam results, and possibly any medi-
cal history prior to the screening exam, no additional follow-up was deemed nec-
essary. Complete Item A.7 (Result of Diagnostic Evaluation for Colorectal Cancer)
and Parts D and E of the form.

No, Participant Self-Report: The participant reported that his/her physician
reviewed the PLCO screening exam results, and possibly other medical history
prior to the screening exam, and deemed no additional follow-up was necessary.
Complete Item A.7 (Result of Diagnostic Evaluation for Colorectal Cancer) and
Parts D and E of the form.

- Before accepting a participant self-report the SC should first attempt to obtain
written documentation from the participant’s physician. If written documenta-
tion cannot be obtained from the physician, the SC should then attempt to
obtain verbal confirmation from the physician’s office that the physician did
not recommend additional follow-up of the positive PLCO screening exam. In
cases where only the participant's report of the physician's recommendation
can be obtained, this circle should be darkened.

2. Reason for Initial Visit for Clinical Assessment: The purpose of this item is to
identify the participant’s motivation for seeking clinical evaluation. Because motiva-
tion is sometimes not clearly stated in the record, NCI assumes that if a participant
seeks medical care within 12 months of a positive screen, it is for the purpose of fol-
low-up of that positive screen. If medical care is sought more than 12 months after a
positive screen, NCI assumes that it is not for follow-up to a positive screen. Darken
the circles corresponding to all the reasons that apply as follows:

• Symptomatic: The record indicates that symptoms prompted the participant to
go for a clinical evaluation. 

• Follow-up of positive PLCO screen: The record indicates that the participant
went for a clinical evaluation to follow up a positive PLCO screen, within 12
months of the positive screen. 

• Other (SPECIFY): If the record indicates that the participant went for a clinical
evaluation for a reason other than those listed, specify the reason in the space
provided. This would include the participant who is asymptomatic and has a posi-
tive non-PLCO screening exam that prompts for the evaluation. If the motivation
for evaluation is a non-PLCO screening exam, the details of the test and results
should be recorded on the "Specify" line.

3. Sigmoidoscopy or Colonoscopy: The purpose of this item is to document whether
the participant had at least one endoscopy procedure (sigmoidoscopy or colonos-
copy), as part of the diagnostic evaluation for colorectal cancer. If so, specific infor-
mation about each procedure performed, as described below, should be recorded.
Information regarding these procedures will usually be found in an endoscopy (sig-
moidoscopy or colonoscopy) report in the medical record. 
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• Do not record information about flexible sigmoidoscopies performed as part of the
PLCO screening examinations. 

• Do not record screening non-PLCO flexible sigmoidoscopies.

• Do not record any sigmoidoscopy or colonoscopy performed unless it is part of the
diagnostic evaluation for a suspected colorectal cancer. 

• Do not record anoscopy in this section. Anoscopy should be recorded in A.5,
“Other diagnostic/staging procedures”, under code 88 “other”, and specified.

Complete this item as follows:

No: The record states or indicates that the participant did not have any endo-
scopies. Darken the circle for "No" and go to Item A.5.

Yes: The record states or indicates that the participant had one or more endo-
scopies. Darken the circle for "Yes" and complete the table for Item A.3. 

- If a participant had more than three endoscopy procedures, place an asterisk
beside Item A.3 and use the Comments section to record the same type of
data as requested in the table. In Comments, record the item numbers and
labels followed by the data. For example:

Unknown: If there is no indication in the record whether Sigmoidoscopy or
Colonoscopy was or was not performed, darken the circle for "Unknown" and go to
Item A.4.

For each endoscopy performed, complete the following items:

• Procedure Type: Darken the circle corresponding to the type of procedure
performed. The procedure types are defined below:

1 =Sigmoidoscopy: Visual examination of the sigmoid colon with either a
flexible endoscope (flexible sigmoidoscopy) or a rigid endoscope (rigid sig-
moidoscopy). If this code is marked, skip "Cecum Visualization" and go to
"Bowel Preparation."

3 =Colonoscopy: Visual examination of the entire colon with a flexible
endoscope.

Note: If depth of insertion is in the record it may be used to help deter-
mine whether an endoscopy was a sigmoidoscopy or colonoscopy, when
not specified. Unless there is a complication or obstruction (which should
be noted in the record), a sigmoidoscope will reach approximately 60 cm,
without cecum visualization, whereas a colonoscope will reach approxi-
mately 120 cm, and usually the cecum is visualized. 

4 =Endoscopy (NOS): The abbreviation "NOS" represents "not otherwise
specified." The record does not specify, or it is questionable, whether the
endoscopy performed was a sigmoidoscopy or a colonoscopy, and it cannot
be determined using the guidelines above.

Item E.21, Comments:

Item#: Comments:

A.3 4; Type =___; Date =___; Cecum visualization =___; 

  Bowel prep =___; Hyperplastic polyps =___
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• Date of Procedure: Record the month, day and year that the endoscopy
procedure was performed. [Month and day should be zero filled and four
digits recorded for the year (e.g., 03/08/1994).] Even if it is not clear from
the medical record the day that the procedure was performed, one should
be able to record the specific month and year. Record the day as “99.”
Darken the circle corresponding to each number. 

• Cecum Visualization: This item applies to colonoscopy procedures only.
If a participant had a flexible or rigid sigmoidoscopy, skip this item and go
to “Bowel Preparation.” In the medical record, the gastroenterologist who
performed the colonoscopy will have noted whether or not the cecum was
visualized. If the colonoscopy report states that the colonoscope was
advanced to the terminal ileum, it can be assumed that the cecum was
visualized, even if the report does not specifically mention cecum visualiza-
tion. Other phrases which might be used in a colonoscopy report which
indicate that the cecum was visualized include “…the entire colon was visu-
alized” or “…colonoscopy to cecum.” Darken the circle corresponding to
whether or not the cecum was visualized as follows:

0 =No: The record states that the cecum was not visualized.

1 =Yes: The record states that the cecum was visualized.

9 =Not available: Information on cecum visualization is either not men-
tioned or is stated as unknown in the record.

• Bowel Preparation: Bowel preparation for endoscopy involves the emp-
tying of the bowels of all fecal matter. In many cases, the bowel prepara-
tion and the endoscopy procedure will be repeated in the same visit. We
are interested in recording the outcome of the final bowel preparation for
each endoscopy visit. 

Darken the circle corresponding to whether or not the bowel preparation
was adequate or inadequate as follows:

0 =Inadequate (Unsatisfactory): The record states or indicates that the
bowel preparation was inadequate. This may be recorded in the record as
"poor prep," "inadequate prep," “inadequate view,” “large amounts of
residual stool” or some other terms as less than ideal. For example, if the
physician states explicitly that the bowel preparation was inadequate or
unsatisfactory, code "Inadequate" regardless of whether the physician was
able to visualize some or all of the colonic mucosa.

1 =Adequate: The record states or indicates that the bowel preparation
was adequate. For example, if the physician states that, "a good view was
obtained of the entire colonic mucosa," or that the prep was “excellent,”
“good,” “adequate” or “fair”, the bowel preparation should be considered
adequate. 

9 =Not available: Information on bowel preparation is either not men-
tioned or is stated as unknown in the record.

• Hyperplastic Polyps: Record the number of hyperplastic polyps, which
were found during endoscopy. This information should be taken from the
endoscopy report. The diagnosis of hyperplastic polyp may be confirmed by
the pathologic review or may be determined by clinical observation that is
documented in the endoscopy report (when pathology review is not
obtained).  If, for example, the endoscopist categorizes “two hyperplastic
polyps” without sending them to pathology for confirmation, one may use
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the clinical impression from the endoscopist to answer this question. Use
code 2 = Multiple if more than one hyperplastic polyp was found during
endoscopy.

4. Adenomas on Sigmoidoscopy or Colonoscopy: This item refers to only adenoma-
tous polyps identified during sigmoidoscopy or colonoscopy. Note that information
about malignant abnormalities will be recorded later, in Section C, Primary Colorectal
Cancer Diagnosis Information, but the biopsy of malignancy would be recorded in A.5
under biopsy, code 3.

Information on location, size, histology, and dysplasia is to be recorded for up to the 5
largest adenomas (villous adenoma, tubular villous adenoma, tubular adenoma, or
adenoma NOS). (Do not record information about adenomas identified as part of the
PLCO flexible sigmoidoscopy or non-PLCO screening exam unless the adenoma was
biopsied). Information on the number, size, and location of adenomas will usually be
found in an endoscopy report. Information on histology and dysplasia will usually be
found in the pathology report. 

The endoscopy report should be reviewed first to note the number, size and location
of the adenomas seen. Next, the pathology report should be reviewed to determine
the classification of the tissue collected. If there is a discrepancy between the two
reports, for items such as number of adenomas seen, the location, and the size, the
endoscopy report takes precedence over the pathology report. If the information on
number, size or location is missing on the endoscopy report, it should be coded as
“not available” and not taken from the pathology report. 

Complete this item as follows:

No: The record indicates that the participant did not have any adenomas identi-
fied. Darken the circle for "No" and go to Item A.5.

Yes: The record indicates that the participant had one or more adenomas identi-
fied. 

Unknown: It is unknown or not mentioned in the record whether adenomas were
identified during the endoscopy procedure. Darken the circle for “Unknown” and
go to Item A.5

Instructions for completing Table in Item A.4:

Darken the circle for “Yes” and complete the table for Item A.4. 

- If a participant had more than 5 adenomas, record information for only the
five largest. 

- If an adenoma was seen and/or treated on more than one endoscopy, the
abstractor must determine whether or not an adenoma noted on more than
one procedure is the same adenoma. If it is the same adenoma, it should be
recorded only once on the DEC form, in Item A.4 (Adenomas on Sigmoidos-
copy or Colonoscopy). 

- Adenomas should be recorded only once in either Item A.4 (Adenomas on Sig-
moidoscopy or Colonoscopy) or Item C.9 (Description of Colorectal Carcinoma)
depending on the result of the biopsy. 

For example, a polyp is found and removed by polypectomy because it is
thought to be benign. When the tissue was biopsied, a carcinoma is diagnosed.
A subsequent surgical resection is performed to ensure that all of the carci-
noma has been removed, but the resection does not remove additional malig-
nant tissue. The description of the carcinoma should be recorded on the DEC
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form in Item A.5, other Diagnostic/Staging Procedures, as code 03, and in
item C.9, Description of Colorectal Carcinoma, Procedure, Polypectomy = 3. If
the surgical resection had also removed malignant tissue, Item C.9 Procedure
should be completed as Polypectomy = 3 and Surgical resection = 4. The sur-
gical resection would also be recorded in A.5, code 18 “Resection”, specified.

For each adenoma complete the following items:

- Pathology Or Specimen Jar #: Each column contains a number, 1-5, which
represents up to five pathology or specimen jars, for which there is informa-
tion. Record information on each adenoma according to the pathology or spec-
imen jar # in which it was stored. Note: If information is clearly given for each
adenoma within a specimen jar, record the information about the adenomas in
separate columns.

- Multiple Polyps In Specimen Jar?: If there was only one adenoma in the
specimen jar, record “0 = No.” If there was more than one adenoma described
in the same specimen jar, record “1 = Yes.”

- Procedure: Darken the circle corresponding to the type of procedure per-
formed where the adenomas were identified. The procedure types are defined
as follows:

1 =Sigmoidoscopy: Visual examination of the sigmoid colon with either a
flexible or rigid endoscope.

2 =Colonoscopy: Visual examination of the entire colon with a flexible endo-
scope.

3 =Endoscopy (NOS): The abbreviation "NOS" represents "not otherwise
specified." The record does not specify, or it is questionable, whether the
endoscopy performed was a sigmoidoscopy or a colonoscopy, and it cannot be
determined using the guidelines provided in the specifications in Item A.3, Pro-
cedure Type. 

• Location: Information about the anatomic location and/or the distance in centi-
meters from the anal verge where the adenoma was located will be found on the
endoscopy report. Complete both Parts, a and b.

a. Anatomic (Mark all that apply): Darken the circle(s) corresponding to the
anatomic location of the adenoma. If one adenoma overlaps two anatomic
sites, mark all sites that apply. If there are multiple adenomas in a jar, mark
all sites that apply.

If the anatomic location given is “rectosigmoid” or “sigmoid descending,”
record “07” for “Sigmoid colon.”

If the anatomic location given is “right colon,” record “02 = Ascending colon.”

If the anatomic location given is “left colon,” record “06 = Descending colon.”

If the procedure is a sigmoidoscopy, the following anatomic location codes are
not acceptable: 01, 02, 03 and 04.

If the anatomic location is not given or is unknown, record "99." 

If the information is unclear or questionable, consult the SC Lead Abstractor,
SC Coordinator and/or Principal Investigator for a resolution prior to contacting
the CC MRA Coordinator.
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If the operative report does not state the location of an adenoma, however,
there is a diagram of the colon with the adenoma noted, the anatomic location
of the adenoma can be coded using the diagram.

b. Distance in cm: Record the distance in centimeters where the adenoma was
located. If a range of measurements is given for a distance, record the median
or the midpoint of the range. If the median is a decimal, round to the nearest
centimeter using the rounding rules in Appendix K of the MOOP. Darken the
circles corresponding to the numbers recorded. If the location is greater than
or equal to 99cm, 99 should be entered.

For multiple adenomas in the same pathology or specimen jar: If more
than one distance is given for the group, record the longest distance in the
space provided. Do not record the distance for additional adenomas in the
same specimen jar. 

If the distance in centimeters for the location is not given or is unknown,
record "99." 

If the information is unclear or questionable, consult the SC Lead Abstractor,
SC Coordinator, and/or Principal Investigator for a resolution prior to contact-
ing the CC MRA Coordinator.

- Size: Information about the size of the adenoma at visualization during the
endoscopy should be recorded from the endoscopy report. Size may be given
in the report in millimeters or centimeters, and/or may be described as dimin-
utive, small, or large. Complete this item following the guidelines below. 

a. Longest dimension in cm: Record the appropriate measurement given for
the adenoma following the guidelines below. Record the size in centimeters,
rounding to the nearest one tenth of a centimeter using the rounding rules in
Appendix K of the MOOP. If the size is stated in millimeters, convert millime-
ters to centimeters (1 mm = 0.1 cm). 

If the size of the adenoma is given as a measurement (i.e., in millimeters
or centimeters), record this lesion in Part a, and skip Part b (i.e., leave it
blank). If the size is not given as a measurement, record "99.9" for "Not
available" in Part a, and go to Part b.

Record the longest dimension given for the adenoma, and then darken the cir-
cles corresponding to the numbers. The following guidelines should also be fol-
lowed:

• If a range of measures is given for the size of an adenoma in which there is
a difference of only one increment in size, record the largest size in the
range; e.g. the size of an adenoma given as 0.3 to 0.4 cm would be
recorded as 00.4 cm.

• If a range of measures is given for the size of an adenoma in which there is
a difference of greater than one increment in size, record the average of
the measures; e.g. the size of a polyp given as 0.4 to 0.7 cm would have
an average of 0.55 cm, and would be recorded as 00.6 cm because of
rounding. 

For multiple adenomatous polyps in the same pathology or specimen jar: If
more than one measurement is given because there are multiple adenomas in
one pathology or specimen jar, record the dimension for the largest adenoma
in the jar. Darken the circles corresponding to the numbers recorded. Do not
record the size of additional adenomas in the same specimen jar. 
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b. Diminutive, small, large: Only complete Part b if "Not available" is recorded
in Part a, otherwise, leave Part b blank and go to "Histology.” Darken the circle
corresponding to the size given for the adenoma. If there are multiple ade-
nomas in the same pathology or specimen jar, record the size for the largest
adenoma. 

The following are additional guidelines for recording size:

• If the size of the adenoma is given as diminutive to small, record "2" for
small. 

• If the size of the adenoma is given as diminutive to large, record "3" for
large.

• If the size of the adenoma is given as diminutive, this is the same as
“extremely small in size” or “tiny.”

• When the endoscopy report does not give a specific size or range of sizes
for an adenoma because the size of the polyp is described as “< __mm” or
“> __mm”, use the following table to record the polyp size:

Diminutive< or = 5 mm

Small 5.01-10 mm

Large> 10 mm (1 cm)

• If the size of the adenoma is not described as diminutive, small, or large,
record "9" for "Not available." 

• If more than one size (diminutive, small, large) is given for an adenoma,
record the largest size noted.

• Histology: Darken the circle corresponding to the histological type of the
adenoma. If there are multiple adenomas in the same pathology or speci-
men jar, record the histology for the adenoma with the highest level of
classification. 

The level of classification from highest to lowest is as follows: villous ade-
noma, tubular villous adenoma, tubular adenoma and adenoma (NOS). For
example, a result of adenomatous hyperplastic polyp should be recorded
as "adenoma (NOS)." This information can be found on the pathology
report. The histological classifications are as follows: 

2 =Tubular adenoma

3 = Tubular villous adenoma: This may also be called a tubular papil-
lary adenoma or villoglandular.

4 =Villous adenoma: This may also be called a villous papilloma. 

5 = Adenoma (NOS): The abbreviation "NOS" represents "not otherwise
specified"; unusual adenomas such as serrated or flat adenomas
should be recorded in this category.

• Dysplasia: This item refers to the degree of cellular atypia of the ade-
noma. Record the level of dysplasia for the adenoma recorded under histol-
ogy above. If the adenoma or group of adenomas is noted to have a range
of dysplasia, record the most severe type. For example, "mild to moderate"
should be recorded as "moderate." Darken the circle corresponding to the
degree of dysplasia as follows:
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0 = None: The record clearly states that the abnormality had no dyspla-
sia (i.e., no atypia or “no significant atypia”).

1 =Mild (low grade)

2 =Moderate (low grade)

3 =Severe (high grade)

9 = Not available: The degree of dysplasia is stated as unknown or is
not available in the record. If dysplasia is not mentioned in the
record, use this code. 

4a. Number Of Non-Advanced And/Or Advanced Adenomas: Record the total
number of confirmed non-advanced adenomas and total number of confirmed
advanced adenomas found on endoscopy for all procedures documented in the
medical record. The criteria for an advanced adenoma is noted below and an ade-
noma must fulfill at least one criterion to be classified as advanced:

• greater than or equal to 1 centimeter

• villous elements in histology

• severe or high-grade dysplasia

This item cannot be left blank. If the total number of non-advanced adenomas or the
total number of advanced adenomas is “none” or “0,” record “00.”

4b. Can Exact Number Of Adenomas Be Determined? Record whether or not the
exact number of adenomas can be determined. 

5. Other Diagnostic/Staging Procedures: This item is concerned with any other diagnos-
tic/staging procedures that the participant underwent during evaluation for colorectal
cancer other than sigmoidoscopy, colonoscopy, or endoscopy (NOS). 

Darken the circle corresponding to whether the participant underwent other diagnos-
tic/staging procedures as follows:

No: The record clearly states or indicates that the participant did not undergo any
other diagnostic/staging procedures. Darken the circle for "No" and go to Item
A.6.

Yes: The record states or indicates that the participant underwent one or more
diagnostic/staging procedures for colorectal cancer other than sigmoidoscopy,
colonoscopy or endoscopy (NOS). This may include a colon biopsy performed dur-
ing a PLCO screen or a colon biopsy performed during an endoscopy to rule out
cancer. Darken the circle for "Yes" and complete the table for Item A.5. If space is
needed to record more than twelve diagnostic/staging procedures, use the Diag-
nostic/Staging Procedures Supplement (DSS) form (refer to Item A.5b). 

Unknown: If there is no indication in the record whether or not diagnostic/stag-
ing procedures were or were not performed, darken the circle for "Unknown" and
go to Item A.6. 

The following are general guidelines for identifying diagnostic and staging proce-
dures in the medical record:

- Only procedures used to diagnose or stage a cancer that are clearly stated in
the record (discharge summaries and operative reports) should be recorded. If
the operative report and/or discharge summary is missing, procedures noted
in doctor’s notes or a history taken after the procedure may be used to record
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a diagnostic/staging procedure. Please call the CC MRA Coordinator if there is
any uncertainty about recording diagnostic/staging procedures.

- Only procedures, not approaches, should be recorded. The only time that an
approach should be recorded is for a procedure that is strictly exploratory and
which is not done for the purpose of a resection. The SC Lead Abstractor
should contact the CC MRA Coordinator if there is any uncertainly about
recording diagnostic/staging procedures.

- Operative reports are generally more accurate for date of procedure than sur-
gical pathology reports, so in the case of a discrepancy, record the date of pro-
cedure from the operative report.

- All staging information related to the initial diagnosis of a primary colorectal
cancer should be collected (i.e., the staging procedures that resulted in the
TNM or stage of disease classifications recorded in Part C of the DEC form.)
Surgical resection of the primary organ, lymph nodes and other organs should
be included. Staging procedures performed after the start of the first definitive
treatment such as chemotherapy or radiation therapy, unless the treatment
had been designated neoadjuvant, should not be collected.

- Procedures done to assess for disease progression or to assess for effect of
treatment should not be collected.

For each diagnostic/staging procedure performed, complete the following items:

- Type of Procedure: Darken the circle corresponding to the type of diagnos-
tic/staging procedure performed. Refer to the Procedure Codes for the list of
diagnostic and staging procedures for colorectal cancer. When the procedure
on the Procedure Code list indicates "SPECIFY," describe the body site or the
actual procedure, as appropriate. Refer to Appendix K-17-2 of the MOOP for an
alphabetical listing of definitions and synonyms for the diagnostic/staging pro-
cedures listed on the DE forms. The following are guidelines for coding type of
procedure:

• Biopsy: 

03 = Biopsy (Specify) includes all biopsies performed, including a colon
biopsy that have been accounted for in A.3 or A.4 (the biospsy of
noncancer polyps should not be recorded in A.5). The “specify” refers
to the site of the biopsy not the method of biopsy. It should be used
to record both incisional and excisional biopsies of organs except lym-
phadenectomy/lymph node sampling (code 24). 

• Clinical Evaluation, DRE, and Record Review: 

05 = Clinical Evaluation: A clinical evaluation is defined as a visit to a
health care provider for medical care and should include a history and
physical exam related to the colorectum. If a history includes infor-
mation about the PLCO Screen only, this is to be considered a clinical
evaluation. It does not include a telephone conversation to a health
care provider. The following examples illustrate how the form should
be completed to document a clinical evaluation: 

- If a visit to a health care provider includes a history as well as a
physical examination of the abdomen and/or rectum, this is con-
sidered a clinical evaluation. 
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- If a visit to a health care provider includes only a history and not
a physical examination of the abdomen and/or rectum, this is
also considered a clinical evaluation. 

- If a visit to a health care provider includes a history and a phys-
ical exam and a DRE is performed as part of the physical exami-
nation, this should be considered as one procedure and recorded
only once using code 10 = DRE.

- A clinical evaluation that only serves to repeat or confirm previ-
ous finding should not be recorded.

10 = DRE: If the findings or description in a sigmoidoscopy or colonoscopy
report begin with, “following a normal rectal examination,” this may
mean that the endoscopist was checking to see if a scope could be
passed.  This does not mean that a diagnostic Digital Rectal Examina-
tion (DRE) was performed prior to sigmoidoscopy or colonoscopy.  If
a diagnostic DRE is performed just prior to endoscopy and detailed
separately, this may be recorded as a separate Diagnostic/Staging
procedure.  Do not record any DREs performed after the diagnosis of
colorectal cancer is confirmed. 

17 = Record Review: This procedure should only be recorded when a
review of the medical record is performed for the purpose of a second
opinion of diagnosis, and a record review contributes to the diagnosis
or staging of the cancer in question. 

• CT Scans: 

06 = CT scan abdominal

07 = CT scan – other (SPECIFY) 

08 = CT scan – pelvic

20 = CT scan – abdomen and pelvis combined: If CT pelvic and CT abdom-
inal procedures appear in the record as a combined procedure, they
should be recorded as a single procedure under “20 = CT scan –
abdomen and pelvis combined” with one date. If they are performed
on the same date, and appear in the record as separate procedures,
the abstractor should record them under 08 and 06 respectively. 

- If a CT scan is performed as part of a diagnostic procedure, as in
the case of a “CT guided biopsy,” the CT scan should not be
recorded as a separate procedure. In this case the CT scan is
the approach or means to perform the biopsy. 

• Endoscopic/Surgical Evaluation Procedures: 

09 = Cystoscopy

22 = Laparoscopy – Record if exploratory only and not if an approach to
another procedure.

23 = Laparotomy – Record if exploratory only and not if an approach to
another procedure.

27 = Upper GI evaluation – endoscopic/radiographic

• Procto Exams: 
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A procto exam, which is usually a rigid sigmoidoscopy, should be coded
under Item A.3, Sigmoidoscopy or Colonoscopy, as a sigmoidoscopy. 

• Anoscopy: Use code 88, Other (specify) and note “Anoscopy”

• Laboratory Tests: 

15 = Preoperative carcinoembryonic antigen (CEA): Preoperative carcino-
embryonic antigen – CEA should be coded as “15” and the value
obtained during the procedure should be recorded on the “Specify”
line. If the value is not given, record “99” on the line. The normal val-
ues for CEA are 0.0 to 3.0 ng/ml. 

16 = Stool occult blood, also known as Fecal Occult Blood Test (FOBT) or
stool guaiacs

• MRI Scans: 

12 = MRI scan – abdominal

13 = MRI scan – other (SPECIFY) 

14 = MRI scan - pelvic

• Other (SPECIFY): Use code 88 = Other (SPECIFY) to record procedures
that cannot be listed using one of the other codes on the form. 

• Radiographic Procedures: 

01 = Abdominal flat plate (plain film). A KUB film would be synonymous.

02 = Barium enema radiograph. A hypaque enema study is not equivalent
and should be recorded under 25=Other radiograph, and specified as
“hypaque enema.”

04 = Chest radiograph: The first (chronological) chest radiograph found in
the record should be recorded. Additional chest radiographs should
not be recorded unless they reveal a new abnormality that confirms
the spread of cancer. 

11 = Intravenous pyelography (IVP)/excretory urography

25 = Other radiograph (SPECIFY) 

27 = Upper GI evaluation – endoscopic/radiographic. A barium swallow
would be recorded using this code.

• Surgical Procedures: 

18 = Resection (SPECIFY): 

- A surgical resection should be recorded as 18 = Resection
(Specify). Specify what was removed.

- If the surgical procedures “diverting sigmoid colectomy” (a type
of surgical resection) or “abdominal perineal resection (APR)”
were performed for diagnostic evaluation, record them under
“18=Resection (Specify)” and record the type of the resection
on the specify line.

- If the participant underwent a hemicolectomy, record this as
code 21. Do not record a hemicolectomy under 18 = Resection
(SPECIFY). 
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21 = Hemicolectomy: If the colon resection involves the removal of the left
or right side of the colon, the procedure should be recorded as a
hemicolectomy.  This procedure means that approximately half of the
colon was removed.

24 = Lymphadenectomy/lymph node sampling: If lymph node sampling
and lymph node dissection are both performed, this should be consid-
ered as one procedure and recorded only once as code 24. 

- Lymph node removal accompanying surgical resection should be
coded as two separate procedures. Code each procedure sepa-
rately, using either code 18 = Resection (SPECIFY) or code 21 =
Hemicolectomy for the resection and code 24 = Lymphadenec-
tomy/Lymph node sampling for the lymph node removal. 

• Ultrasound: 

19 = Abdominal ultrasound

26 = Ultrasound (SPECIFY) 

Please refer to Section A-8-6 of the MOOP, Diagnostic/Staging Procedures Supplement
(DSS), for an additional listing of Diagnostic/Staging Procedures.

- Date of Procedure: Record the month, day, and year that the diagnostic/
staging procedure was performed. If it is not clear from the record the day that
the procedure was performed, year and month can usually be assessed, even
if the exact day cannot be determined. In this situation, record the exact
month and year. Record the day as “99.” Darken the circle corresponding to
each number. Zero fill month and day, and record four digits for year. 

6. Medical Complications of Diagnostic Evaluation and Staging: General guide-
lines for identifying selected medical complications in the medical record are given
below:

• Only those selected medical complications that were a result of the diagnostic
evaluation or staging procedures and that required medical intervention should be
recorded. 

5b. Diagnostic/Staging Procedures Supplement Form Completed: If space is needed
for recording more than 12 diagnostic/staging procedures, darken the circle and com-
plete the Diagnostic/Staging Procedures Supplement (DSS) form. Otherwise, do not
darken the circle and go to Item A.6.

The DSS form provides eleven additional spaces for recording diagnostic/staging pro-
cedures, numbered 13 through 23. If there are more than 23 diagnostic/staging pro-
cedures, place an asterisk beside Item 4 (Diagnostic/Staging Procedures) on the DSS,
and use the Comments section of the DEC to record the same type of data as
requested in the table. In Comments, record the item numbers and labels followed by
the data. For example:

Item E.21, Comments:

Item #: Comments:

A.5 4; Type = ___; Date = ___

Refer to the specifications for the DSS for additional information on completing the
DSS.
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• Information on medical complications can usually be found in the discharge sum-
mary, or the doctor's or nurse's notes within the medical record. 

• Medical complications should be collected up to 12 months from the time diagnos-
tic procedures were initiated. In the event of a cancer diagnosis, medical compli-
cations should be collected through 6 months after the date of the cancer
diagnosis. 

• If more than one medical complication occurred during a particular event, record
each selected medical complication, even if they occurred on the same date. Hos-
pitalization, code 22, should be recorded only if the reason for hospitalization is
not another selected medical complication. For example, in the case of fever
requiring antibiotics and hospitalization, only record fever requiring antibiotics. 

Darken the circle corresponding to medical complications as follows:

No: The record clearly states or indicates that none of the selected medical com-
plications resulted from a diagnostic or staging procedure. Also mark this item if
no diagnostic/staging procedures were performed as part of the evaluation.
Darken the circle for "No" and go to Item A.7.

Yes: The record states or indicates that one or more of the selected medical com-
plications resulted from a diagnostic or staging procedure. If a participant had
more than six medical complications, place an asterisk beside Item A.6, and use
the Comments section to record the same data as requested in the table. In Com-
ments, record the item numbers and labels followed by the data. Be certain to list
the number associated with the complication next to “Type,” rather than the text,
which describes the complication. For example, fever requiring antibiotics was the
seventh medical complication mentioned in the record: 

• Type of Medical Complication: Darken the circle corresponding to the
type of medical complication that occurred. Refer to the Medical Complica-
tion Codes for the list of selected medical complications that required med-
ical intervention for colorectal cancer. Refer to Appendix K-17-2 of the
MOOP for definitions and synonyms for the medical complications listed on
the DE forms. The following are guidelines for recording medical complica-
tions of Diagnostic Evaluation and Staging:

1 = Infection (SPECIFY): Specify the site or source of the infection on
the line provided.

22 =Hospitalization: Use only if reason for hospitalization is not another
selected medical complication.

27 = Blood loss requiring transfusion: Only record transfusion of blood
if it involves giving red blood cells from a stored source, usually
described as a unit of red blood cells. There can be a number of words
that would apply - whole, packed, washed, irradiated, etc. The trans-
fusion of red blood cells implies that the blood loss was significant
enough to require a replacement of the red blood cells. Other types of

Item E.21, Comments

Item # Comments

A.6 7;Type = 2; Date = mm/dd/yyyy

Darken the circle for "Yes" and complete the table for Item A.6 as follows:
October 1, 2003 18 Specifications for Diagnostic Evaluation
Appendix A-8-3 Form - Colorectum - Version 3



fluids or blood products that do not include red blood cells, such as
D5, saline (NaCl), platelets, albumin, or fresh frozen plasma should
not be considered when recording blood loss requiring transfusion.
The intra-operative recycling of blood lost, filtered, and returned
immediately to participant will also not be considered equivalent to
blood loss requiring transfusion and should not be recorded as a med-
ical complication.

The Lead Abstractor should consult with the CC MRA Coordinator if it cannot be
determined if a medical complication should be recorded.

• Date of Complication: Record the month, day and year that the medical
complication began. If it is not clear from the record the day of the compli-
cation, year and month can usually be assessed, even if the exact day can-
not be determined. In this situation, record the exact month and year.
Record the day as “99.” Darken the circle corresponding to each number.
Zero fill month and day, and record four digits for year. 

Unknown: Only use this code when you may not have all of the medical record
and you cannot reliably determine complications. Darken the circle for "Unknown"
and go to Item A.7. 

7. Result of Diagnostic Evaluation for Colorectal Cancer: The purpose of this item
is to record the overall results of the diagnostic evaluation for colorectal cancer. This
information should be found in the impression or conclusion sections of the various
diagnostic and staging reports. It may also be found in a physicians’s note. Record the
result of the diagnostic evaluation for prostate cancer as follows:

• No malignancy: The record states or indicates that no malignancy was found as
a result of the diagnostic and staging procedures. A result of "No malignancy"
should be coded in the following situations: 

- When a conclusive diagnosis is made following a positive screen and the diag-
nosis is not colorectal or any other cancer. Include an advanced adenoma that
meets one or more of the following criteria: greater than or equal to 1 centi-
meter, villous elements in histology, and/or severe or high-grade dysplasia.
Carcinoma in situ of the colorectum and an advanced adenoma as described
above are synonymous conditions. Intramucosal carcinoma and carcinoma
limited to the mucosa are equivalent to colon carcinoma in situ and included in
the result of “No Malignancy”.

- When there is a diagnosis of severe diverticulosis and a small polyp.

- When there is a diagnosis of adenomatous polyps with a recommendation to
follow-up with a colonoscopy in one year

- When no diagnostic procedures are performed following a positive PLCO
screening exam per documented physician recommendation - (i.e., when Item
A.1, Diagnostic Procedures Performed, is coded “No, physician report”), then
no malignancy is assumed. 

- When diagnostic follow-up data have been abstracted for the period from a
positive screen until 12 months past the positive and the diagnosis was not
conclusively malignant.

Darken the circle and go to Part D: Date of Diagnostic Evaluation Determination. 

• No malignancy and no diagnostic/staging procedures performed: The par-
ticipant reports that he/she had a follow-up visit with his/her health care provider
who determined that there was no malignancy. No further diagnostic/staging pro-
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cedures were performed. This information is not documented in the medical
record and cannot be validated by the participant’s health care provider. Darken
the circle and go to Part D: Date of Diagnostic Evaluation Determination. 

• Colorectal malignancy confirmed histologically (exclude carcinoma in
situ): The record indicates that the participant was diagnosed with primary col-
orectal cancer, confirmed by histologic examination (study of tissue). Histologic
information can be found on the pathology report, sometimes called the histopa-
thology report. Neoplasm of uncertain behavior of the colorectum (excluding vil-
lous adenoma), carcinoid of the colorectum, extranodal lymphoma arising in the
colorectum and sarcoma of the colorectum should be recorded here. A diagnosis
of carcinoma in situ of the colorectum, also known as an advanced adenoma that
meets the following criteria: greater than or equal to 1 cm, villous elements in his-
tology and/or severe high-grade dysplacia, should not be recorded here. Darken
the circle and go to Part C, Primary Colorectal Cancer Diagnosis Information. 

- This includes a diagnosis of adenocarcinoma of the appendix. 

- This includes the case where the diagnosis is based on tissue obtained from a
metastatic site such as liver or a lymph node.

• Colorectal malignancy confirmed cytologically (exclude carcinoma
insitu): The diagnosis of primary colorectal cancer was confirmed by cytologic
examination (study of cells). Cytologic information can be found on the cytology
report, sometimes called a cytopathology report. Neoplasm of uncertain behavior
of the colorectum (excluding villous adenoma), carcinoid of the colorectum, extra-
nodal lymphoma arising in the colorectum and sarcoma of the colorectum should
be recorded here. A diagnosis of carcinoma in situ of the colorectum, also known
as an advanced adenoma that meets the criteria defined above, should not be
recorded here (see also Item A.4a.). Darken the circle and go to Part C: Primary
Colorectal Cancer Diagnosis Information. 

• Colorectal malignancy diagnosed by clinical examination only: The record
indicates that the participant was diagnosed with primary colorectal cancer by
clinical examination and not confirmed by histologic examination (study of tissue)
or cytologic examination (study of cells). It is an extremely rare event, however,
for a malignancy to be confirmed only by clinical examination and not histologi-
cally or cytologically. Darken the circle and go to Part C, Primary Colorectal Cancer
Diagnosis Information. 

In these cases there will be a 12-month “holding period” to be sure that no patho-
logic confirmation followed. The following guidelines should be used to determine
if the diagnosed “clinically” code is appropriate:

- If the initial response is “clinically” and within the 12-month period there is
pathologic confirmation, the diagnosis should be changed to “histologically” or
“cytologically” and the diagnosis date should be updated.

NOTE: If the colorectal malignancy was confirmed by both histologic and cytologic
examination, A.7 should be recorded “Colorectal Malignancy confirmed histologically”.
The histopathology report is more definitive, and therefore, every attempt should be
made to verify if one exists before utilizing cytologic confirmation. If the colorectal
malignancy was confirmed by cytologic examination alone, then cancer diagnosis
information should be taken from the cytopathology report.
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- If the initial response is “clinically” and non-surgical treatment (other than
neoadjuvant) is given right away, the "clinically" code becomes validated and
should remain. 

- If the initial response is “clinically” but after 12 months there is no follow-up or
treatment, the diagnosis is questionable and should be changed to “no malig-
nancy.”

- If the initial response is “clinically,” but the lack of treatment is due to other
reasons, such as advanced stage of disease, participant refusal, etc., the clini-
cally diagnosed result should remain on the DE form.

• Other malignancy confirmed histologically or cytologically: The diagnosis of
a malignancy other than primary colorectal cancer was confirmed by histologic
examination (study of tissue) and or cytologic examination (study of cells). Histo-
logic information can be found on the pathology report, sometimes called the his-
topathology report, and cytologic information can be found on the cytology report,
sometimes called a cytopathology report. Darken the circle and go to Part B: Diag-
nosis Information For Cancers Other Than Colorectal Cancer. 

This answer category should also be coded if the diagnostic evaluation for primary
colorectal cancer reveals a malignancy (including a colorectal malignancy) that is
a metastasis from a primary cancer site other than the colon. In this situation, the
primary cancer site should be recorded in Part B: Diagnosis Information For Can-
cers Other Than Colorectal Cancer.

• No information available: There is equivocal or no information available in the
record regarding the result of the diagnostic evaluation for colorectal cancer. "No
information available" should also be coded in the situation when diagnostic eval-
uation procedures are begun, but are later discontinued by the participant, such
that it cannot be determined conclusively whether the participant had no malig-
nancy or had a colorectal or other malignancy. 

Darken the circle and go to Part D: Date of Diagnostic Evaluation Determination.

Part B: Diagnosis Information for Cancers Other Than Colorectal Cancer:

This section is to document other cancer diagnoses, which resulted from the diagnostic eval-
uation. Other cancer diagnoses may include neoplasms of uncertain behavior), carcinoids,
sarcomas, lymphomas and other malignancies that have an origin other than the colorectum. 

8. Other Cancer Diagnosis: This item is concerned with cancer diagnoses other than
the colorectum. Other cancer diagnoses may also include neoplasms of uncertain
behavior), carcinoids, sarcomas, lymphomas, and other malignancies that have an
origin other than the colorectum. Lung carcinoma in situ is an other cancer diagnosis,
but do not include carcinoma in situ of the prostate and colon as other cancer diag-

NOTE:
• If the participant was diagnosed with another PLCO malignancy (prostate,

lung, or ovarian) as the result of the diagnostic evaluation for colorectal can-
cer, the appropriate Diagnostic Evaluation form (DEP, DEL, or DEO) must also
be completed, unless previously confirmed.

• If the participant was diagnosed with a malignancy other than one of the
PLCO cancers, an Other Cancer Form (OCF) must also be completed, unless
previously confirmed. 
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noses. These diagnoses must be classified according to ICD-9-CM (International Clas-
sification of Diseases, 9th Revision, Clinical Modification). ICD-9-CM coding for the
PLCO Screening Trial must be consistent with the National ICD-9-CM coding standards
and should not be influenced by specific institutional coding philosophies.

Darken the circle corresponding to an other cancer diagnosis as follows:

No: The record clearly states or indicates that no other cancers were determined
as a result of diagnostic or staging procedures. Also mark this item if there is no
information for physician diagnosis or if there is no information because the par-
ticipant discontinued the diagnostic evaluation process. Darken the circle for “No”
and go to Part D.

Yes: The record states or indicates that one or more other cancer diagnoses were
determined as a result of diagnostic or staging procedures.

Darken the circle for “Yes” and complete the table for Item B.8 as follows:

- ICD-9-CM Classification: These items must be completed by a nosologist (a
trained medical coder). The nosologist should code the five digit ICD-9-CM
classification in the space provided and darken the circles corresponding to
each number or letter. When coding ICD-9-CM, always left justify the code and
ignore the decimal place. If the ICD-9-CM code is a three or four digit code,
record "X" for the remaining blank box(es). The following examples illustrate
how the ICD-9-CM code boxes should be coded:

• The ICD-9-CM code for Hodgkin’s disease, unspecified site is 201.90. This
should be coded as “20190.” 

• The ICD-9-CM code for malignant neoplasm of the bladder is 188.9 This
should be coded as “1889X.” 

• The ICD-9-CM code for malignant neoplasm of the thyroid gland is 193.
This should be coded as “193XX.” 

• Date of Other Cancer Diagnosis: Record the month, day and year that
the other cancer diagnosis was determined. If the day of the other cancer
diagnosis is not clear in the record, year and month can usually be
assessed, even if the exact day cannot be determined. In this situation,
record the exact month and year. Record the day as “99.” Darken the circle
corresponding to each number. Zero fill month and day, and record four
digits for year.

• More Than Two “Other” Cancer Diagnoses: 

Record codes for more than two other cancer diagnoses in Item E.21, Com-
ments, as shown in the following example:

NOTE: If the diagnostic evaluation results in an extranodal lymphoma of the prostate,
lung, or ovary, assign the appropriate ICD-9-CM code for the type of lymphoma with
“0” as the 5th digit denoting “extranodal.” An “OCF” will be triggered. Complete an
“MDF” for the OCF and manually set the expectation for the appropriate DE form.
Complete the DEP, DEL or DEO for the prostate, lung or ovarian lymphoma.
October 1, 2003 22 Specifications for Diagnostic Evaluation
Appendix A-8-3 Form - Colorectum - Version 3



Be sure to set an expectation in the SMS for any additional “other” cancers.

Part C: Primary Colorectal Cancer Diagnosis Information:

In this section we are interested in obtaining all relevant information pertaining to a primary
colorectal cancer diagnosis, which includes cancers of the appendix, neoplasms of uncertain
behavior of the colorectum (excluding villous adenomas), extra nodal lymphoma of the col-
orectum, sarcoma of the colorectum and/or a carcinoid of the colorectum. A villous adenoma
is classified as a neoplasm of uncertain behavior of the colorectum and should be recorded in
Part A.4, Adenomas on Sigmoidoscopy or Colonoscopy. Do not record a villous adenoma in
this section. This section is to be completed only by a CTR or CTR-eligible individual. Every
attempt should be made to complete this form in a timely manner. For participants who have
a positive PLCO screening result, the Medical Record Abstract-DEC Form should be completed
within six months of the positive screening result. If specific items cannot be completed
within the six-month time frame (i.e., awaiting access to photocopy a form or awaiting TNM
staging by the Tumor or Cancer Registrar), those items should be left blank and the informa-
tion completed within nine to eleven months.

If the participant was diagnosed with more than one primary colorectal cancer, record infor-
mation about the first primary (chronologically by date of diagnosis) in Part C. For all subse-
quent primaries use another DEC form. If more than one primary was diagnosed on the first
date of diagnosis, record information about the most advanced cancer diagnosed on that day
in Part C, and use additional DEC forms for any other cancers diagnosed on that day. 

Use the following guidelines, to determine the number of primary cancers that were diag-
nosed.

• Simultaneous multiple lesions of the same histologic type within the same site will
be considered a single primary.

• Multiple lesions of the same histologic type occurring in different sites are consid-
ered to be separate primaries unless stated to be metastatic. 

• Multiple lesions of different histologic types within a single site are considered sep-
arate primaries whether occurring simultaneously or at different times. 

• Multiple lesions of different histologic types occurring in different sites are consid-
ered separate primaries whether occurring simultaneously or at different times. 

Reference: SEER Program Code Manual, Third Edition. Bethesda, MD: National
Institutes of Health, National Cancer Institute. 1998, pp.12-13.

9. Description of Carcinoma: This item refers to any carcinoma identified as a result
of sigmoidoscopy, colonoscopy, polypectomy, resection, or some other procedure.
Information on location and gross morphology is to be recorded for the highest grade

Item E.21, Comments:

Item # Comments

B.8 3; ICD-9-CM Classification =___; Date of Other 
Cancer Diagnosis = mm/dd/yyyy

If Part B is completed, skip Part C and go to Part E.
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of carcinoma identified. If an abnormality was diagnosed as benign but subsequently
the same abnormality was diagnosed as a carcinoma, it should be recorded only once
on the DEC form, in this item (C.9). 

This information can be found in the procedure reports (sigmoidoscopy report,
colonoscopy report, etc.). If more than one procedure identified this carcinoma, the
report from the procedure that collected the most tissue should be used.

Use column 1 only of the table to record the information on the carcinoma.  If more
than one colorectal primary is diagnosed, record each one on a separate DEC.  See
page 26 (second paragraph in Part C) and page 3 (second bullet) for general instruc-
tions.  Leave columns 2 and 3 blank.

Complete this item as follows:

No: The record states or indicates that the participant did not have any carcino-
mas. Darken the circle for "No" and go to Item C.10.

Yes: The record states or indicates that the participant had one or more carcino-
mas. Darken the circle for "Yes" and complete the table for Item C.9. For each
tumor complete the following items:

• Procedure: (Mark all that apply) Darken the circle corresponding to the
type of procedure performed that provided the histological or cytological
confirmation of the primary colorectal cancer. The procedure types are
defined as follows:

1 = Sigmoidoscopy: Visual examination of the sigmoid colon with either
a flexible or rigid endoscope.

2 = Colonoscopy: Visual examination of the entire colon with a flexible
endoscope.

3 = Polypectomy: Surgical removal of a polyp.

4 = Surgical resection: Surgical excision of a portion of an organ or
other structure.

5 = Local transanal or other resection: Polypectomy or excision of a
lesion through an anoscope.

8 = Endoscopy (NOS): The abbreviation "NOS" represents "not other-
wise specified." The record does not specify, or it is questionable,
whether the endoscopy performed was a sigmoidoscopy or a colonos-
copy. 

• Location: Information about the anatomic location and/or the distance in
centimeters where the tumor(s) were located, should be available in the
record. Complete both Parts a and b.

a. Anatomic: Darken the circle(s) corresponding to the anatomic location
of the tumor. Mark all that apply. 

- If the anatomic location given is "rectosigmoid" or "sigmoid
descending," record "07" for "Sigmoid colon." 

- If the anatomic location given is “right colon”, record “02 =
Ascending colon”.

- If the anatomic location given is “left colon,” record “06 =
Descending colon.” 
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- If the procedure is a sigmoidoscopy, the following anatomic
location codes are not acceptable: 01, 02, 03 and 04.

- If the anatomic location is not given or is unknown, record "99."

- If the information is unclear or questionable, consult the SC
Lead Abstractor, SC Coordinator and/or Principal Investigator
for a resolution prior to contacting the CC MRA Coordinator.

b. Distance in cm: Record the distance in centimeters where the tumor
was located. If necessary, round to the nearest centimeter using the
rounding rules in Appendix K of the MOOP. Darken the circles corre-
sponding to the numbers recorded. 

- If the distance in centimeters for the location is not given or is
unknown, record "99." 

- If the information is unclear or questionable, consult the SC
Lead Abstractor, SC Coordinator and/or Principal Investigator
for a resolution prior to contacting the CC MRA Coordinator.

- Gross Morphology: Darken the circle corresponding to the gross morphologic
characteristic of the carcinoma. Gross morphology should be taken from the
pathology report but this information should be clarified by reviewing the
endoscopy and operative reports as well as any clinical notes of the case. The
gross morphologic characteristics are defined as follows:

1 = Exophytic: The record indicates that the carcinoma was growing
within the lumen of the colon. Typical location: Right side of colon;
Synonyms: Fungating, either pedunculated or sessile; polypoid, or
bulky.

2 = Endophytic: The record indicates that the carcinoma was growing
predominantly within the wall of the colon. Synonyms: Ulcerative.

3 = Annular: The record indicates that the carcinoma was growing
around the colon, constricting it. Typical location: Transverse and
descending colon. Synonyms: Napkin-ring, apple-core, constricting,
stenosing, circumferential, or ulcerating.

4 = Diffusely infiltrative: Linitis plastica. The record indicates that the
carcinoma was full thickness bowel wall involvement converting the
colon into a rigid tube with a thickened wall.

9 = Not available: The gross morphology of the carcinoma is not avail-
able or is stated as unknown in the record.

If more than one of the descriptions are mentioned, the dominant morpho-
logic appearance should be coded using the following hierarchy: diffusely
infiltrative; annular; exophytic; endophytic. For example, if one report
describes the cancer as diffusely infiltrative and another notes an exophytic
appearance, the worst case should be coded – diffusely infiltrative. 

Unknown: If the Description of Colorectal Carcinoma is unknown or not men-
tioned in the record. Darken the circle for "Unknown" and go to Item C.10. 

10.Date of Primary Colorectal Cancer Diagnosis: Record the month, day and year of
the primary colorectal cancer diagnosis that was confirmed by histopathology or cyto-
pathology if histopathology is not available. This is the date on the report that the
actual procedure (biopsy, surgery, aspiration of cells, etc.) was performed that con-
firmed this primary colorectal cancer diagnosis. Operative reports are generally more
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accurate for date of procedure than surgical pathology reports, so in the case of a dis-
crepancy, record the date of procedure from the operative report. For example, the
date on the pathology report may be the date that the slides were read or the date
that the diagnosis was determined or reported, rather than the date of the operative
procedure.

If there are multiple reports that confirmed this primary cancer, record the earliest
date available that has an adequate tissue specimen. If histopathology is not avail-
able, record the earliest date with cytopathologic confirmation of the malignancy. NCI
wants to code the earliest definitive procedure that diagnosed the cancer, even if it is
not the most complete picture of the cancer. In the rare situation in which colorectal
cancer was diagnosed by clinical examination only and not histologically or cytologi-
cally, the date of first colorectal cancer diagnosis is the date of the clinical examina-
tion, which diagnosed the cancer. 

Darken the circle corresponding to each number. Zero fill month and day, and record
four digits for year. Month and year of colorectal cancer diagnosis must be known.
However, if day is unknown, record "99." 

11.Verbatim Description of Primary Colorectal Cancer Diagnosis: This item is con-
cerned with the actual physician diagnosis of the primary colorectal cancer. This item
is optional except in the following situations:

• The diagnosis is based on clinical examination and not pathology (Item A.7 = Col-
orectal malignancy diagnosed by clinical examination only); or

• The SC is unable to obtain a copy of the pathology or cytology report that corre-
sponds to the ICD-O-2 code in Item C.12 (Item C.13 = Not available). 

Record the verbatim description of the colorectal cancer diagnosis from the pathology/histo-
pathology report (or cytology/cytopathology report if a pathology report is not available).
The verbatim description should come from the diagnosis section of the earliest (chronologi-
cal) pathology report (or cytology report if the pathology report is not available), that had an
adequate specimen and which confirms the cancer diagnosis.

• Occasionally, the diagnosis section will say "see above" or “see microscopic.” In
this situation record verbatim all of the information from the appropriate section
of the report which pertains to the cancer diagnosis. 

• Do not record any information about metastases or recurrent cancer. 

• Do not record any information about benign conditions listed in the diagnosis sec-
tion of the pathology or cytology report. 

12. ICD-O-2 Cancer Classification: This item is for classifying the physician diagnosis
of the colorectal cancer according to ICD-O-2 (International Classification of Diseases
for Oncology, Second edition, 1990). The CTR should code the ten digit ICD-O-2 clas-
sification in the space provided. Darken the circles corresponding to the letter and
each number. 

• The ICD-O-2 code should reflect the diagnosis from the earliest (chronological)
histopathology report, that has an adequate specimen, (or cytology report if tissue
is not available) which confirms the cancer diagnosis. NCI wants to code the earli-
est definitive procedure that diagnosed the cancer, even if it is not the most com-
plete picture of the cancer. This should be the same report that was used as a
source for the date of diagnosis in Item C.10. 

• When the diagnosis of colorectal cancer is based upon tissue obtained from a met-
astatic site such as a lymph node or the liver, the grade in the ICD-0-7 code
should be recorded as 9 (unknown).
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• A neoplasm of uncertain behavior of the colorectum is considered to be a cancer
by NCI and should be recorded in this section (excluding villous adenoma which
will be recorded in Item A.4). Use the following guidelines for ICD-O-2 coding of
neoplasm of uncertain behavior of the colorectum: 

- Assign the topography and morphology codes for this neoplasm according to
ICD-O-2. 

- The behavior code for neoplasms of uncertain behavior is “1.” Under “Behav-
ior” enter “1” in the box and darken the circle for “1” printed on the form. 

- Grade will be coded “9” for neoplasms of uncertain behavior. Under “Grade,”
enter a “9” in the box and darken the circle for “9” printed on the form. 

If the medical record contains information about this neoplasm that would result
in a behavior code other than “1” or a grade code other than “9,” contact the CC
MRA Coordinator.

Use the following guidelines to determine how to record an extranodal diagnosis of
lymphoma of the colorectum. Refer to Appendix K-17-2 of the MOOP for explana-
tion of Nodal vs. Extra-Nodal Lymphomas:

- If an extranodal lymphoma of the colorectum is designated as the primary,
record this lymphoma on the corresponding DEC3 form and assign the ICD-O-
2 topography code corresponding to the site. Be sure this is the primary site of
origin and not just a site where the biopsy was taken. The TIC2 form is
required for each DEC3 form, as it is for any colorectal primary.

- If the site of origin is determined to be the lymph nodes of the colorectum
lymophoma on the OCF and assign the ICD-O-2 topography code for lymph
nodes (C77.__). If diagnosed as part of the evaluation for colorectal cancer,
this would be entered in Part B of the DEC3 form, Other Cancer Diagnosis.

- If a lymphoma is diagnosed in both a nodal and an extranodal colorectal site,
consult the SC principal investigator to determine where the lymphoma origi-
nated and code the primary to that site.

- If an extranodal lymphoma arising in the colorectum is reported on an ASU,
the SC will need to use the three-digit PLCO code for the colon, rather than the
three-digit code for lymphoma in order to trigger the appropriate DE form.
Complete the DEC3 for the extranodal lymphoma arising in the Colorectum.
Complete the TIC2 also.

- If an extranodal lymphoma arising in the colorectum is reported on a death
certificate, an OCF will be triggered. The SC will complete an MDF (for the
OCF) and manually set the expectation for a DEC3 form. Complete the DEC3
for the extranodal lymphoma arising in the colorectum. Complete the TIC2
form also. 

- If an extranodal lymphoma arising in a PLCO organ is reported on an ASU, the
SC will need to use the three-digit PLCO code for the organ, rather than the
three-digit code for lymphoma in order to trigger the appropriate DE form.
Complete the DE for the extranodal lymphoma arising in the PLCO organ.
Complete the TI also. 

- If an extranodal lymphoma arising in an organ other than PLCO, or a lym-
phoma of the lymph nodes is reported on the ASU, use the three-digit code for
lymphoma and complete the OCF. 
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- If an extranodal lymphoma arising in a PLCO organ is reported on a death cer-
tificate, an OCF will be triggered. The SC will complete an MDF (for the OCF)
and manually set the expectation for the appropriate DE. Complete the DE for
the extranodal lymphoma arising in the PLCO organ. Complete the TI also. 

• Extranodal lymphomas arising in the colorectum may require the T-cell, B-cell, or
NK cell designation. If so, enter the appropriate code from ICD-O-2 in the “Grade”
space. The T-cell, B-cell or NK cell designation has priority over the grade when
both are provided. NK cell designation = “8.” A bubble for “8” does not exist on
the form. Darken the space for “8” under “Grade” for NK cell if this applies. 

• Do not code the descriptions “high grade,” “low grade,” or “intermediate grade”
for lymphomas. These terms refer to categories in the Working Formulation of
lymphoma diagnoses and not to histologic grade. 

• If the record clearly indicates that colorectal cancer was confirmed by a pathology
or cytology report, but the report is not available, code the diagnosis from other
available documents, (i.e. physician’s notes, progress reports, etc.) that reference
the earliest procedure from an adequate specimen. Place an asterisk by Item
C.12, and indicate in the Comments section the source of the diagnosis. Begin
your statement in Comments with the verbatim as recorded in the following
example: 

• If the colorectal cancer is diagnosed by clinical examination only, code the diagno-
sis using the report from the clinical examination form, which diagnosed the can-
cer. 

• The ICD-O-2 cancer classification should be coded by the CTR regardless of
whether ICD-O-2 code is available in the medical record. 

13.Photocopy of Report Confirming Primary Colorectal Cancer: The purpose of this
item is to document that the histopathology report (or cytopathology report if a histo-
pathology report is not available) that confirmed the colorectal cancer has been pho-
tocopied and attached to the Medical Record Abstract-DEC Form. 

• If there are multiple pathology reports confirming this primary colorectal cancer,
the photocopy should be of the histopathology or cytology report, which was the
source for recording the date of colorectal cancer diagnosis recorded in Item C.10,
and the ICD-O-2 code recorded in Item C.12. If the Date of Colorectal Cancer
Diagnosis and the ICD-O-2 Cancer Classification came from different reports,
attach copies of both reports used to code Items C.10 and C.12. 

• A situation may arise in which an institution does not allow the photocopying of
records. Every reasonable attempt should be made to obtain permission to photo-
copy the histopathology or cytology report since the cancer diagnosis is a critical
end-point of the screening trial. If special permission or approval is required, the
abstractor should work with the SC Coordinator/Principal Investigator to obtain
the necessary approval. If this item cannot be completed in a timely manner,
leave it blank and obtain the information at a later date via data retrieval. 

Item E.21, Comments:

Item # Comments

C.12 Pathology/cytology report not available. Source of diagnosis is….
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Darken the circle to indicate whether a photocopy of the pathology or cytology
report is available as follows:

- Pathology/Histopathology: The histopathology report is available and a
photocopy has been obtained and attached to the Medical Record Abstract-
DEC Form. The photocopy should be labeled with the item number followed by
the participant's ID number, study year, multiple primary number (if applica-
ble), titled "Medical Record Abstract-DEC/Pathology Report," and inserted into
the participant's folder.

- Cytology/Cytopathology: The cytology report is available and a photocopy
has been obtained and attached to the Medical Record Abstract-DEC Form. The
photocopy should be labeled with the item number followed by the partici-
pant's ID number, study year, multiple primary number (if applicable), titled
"Medical Record Abstract-DEC/Cytology Report," and inserted into the partici-
pant's folder.

- Not available: The histopathology or cytology report exists in the medical
record, but a photocopy cannot be obtained or there is no report in the medical
record. Place an asterisk by Item C.13, and provide a detailed explanation in
the Comments section of why the pathology or cytology report cannot be
obtained. (In this situation, Item C.11 (Verbatim Description of Colorectal
Cancer Diagnosis) must be completed.) Begin your statement in Comments
with the verbatim as recorded in the following example:

14.Histopathologic Type for Primary Colorectal Cancer: This item is to document
the histopathologic type of the primary colorectal cancer. This refers to the type of
cell comprising the tumor, usually determined by the pathologist from a tissue speci-
men. This information can be obtained from the histopathology report that confirmed
the colorectal cancer and collected the most tissue. If a pathology report is not avail-
able, this information may be found in the discharge summary, operative report, or in
a cytology report. If the histopathologic type is obtained from a source other than the
pathology report, place an asterisk by Item C.14, and record the source of the infor-
mation in the Comments section. Begin your statement in Comments with the verba-
tim as recorded in the following example:

• If the cancer has two different histopathologic types, the diagnosis is usually
based on the predominant type. This should be stated in the pathology report. In
this situation, record the predominant histopathologic type. If the pathology
report does not indicate a predominant type record both types in Other (SPECIFY)
for Item C.14 as follows: “Histopathologic type is ______ and _______.” 

• The abstractor should select the general category into which the result fits rather
than using Other-specify to list a more detailed result. For example, “Adenocarci-

Item E.21, Comments:

Item # Comments

C.13 Pathology or cytology report cannot be obtained because…

Item E.21, Comments:

Item # Comments

C.14 Source of histopathologic type of lesion is…
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noma in tubulovillous adenoma, “papillary adenocarcinoma,” and “superficial
spreading adenocarcinoma” should be included in the “Adenocarcinoma” category. 

• Neoplasm of uncertain behavior of the colorectum: Histopathologic Type for
neoplasm of uncertain behavior of the colorectum will be designated as “Other.”
Darken the circle for “Other” and record the specific histopathologic type on the
line provided. 

• Extranodal lymphoma arising in the colorectum: Histopathologic Type for
extranodal lymphoma arising in the colorectum will be designated as “Other”.
Darken the circle for “Other” and record the specific histopathologic type on the
line provided. 

• Primary sarcoma of the colorectum: Histopathologic Type for primary sarcoma
of the colorectum will be designated as “Other.” Darken the circle for “Other” and
record the specific histopathologic type on the line provided. 

Darken the circle corresponding to the histopathologic type of the colorectal cancer. If
the histopathologic type is other than those listed, darken the circle for “Other” and
specify the histopathologic type. If the histopathologic type is unknown or not avail-
able in the record, darken the circle for “Unknown.” 

15.Histopathologic Grade of Primary Colorectal Cancer: This item is to document
the histopathologic grade of the primary colorectal cancer. Grade refers to a system
of classifying certain characteristics of the cell. This information can be obtained
directly from the pathology report, which collected the most tissue, a cytology report,
a TNM form, a staging classification form, the discharge summary, or from doctor's
notes.

• If the medical record states two different histopathologic grades, or a range of
grades, record the most severe type. For example, "well differentiated" is the least
severe type and "undifferentiated" is the most severe type. The most severe
grade should be recorded from the primary site. Do not record the most severe
grade from the metastatic site. 

• Neoplasm of uncertain behavior of the colorectum: Neoplasm of uncertain
behavior of the colorectum usually does not have a grade designation; therefore,
“Grade cannot be assessed (GX)” should be recorded. If the medical record con-
tains information about this neoplasm that would result in a specific grade, con-
tact the CC MRA Coordinator. 

• Extranodal lymphona arising in the colorectum: If the grade is specified,
darken the corresponding circle. If it is not mentioned or unknown, darken the cir-
cle for “Unknown”. Do not code the descriptions “high grade,” “low grade,” or
“intermediate grade” for lymphomas. These terms refer to categories in the Work-
ing Formulation of lymphoma diagnoses and not to histologic grade. 

• Primary sarcoma of the colorectum: If the grade is specified, darken the cor-
responding circle. If it is not mentioned or unknown, darken the circle for
“Unknown.” 

Darken the circle corresponding to the histopathologic grade of the colorectal cancer.
Darken the circle for "Unknown" when there is no indication in the record of the histo-
pathologic grade or if the basis for the diagnosis is from tissue from a metastatic site
such as a lymph node or the liver.

16.TNM Staging for Primary Colorectal Cancer: This item refers to the TNM or AJCC
(American Joint Committee on Cancer) staging system. The AJCC Manual for Staging
of Cancer provides the minimum requirements for clinical and pathologic staging. A
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list of relevant documentation, based on those requirements can be found below. If
TNM staging was performed, darken the circle corresponding to the edition of the
AJCC Cancer Staging Manual used, the 4th Edition or the 5th Edition. 

TNM staging describes the anatomic extent of disease based on three components: 

(1) the extent of the primary tumor (T), 

(2) the absence or presence and extent of regional lymph node metastases (N),
and 

(3) the absence or presence of distant metastases (M).

The addition of numbers to these three components indicates the extent of the malig-
nant disease, thus showing progressive increase in tumor size or involvement.

If the TNM staging is available in the medical record, the abstractor may record it
directly from the record. This staging is often performed by a Tumor Registrar (also
known as a Cancer Registrar) and, if not available in the medical record, it may be
available in the tumor registry. If the TNM staging is not available in the tumor regis-
try, the abstractor should attempt to have the stage classified by the Tumor Registrar
or a physician at a later date. The Tumor Registrar must be a CTR or CTR-eligible. If
the TNM staging is not in the records or if the abstractor disagrees with the staging,
the CTR may assign the TNM code when all relevant documentation from the patient's
medical record is available to him/her. If an institution does not have a Tumor Regis-
trar, then a physician can assign the TNM stage as long as all relevant patient docu-
mentation is available to the physician. The nosologist or abstractor should not assign
the TNM staging, unless s/he is also a CTR (or CTR-eligible) and all relevant documen-
tation is available 

If a participant receives neoadjuvant therapy prior to surgical resection, NCI would
like the abstractors to do Clinical Staging of the Primary Cancer. Then record the TNM
Pathologic Staging, using surgical pathology. In this situation TNM Pathologic Staging
should be recorded as follows:

• Complete the item for TNM Pathologic Staging using the surgical pathology report.

• Place an asterisk next to the item number and go to the Comments section in Part
E.

• Record the item number in the left margin of the Comments section and begin
with the phrase, “ypT_N_M”, including the appropriate numerical stage of the car-
cinoma which was recorded in Part C, TNM Pathologic Staging. “y” is a TNM
descriptor that indicates that staging was performed during or following multi-
modal therapy and the “p” indicates pathologic staging. After the appropriate
information has been included in the “ypTNM” format, briefly state what treatment
was received prior to surgery.

Note: The 5th Edition of the AJCC manual was published in January 1998. This latest
edition should be used to stage all cancers diagnosed on or after January 1, 1998. For
all previous cases the 4th Edition should be used. 
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General Guidelines for NX vs. N0 and MX vs. M0:

The X category should be used when involvement of regional lymph nodes or distant meta-
static sites was not evaluated or could not be evaluated. It is not sufficient to assume that an
evaluation would have been negative (or positive). If there is a statement in the record doc-
umenting the physician’s assessment of regional lymph nodes and/or metastatic sites as
negative or not involved, without physical examination, imaging or other diagnostic proce-
dures, this may be used to assign 0 rather than X. The use of category 0, as in N0 or M0,
means that no involvement was found after some type of evaluation including appropriate
workup and/or the physician’s clinical impression.

 

a. TNM Clinical Staging

If both the clinical and pathological staging are available, both should be recorded.
Clinical staging is based on the assessment of the anatomic extent of disease before
instituting definitive therapy. All information available prior to the first definitive
treatment of the primary colorectal cancer may be used for TNM clinical staging. Rel-
evant documentation that is suggested to assign clinical staging includes: 

- Medical history: 

- Physical examination;

- Routine and special roentgenograms, including barium enema;

- Sigmoidoscopy and colonoscopy with biopsy; and

- Special examinations used to demonstrate the presence of extracolonic
metastasis, including chest films, liver function tests, and liver scans.

Darken the circle to indicate whether the TNM clinical staging is available as follows:

Yes: If the TNM clinical staging is available, or at least some part of it is available,
darken the circle for "Yes" and then darken the circles corresponding to the Pri-
mary Tumor (T) code, the Nodal Involvement (N) code, and the Distant
Metastases (M) code. If the code for T, N, or M is not available, darken the circle
next to "Not available" in the column(s) for which the code is not available.

No: If no part of the TNM clinical staging is available, then darken the circle for
"No" and skip to Item C.16b, TNM Pathologic Staging. Other situations in which
TMN staging does not apply, and “No” should be darkened include:

- Neoplasm of uncertain behavior of the colorectum

- Extranodal lymphoma arising in the colorectum

- Primary sarcoma of the colorectum

b. TNM Pathologic Staging 

Item E.21, Comments

Item # Comments:

C.16.b ypT_N_M_; Treatment received prior to surgery was…

NOTE: SCs should photocopy any documents from medical records that are used for
TNM staging, and keep these with the participant’s file.
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Colorectal cancers are usually staged pathologically because it is necessary to estab-
lish the depth of tumor invasion through the bowel. Relevant documentation neces-
sary to assign pathologic staging includes:

- Any data for clinical staging;

- Pathologic report of the resected specimen; and 

- Surgical exploration of the abdomen.

Darken the circle to indicate whether the TNM pathologic staging is available as follows:

Yes: If the TNM pathologic staging is available, or at least some part of it is avail-
able, darken the circle for "Yes" and then darken the circles corresponding to the
Primary Tumor (T) code, the Nodal Involvement (N) code, and the Distant
Metastases (M) code. If the code for T, N, or M is not available, darken the circle
next to "Not available" in the column(s) for which the code is not available. 

No: If no part of the TNM pathologic staging is available, then darken the circle for
"No" and skip to Item C.17, Record Stage. Other situations in which TMN staging
does not apply, and “No” should be darkened include:

- Neoplasm of uncertain behavior of the colorectum 

- Extranodal Lymphoma arising in the colorectum

- Primary sarcoma of the colorectum 

17.Record Stage: If TNM Pathologic Staging is complete, this item must be skipped. If
any part of the TNM Pathologic Staging is not available or is incomplete (i.e., “Tx”,
“Nx”, or “Mx”), this item must be completed. This item is to document the stage of
disease (other than TNM staging) for primary colorectal cancer. Staging of colorectal
cancer is always based on pathologic staging procedures. There are four stage classi-
fications provided for colorectal cancer: "Stage Only," "Dukes,” “Modified Dukes
(Astler-Coller) Staging," and "Summary Staging."

• If information about one or more of the stage classifications is not available in the
medical record, it is not necessary to try to obtain it from another source. 

• If a stage classification other than those provided on the form is available in the
record and all or part of TNM Pathologic Staging is not available, place as asterisk
beside Item C.17, and record in the comments section. Begin your statement in
Comments with the verbatim as recorded in the following example: 

• If stage is available for an extranodal lymphoma arising in the colorectum, for a
primary sarcoma of the colorectum, or for any other type of primary colorectal
malignancy which cannot be staged using TNM, record the stage in Item C.17. 

Darken the circle to indicate whether stage of disease is available as follows:

Yes: If "Stage Only," "Dukes,” “Modified Dukes (Astler-Coller)," and/or "Summary
Staging" is available in the record, darken the circle for "Yes" and then darken the
circles corresponding to the code for each. If stage of disease is not available for
any particular classification, darken the circle next to "Not available" in the appro-
priate column.

Item E.21, Comments

Item # Comments

C.17 Other Stage Classification is ___ Stage = ___.
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No: If none of the stage classifications, "Stage Only," "Dukes,” “Modified Dukes
(Astler-Coller) Staging," or "Summary Staging" is available in the record, darken
the circle for "No" and skip to Part E: Physician/Hospital Location Information.

- Neoplasm of uncertain behavior of the colorectum: Darken the circle for
“No.” Typically, a neoplasm of uncertain behavior is not staged. If the medical
record contains staging information about this neoplasm, contact the CC MRA
Coordinator.

• If no stage of disease information is available, it is not necessary for the abstrac-
tor to obtain it from another source. Also, the abstractor should not attempt to
code stage of disease unless s/he is a Certified Tumor Registrar (CTR) or CTR eli-
gible. If the abstractor is a CTR, or is CTR eligible, and has all of the necessary
documentation for determining the stage of disease, then s/he may code stage of
disease and record it following the guidelines above.

Part D: Date of Diagnostic Evaluation Determination:

18.Complete this item by recording the month, day and year of the diagnostic evaluation
determination if one of the following conditions is satisfied:

• Item A.7 = No malignancy or

• Item A.7 = No malignancy and no diagnostic procedures were performed or

• Item A.7 = No information available

Darken the circle corresponding to each number. If the exact day of diagnostic evalu-
ation determination cannot be determined from the record, year and month can usu-
ally be assessed. In this situation, record the exact month and year. Record the day
as “99.” Zero fill month and day, and record four digits for year.

Part E: Physician/Hospital Location Information:

In this section, record physician and hospital location information, where the participant
underwent diagnostic evaluation for colorectal cancer, other than what was reported prior to
abstracting. Items E.19 and E.20 are not required but it is recommended that these items be
completed to facilitate collection of additional medical record data, including pathology
reports and slides. This section also includes a comments item for recording additional infor-
mation. The physician and hospital location information will not be entered into the Data
Entry and Editing System (DEES), while all information recorded in the comments item will
be entered.

19.Physician for Diagnostic Evaluation: Record the name, address, and telephone
number of the primary physician who provided care during the participant's diagnostic
evaluation for colorectal cancer and/or the physician who performed the diagnostic
evaluation procedures. Space has been allotted for entry of two physicians. Record
the physician's office address, if available, otherwise record the physician's hospital
address. Record the participant's medical record or chart number for each physician
location.

20.Hospital or Clinic for Diagnostic Evaluation: Record the name, address, and tele-
phone number of the hospital or clinic at which the participant underwent one or more
diagnostic procedures for colorectal cancer. Space has been allotted for entry of two
hospitals or clinics. Record the participant's medical record or chart number for each
hospital or clinic location.

21.Comments: Use this section to record any overflow information. Discrepant informa-
tion should no longer be recorded in Comments. If an item being abstracted has con-
October 1, 2003 34 Specifications for Diagnostic Evaluation
Appendix A-8-3 Form - Colorectum - Version 3



flicting or discrepant information, the SC Lead Abstractor, SC Coordinator and/or the
Principal Investigator should review the discrepant information for the appropriate
coding decision prior to calling the CC MRA Coordinator.

Do not darken the “Yes” or “No” circles at the top of pages 11-12 if Comments contin-
ues on these pages. Leave the circles blank. Comments “Yes” “No” circles should only
be darkened on page 10 of the form. 

Darken Comments Continuation circle at the bottom right of page 12 if a Comments
Continuation Form (CCF) is required. Do not darken Comments Continuation circles
on pages 10-11.

If there are no additional comments, darken the circle next to "No." If there are addi-
tional comments, darken the circle next to "Yes," then record the comments as in the
following example when a 7th medical complication should be collected: 

• First enter the item number indicating the item to which the comments are
related, and record the comments in the space provided to the right of the item
number. 

• Throughout these specifications, standard phrases are given to preface comments
so they will be easier to locate during analysis. Please use these phrases at the
beginning of the comments, if applicable. 

• Place an asterisk next to the item number being referenced in the main body of
the DEC form. 

Item # Comments

A.6 7; Type = ___; Date = ___
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PLCO Cancer Screening Trial

SPECIFICATIONS FOR COMPLETION OF THE MEDICAL RECORD ABSTRACT 
FORM:

TREATMENT INFORMATION – COLORECTUM VERSION 2 (TIC2/TCQ2)

 Specifications
This form is to be completed by the Medical Record Abstractor and the CTR or CTR-eligible
individual. Specifically, the CTR will be required to complete Item A.5 (Any Local or Regional
Residual Disease Left After Surgery). 

Refer to the General Abstracting Techniques (Appendix K of the MOOP) for guidelines on gen-
eral abstracting techniques. Some key guidelines are presented below:

• When abstracting date information for items with multiple treatments, record the
dates in the order in which they are found in the medical record.

• Sources of information are specified, where appropriate, for abstracting the vari-
able items on the form. The sources of information are listed in priority order by
best source. Note that the information must be obtained from a physician, hospital
or tumor registry. If the treatment is considered to be a non-traditional therapy
that would not usually be mentioned in a medical record, it is acceptable to take
the participant’s self-report. In all other cases, a therapy that is not mentioned in
the medical record should not be recorded. 

• Information about treatment procedures should be collected for the first planned
course of treatment (usually within 6 months of the cancer diagnosis). The maxi-
mum time period for which medical records could be collected for treatment infor-
mation is about 1 year from the date of a cancer diagnosis.

• This form includes items, which require that data be entered verbatim, such as
recording “other (specify),” and recording comments. The abstractor should be
sure to use clear and legible handwriting when completing these items.

• If additional space is needed to record treatment information, use the Comments
section. Record the same type of data as requested in the treatment table.

• If any item has unclear, discrepant, or conflicting information, review this infor-
mation with the SC Lead Abstractor, SC Coordinator or the Principal Investigator
prior to contacting the CC MRA Coordinator.
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Specifications for completing each item of the form are given below:

General instructions for the completion of forms to be scanned by an Optical Mark
Reader:

• Use a No. 2 pencil to mark your answers. Do not use red ink or felt tip
pens.

• Make heavy black marks that fill the circle completely.

• If you need to change an answer, be sure to erase completely. 

• Mark only one response for each question, unless the instructions tell you
otherwise. 

• Some questions have additional instructions next to certain answers.
These instructions may ask you to skip questions that do not apply or ask
you to provide additional information. First darken the appropriate circle,
and then follow the instructions as directed. Unless instructed otherwise,
go to the next question. 

Administrative Section:

Participant ID: Affix a Participant ID label to the space provided in the lower left cor-
ner of the form.

1. Date Abstracted: Record the date the medical record was abstracted. This is the
date the entire form was completed. Month and day should be zero filled and two dig-
its should be recorded for the year (e.g., 02/07/2000). The circles for “2” and “0”
have been filled in. Darken the circle corresponding to each remaining number.

If the disposition of the form is “Interim Complete” (see Disposition below), record
the date the interim disposition was assigned. When the form is finalized, erase the
interim date and record the date the form was completed.

2. Abstractor ID#: Record the 4-digit staff ID number assigned to the individual who is
abstracting the medical record and completing the TI. If more than one abstractor
completes the TI, the SC Lead Abstractor should determine which abstractor is
responsible for the content of the form—this abstractor’s ID number should be
recorded here. Darken the circles corresponding to the four digits.

3. CTR ID#: Record the 4-digit staff ID number assigned to the individual who is
abstracting Item A.5 (Any Local or Regional Residual Disease Left After Surgery).
Darken the circle corresponding to the four digits.

4. Study Year: Darken the circles corresponding to the study year, from T0 to T13.
Zero-fill the number for T0 - T9 (e.g., T00, T01, T02, etc.).

5. Purpose of Abstract: This form may be used for either the initial abstracting of
medical record information, or for repeat abstraction of the medical record for quality
assurance. Darken the circle corresponding to the purpose of the abstract as follows:
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• Initial abstract: Medical record information is being abstracted for the “first”
time to confirm the treatment of colorectal cancer. 

• Re-abstract for QA: Medical record information that has already been abstracted
to confirm the treatment of colorectal cancer is being re-abstracted for the pur-
pose of quality assurance. Not yet implemented.

6. Form Processing: These are the steps that should be completed in order to process
the medical record abstract form. All of the items except “Disposition” are optional.
“Disposition” is required and may be marked on the form or entered directly into
DEES. Dispositions of “Final Complete” (FCM) may also be set automatically in DEES
when the form is edited (See DEES User’s Guide).

• Form Receipted into SMS: This item is optional. Darken this circle after the form
has been receipted into the SMS. The form may be receipted interactively or
through the DEES to SMS Update. (Refer to Chapter 17 for instructions on receipt-
ing forms.) 

• Manual Review Completed: This item is optional. Darken this circle after the
form has been reviewed by SC staff to make sure that the information is com-
plete, legible and that the appropriate circles are darkened properly. (Refer to
Chapter 17 for instructions on performing a manual review of forms.) 

• Data Entry of Non-Scannable Items: This item is optional. Complete this item
to indicate the status of verbatim data entry. (Refer to Chapter 17 for instructions
on data entry of non-scannable items.) When data entry is complete, darken the
circle next to “Completed.” If no data entry of non-scannable items is required,
darken the circle next to “None Required.” 

• Data Retrieval: This item is optional. Complete this item to indicate the status of
data retrieval. If data retrieval was attempted, regardless of whether or not addi-
tional information was collected, darken the circle next to “Attempted.” If no data
retrieval was required, darken the circle next to “None Required.” 

• Disposition: The SC is required to assign a disposition to each opscan form.
There is one interim disposition and there are two final dispositions: 

- Interim Complete (ICM): This disposition may be assigned when there are
outstanding data but the SC would like to scan the data that are available into
the DEES. (Since it may take a number of months for all of the data to be
abstracted, it is recommended that the form be scanned into the Data Entry
and Editing System each time it is updated.) Once all data are abstracted,
remove the ICM so that the appropriate disposition is assigned.

- Final Complete (FCM): This disposition may be assigned when there are no
errors reported on the DEES edit report or the only errors reported are
“UNLIKELY” errors that have been investigated by the SC, or errors on the
optional form processing items.

- Final Incomplete (FIC): This disposition may be assigned when there are
errors reported on the DEES edit report (except UNLIKELY errors that have
been investigated) which cannot be corrected. This includes errors that cannot
be corrected because data retrieval is not required for the item, or because the
information could not be obtained, even with data retrieval.

The disposition may be assigned in three ways:

- by darkening the bubble on the opscan form and scanning it;

- by keying the disposition into DEES;
October 1, 2003 3 Specifications for Treatment 
Appendix A-8-3 Information Form - Colorectum - Version 2



- by allowing the computer to assign the final disposition for forms with no
errors (FCM only).

Part A: Initial Treatment Information:

In this section, record all treatments that make up the first course of treatment the partici-
pant received for colorectal cancer. 

• If the treatment is intended as initial management, it should be recorded regard-
less of the timeframe or treatment site. 

• If the first course of treatment is directed toward a metastatic site, it is appropri-
ate to code this treatment. 

• Combination Treatments: If multiple treatments are given in combination, enter
the date treatment began for the combination treatments. If another treatment is
added to this combination (or one is removed), the new combination should be
listed as a new treatment entry with a new start date. 

• Time period Rules for First Course of Treatment (in order of precedence): 

1. If there is a documented, planned first course of treatment, first course ends
at the completion of this treatment plan, regardless of the duration of the
treatment plan.

2. If the patient is treated according to a facility’s standards of practice, first
course ends at the completion of the treatment.

3. If there is no documentation of a planned first course of treatment or standard
of practice, first course of treatment includes all treatment received before dis-
ease progression or treatment failure. If it is undocumented whether there is
disease progression/treatment failure and the treatment in question begins
more than one year after diagnosis, assume that the treatment is not part of
the first course.

4. If a patient refuses all treatment modalities and does not change his/her mind
within a reasonable time frame, or if the physician opts not to treat the
patient, record that there was no treatment in the first course.

• If treatment is given for symptoms/disease progression after a period of “watchful
waiting,” this treatment is not considered part of the first course. For example, if a
physician and patient choose a “wait and watch” approach to colorectal cancer and
the patient become symptomatic, consider the symptoms to be an indication that
the disease has progressed and that any further treatment is not part of the first
course. 

• All modalities of treatment are included regardless of sequence or the degree of
completion of any component method.

Reference: SEER Program Code Manual, Third Edition. Bethesda, MD: National
Institutes of Health, National Cancer Institute; 1998, p.119.

• If there is a significant treatment that is not in the first course of treatment and
the abstractor and SC Principal Investigator feel it should be recorded, this will
need to be sent to the CC MRA Coordinator. The relevant medical records should
be copied (identifiers deleted) and sent to the CC MRA Coordinator with a memo
describing the issue. 

1. Surgical Treatment for Colorectal Cancer: This item is concerned with the surgi-
cal treatment that the participant received for colorectal cancer. Complete this item
as follows:
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No: The record clearly states that the participant did not receive surgical treatment,
or there is no mention of surgical treatment (planned or given) in the records. Darken
the circle for “No” and go to Item 2.

Yes: The record indicates that the participant received surgical treatment. Darken the
circle for “Yes” and complete the table for Item 1. For each surgical procedure per-
formed, complete the following items:

- Type of Surgical Procedure: Darken the circle corresponding to the type of
surgical procedure performed. Refer to the Surgical Procedure Codes for the
list of common surgical procedures for colorectal cancer. If the participant had
a surgical procedure other than those listed, darken the circle for “Other
(SPECIFY)” and record the surgical procedure performed on the line provided.
The definitions for the surgical procedures are as follows:

01 =Local excision (includes Local Transanal excision): Surgical
removal of a polyp or tumor without an accompanying bowel resection. 

03 =Surgical resection with reanastomosis: Surgical excision of an ade-
quate amount of normal colon proximal and distal to the tumor with rea-
nastomosis. Use the code when there is a surgical resection with
reanastomosis and when there is a temporary diverting colostomy. Even
if the surgical resection is done as a separate procedure from the reanas-
tomosis (two stages), the surgical treatment should be recorded only
once as code 03.  

04 =Surgical resection with colostomy: Radical surgery performed by a
transabdominal/perineal procedure. Surgery is extensive with removal of
anus and a permanent colostomy is placed. 

06 =Bypass surgery or palliative resection: A palliative procedure is per-
formed only to relieve symptoms, not to cure disease. 

07 =Cryosurgery: In colon cancer, this procedure is performed for removal/
resection of hepatic lesions. Use this code for Fulguration. 

08 =Lymphadenectomy/Lymph node sampling: Removal of the lymph
nodes or a sample of lymph node tissue for diagnostic purposes. 

09 = Appendectomy: Removal of the appendix. Use this code only when the
diagnosis is a primary cancer of the appendix. 

10 = Laser ablation: Destruction or removal of cancerous tissue through the
use of a laser. 

88 =Other (SPECIFY): The participant had some other type of surgery to
treat cancer. Use the specify line to describe the surgery. 

Note: Lymph node removal accompanying surgical resection should be coded
as two separate procedures. Code the resection with the appropriate code and
the lymph node removal under 08 = Lymphadenectomy/Lymph node sam-
pling. 

- Date of Surgery: Record the month, day and year that the surgical procedure
was performed. If the day is not clear, year and month can usually be
assessed, even if the exact day cannot be determined. In this situation, record
the exact month and year. Record the day as “99”. Darken the circle corre-
sponding to each number. Zero fill month and day, and record four digits for
year.
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If space is needed to record additional surgical procedures, use the Comments section
to record the same type of data as requested in the table. In Comments, record the
item numbers and labels followed by the data. For example, the first additional surgi-
cal treatment in Comments would be the fifth surgical treatment recorded:

Unknown: The record states that surgical treatment is planned but then there is no
mention of whether or not it was actually given. This code should also be used if the
record clearly states that this information is unknown. Darken the circle for
“Unknown” and go to Item 2. 

2. Radiation Treatment for Colorectal Cancer: This item is concerned with the radi-
ation treatment the participant received. Radiation treatment most commonly con-
sists of either external photon beam therapy or brachytherapy (endocavitary
implant). More rarely, radiation treatment may consist of either neutron or proton
external beam therapy. Note that this item is concerned with radiation treatment and
not diagnostic x-rays such as a CT scan.

External photon beam therapy is delivered by a machine, which generates x-rays or
contains a large amount of a radioactive isotope (cobalt), or delivered by a linear
accelerator. External beam treatments are given in one or more “series” or “courses.”
Each course of radiation is administered over a period of days or weeks in small daily
doses.

Brachytherapy is a method of radiotherapy in which radioactive sources are applied
on the external surface of the patient, implanted in tissue, or inserted into body cavi-
ties. Brachytherapy procedures usually are performed in an operating room since they
require anesthesia. Although the brachytherapy treatment may be performed in a
surgical suite and recorded in surgical notes, it is radiotherapy and should be
recorded as such for purposes of describing the participant’s treatment.

Some institutions may have the capability to deliver neutron beam therapy, via a hos-
pital based high-energy cyclotron, or proton beam therapy, via a hospital-based syn-
chrotron. Treatment via these modalities is usually administered in “courses” or
“series” over a period of time. Most institutions, however, find these machines
impractical for a hospital setting due to their cost and size.

Darken the circle corresponding to whether the participant received radiation treat-
ment as follows:

No: The record clearly states that the participant did not receive radiation treat-
ment, or there is no mention of radiation treatment (planned or given) in the
records. Darken the circle for “No” and go to Item 3.

Yes: The record indicates that the participant received radiation treatment.
Darken the circle for “Yes” and complete the table for Item 2. Record information
for each course of radiation treatment received in a separate column. For each
radiation treatment received, complete the following: 

- Date Radiation Treatment Began: Record the month, day and year that the
radiation treatment was begun for a particular course. If the day is not clear,
year and month can usually be assessed, even if the exact day cannot be

Item B.8, Comments:

Item # Comments
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determined. In this situation, record the exact month and year. Record the day
as “99”. Darken the circle corresponding to each number. Zero fill month and
day, and record four digits for year. 

If space is needed to record additional radiation treatments, use the Comments
section to record the same type of data as requested in the table. In Comments,
record the item numbers and labels followed by the data. For example, the first
additional radiation treatment in Comments would be the third radiation treatment
recorded: 

Unknown: The record states that radiation treatment is planned but then there is
no mention of whether or not it was actually given. This code should also be used
if the record clearly states that this information is unknown. Darken the circle for
“Unknown” and go to Item 3. 

3. Chemotherapeutic Treatment for Colorectal Cancer: This item is concerned with
any chemotherapeutic treatment the participant received. Chemotherapeutic treat-
ment is the use of drugs given as treatment for cancer. Chemotherapeutic treatment
may be the primary treatment, prescribed in cases of advanced cancer, or may be an
adjuvant treatment, given in addition to surgery and/or radiation.

The participant’s medical record may or may not contain chemotherapeutic treatment
data. Unlike surgery and radiation treatments, which must be performed at a hospital
or clinic, chemotherapeutic treatment may be administered at a physician’s office or
self-administered under the guidance and supervision of a physician. It is, therefore,
especially important that the abstractor carefully review the record and, if necessary,
contact the physician for information on chemotherapeutic treatment.

Darken the circle corresponding to whether the participant received chemotherapeutic
treatment as follows:

No: The record clearly states that the participant did not receive chemotherapeutic
treatment, or there is no mention of chemotherapeutic treatment (planned or given)
in the records. Darken the circle for “No” and go to Item 4.

Yes: The record indicates that the participant received chemotherapeutic treatment.
Darken the circle for “Yes” and complete the table for Item 3. For each protocol of
chemotherapeutic treatment received, complete the following: 

- Date Chemotherapeutic Treatment Began: Record the month, day and year
that the chemotherapeutic treatment was begun for a particular course. If the
day is not clear, year and month can usually be assessed, even if the exact
day cannot be determined. In this situation, record the exact month and year.
Record the day as “99.” Darken the circle corresponding to each number. Zero
fill month and day, and record four digits for year. 

If space is needed to record additional chemotherapeutic treatments, use the Com-
ments section to record the same type of data as requested in the table. In Com-
ments, record the item numbers and labels followed by the data. For example, the
first additional chemotherapeutic treatment in Comments would be the third chemo-
therapeutic treatment recorded: 

Item B.8, Comments:

Item # Comments
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Unknown: The record states that chemotherapeutic treatment is planned but then
there is no mention of whether or not it was given. This code should also be used if
the record clearly states that this information is unknown. Darken the circle for
“Unknown” and go to Item 4. 

4. Other Type of Treatment for Colorectal Cancer: This item is concerned with any
treatment other than surgery, radiation and chemotherapeutic treatment that the
participant received for colorectal cancer, such as electrofulguration, electrocoagula-
tion, biologic therapy, or alternative treatments.

Darken the circle corresponding to whether the participant received some other type
of treatment as follows:

No: The record clearly states that the participant did not receive any other type of
treatment, or there is no mention of other treatments (planned or given) in the
records. Darken the circle for “No” and go to Item 5.

Yes: The record indicates that the participant received some other type of treat-
ment. Darken the circle for “Yes” and complete the table for Item 4. For each type
of treatment received, complete the following: 

- Date Other Treatment Began: Record the month, day and year that the
other type of treatment began. If the day is not clear, year and month can
usually be assessed, even if the exact day cannot be determined. In this situa-
tion, record the exact month and year. Record the day as “99.” Darken the cir-
cle corresponding to each number. Zero fill month and day, and record four
digits for year.

If space is needed to record other type of treatments for colorectal cancer, use the
Comments section to record the same type of data as requested in the table. In
Comments, record the item numbers and labels followed by the data. For exam-
ple, the first additional other type of treatment for colorectal cancer in Comments
would be the third other type of treatment for colorectal cancer recorded:

Unknown: The record states that an “other” treatment is planned but then there
is no mention of whether or not it was actually given. This code should also be
used if the record clearly states that this information is unknown. Darken the cir-
cle for “Unknown” and go to Item 5. 

5. Any Local or Regional Residual Disease Left After Surgery: This item is to be
completed only by a CTR or a CTR–eligible individual. This item documents whether
the participant had any local or regional residual disease left after surgery. Record
information for this item for any attempted surgical procedure even if the procedure
was not completed. Surgery is defined as any of the surgical procedures listed in Item

Item B.8, Comments:

Item # Comments
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1. If there are multiple surgeries, use the last surgery in the first course of treatment.
Regional residual disease is defined as a cancer that remains after surgery and is
related to the original site by direct extension. This regional disease refers to the site
of the surgery (not necessarily the site of the primary cancer). It does not apply to
metastases. Information should be taken from the pathology report since this is the
most definitive source for determining residual disease and the operative report may
be used for further clarification. If neither pathology nor operative reports are avail-
able, a discharge summary or doctor’s note with treatment plan may be used to
record this item. “Perineural or vascular invasion” noted on a surgical pathology
report, does not infer that regional or residual disease is left after surgery. The
pathology report refers only to the specimen or tissue removed during surgery, not to
tumor that remains following surgery. Darken the circle corresponding to whether the
participant had any local or regional residual disease left after surgery as follows:

No: The record indicates that the participant had no local or regional residual dis-
ease left after surgery. Darken the circle for “No” and go to Item 6.

Yes - Microscopic: The local or regional residual disease remaining is micro-
scopic (of minute size). The pathology report may state “tumor to surgical mar-
gin.” Darken the circle for “Yes – Microscopic” and go to Item 6.

Yes - Gross Tumor: A tumor remaining in the colorectum or the nearby region
after surgery. The pathology report may state “gross residual disease remaining
with nearby structural invasion.”  Darken the circle for “Yes – Gross Tumor” and
go to Item 6.

The highest order of evidence should be coded. For example, if the operative
report notes that gross disease remains, then “gross” should be coded. But if the
report notes that there were positive surgical margins without gross evidence of
disease, the “microscopic” response should be used. 

Not applicable: The participant did not receive any surgical treatment for col-
orectal cancer or Item A.1, Surgical Treatment for Colorectal Cancer, is “No” or
“Unknown”. Darken the circle for “Not applicable” and go to Item 6.

Unknown: The record does not mention if the participant had local or regional
residual disease left after surgery, or the record clearly states that this informa-
tion is unknown. Darken the circle for “Unknown” and go to Item 6.

Part B: Physician/Hospital Location Information:

In this section, record physician and hospital location information, where the participant
received treatment for colorectal cancer. Items B.6 and B.7 are not required, but it is recom-
mended that they be completed to facilitate collection of additional medical record data. This
section also includes a comments item for recording additional information. The physician
and hospital location information will not be entered into the Data Entry and Editing System
(DEES), while all information recorded in the comments item will be entered.

6. Physician for Treatment: Record the name, address, and telephone number of the
primary physician who provided care during the participant’s treatment for colorectal
cancer and/or the physician who provided or administered the treatment. Space has
been allotted for entry of two physicians. Record the physician’s office address, if
available, otherwise record the physician’s hospital address. Record the participant’s
medical record or chart number for each physician location.

7. Hospital or Clinic for Treatment: Record the name, address, and telephone num-
ber of the hospital or clinic at which the participant underwent treatment for colorec-
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tal cancer. Space has been allotted for entry of two hospitals or clinics. Record the
participant’s medical record or chart number for each hospital or clinic location.

8. Comments: Use this section to record notes, comments and any overflow informa-
tion while abstracting from the participant’s medical record. Discrepant information
should no longer be recorded in Comments. If an item being abstracted has conflict-
ing or discrepant information, the SC Lead Abstractor, SC Coordinator and/or Principal
Investigator should review the discrepant information for the appropriate coding deci-
sion prior to contacting the CC MRA Coordinator.

If there are no additional comments, darken the circle next to “No.” If there are addi-
tional comments, darken the circle next to “Yes,” then record the comments as fol-
lows. First enter the item number indicating the item to which the comments are
related, record the comments in the space provided to the right of the item number
as in the following example when a fifth surgical procedure for colorectal cancer
should be collected:

Place an asterisk next to the item number being referenced in the main body of the TIC form.
If more space is needed, darken the circle next to “Continued,” and record additional com-
ments on a Comments Continuation Form (CCF). 

Item # Comments:
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PLCO Cancer Screening Trial

DEO Specifications

SPECIFICATIONS FOR COMPLETION OF THE MEDICAL RECORD ABSTRACT 
FORM:

DIAGNOSTIC EVALUATION - OVARY VERSION 3 (DEO3/DOQ3)

This form is to be completed by the Medical Record Abstractor, a nosologist (trained medical
coder), and a Tumor (or Cancer) Registrar who is also a Certified Tumor Registrar (CTR) or
CTR-eligible. Items, which are to be completed by a nosologist or a CTR, are specified. The
abstractor should complete all other items. Specifically, the nosologist will be required to
complete Item B.8 (Other Cancer Diagnosis). The CTR will be required to complete Part C:
Items C.9 (Date of Primary Ovarian Cancer Diagnosis), C.10 (Verbatim Description of Pri-
mary Ovarian Cancer Diagnosis), C.11 (ICD-O-2 Cancer Classification), C.12 (Photocopy of
Report Confirming Primary Ovarian Cancer), C.13 (Histopathologic Type for Primary Ovarian
Cancer), C.14 (Histopathologic Grade for Primary Ovarian Cancer), C.15 (TNM Staging for
Ovarian Cancer), and C.16 (Record Stage).

Refer to the General Abstracting Techniques (Appendix K of the MOOP) for guidelines on gen-
eral abstracting techniques. Some key guidelines are presented below:

• Sources of information are specified, where appropriate, for abstracting the vari-
able items on the form. The sources of information are listed in priority order by
best source. Note that information must be obtained from a physician, hospital, or
tumor registry; it should not be obtained from the participant, except in Item A.1,
Diagnostic Procedures Performed, in which the information recorded may be
based on participant self-report. Written documentation from the physician or the
medical record, for example, is preferable to obtaining information verbally.

• Information about diagnostic procedures could possibly be collected up to 12
months after the date of a positive screen (if a conclusive diagnosis or the next
screening exam does not come first). In addition, information about complications
of diagnostic procedures should be collected up to 12 months from the time diag-
nostic procedures began. In the event of a cancer diagnosis, medical complica-
tions should be collected for an additional 6 months after the diagnosis. 

• Before beginning abstraction, the medical record documents should be placed in
chronological order and the diagnostic/staging procedures should be abstracted
chronologically. If, however, a diagnostic or staging procedure is identified and
added after the form has been completed, it is not necessary to shift all of the
data to maintain the chronological order; the new procedure may be added at the
end of the appropriate item. 

• This form includes items, which require that data be entered verbatim, such as
recording diagnoses, recording “Other (specify),” and recording comments. Verba-
tim comments should be succinct and accurate. The abstractor should be sure to
use clear and legible handwriting when completing these items. 

• If the medical record contains unclear, discrepant, or conflicting information for
any item, the SC Lead Abstractor, SC Coordinator and/or Principal Investigator
should first be consulted for a resolution and for making an appropriate coding
decision, prior to contacting the CC MRA Coordinator. 

• When recording information in the Comments section, be sure to identify the item
to which the comment refers. Appropriate identification will aid in the analysis of
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Comments data. Throughout the specifications, examples have been given for
recording information in Comments.

Below are some guidelines for the collection of diagnostic evaluation information:

• Information regarding diagnostic procedures that occurred prior to the partici-
pant’s randomization date should not be recorded. 

• Procedures that occurred prior to the date of the initial visit for clinical assessment
(i.e., the first visit to a doctor for clinical assessment), should not be recorded,
with the exception of procedures that are part of the diagnostic evaluation for a
suspected cancer. If a screening test is positive or a participant experiences symp-
toms and a diagnostic procedure is performed before the participant actually visits
the doctor, this diagnostic procedure should be recorded on the DE form (even
though it took place prior to the initial visit for clinical assessment). 

For example, in the case of a positive PLCO screen with a biopsy performed, the
screen is the event that led to the initiation of diagnostic follow-up and should not
be recorded, but the biopsy is the first procedure in the diagnostic follow-up pro-
cess, and should be recorded. 

• Following a positive screening exam, the SC should collect diagnostic evaluation
information until: 

- a conclusive diagnosis (either malignant or non-malignant) is made, OR

- 12 months after the date of the positive screen, OR 

- the next screening exam, 

whichever comes first.

At the end of the 12 months or on the date of the next screen, if the diagnostic evaluation is
not conclusively malignant, record the result of the diagnostic evaluation in Item A.6 as “No
malignancy.”

- An exception to the above is when diagnostic evaluation procedures are
begun, but are later discontinued by the participant, such that it cannot be
determined conclusively whether the participant had no malignancy or had an
ovarian or other malignancy. In this situation it is not appropriate to record a
conclusive diagnosis, but rather to record “No information available.” If a Lead
Abstractor cannot conclusively determine the result of a diagnostic evaluation
from the medical record, contact the CC MRA Coordinator.

It is the SC’s responsibility to encourage timely follow-up of positive screens. If, despite SC
efforts, the participant does not initiate follow-up of a positive screen until late in the year,
10 months after the positive screen for example, the SC should still collect only the diagnos-
tic evaluation data until 12 months after the positive screen or the next screen, whichever
comes first. In the example given, this would mean two months of diagnostic evaluation
data.

• All staging information related to the initial diagnosis of primary ovarian cancer
should be collected (i.e., the staging procedures that resulted in the TNM or stage
of disease classifications recorded in Part C of the DEO form). Staging information
on ovarian cancer recurrence should not be collected. 

• If multiple primary ovarian cancers are diagnosed at the same time (i.e., as part
of the same diagnostic evaluation process and prior to the first definitive treat-
ment), it is necessary to complete portions of a separate DEO for each multiple
primary. Item 7 (Multiple Primary Cancer #) allows the abstractor to indicate
whether the DEO is being used for abstracting information about a multiple pri-
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mary ovarian cancer. If there are multiple primary cancers, each cancer should be
recorded on a separate DEO3 form.

• If a cancer is not confirmed or staged until the first treatment is performed, infor-
mation regarding the first treatment should be abstracted onto both the Diagnos-
tic Evaluation Form and the Treatment Information Form because the treatment is
also part of diagnosis and staging. 

Specifications for completing each item of the form are given below:

General instructions for the completion of forms to be scanned by an Optical Mark
Reader:

• Use a No. 2 pencil to mark your answers. Do not use red ink or felt tip
pens.

• Make heavy black marks that fill the circle completely.

• If you need to change an answer, be sure to erase completely. 

• Mark only one response for each question, unless the instructions tell you
otherwise. 

• Some questions have additional instructions next to certain answers.
These instructions may ask you to skip questions that do not apply or ask
you to provide additional information. First darken the appropriate circle,
and then follow the instructions as directed. Unless instructed otherwise,
go to the next question. 

Administrative Section:

Participant ID: Affix a Participant ID label to the space provided in the lower left cor-
ner of the form. The barcode should be aligned directly over the shaded box, with the
eye-readable number toward the inside of the form. The barcode should be toward
the outer edge of the form.

1. Date Abstracted: Record the date the medical record was abstracted, this is the
date the entire form was completed. Month and day should be zero filled and two dig-
its should be recorded for the year (e.g., 02/07/2000). The circles for “2” and “0”
have been filled. Darken the circle corresponding to each remaining number.

If the disposition of the form is “Interim Complete” (see Disposition below), record
the date the interim disposition was assigned. When the form is finalized (“Final Com-
plete” or “Final Incomplete), erase the interim date and record the date the form was
completed.

2. Abstractor ID#: Record the 4-digit staff ID number assigned to the individual who is
abstracting the medical record and completing the DE. If more than one abstractor
completes the DE, the SC Lead Abstractor should determine which abstractor is
responsible for the content of the form -- this abstractor’s ID number should be
recorded here. Darken the circles corresponding to the four digits.
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3. Nosologist ID#: Record the 4-digit staff ID number assigned to the individual who is
abstracting Item B.8 (ICD-9-CM Classification of Other Cancer Diagnoses). Darken
the circles corresponding to the four digits. 

4. CTR ID#: Record the 4-digit staff ID number assigned to the individual who is
abstracting specific items related to ICD-O-2 Classification and cancer diagnosis/stag-
ing in Part C. Darken the circles corresponding to the four digits. 

5. Study Year: Record the study year, T0 to T13. This is the study year in which the SC
was notified of a suspicion of ovarian cancer. For example, if the cancer was reported
on a T1 ASU, the study year for the DEO is T1. Darken the corresponding circles.
Remember to right justify and zero-fill the number for study years T0 - T9 (e.g., T00,
T01, T02, etc.). 

6. Purpose of Abstract: This form may be used for either the initial abstracting of
medical record information, or for repeat abstraction of the medical record for quality
assurance. Darken the circle corresponding to the purpose of the abstract as follows: 

• Initial abstract: Medical record information is being abstracted for the “first”
time to confirm a suspicion of ovarian cancer. This includes an initial abstract for a
multiple primary cancer (see Item 7). 

• Re-abstract for QA: Medical record information, that has already been
abstracted to confirm a suspicion of ovarian cancer, is being re-abstracted for the
purpose of quality assurance. This includes a re-abstract for a multiple primary
cancer (see Item 7). Not yet implemented. 

7. Multiple Primary Cancer #: The purpose of this item is to indicate whether this
form is being used to abstract information about an additional primary ovarian cancer
that was diagnosed at the same time as the first primary ovarian cancer (i.e., as part
of the same diagnostic evaluation and staging process, and before the first definitive
treatment). If this primary cancer is the second primary diagnosed (in chronological
date order), darken the circle for “2.” If it is the third, darken the circle for “3,” etc. If
only one primary cancer was diagnosed, this item should be skipped. 

If the participant was diagnosed with more than one primary ovarian cancer, record
information about the first primary (chronologically by date of diagnosis) in Part C.
For the first primary, the DEO must be completed in full (all parts). For all subsequent
primaries, use another DEO form and complete the administrative section, Item A.6
(Result of Diagnostic Evaluation for Ovarian Cancer), and Part C only. If more than
one primary was diagnosed on the first date of diagnosis, designate the most
advanced cancer diagnosed on that day as the “first primary” and complete the entire
DEO form. Use additional DEO forms for any other cancers diagnosed on that day.

8. Form Processing: These are the steps that should be completed in order to process
the medical record abstract form. All of the items except “Disposition” are optional.
“Disposition” is required and may be marked on the form or entered directly into
DEES. Dispositions of “Final Complete” (FCM) may also be set automatically in DEES
when the form is edited (See DEES User’s Guide). 

• Form Receipted into SMS: This item is optional. Darken this circle after the form
has been receipted into the SMS. The form may be receipted interactively or
through the DEES to SMS Update. (Refer to Chapter 17 of the MOOP for instruc-
tions on receipting forms.) 

• Manual Review Completed: This item is optional. Darken this circle after the
form has been reviewed by SC staff to make sure that the information is com-
plete, legible, and that the appropriate circles are darkened properly. (Refer to
Chapter 17 of the MOOP for instructions on performing a manual review of forms.) 
October 1, 2003 4 Specifications for Diagnostic Evaluation
Appendix A-8-4 Form - Ovary - Version 3



• Data Entry of Non-Scannable Items: This item is optional. Complete this item
to indicate the status of verbatim data entry. (Refer to Chapter 17 of the MOOP for
instructions on data entry of non-scannable items.) When data entry is complete,
darken the circle next to “Completed.” If no data entry of non-scannable items is
required, darken the circle next to “None Required.” 

• Data Retrieval: This item is optional. Complete this item to indicate the status of
data retrieval. If data retrieval was attempted, regardless of whether or not addi-
tional information was collected, darken the circle next to “Attempted.” If no data
retrieval was required, darken the circle next to “None Required.” 

• Disposition: The SC is required to assign a disposition to each opscan form.
There is one interim disposition and there are two final dispositions: 

- Interim Complete (ICM): This disposition may be assigned when there are
outstanding data but the SC would like to scan the data that are available into
the DEES. (Since it may take a number of months for all of the data to be
abstracted, it is recommended that the form be scanned into the Data Entry
and Editing System each time it is updated.) Once all data is abstracted,
remove the ICM so that the appropriate disposition is assigned.

- Final Complete (FCM): This disposition may be assigned when there are no
errors reported on the DEES edit report, or the only errors reported are
“UNLIKELY” errors that have been investigated by the SC, or errors on the
optional form processing items. 

- Final Incomplete (FIC): This disposition may be assigned when there are
errors reported on the DEES edit report (except UNLIKELY errors that have
been investigated) which cannot be corrected. This includes errors that cannot
be corrected because data retrieval is not required for the item, or because the
information could not be obtained, even with data retrieval. 

The disposition may be assigned in three ways:

- by darkening the bubble on the opscan form and scanning it; 

- by keying the disposition into DEES; 

- by allowing the computer to assign the final disposition for forms with no
errors (FCM only). 

Part A: Diagnostic Evaluation and Staging:

This section refers to the diagnostic evaluation and staging for ovarian cancer. Abstracting
this data will require careful review of the participant’s medical records at one or more hospi-
tals, clinics, or physicians’ offices.

When abstracting information onto this form, do not include information from any physician/
hospital visits or procedures that took place prior to the participant’s date of randomization,
even if these visits or procedures are related to a diagnosis which was made after the partic-
ipant was enrolled in the trial.

1. Diagnostic Procedures Performed: The purpose of this item is to document
whether or not a physician recommended and performed diagnostic procedures as
part of the follow-up to a positive PLCO screening examination (CA-125II blood test,
ovarian palpation exam (OVR), and/or transvaginal ultrasound (TVU)). If the DEO is
being completed in response to ovarian cancer being reported via an ASU, for exam-
ple, if the participant was in fact diagnosed with cancer, it is assumed that diagnostic
procedures were performed and this item should be coded “Yes.” Darken the circle
corresponding to the most appropriate response as follows: 
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Yes: The record indicates that diagnostic procedures were recommended by a
physician and were performed. This includes situations when diagnostic proce-
dures were performed to follow-up a positive PLCO screening exam or when ova-
rian cancer was reported to the SC via an ASU. 

No, Physician Report: The record indicated or the physician reported to the SC
that based on review of the PLCO screening exam results, and possibly any medi-
cal history prior to the screening exam, no additional follow-up was deemed nec-
essary. Complete Item A.6 (Result of Diagnostic Evaluation for Ovarian Cancer)
and Parts B, D, and E of the form. 

No, Participant Self-Report: The participant reported that the physician
reviewed the PLCO screening exam results, and possibly other medical history
prior to the screening exam, and deemed no additional follow-up was necessary.
Complete Item A.6 (Result of Diagnostic Evaluation for Ovarian Cancer) and Parts
D and E of the form. 

- Before accepting a participant self-report the SC should first attempt to obtain
written documentation from the participant’s physician. If written documenta-
tion cannot be obtained from the physician, the SC should then attempt to
obtain verbal confirmation from the physician’s office that the physician did
not recommend additional follow-up of the positive PLCO screening exam. In
cases where only the participant’s report of the physician’s recommendation
can be obtained, this circle should be darkened.

2. Reason for Initial Visit for Clinical Assessment: The purpose of this item is to
identify the participant’s motivation for seeking clinical evaluation. Because motiva-
tion is sometimes not clearly stated in the record, NCI assumes that if a participant
seeks medical care within 12 months of a positive screen, it is for the purpose of fol-
low-up of that positive screen. If medical care is sought more than 12 months after a
positive screen, NCI assumes that it is not for follow-up to a positive screen. Darken
the circles corresponding to all the reasons that apply as follows: 

• Symptomatic: The record indicates that symptoms prompted the participant to
go for a clinical evaluation.

• Follow-up of positive PLCO screen: The record indicates that the participant
went for an initial clinical evaluation to follow up a positive PLCO screen, within 12
months of the positive screen.

• Other (SPECIFY): If the record indicates that the participant went for a clinical
evaluation for a reason other than those listed, specify the reason in the space
provided. Include here the asymptomatic participant whose cancer suspicion was
from a non-PLCO health screening test result such as a non-PLCO TVU or CA-125.
Please specify the test that prompted the evaluation for cancer along with the
result on the line provided.

3. CA-125 Blood Test: This item refers to whether the participant had a CA-125 blood
test for ovarian cancer, and, if so, the result and date of the blood test. 

• Do not record any CA-125 blood test performed during the PLCO screening exam-
inations.

• Do not record any non-PLCO screening CA-125 blood tests.

• Do not record any CA-125 blood test unless it is part of the diagnostic evaluation
for a suspected ovarian cancer. 

• Do not record any CA-125 blood tests after a diagnosis of ovarian cancer is con-
firmed.
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• If a participant has several CA-125 tests within the 12 month period following a
positive screen, NCI assumes that a conclusive diagnosis is not made until the
results of the last CA-125 test are reported, regardless of whether the participant
saw a physician during the time that the follow-up lab tests were performed. 

Complete this item as follows:

No: The record states or indicates that the participant did not have any CA-125
blood tests. Darken the circle for “No” and go to Item A.4.

Yes: The record states or indicates that the participant had one or more CA-125
blood tests performed. Darken the circle for “Yes” and complete the table for Item
A.3. If space is needed to record additional CA-125 result data, use the Comments
section to record the same type of data as requested in the table. In Comments,
record the item numbers and labels followed by the data. For example:

Unknown: If there is no indication in the record whether CA-125 blood tests were
or were not performed, darken the circle for “Unknown” and go to Item A.4.

For each CA-125 blood test performed, complete the following items: 

- CA-125 Level: Record the CA-125 level (units/ml) for each blood test
obtained as part of the diagnostic evaluation and staging and then darken the
circle corresponding to each number.

- CA-125 Assay Brand: Darken the circle corresponding to the CA-125 assay
brand name used by the lab. This information can be found on the lab report
for the test. 

Centacour, Abbott: These are the most common CA-125 assay brands. 

Other (SPECIFY): If the CA-125 assay brand is other than those listed,
darken the circle for “Other (SPECIFY)” and record the assay brand
name on the line provided. 

Not available: If the CA-125 assay brand name is not available, darken the
circle for “Not available.” It is not necessary to attempt to obtain
this information if it is not available in the record. 

- Lab Range: Record the reference range (units/ml) used by the lab for the
particular test. This information can be found on the lab report for the test.
Darken the circles corresponding to the numbers. If lab range is not available
in the medical record, record “99” in each of the spaces provided, i.e., “99” to
“99.” If the lab range uses operators such as > and <, report the range in a
way that reflects the operator. For example, if the range is stated as “< 40”
record the range as “00 to 39.” 

- Date of Test: Record the month, day and year corresponding to each CA-125
blood test obtained. Month and day should be zero filled and four digits
recorded for the year (e.g., 03/08/1994). If it is not clear from the record the
day that the blood test was performed, year and month can usually be
assessed, even if the exact day cannot be determined. In this situation, record

Item E.20, Comments:

Item#: Comments:

A.3 4; Level =___; Assay brand =___; Lab range =__ to __; Date =__
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the exact month and year. Record the day as “99.” Darken the circle corre-
sponding to each number. 

4. Other Diagnostic/Staging Procedures: This item is concerned with any diagnos-
tic/staging procedures that the participant underwent during the evaluation for ova-
rian cancer, other than CA-125 blood tests. 

Darken the circle corresponding to whether the participant underwent diagnostic/staging
procedures as follows: 

No: The record clearly states or indicates that the participant did not undergo any
other diagnostic/staging procedures. Darken the circle for “No” and go to Item
A.5.

Yes: The record states or indicates that the participant underwent one or more of
the diagnostic/staging procedures for ovarian cancer other than CA-125 blood
tests. Darken the circle for “Yes” and complete the table for Item A.4. If space is
needed to record more than twelve diagnostic/staging procedures, use the Diag-
nostic/Staging Procedures Supplement (DSS) form (refer to Item A.4.b). All diag-
nostic and staging procedures should be recorded individually. 

Unknown: If there is no indication in the record whether or not diagnostic/stag-
ing procedures were or were not performed, darken the circle for “Unknown” and
go to Item A.5.

The following are general guidelines for identifying diagnostic and staging procedures in the
medical record:

- Both surgical approaches and the surgical procedure should be recorded. For
example, if a participant has a laporotomy and a BSO performed, both proce-
dures would be recorded seperately.

- Operative reports are generally more accurate for the date of the procedure
than surgical pathology reports, so in the case of a discrepancy, record the
date of the procedure from the operative report. 

- Following a positive PLCO screening exam (CA-125 and TVU), the SC should
collect information on diagnostic procedures until a conclusive diagnosis is
made, or until 12 months from the date of the positive screen, or until the next
screen, whichever comes first.

- All staging information related to the initial diagnosis of a primary ovarian can-
cer should be collected (i.e., the staging procedures that resulted in the TNM
or stage of disease classifications recorded in Part C of the DEO form.) Surgical
resection of the primary organ, lymph nodes and other organs should be
included. Staging procedures performed after the start of the first definitive
treatment should not be collected. Staging information on ovarian cancer
recurrence should not be collected. 

For each diagnostic/staging procedure performed, complete the following items:

- Type of Procedure: Darken the circle corresponding to the type of diagnos-
tic/staging procedure performed. Refer to the Procedure Codes for the list of
diagnostic/staging procedures for ovarian cancer. When the procedure on the
Procedure Code list indicates, “SPECIFY,” describe the body site or the actual
procedure, as appropriate. Refer to Appendix K-17-2 of the MOOP for an
alphabetical listing of definitions and synonyms for the diagnostic/staging pro-
cedures listed on the DE forms. The following are guidelines for coding type of
procedure:
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• Biopsy: 

02 = Biopsy (SPECIFY): Specify the site of the biopsy on the line. Record
both incisional and excisional biopsies. Do not record biopsies under
88 = Other (SPECIFY).

- A peritoneal biopsy should be recorded as 02 = Biopsy, not as
16 = Needle aspiration. Enter “peritoneal” on the specify line.

- Do not record endometrial biopsies as a Diagnostic/Staging Pro-
cedure. Generally, they are not used to stage ovarian cancer. 

• Clinical Evaluation and Record Review: 

25 = Clinical evaluation: A clinical evaluation is defined as a visit to a
health care provider for medical care and should include a history
and physical exam related to the organ of interest. If a history
includes information about the PLCO Screen only, this is to be con-
sidered a clinical evaluation. It does not include a telephone conver-
sation to a health care provider. The following examples show how
the form should be completed to document a clinical evaluation. 

- If a visit to a health care provider includes a history as well as a
bimanual exam, this is considered a clinical evaluation. Use code
25 = Clinical Evaluation. 

- If a visit to a health care provider includes a history without a
pelvic exam, this is also considered a clinical evaluation. Use
code 25 = Clinical Evaluation. 

Note: A clinical evaluation that only serves to repeat or confirm
previous findings should not be recorded.

34 = Record review: This procedure should only be recorded when a
review of the medical record is performed for the purpose of a sec-
ond opinion of diagnosis, and a record review contributes to the
diagnosis or staging of the cancer in question. 

• CT Scans: 

05 = CT scan – abdominal

06 = CT scan – other (SPECIFY)

07 = CT scan – pelvic

26 = CT scan – abdomen and pelvis combined: If CT abdominal and CT
pelvic procedures appear in the record as a combined procedure,
they should be recorded as a single procedure under 26 = CT scan -
abdomen and pelvis combined with one date. If they are performed
on the same date, and appear in the record as separate procedures,
the abstractor should record them separately using codes 05 and
code 07 respectively.

27 = CT scan - chest

- If a CT scan is performed as part of a diagnostic procedure, as in
the case of a “CT guided biopsy,” the CT scan should not be
recorded as a separate procedure. In this case, the CT scan is
the approach or means to perform the biopsy. 

• Endoscopic/Surgical Evaluation Procedures: 
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11 = Laparotomy

28 = Hysteroscopy

29 = Laparoscopy

36 = Sigmoidoscopy/Colonoscopy

• Fluid – Removing Procedures: 

08 = Culdocentesis

09 = Intra-abdominal washings (peritoneal or pelvic): This code should
be used when, during a surgical procedure, fluid is introduced into
the peritoneum or pelvis as a means of creating “washings,” for col-
lection of cytological specimens for diagnosis or staging. 

- Ascites: Procedure Code 88=Other (SPECIFY) should be used
when, during an intraoperative procedure, fluid (ascites) is dis-
covered in the peritoneum, and is collected for cytological diag-
nosis or staging. Specify procedure as “ascites removal” on the
specify line. Do not record “ascites” as a procedure if there was
not cytological diagnosis or staging of the fluid. 

16 = Needle aspiration

17 = Paracentesis

37 = Thoracentesis

• Laboratory Tests: Record only CA-125 tests in Item A.3.  Do not
record any other laboratory tests in Item A.4. 

Hormone Receptors: “Hormone receptors” is not considered a diagnostic
evaluation or staging procedure. It is usually used to determine appropri-
ate treatment. Do not code “hormone receptors” on the DEO. 

PAP Smear and D&C: Do not record Papanicolaou smear (PAP smear) or
Dilation and Curettage (D&C) as diagnostic/staging procedures for ovarian
cancer. 

• MRI Scans: 

13 = MRI scan – abdominal

14 = MRI scan – other (SPECIFY) 

15 = MRI scan - pelvic

• Other (SPECIFY): Use code 88 = Other (SPECIFY) to record procedures
that cannot be listed using one of the other codes on the form. 

• Radiographic Procedures:

01 = Barium enema

03 = Chest radiograph: The first (chronological) chest radiograph found
in the record should be recorded. Additional chest radiographs
should not be recorded unless they reveal a new abnormality that is
diagnostic of cancer, which was not noted on the previous film. 

10 = Intravenous pyelography (IVP)/excretory urography

12 = Lymphangiogram

33 = Radiograph, other (SPECIFY) 
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• Surgical Procedures: 

23 = Oophorectomy/Salpingooophorectomy

- Salpingooophorectomy should be recorded using procedure
code as 23 = Oophorectomy/ Salpingooophorectomy. 

- When a participant has a bilateral oophorectomy, the procedure
should be recorded as one procedure, rather than recording the
removal of each ovary as a separate procedure. 

- If either normal or pathologic ovaries are removed following a
postivie PLCO screen, record the type of procedure as 23 =
Oophorectomy

24 = Abdominal/vaginal hysterectomy: 

- Record a hysterectomy as a diagnostic/staging procedure for
both cancer and non-cancer ovarian cases. 

30 = Lymphadenectomy/lymph node sampling: 

- If lymph node sampling and lymph node dissection are both per-
formed, this should be considered as one procedure and
recorded only once using procedure code = 30. 

- Lymph node removal accompanying surgical resection, such as
an oophorectomy, should be coded as two separate procedures.
Code both procedures separately using the appropriate code for
the resection (23 for oophorectomy) and using procedure code
= 30 for the lymph node removal. 

31 = Omentectomy, complete/NOS

32 = Omentectomy, partial

35 = Resection (SPECIFY) 

- Include appendectomy and/or gall bladder here only if on patho-
logical review, a post-removal tumor involvement is identified.
(Do not record the incidental appendectomy or cholecystectomy
that are part of the abdominal surgery if no cancer is found
there.)

Tumor Debulking: Record tumor debulking as a Diagnostic/ Staging proce-
dure using “88 = Other (SPECIFY)”.

Note: The surgical approach, loparotomy or loparoscopy, to a surgical pro-
cedure should be recorded.

Lysis and Adhesions: Record Lysis of Adhesions (LOA) as a Diagnostic
Staging procedure using “88=Other (Specify) if some of the tissue is sent
for pathologic review. Otherwise, do not record.

•  Ultrasound: 

04 = Color doppler: Record as a separate procedure if performed during
a transvaginal ultrasound. 

21 = Transabdominal/pelvic ultrasound or sonogram

22 = Transvaginal ultrasound

38 = Transabdominal/pelvic and transvaginal ultrasound combined: 
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- If a pelvic transabdominal ultrasound and a pelvic transvaginal
ultrasound appear in the record as a combined procedure, they
should be recorded as a single procedure with one date using
code 38. If they are performed on the same date and not done
sequentially, so not immediately following each other, and
appear in the record as separate procedures, record them sepa-
rately using codes 21 and 22 respectively. 

39 = Ultrasound, other (SPECIFY) 

Please refer to Section A-8-6 of the MOOP, Diagnostic/Staging Procedures Supple-
ment (DSS), for an additional listing of Diagnostic/Staging Procedures.

- Date of Procedure: Record the month, day and year that the diagnostic/
staging procedure was performed. If it is not clear from the record the day that
the diagnostic/staging procedure was performed, year and month can usually
be assessed, even if the exact day cannot be determined. In this situation,
record the exact month and year. Record the day as “99.” Darken the circle
corresponding to each number. Zero fill month and day, and record four digits
for year.

5. Medical Complications of Diagnostic Evaluation and Staging: General guide-
lines for identifying selected medical complications in the medical record are given
below: 

• Only selected medical complications that were a result of the diagnostic evaluation
or staging procedures and that required medical intervention should be recorded. 

• Information on medical complications can usually be found in the discharge sum-
mary, or the doctor’s or nurse’s notes within the medical record. 

• Medical complications should be collected up to 12 months from the time diagnos-
tic procedures were initiated. In the event of a cancer diagnosis, medical compli-
cations should be collected through 6 months after the date of the cancer
diagnosis. 

4b. Diagnostic/Staging Procedures Supplement Form Completed: If
space is needed for recording more than 12 diagnostic/staging procedures,
darken the circle and go to the Diagnostic/Staging Procedures Supplement
(DSS) form. Otherwise, do not darken the circle and go to Item A.5.

The DSS form provides eleven additional spaces for recording diagnostic/
staging procedures, numbered 13 through 23. If there are more than 23
diagnostic/staging procedures, place an asterisk beside Item 4 (Diagnostic/
Staging Procedures) on the DSS, and use the Comments section of the DEO
to record the same type of data as requested in the table. In Comments,
record the item numbers and labels followed by the data. For example:

Item E.20, Comments:

Item#: Comments:

A.4 24; Type = ___; Date = ____

Refer to the specifications for the DSS for additional information on com-
pleting the DSS.
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• If more than one medical complication occurred during a particular event, record
each selected medical complication, even if they occurred on the same date. Hos-
pitalization, code 22, should be recorded only if the reason for hospitalization is
not another selected medical complication. For example, in the case of fever
requiring antibiotics and hospitalization, only record fever requiring antibiotics. 

Darken the circle corresponding to medical complications as follows:

No: The record clearly states or indicates that none of the selected medical com-
plications resulted from a diagnostic or staging procedure. Also mark this item if
no diagnostic/staging procedures were performed as part of the evaluation.
Darken the circle for “No” and go to Item A.6.

Yes: The record states or indicates that one or more of the selected medical com-
plications resulted from a diagnostic or staging procedure. If a participant had
more than six medical complications, place an asterisk beside Item A.5, and use
the Comments section to record the same data as requested in the table. In Com-
ments, record the item numbers and labels followed by the data. Be certain to
record the number associated with the complication next to “Type,” rather than
the text, which describes the complication. For example, fever requiring antibiotics
was the seventh medical complication mentioned in the record:

Unknown: Only use this code when you may not have all of the medical record
and you cannot reliably determine complications. Darken the circle for “Unknown”
and go to Item A.6.

Darken the circle for “Yes” and complete the table for Item A.5 as follows:

- Type of Medical Complication: Darken the circle corresponding to the type
of medical complication that occurred. Refer to the Medical Complication Codes
for the list of selected medical complications that required medical intervention
for ovarian cancer. Refer to Appendix K-17-2 of the MOOP for definitions and
synonyms for the medical complications listed on the DE forms. The following
are guidelines for recording medical complications of Diagnostic Evaluation and
Staging. 

1 = Infection (SPECIFY): Specify the site or source of the infection on
the line provided.

22 = Hospitalization: Use only if the reason for the hospitalization is
not another selected medical complication. 

27 = Blood loss requiring transfusion: Only record transfusion of
blood if it involves giving red blood cells from a stored source, usu-
ally described as a unit of red blood cells. There can be a number of
words that would apply - whole, packed, washed, irradiated, etc.
The transfusion of red blood cells implies that the blood loss was
significant enough to require a replacement of the red blood cells.
Other types of fluids or blood products that do not include red blood
cells, such as D5, saline (NaCl), platelets, albumin, or fresh frozen
plasma should not be considered when recording blood loss requir-
ing transfusion. The intra-operative recycling of blood lost, filtered,

Item E.20, Comments:

Item # Comments

A.5 7;Type = 2; Date = mm/dd/yyyy
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and returned immediately to participant will also not be considered
equivalent to blood loss requiring transfusion and should not be
recorded as a medical complication.

The Lead Abstractor should consult with the CC MRA Coordinator if it can-
not be determined if a medical complication should be recorded.

- Date of Complication: Record the month, day and year that the medical
complication began. If it is not clear from the record the day the complication
began, year and month can usually be assessed, even if the exact day cannot
be determined. In this situation, record the exact month and year. Record the
day as “99.” Darken the circle corresponding to each number. Zero fill month
and day, and record four digits for year. 

6. Result of Diagnostic Evaluation for Ovarian Cancer: The purpose of this item is
to record the overall results of the diagnostic evaluation for ovarian cancer. This infor-
mation should be found in the impression or conclusion sections of the various diag-
nostic and staging reports. This information may also be found in a physician’s note.

Record the result of the diagnostic evaluation for ovarian cancer as follows:

• No malignancy: The record indicates that no malignancy was found as a result of
the diagnostic and staging procedures. A result of “No malignancy” should be
coded in the following situations: 

- When a conclusive diagnosis is made following a positive screen and the diag-
nosis is not ovarian or any other cancer. Include Cyst, Polycystic ovary, Ter-
atoma, and Benign neoplasm.

- When no diagnostic procedures are performed following a positive PLCO
screening exam—that is, when the physician recommends against any diag-
nostic evaluation Item A.1, Diagnostic Procedures Performed, is coded “No,
physician report.” No malignancy is presumed. This decision by the physician
must be documented.

- When diagnostic follow-up data have been abstracted for the period from a
positive screen until 12 months past the positive screen or until the next
screen (whichever came first) and the diagnosis was not conclusively malig-
nant. 

- When the only diagnostic procedures performed during the 12 month follow-up
were CA-125 test (s) and there is not cancer diagnosis.

Darken the circle and go to Part B: Diagnosis Information For Specific Conditions Other Than
Ovarian Cancer.

• No malignancy and no diagnostic/staging procedures performed: The par-
ticipant reports that he/she had a follow up visit with his/her physician who deter-
mined that there was no malignancy. No further diagnostic/staging procedures
were performed. This information is not documented in the medical record and
cannot be validated by the participant’s health care provider. Darken the circle
and go to Part D: Date of Diagnostic Evaluation Determination.

• Ovarian malignancy confirmed histologically: The record indicates that the
participant has been diagnosed with primary ovarian cancer, confirmed by histo-
logic examination (study of tissue). This includes the case when the basis of the
diagnosis is from tissue from a metastatic site. Histologic information can be found
on the pathology report, sometimes called the histopathology report. Neoplasm of
uncertain behavior of the ovary, carcinoid of the ovary, extranodal lymphoma
arising in the ovary, and sarcoma of the ovary should be recorded here if con-
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firmed histologically. Darken the circle and go to Part C: Primary Ovarian Cancer
Diagnosis Information. 

• Ovarian malignancy confirmed cytologically: The diagnosis of primary ova-
rian cancer was confirmed by cytologic examination (study of cells). Cytologic
information can be found on the cytology report, sometimes called a cytopathol-
ogy report. Neoplasm of uncertain behavior of the ovary, carcinoid of the ovary,
extranodal lymphoma arising in the ovary and sarcoma of the ovary should be
recorded here if confirmed cytologically. Darken the circle and go to Part C: Pri-
mary Ovarian Cancer Diagnosis Information. 

• Ovarian malignancy diagnosed by clinical examination only: The record
indicates that the participant was diagnosed with primary ovarian cancer by clini-
cal examination and not confirmed by histologic examination (study of tissue) or
cytologic examination (study of cells). It is an extremely rare event, however, for
a malignancy to be confirmed only by clinical examination and not histologically or
cytologically. Darken the circle and go to Part C, Primary Ovarian Cancer Diagno-
sis Information. 

In these cases, there will be a 12-month “holding period” to be sure that no
pathologic confirmation followed. The following guidelines should be used to
determine if the diagnosed “clinically” code is appropriate:

- If the initial response is “clinically” and within the 12-month period there is
pathologic confirmation, the diagnosis should be changed to “histologically” or
“cytologically” and the diagnosis date should be updated.

- If the initial response is “clinically” and treatment is given right away, the
“clinically” code becomes validated and should remain.

- If the initial response is “clinically” but after 12 months there is no follow-up or
treatment, the diagnosis is questionable and the code should be changed to
“no malignancy”.

- If the initial response is “clinically,” but the lack of treatment is due to other
reasons, such as advanced stage of disease, participant refusal, etc., the clini-
cally diagnosed result should remain on the DE form.

• Other malignancy confirmed histologically or cytologically: The diagnosis of
a malignancy other than primary ovarian cancer was confirmed by histologic
examination (study of tissue) and or cytologic examination (study of cells). Histo-
logic information can be found on the pathology report, sometimes called the his-
topathology report, and cytologic information can be found on the cytology report,
sometimes called a cytopathology report. Darken the circle and go to Part B: Diag-
nosis Information For Specific Conditions Other Than Ovarian Cancer. 

This answer category should also be coded if the diagnostic evaluation for primary
ovarian cancer reveals a malignancy (including an ovarian malignancy) that is a
metastasis from a primary cancer site other than the ovary. In this situation, the

NOTE: If the ovarian malignancy was confirmed by both histologic and cyto-
logic examination, the response to A.6 should be “Ovarian malignancy con-
firmed histologically” even if the cytology is earlier. The histopathology
report is more definitive, and therefore, every attempt should be made to
verify if one exists before utilizing cytologic confirmation for the ovarian
malignancy.
October 1, 2003 15 Specifications for Diagnostic Evaluation
Appendix A-8-4 Form - Ovary - Version 3



primary cancer site should be recorded in Part B: Diagnosis Information For Spe-
cific Conditions Other Than Ovarian Cancer, Other Cancer Diagnosis.

NOTE:

- If the participant was diagnosed with another PLCO malignancy (prostate,
lung, or colorectal) as the result of the diagnostic evaluation for the ovarian
cancer, the appropriate Diagnostic Evaluation form (DEP, DEL, or DEC) must
also be completed, unless previously confirmed.

- If the participant was diagnosed with a malignancy other than one of the PLCO
cancers, an Other Cancer Form (OCF) must also be completed, unless previ-
ously confirmed.

• No information available: There is equivocal or no information available in the
record regarding the result of the diagnostic evaluation for ovarian cancer. Darken
the circle and go to Part D: Date of Diagnostic Evaluation Determination. Informa-
tion. “No information available” should also be coded in the situation when diag-
nostic evaluation procedures are begun, but are later discontinued by the
participant, such that it cannot be determined conclusively whether the participant
had no malignancy or had an ovarian or other malignancy.

Part B: Diagnosis Information for Specific Conditions Other Than Ovarian Cancer:

This section is to document Specific Ovarian Diagnosis and/or Other Cancer Diagnosis, which
resulted from the diagnostic evaluation. Other cancer diagnoses may include neoplasms of
uncertain behavior, carcinoids, sarcomas, lymphomas, and other malignancies that have an
origin other than the ovary. Specific ovarian diagnoses include cyst, polycystic ovary, ter-
atoma and benign neoplasm. This information will most likely be obtained directly from the
participant’s physician when the SC contacts the physician during follow-up of a positive
PLCO screening exam. Depending on the extent of the information available and the physi-
cian’s preference, the requested information may be obtained either verbally by phone or via
written documentation. The diagnosis should be recorded from documents in the medical
record that are prefaced with “Diagnosis/Impression/Conclusion/Assessment.” The physician
diagnosis can be from a source other than the original diagnosing physician as long as the
source states the physician’s original diagnosis. One example is a progress note written by a
follow-up physician. A pathology report documenting a benign condition is also an appropri-
ate source. Operative reports are generally more accurate for date of procedure than surgical
pathology reports, so in the case of a discrepancy, record the date of procedure from the
operative report.  

7. Specific Ovarian Diagnosis: This item is concerned with benign conditions of the
ovary. These include cyst, polycystic ovary, teratoma, and benign neoplasm.

Darken the circle corresponding to the specific ovarian diagnosis as follows: 

No: The record clearly states or indicates that no specific ovarian diagnosis was
determined as a result of diagnostic or staging procedures. Use “No” if result of
diagnostic evaluation is another conclusive non-cancer ovarian diagnosis that is
not listed on the form. Also mark this item if there is no information because the
participant discontinued the diagnostic evaluation process. Darken the circle for
“No” and go to item B.8.

Yes: The record states or indicates that one or more specific ovarian diagnoses
were determined as a result of the diagnostic or staging procedures. 

Darken the circle for “Yes” and complete the table for item B.7 as follows:
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- Diagnosis: Darken the circle corresponding to the type of specific ovarian
diagnosis that was found. The types of specific ovarian diagnoses, determined
as a result of diagnostic/staging procedures for ovarian cancer, are defined
below:

1 = Cyst: The record indicates that the participant had a benign cyst(s)
of the ovary, which can be of varied origins and types. 

2 = Polycystic Ovary: The record indicates that the participant had
polycystic ovarian syndrome (PCOS) which is part of a syndrome
with enlarged cystic ovaries and endocrinologic abnormalities.

3 = Teratoma: The record indicates that the participant had a ter-
atoma, which is a growth/tumor with multiple tissues, including tis-
sues not normally associated with the ovary. These are usually
benign, and form dermoid cysts. 

4 = Benign neoplasm: The record indicates that the participant had a
benign neoplasm of the ovary, which is a non-malignant tumor
growing on the ovary. Synonyms: benign adenofibroma
(endometroid, mucinous, papillary, serous), benign cystadenoma
(endometroid, mucinous, papillary, serous), benign endometroid
adenoma, benign serous surface papilloma, benign Brenner tumor

- Date of Diagnosis: Record the month, day, and year that the specific ovary
diagnosis was made. If the exact day of the diagnosis cannot be determined
from the record, year and month can usually be assessed. In this situation,
record for the exact month and year. Record the day as “99.” Zero fill month
and day, and record four digits for the year. 

Note: When there is no ovarian cancer diagnosis and the clinician continues to
order additional diagnostic tests, a conclusive diagnosis has not been made.
The date of diagnosis of a specific ovarian diagnosis should reflect the date of
completion of the diagnostic evaluation following possible screening exam.

8. Other Cancer Diagnosis: This item is concerned with cancer diagnoses other than
ovarian cancer. Other cancer diagnoses may also include neoplasms of uncertain
behavior, carcinoids, sarcomas, lymphomas, and other malignancies that have an ori-
gin other than the ovary. Lung carcinoma in situ is also an other cancer, but do not
include carcinoma in situ of the colon. These diagnoses must be classified according
to ICD-9-CM (International Classification of Diseases, 9th Revision, Clinical Modifica-
tion). ICD-9-CM coding for the PLCO Screening Trial must be consistent with the
national ICD-9-CM coding standards and should not be influenced by specific institu-
tional coding philosophies.

Darken the circle corresponding to an other cancer diagnosis as follows:

No: The record clearly states or indicates that no other cancers were diagnosed as
a result of diagnostic/staging procedures. Also mark this item if there is no infor-
mation for physician diagnosis or if there is no information because the participant
discontinued the diagnostic evaluation process. Darken the circle for “No” and go
to Part D.

Yes: The record states or indicates that one or more other cancer diagnoses were
determined as a result of diagnostic or staging procedures. 

Darken the circle for “Yes” and complete the table for Item B.8 as follows:

- ICD-9-CM Classification: These items must be completed by a nosologist (a
trained medical coder). The nosologist should code the five digit ICD-9-CM
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classification in the space provided and darken the circles corresponding to
each number or letter. When coding ICD-9-CM, always left justify the code and
ignore the decimal place. If the ICD-9-CM code is a three or four digit code,
record “X” for the remaining blank box(es). The following examples illustrate
how the ICD-9-CM code boxes should be coded: 

• The ICD-9-CM code for Hodgkin’s disease, unspecified site is 201.90. This
should be recorded as “20190.” 

• The ICD-9-CM code for malignant neoplasm of the female breast is 174.9.
This should be recorded as “1749X.” 

• The ICD-9-CM code for malignant neoplasm of the thyroid gland is 193.
This should be recorded as “193XX.” 

Note: If the diagnostic evaluation results in an extranodal lymphoma of the lung
or colorectum, assign the appropriate ICD-9-CM code for the type of lymphoma
with “0” as the 5th digit denoting “extranodal.” An “OCF” will be triggered. Com-
plete an “MDF” for the OCF and manually set the expectation for the appropriate
DE form. Complete the DEL, DEC or DEO for the lung, colorectal or ovarian lym-
phoma.

- Date of Other Cancer Diagnosis: Record the month, day, and year that the
other cancer diagnosis was determined. If the day of the other cancer diagno-
sis is not clear in the record, then year and month can usually be assessed,
even if the exact day cannot be determined. In this situation, record the exact
month and year. Record the day as “99.” Darken the circle corresponding to
each number. Zero fill month and day, and record four digits for the year. 

- More Than Two “Other” Cancer Diagnoses:

Record codes for more than two “other” cancer diagnoses in Item E.20, Com-
ments, as shown in the following example:

Be sure to set an expectation in the SMS for any additional “other” cancers.

If Part B is completed, skip Part C and go to Part D.

Part C: Primary Ovarian Cancer Diagnosis Information:

In this section we are interested in obtaining all relevant information pertaining to a primary
ovarian cancer diagnosis, including lymphoma arising in the ovary, sarcoma, neoplasm of
uncertain behavior of the ovary, and/or a carcinoid of the ovary. This section is to be com-
pleted only by a CTR or CTR-eligible individual. Every attempt should be made to complete
this form in a timely manner. For participants who have a positive PLCO screening result, the
Medical Record Abstract-DEO Form should be completed within six months of the positive
screening result. If specific items cannot be completed within the six - month time frame
(i.e., awaiting access to photocopy a form or awaiting TNM staging by the Tumor or Cancer
Registrar), those items should be left blank and the information completed within nine to
eleven months.

Item E.20, Comments:

Item # Comments

B.8 3; ICD-9CM Classification = ___; Date of   Other Cancer Diagnosis
= mm/dd/yyy
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If the participant was diagnosed with more than one primary ovarian cancer, record informa-
tion about the first primary (chronologically by date of diagnosis) in Part C. For all subse-
quent primaries, use another DEO form. If more than one primary was diagnosed on the first
date of diagnosis, record information about the most advanced cancer diagnosed on that day
in Part C, and use additional DEO forms for any other cancers diagnosed on that day.

9. Date of Primary Ovarian Cancer Diagnosis: Record the month, day and year of
the primary ovarian cancer diagnosis that was confirmed by histopathology or by
cytopathology if histopathology is not available. This is the date on the report that the
actual procedure (biopsy, surgery, aspiration of cells, etc.) was performed that con-
firmed this primary ovarian cancer diagnosis. Operative reports are generally more
accurate for date of procedure than surgical pathology reports, so in the case of a dis-
crepancy, record the date of procedure from the operative report. For example, the
date on the pathology report may be the date that the slides were read or the date
that the diagnosis was determined or reported, rather than the date of the operative
procedure.

If there are multiple reports that confirmed this primary cancer, record the earliest
date available that has an adequate tissue specimen. If histopathology is not avail-
able, record the earliest date that has an adequate cytopathology specimen. NCI
wants to code the earliest definitive procedure that diagnosed the cancer, even if it is
not the most complete picture of the cancer. In the rare situation in which ovarian
cancer was diagnosed by clinical examination only and not histologically or cytologi-
cally, the date of first ovarian cancer diagnosis is the date of the clinical examination,
which diagnosed the cancer. 

Darken the circle corresponding to each number. Zero fill month and day, and record
four digits for year. Month and year of ovarian cancer diagnosis must be known, how-
ever, if day is unknown, record “99.” 

10.Verbatim Description of Primary Ovarian Cancer Diagnosis: This item is con-
cerned with the actual physician diagnosis of ovarian cancer. This item is optional
except in the following situations: 

• The diagnosis is based on clinical examination and not pathology (Item A.6 = Ova-
rian malignancy diagnosed by clinical examination only); or

• The SC is unable to obtain a copy of the pathology or cytology report that corre-
sponds to the ICD-O-2 code in Item C.11 (Item C.12 = Not available).

Record the verbatim description of the primary ovarian cancer diagnosis from the his-
topathology report (or cytopathology report if a histopathology report is not avail-
able). The verbatim description should come from the diagnosis section of the earliest
(chronological) histopathology report (or cytology report if the pathology report is not
available) that had an adequate specimen and which confirms the cancer diagnosis.

• Occasionally, the diagnosis section will say “see above” or “see microscopic.” In
this situation record verbatim all of the information from the appropriate section
of the report which pertains to the cancer diagnosis. 

• Do not record any information about metastases or recurrent cancer.

• Do not record any information about benign conditions listed in the diagnosis sec-
tion of the histopathology or cytology report.

11. ICD-O-2 Cancer Classification: This item is for classifying the physician diagnosis
of the primary ovarian cancer according to ICD-O-2 (International Classification of
Diseases for Oncology, Second edition, 1990). The CTR should code the ten digit ICD-
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O-2 classification in the space provided. Darken the circles corresponding to the letter
and each number. 

• The ICD-O-2 code should reflect the diagnosis from the earliest (chronological)
pathology report, that has tissue, (or cytology report if the histopathology report
is not available) which confirms the cancer diagnosis. NCI wants to code the earli-
est definitive procedure that diagnosed the cancer, even if it is not the most com-
plete picture of the cancer. This should be the same report that was used as a
source for the date of diagnosis in Item C.9. Do not record any information about
benign conditions listed in the diagnosis section of the histopathology or cytology
report. If the basis for the ovarian cancer diagnosis is based from tissue from a
metastatic site, then the grade in the ICD-0-2 code should be recorded as 9
(“unknown”).

• A borderline malignancy should have 9 recorded as the grade. This is also called a
low malignant potential cancer.

• A neoplasm of uncertain behavior of the ovary is considered to be a cancer by NCI
and should be recorded in this section. Use the following guidelines for ICD-O-2
coding of neoplasms of uncertain behavior of the ovary: 

- Assign the topography and morphology codes for this neoplasm according to
ICD-O-2.

- The behavior code for neoplasms of uncertain behavior is “1.” Under “Behav-
ior,” enter “1” in the box and darken the circle for “1” printed on the form.

- Grade will be coded “9” for neoplasms of uncertain behavior. Under “Grade,”
enter a “9” in the box and darken the circle for “9” printed on the form.

If the medical record contains information about this neoplasm that would
result in a behavior code other than “1” or a grade code other than “9,” con-
tact the CC MRA Coordinator. 

• If the record clearly indicates that ovarian cancer was confirmed by a histology or
cytology report, but the report is not available, code the diagnosis from other
available documents, (i.e. physician’s notes, progress reports, etc.) that reference
the earliest procedure from an adequate specimen. Place an asterisk by Item
C.11, and indicate in the Comments section the source of the diagnosis. Begin
your statement in Comments with the verbatim as recorded in the following
example:

• If the ovarian cancer was diagnosed by clinical examination only, record the ver-
batim description as reported on the clinical examination form, which diagnosed
the cancer. 

The ICD-O-2 cancer classification should be coded by the CTR regardless of 
whether ICD-O-2 code is available in the medical record.

• Use the following guidelines to determine how to record a diagnosis of lymphoma
for PLCO. Refer to Appendix K-17-2 of the MOOP for explanation of Nodal vs.
Extra–Nodal Lymphomas:

Item E.20, Comments:

Item # Comments

C.11 Pathology/cytology report not available. Source of diagnosis is…
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- If an extranodal lymphoma of the ovary is designated as the primary, record
this lymphoma on the DEO3 form and assign the ICD-O-2 topography code
corresponding to the ovary. Be sure this is the primary site of origin and not
just a site where a biopsy was taken. The TIO2 form is required for each DEO3
form, as it is for any PLCO primary. 

- If a lymphoma is diagnosed in both a nodal and an extranodal lympoma of the
ovary, consult the SC principal investigator to determine where the lymphoma
originated and code the primary to that site. 

- If no primary site is stated or the primary site cannot be determined, record
this lymphoma on an OCF and assign the ICD-O-2 topography code for lymph
nodes (C77._). For lymphomas, a mass specified only as “retroperitoneal” or
“peritoneal,” “inguinal,” “mediastinal,” or “mesentery” (with no specific infor-
mation as to tissue involved), is to be coded as a nodal primary and recorded
on the OCF, rather than to an extranodal primary site.

- If an extranodal lymphoma arising in a PLCO site is discovered during the
diagnostic evaluation of another PLCO site, the ICD-9-CM code for lymphoma
will be entered in Part B of the DE form. This code will trigger an OCF. The SC
will complete an MDF (for the OCF) and manually set the expectation for the
appropriate DE. For example, an extranodal lymphoma of the colon is discov-
ered as a result of the diagnostic evaluation of a positive ovarian screen. The
ICD-9-CM code for the type of lymphoma will be entered in part B of the DEO,
with “0” as the 5th digit denoting “extranodal.” An OCF will be triggered. Com-
plete an MDF (for the OCF) and manually set the expectation for a DEC. Com-
plete the DEC for the extranodal lymphoma arising in the colon. Complete the
TIC also.

- If an extranodal lymphoma arising in the ovary is reported on an ASU, the SC
will need to use the three-digit PLCO code for the ovary, rather than the three-
digit code for lymphoma in order to trigger the DEO3 form. Complete the
DEO3 for the extranodal lymphoma arising in the ovary. Complete the TIO2
form also.

• Extranodal lymphomas arising in the ovary may require the T-cell, B-cell, or NK
cell designation. If so, enter the appropriate code from ICD-O-2 in the “Grade”
space. The T-cell, B-cell or NK cell designation has priority over the grade when
both are provided. NK cell designation = “8.” A bubble for “8” does not exist on
the form. Darken the space for “8” under “Grade” for NK cell if this applies. 

• Do not code the descriptions “high grade,” “low grade,” or “intermediate grade”
for lymphomas. These terms refer to categories in the Working Formulation of
lymphoma diagnoses and not to histologic grade. 

12.Photocopy of Report Confirming Primary Ovarian Cancer: The purpose of this
item is to document that the pathology/histopathology report (or cytology/cytopa-
thology report if a pathology report is not available) that confirmed the primary ova-
rian cancer has been photocopied and attached to the Medical Record Abstract-DEO
Form. 

• If there are multiple pathology reports confirming this primary ovarian cancer, the
photocopy should be of the pathology or cytology report which was the source for
recording the date of ovarian cancer diagnosis recorded in Item C.9, and the ICD-
O-2 code recorded in Item C.11. If the Date of Ovarian Cancer Diagnosis and the
ICD-O-2 Cancer Classification came from different reports, attach copies of both
reports used to code Items C.9 and C.11. 
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• A situation may arise in which an institution does not allow the photocopying of
records. Every reasonable attempt should be made to obtain permission to photo-
copy the pathology or cytology report since it is a critical end-point of the screen-
ing trial. If special permission or approval is required, the abstractor should work
with the SC Coordinator/Principal Investigator to obtain the necessary approval. If
this item cannot be completed in a timely manner, leave it blank and attempt to
obtain the information at a later date via data retrieval. 

Darken the circle to indicate whether a photocopy of the pathology or cytology
report is available as follows:

- Pathology/Histopathology: The pathology report is available and a photo-
copy has been obtained and attached to the Medical Record Abstract-DEO
Form. The photocopy should be labeled with the participant’s ID number, the
study year, titled “Medical Record Abstract-DEO/Pathology Report,” and
inserted into the participant’s folder.

- Cytology/Cytopathology: The cytology report is available and a photocopy
has been obtained and attached to the Medical Record Abstract-DEO Form.
The photocopy should be labeled with the participant’s ID number, the study
year, titled “Medical Record Abstract-DEO/Cytology Report,” and inserted into
the participant’s folder.

- Not available: The pathology or cytology report exists in the medical record,
but a photocopy cannot be obtained or there is no report in the medical record.
Place an asterisk by Item C.12, and provide a detailed explanation in the Com-
ments section of why the pathology or cytology report cannot be obtained. (In
this situation, Item C.10 (Verbatim Description of Primary Ovarian Cancer
Diagnosis) must be completed.) Begin your statement in Comments with the
verbatim as recorded in the following example:

13.Histopathologic Type for Primary Ovarian Cancer: This item is to document the
histopathologic type of the primary ovarian cancer. This refers to the type of cell com-
prising the tumor, usually determined by the pathologist from a tissue specimen. This
information can be obtained from the pathology report that confirmed the ovarian
cancer and collected the most tissue. If a pathology report is not available, this infor-
mation may be found in the discharge summary, operative report, or in a cytology
report. If the histopathologic type is obtained from a source other than the pathology
report, place an asterisk by Item C.13, and record the source of the information in the
Comments section. Begin your statement in Comments with the verbatim as recorded
in the following example:

Item E.20, Comments:

Item # Comments

C.12 Pathology or cytology report cannot be obtained because…

Item E.20, Comments

Item # Comments:

C.13 Source of histopathologic type of lesion is…
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• If a cancer has two different histopathologic types, the diagnosis is usually based
on the predominant type. This should be stated in the pathology report. If the
pathology report does not indicate a predominant type record both types in Other
(SPECIFY) for Item C.13 as follows: “Histopathologic type is ______ and ______.” 

• The abstractor should select the general category into which the result fits rather
than using Other-specify to list a more detailed result. For example, “Serous ade-
nocarcinoma” should be included in the “Serous cystadenocarcinoma” category.

• Borderline/low malignant potential neoplasms indicated by morphology in the
ICD-0-2 code need to match with the description in this question—for example,
cystadenoma or endometrioid tumor.

• Neoplasm of uncertain behavior of the ovary: Histopathologic Type for Neoplasm
of uncertain behavior of the ovary will be designated as “Other.” Darken the circle
for “Other” and record the histopathologic type on the line provided. 

• Extranodal lymphoma arising in the ovary: Histopathologic Type for Extranodal
lymphoma arising in the ovary will be designated as “Other.” Darken the circle for
“Other” and record the specific histopathologic type on the line provided. 

• Primary sarcoma of the ovary: Histopathologic Type for Primary sarcoma of the
ovary will be designated as “Other”. Darken the circle for “Other” and record the
specific histopathologic type on the line provided. 

Darken the circle corresponding to the histopathologic type of the ovarian cancer. If
the histopathologic type is other than those listed, darken the circle for “Other” and
specify the histopathologic type. If the histopathologic type is unknown or not avail-
able in the record, darken the circle for “Unknown.” 

14.Histopathologic Grade for Primary Ovarian Cancer: This item documents the
histopathologic grade of the ovarian cancer diagnosis. Grade refers to a system of
classifying certain characteristics of the cell. This information can be obtained directly
from the pathology report, which collected the most tissue, cytology report, a TNM
form, a staging classification form, the discharge summary, or from doctor’s notes. 

• If the medical record states two different of histopathologic grades, or a range of
grades, record the most severe type. For example, “well differentiated” is the least
severe type and “ poorly differentiated or undifferentiated” is the most severe
type. The most severe grade should be recorded from the primary site. Do not
record the most severe grade from the metastatic site.

• Neoplasm of uncertain behavior of the ovary: Neoplasm of uncertain behavior of
the ovary usually does not have a grade designation; therefore, “Grade cannot be
assessed (GX)” should be recorded. If the medical record contains information
about this neoplasm that would result in a specific grade, contact the CC MRA
Coordinator. 

• Extranodal lymphona arising in the ovary: If the grade is specified, darken the
corresponding circle. If it is not mentioned or unknown, darken the circle for
“Unknown.” Do not code the descriptions “high grade,” “low grade,” or “intermedi-
ate grade” for lymphomas. These terms refer to categories in the Working Formu-
lation of lymphoma diagnoses and not to histologic grade. 

• Primary sarcoma of the ovary: If the grade is specified, darken the corresponding
circle. If it is not mentioned or unknown, darken the circle for “Unknown.” 

• Borderline or low malignant potential tumors must be coded (GB) “borderline
malignancy”
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Darken the circle corresponding to the histopathologic grade of the ovarian cancer.
Darken the circle for “Unknown” when there is no indication in the record of the histo-
pathologic grade or if the diagnosis of ovarian cancer is based on tissue from a meta-
static site.

15.TNM Staging for Ovarian Cancer: This item refers to the TNM or AJCC (American
Joint Committee on Cancer) staging system. The AJCC Manual for Staging of Cancer
provides the minimum requirements for clinical and pathologic staging. A list of rele-
vant documentation, based on those requirements can be found below. If TNM stag-
ing was performed, darken the circle corresponding to the edition of the AJCC Cancer
Staging Manual used, the 4th Edition or the 5th Edition.

Note: The 5th Edition of the AJCC manual was published in January 1998. This latest
edition should be used to stage all cancers diagnosed on or after January 1, 1998. For
all previous cases the 4th Edition should be used.

TNM staging describes the anatomic extent of disease based on three components: 

(1) The extent of the primary tumor (T), 

(2) The absence or presence and extent of regional lymph node metastases (N),
and 

(3) The absence or presence of distant metastases (M). 

The addition of numbers to these three components indicates the extent of the malig-
nant disease, thus showing progressive increase in tumor size or involvement.

If the TNM staging is available in the medical record, the abstractor may record it
directly from the record. This staging is often performed by a Tumor Registrar (also
known as a Cancer Registrar) and, if not available in the medical record, it may be
available in the tumor registry. If the TNM staging is not available in the tumor regis-
try, the abstractor should attempt to have the stage classified by the Tumor Registrar
or a physician at a later date. The Tumor Registrar must be a CTR or CTR eligible. If
the TNM staging is not in the records or if the abstractor disagrees with the staging,
the CTR may assign the TNM stage when all relevant documentation from the
patient’s medical record is available to him/her. If an institution does not have a
Tumor Registrar, then a physician can assign the TNM stage as long as all relevant
patient documentation is available to the physician. The nosologist or abstractor
should not assign the TNM staging, unless s/he is also a CTR (or CTR-eligible) and all
relevant documentation is available.

If a participant receives neoadjuvant therapy prior to surgical resection, NCI would
like the abstractors to do Clinical Staging of the Primary Cancer. Then record the TNM
Pathologic Staging, using surgical pathology. In this situation TNM Pathologic Staging
should be recorded as follows:

• Complete the item for TNM Pathologic Staging using the surgical pathology report. 

• Place an asterisk next to the item number and go to the Comments section in Part
E. 

• Record the item number in the left margin of the Comments section and begin
with the phrase, “ypT_N_M,” including the appropriate numerical stage of the car-
cinoma which was recorded in Part C, TNM Pathologic Staging. “y” is a TNM
descriptor that indicates that staging was performed during or following multi-
modal therapy and the “p” indicates pathologic staging. After the appropriate
information has been included in the “ypTNM” format, briefly state what treatment
was received prior to surgery. 
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General Guidelines for NX vs. N0 and MX vs. M0:

The X category should be used when involvement of regional lymph nodes or distant meta-
static sites was not evaluated or could not be evaluated. It is not sufficient to assume that an
evaluation would have been negative (or positive). If there is a statement in the record doc-
umenting the physician’s assessment of regional lymph nodes and/or metastatic sites as
negative or not involved, without physical examination, imaging or other diagnostic proce-
dures, this may be used to assign 0 rather than X. The use of category 0, as in N0 or M0,
means that no involvement was found after some type of evaluation including appropriate
work-up and/or the physician’s clinical impression.

NOTE: SCs should photocopy any documents from medical records that are used for TNM
staging, and keep these with the participant’s file. 

a. TNM Clinical Staging 

If both the clinical and pathological staging are available, both should be recorded.
(Generally ovarian cancer involves only pathological staging.) All information avail-
able prior to the first definitive treatment of primary ovarian cancer may be used for
TNM clinical staging. Relevant documentation, which is suggested to assign clinical
staging, includes:

- Laparotomy;

- Chest radiography; and

- Imaging studies, including computed tomography, may be helpful.

Guidelines for Clinical Staging of the Ovary:

Although uncommon, ovarian cancer can be clinically staged. However, evaluation of the pri-
mary tumor must be done surgically. The clinical T (cT) category cannot be determined on
the basis of imaging alone; there must be surgery and there should be histologic confirma-
tion of the disease. A laparotomy is the most widely accepted procedure. Laparoscopy is also
acceptable. Clinical studies may include physical examination and history, palpation of abdo-
men, routine radiography of chest and abdomen, CT, liver studies and hemograms. The clin-
ical staging period includes all information obtained prior to definitive treatment. (Sources:
AJCC manual, 4th and 5th editions, Registrar’s Key)

Darken the circle to indicate whether the TNM clinical staging is available as follows:

Yes: If the TNM clinical staging is available, or at least some part of it is available,
darken the circle for “Yes” and then darken the circles corresponding to the Pri-
mary Tumor (T) code, the Nodal Involvement (N) code, and the Distant
Metastases (M) code. If the code for T, N, or M is not available, darken the circle
next to “Not available” in the column(s) for which the code is not available..

No: If no part of the TNM clinical staging is available, then darken the circle for
“No” and skip to C.15b, TNM Pathologic Staging.

- Extranodal lymphoma arising in the ovary: Darken the circle for “No.” TNM
clinical staging does not apply to extranodal lymphoma arising in the ovary.

Item E.20, Comments

Item # Comments: 

C.15.b  ypT_N_M_; Treatment received prior to surgery was…
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- Primary sarcoma of the ovary: Darken the circle for “No.” TNM clinical staging
does not apply to primary sarcoma of the ovary.

b. TNM Pathologic Staging 

Relevant documentation necessary to assign pathologic staging includes:

- Any data for clinical staging; 

- Laparotomy; 

- Resection of ovarian masses;

- Hysterectomy; and

- Biopsies of suspicious sites required, for example, omentum, mesentery, liver,
diaphragm, and lymph nodes. 

Darken the circle to indicate whether the TNM pathologic staging is available as follows:

Yes: If the TNM pathologic staging is available, or at least some part of it is avail-
able, darken the circle for “Yes” and then darken the circles corresponding to the
Primary Tumor (T) code, the Nodal Involvement (N) code, and the Distant
Metastases (M) code. If the code for T, N, or M is not available, darken the circle
next to “Not available” in the column(s) for which the code is not available. 

No: If no part of the TNM pathologic staging is available, then darken the circle for
“No” and skip to Item C.16, Record Stage. 

- Extranodal lymphoma arising in the ovary: Darken the circle for “No.” TNM
pathologic staging does not apply to extranodal lymphoma arising in the
ovary.

- Primary sarcoma of the ovary: Darken the circle for “No.” TNM pathologic
staging does not apply to primary sarcoma of the ovary.

16.Record Stage: If TNM Pathologic Staging is complete, this item must be skipped. If
any part of the TNM Pathologic Staging is not available or is incomplete (i.e., “Tx”,
“Nx”, or “Mx”), this item must be completed. This item is to document the stage of
disease (other than TNM staging) for primary ovarian cancer. There is one stage clas-
sification provided for ovarian cancer: “FIGO” (Federation Internationale de Gynecolo-
gie et d’Obstetrique). 

• If information about stage of disease is not available in the medical record, it is
not necessary to try to obtain it from another source. 

• If a stage classification other than FIGO is available in the record, and all or part of
the TNM Pathologic Staging is not available, place an asterisk beside Item C.16,
and record in the Comments section. Begin your statement in Comments with the
verbatim as recorded in the following example: 

• If the stage is available for an extra nodal lymphoma arising in the ovary, for a
primary sarcoma of the ovary, or for any other type of primary ovarian malig-
nancy that cannot be staged using TNM, complete Item C.16.

Item E.20, Comments

Item # Comments

C.16 Other Stage Classification is_______. Stage = ___
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Darken the circle to indicate whether stage of disease is available as follows:

Yes: If stage of disease (FIGO staging) is available, darken the circle for “Yes” and
record the information in the space provided. 

No: If no stage of disease is available, darken the circle for “No” and skip to Part
E, Physician/Hospital Location Information. 

• If no stage of disease information is available, it is not necessary for the abstrac-
tor to obtain it from another source. Also, the abstractor should not attempt to
code stage of disease unless s/he is a Certified Tumor Registrar (CTR) or is CTR
eligible. If the abstractor is a CTR, or is CTR eligible, and has all of the necessary
documentation for determining the stage of disease, then s/he may code stage of
disease and record it following the guidelines above. 

Part D: Date of Diagnostic Evaluation Determination:

17.Complete this item by recording the month, day and year of the diagnostic evaluation
determination if one of the following conditions is satisfied:

• Item A.6 = No malignancy and Items B.7 and B.8 = No  or

• Item A.6 = No malignancy and no diagnostic procedures were performed  or

• Item A.6 = No information available

Darken the circle corresponding to each number.  If the exact day of diagnostic eval-
uation determination cannot be determined from the record, year and month can usu-
ally be assessed. In this situation, record the exact month and year. Record the day
as “99”.  Zero fill month and day, and record four digits for year.

Part E: Physician/Hospital Location Information:

In this section, record physician and hospital location information, where the participant
underwent diagnostic evaluation for ovarian cancer, other than what was reported prior to
abstracting. Items E.18 and E.19 are not required, but it is recommended that these items
be completed to facilitate collection of additional medical record data, including pathology
reports and slides. This section also includes a comments item for recording additional infor-
mation. The physician and hospital location information will not be entered into the Data
Entry and Editing System (DEES), while all information recorded in the comments item will
be entered.

18.Physician for Diagnostic Evaluation: Record the name, address, and telephone
number of the primary physician who provided care during the participant’s diagnostic
evaluation for ovarian cancer and/or the physician who performed the diagnostic
evaluation procedures. Space has been allotted for entry of two physicians. Record
the physician’s office address, if available, otherwise record the physician’s hospital
address. Record the participant’s medical record or chart number for each physician
location. 

19.Hospital or Clinic for Diagnostic Evaluation: Record the name, address, and tele-
phone number of the hospital or clinic at which the participant underwent one or more
diagnostic procedures for ovarian cancer. Space has been allotted for entry of two
hospitals or clinics. Record the participant’s medical record or chart number for each
hospital or clinic location. 

20.Comments: Use this section to record any overflow information. Discrepant informa-
tion should no longer be recorded in Comments. If an item being abstracted has con-
flicting or discrepant information, the SC Lead Abstractor, SC Coordinator and/or the
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Principal Investigator should review the discrepant information for the appropriate
coding decision prior to calling the CC MRA Coordinator. 

Do not darken the “Yes” or “No” circles at the top of pages 10-12 if Comments contin-
ues on these pages. Leave the circles blank. Comments “Yes” “No” circles should only
be darkened on page 10 of the form.

Darken Comments Continuation circle at the bottom right of page 12 if a Comments
Continuation Form (CCF) is required. Do not darken Comments Continuation circles
on pages 9-11. 

If there are no additional comments, darken the circle next to “No.” If there are addi-
tional comments, darken the circle next to “Yes,” then record the comments as in the
following example when a seventh medical complication should be collected:

• First enter the item number indicating the item to which the comments are
related, and record the comments in the space provided to the right of the item
number. 

• Throughout these specifications, standard phrases are given to preface comments
so they will be easier to locate during analysis. Please use these phrases at the
beginning of the comments, if applicable.

• Place an asterisk next to the item number being referenced in the main body of
the DEO form.

Item # Comments

A.4 7; Type = ___; Date = ___
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ATTACHMENT 1

A CONCEPTUAL APPROACH TO ABSTRACTING OVARIAN CASES FROM THE PLCO
OVARIAN SUBCOMMITTEE-DRAFT

A. Statement of Problem: Modifications and revisions in the practice of reporting diagnos-
tic and staging "procedures" on the DEO3 form but not the "approach" has made it difficult to
determine the number of various types of surgical procedures performed. This in turn has an
impact on the ability to evaluate accurately the cost and health impact of evaluating positive
screens. For example, the magnitude of expense and health risk for laparotomy is different
from that of laparoscopy. The ovarian subcommittee would like to provide guidance for com-
pleting the DEO as described below. The procedures and their codes are unchanged.

B. Types of procedures recorded on DEO-3:

1. Radiographic evaluation:

03CXR

21 transabdominal/pelvic ultrasound

22 transvaginal ultrasound

30 transabdominal/pelvic and transvaginal ultrasound combined

04 color doppler

39 ultrasound, other (specify)

01 barium enema

10 IVP

12 lymphangiogram

05 CT abdomen

07 CT pelvis

26 CT abdomen/pelvis combined

27 CT chest

06 CT, other (specify)

13 MRI abdomen

15 MRI pelvis

14 MRI, other (specify)

2. Other evaluation:

25 clinical evaluation

34 record review

36 sigmoidoscopy/colonoscopy

28 hysteroscopy

88 other, specify

3. Pathologic evaluation:

a. Non-surgical

08 culdocentesis 
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17 paracentesis 

37 thoracentesis 

16 needle aspiration

02 biopsy, specify

b. Surgical

24 abdominal/vaginal hysterectomy 

29 laparoscopy 

11 laparotomy

C. Notes

1. If a diagnosis of ovarian cancer has been made, the patient will virtually always have
had pathological verification of cancer by one or more of the procedures listed under
3a and/or 3b. In rare instances, the diagnosis may have been made clinically, without
pathologic confirmation, and procedures may not have been performed. In other cir-
cumstances procedures may have been performed but pathology was negative. If
ovarian cancer is diagnosed, however, the participant would be expected to have had
one or more of the procedures listed in 3a and/or 3b recorded on the Diagnostic Eval-
uation (DE) form.

2. A diagnosis can be made “non-surgically” in three ways:

a. Free fluid obtained from a body cavity via needle: culdocentesis (08), paracentesis
(17),or thoracentesis (37). 

b. Needle aspiration (code 16): This refers to obtaining cells from a solid or solid/
cystic mass, 

c. Biopsy: It is recognized that a biopsy may be obtained surgically and that during
surgery,multiple biopsies may be obtained. Code 02 (biopsy, specify) in a patient
who does not have a surgical code implies the diagnosis was made without
abdominal/pelvic surgery. This will be uncommon, but could include percutaneous
needle biopsy of the liver, inguinal lymph node biopsy, etc.

3. A diagnosis of ovarian cancer can be made “surgically” using one of three
approaches:

a. Abdominal/vaginal hysterectomy (24): An abdominal hysterectomy has to be per-
formed via  laparoscopy or  laparotomy; therefore,  procedure  code  24   in  the
absence  of laparoscopy (code 29) or laparotomy (code   11) will  imply vaginal
hysterectomy. Procedure code 24 in combination with code 29 or code 11 will gen-
erally (but not exclusively) be an abdominal hysterectomy, 

b. Laparoscopy (29). 

c. Laparotomy (11).

4. Oophorectomy/salpingo-oophorectomy (23),intra-abdominal washings (09), lym-
phadenectomy/lymph node sampling (30), omentectomy (31 or 32) and resection,
specify (35) are performed intraoperatively and should only be used in subjects who
have had a laparoscopy (29) or laparotomy (11). Rarely, some of these procedures
may have been done through a vaginal approach (24).

5. In some cases, a biopsy (02) may be performed intra-operatively to make a diagnosis
in the absence of other procedures such as an oophorectomy.
October 1, 2003 30 Specifications for Diagnostic Evaluation
Appendix A-8-4 Form - Ovary - Version 3











PLCO Cancer Screening Trial

SPECIFICATIONS FOR COMPLETION OF THE MEDICAL RECORD ABSTRACT 
FORM:

TREATMENT INFORMATION - OVARY VERSION 2 (TIO2/TOQ2)

This form is to be completed by the Medical Record Abstractor and the CTR or CTR-eligible
individual. Specifically, the CTR will be required to complete Item A.5 (Any Local or Regional
Residual Disease Left After Surgery).

Refer to the General Abstracting Techniques, (Appendix K of the MOOP), for guidelines on
general abstracting techniques. Some key guidelines are presented below:

• When abstracting date information for items with multiple treatments, record the
dates in the order in which they are found in the medical record.

• Sources of information are specified, where appropriate, for abstracting the vari-
able items on the form. The sources of information are listed in priority order by
best source. Note that information must be obtained from a physician, hospital, or
tumor registry. If the treatment is considered to be a non-traditional therapy that
would not usually be mentioned in a medical record, it is acceptable to take the
participant’s self-report. In all other cases, a therapy that is not mentioned in the
medical record should not be recorded.

• Information about treatment procedures should be collected for the first planned
course of treatment (usually within 6 months of the cancer diagnosis). The maxi-
mum time period for which medical records could be collected for treatment infor-
mation is about 1 year from the date of a cancer diagnosis.

This form includes items, which require that data be entered verbatim, such as recording
“other (specify),” and recording comments. The abstractor should be sure to use clear and
legible handwriting when completing these items.

• If additional space is needed to record treatment information, use the Comments
section. Record the same type of data as requested in the treatment table.

• If any item has unclear, discrepant, or conflicting information, review this infor-
mation with the SC Lead Abstractor, SC Coordinator or Principal Investigator prior
to contacting the CC MRA Coordinator.
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Specifications for completing each item of the form are given below:

General instructions for the completion of forms to be scanned by an Optical Mark
Reader:

• Use a No. 2 pencil to mark your answers. Do not use red ink or felt tip
pens.

• Make heavy black marks that fill the circle completely.

• If you need to change an answer, be sure to erase completely. 

• Mark only one response for each question, unless the instructions tell you
otherwise. 

• Some questions have additional instructions next to certain answers. These
instructions may ask you to skip questions that do not apply or ask you to provide
additional information. First darken the appropriate circle, and then follow the
instructions as directed. Unless instructed otherwise, go to the next question. 

Administrative Section:

Participant ID: Affix a Participant ID label to the space provided in the lower left cor-
ner of the form.

1. Date Abstracted: Record the date the medical record was abstracted. This is the
date the entire form was completed. Month and day should be zero filled and two dig-
its should be recorded for the year (e.g., 02/07/2000). The circles for “2” and “0”
have been filled in. Darken the circle corresponding to each remaining number. 

If the disposition of the form is “Interim Complete” (see Disposition below), record
the date the interim disposition was assigned. When the form is finalized, erase the
interim date and record the date the form was completed.

2. Abstractor ID#: Record the 4-digit staff ID number assigned to the individual who is
abstracting the medical record and completing the TI. If more than one abstractor
completes the TI, the SC Lead Abstractor should determine which abstractor is
responsible for the content of the form—this abstractor’s ID number should be
recorded here. Darken the circles corresponding to the four digits. 

3. CTR ID#: Record the 4-digit staff ID number assigned to the individual who is
abstracting Item A.5. (Any Local or Regional Residual Disease Left After Surgery).
Darken the circles corresponding to the four digits. 

4. Study Year: Darken the circles corresponding to the study year, from T0 to T13.
Zero fill the number for T0 - T9 (e.g., T00, T01, T02, etc.). 

5. Purpose of abstract: This form may be used for either the initial abstracting of the
medical record information, or for repeat abstraction of the medical record for quality
assurance. Darken the circle corresponding to the purpose of the abstract as follows: 

• Initial abstract: Medical record information is being abstracted for the “first”
time to confirm the treatment of ovarian cancer.
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• Re-abstract for QA: Medical record information that has already been abstracted
to confirm the treatment of ovarian cancer is being re-abstracted for the purpose
of quality assurance. Not yet implemented.

6. Form Processing: These are the steps that should be completed in order to process
the medical record abstract form. All of the items except “Disposition” are optional.
“Disposition” is required and may be marked on the form or entered directly into
DEES. Dispositions of “Final Complete” (FCM) may also be set automatically in DEES
when the form is edited (See DEES User’s Guide). 

• Form Receipted into SMS: This item is optional. Darken this circle after the form
has been receipted into the SMS. The form may be receipted interactively or
through the DEES to SMS Update. (Refer to Chapter 17 of the MOOP for instruc-
tions on receipting forms.)

• Manual Review Completed: This item is optional. Darken this circle after the
form has been reviewed by SC staff to make sure that the information is com-
plete, legible and that the appropriate circles are darkened properly. (Refer to
Chapter 17 of the MOOP for instructions on performing a manual review of forms.)

• Data Entry of Non-Scannable Items: This item is optional. Complete this item
to indicate the status of verbatim data entry. (Refer to Chapter 17 of the MOOP for
instructions on data entry of non-scannable items.) When data entry is complete,
darken the circle next to “Completed.” If no data entry of non-scannable items is
required, darken the circle next to “None Required.”

• Data Retrieval: This item is optional. Complete this item to indicate the status of
data retrieval. If data retrieval was attempted, regardless of whether or not addi-
tional information was collected, darken the circle next to “Attempted.” If no data
retrieval was required, darken the circle next to “None Required.”

• Disposition: The SC is required to assign a disposition to each opscan form.
There is one interim disposition and there are two final dispositions:

- Interim Complete (ICM): This disposition may be assigned when there are
outstanding data but the SC would like to scan the data that are available into
the DEES. (Since it may take a number of months for all of the data to be
abstracted, it is recommended that the form be scanned into the Data Entry
and Editing System each time it is updated.) Once all data are abstracted,
remove the ICM so that the appropriate disposition is assigned.

- Final Complete (FCM): This disposition may be assigned when there are no
errors reported on the DEES edit report or the only errors reported are
“UNLIKELY” errors that have been investigated by the SC, or errors on the
optional form processing items.

- Final Incomplete (FIC): This disposition may be assigned when there are
errors reported on the DEES edit report (except UNLIKELY errors that have
been investigated) which cannot be corrected. This includes errors that cannot
be corrected because data retrieval is not required for the item, or because the
information could not be obtained, even with data retrieval.

The disposition may be assigned in three ways:

- by darkening the bubble on the opscan form and scanning it;

- by keying the disposition into DEES;

- by allowing the computer to assign the final disposition for forms with no
errors (FCM only).
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Part A: Initial Treatment Information:

In this section, record all treatments that make up the first course of treatment the partici-
pant received for ovarian cancer. 

• If the treatment is intended as initial management, it should be recorded regard-
less of the timeframe or site. 

• If the first course of treatment is directed toward a metastatic site, it is appropri-
ate to code this treatment. 

• Combination Treatments: If multiple treatments are given in combination, record
the date treatment began for the combination treatments. If another treatment is
added to this combination (or one is removed), the new combination should be
listed as a new treatment entry with a new start date.

• Time period Rules for First Course of Treatment (in order of precedence): 

1. If there is a documented, planned first course of treatment, first course ends
at the completion of this treatment plan, regardless of the duration of the
treatment plan.

2. If the patient is treated according to a facility’s standards of practice, first
course ends at the completion of the treatment. 

3. If there is no documentation of a planned first course of treatment or standard
of practice, first course of treatment includes all treatment received before dis-
ease progression or treatment failure. If it is undocumented whether there is
disease progression/treatment failure and the treatment in question begins
more than one year after diagnosis, assume that the treatment is not part of
the first course. 

4. If a patient refuses all treatment modalities and does not change his/her mind
within a reasonable time frame, or if the physician opts not to treat the
patient, record that there was no treatment in the first course. 

• If treatment is given for symptoms/disease progression after a period of “watchful
waiting,” this treatment is not considered part of the first course. For example, if a
physician and patient choose a “wait and watch” approach to ovarian cancer or
chronic lymphocytic leukemia and the patient become symptomatic, consider the
symptoms to be an indication that the disease has progressed and that any fur-
ther treatment is not part of the first course.

• All modalities of treatment are included regardless of sequence or the degree of
completion of any component method. 

Reference: SEER Program Code Manual, Third Edition. Bethesda, MD: National
Institutes of Health, National Cancer Institute; 1998, p.119.

• If there is a significant treatment that is not in the first course of treatment and
the abstractor and the SC Principal Investigator feel it should be recorded, this will
need to be sent to the CC MRA Coordinator. The relevant medical records should
be copied (identifiers deleted) and sent to the CC MRA Coordinator with a memo
describing the issue. 

1. Surgical Treatment for Ovarian Cancer: This item is concerned with the surgical
treatment that the participant received for ovarian cancer. Darken the circle corre-
sponding to whether the participant received surgical treatment as follows: 
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No: The record clearly states that the participant did not receive surgical treat-
ment, or there is no mention of surgical treatment (planned or given) in the
records. Darken the circle for “No” and go to Item 2.

Yes: The record indicates that the participant received surgical treatment. Darken
the circle for “Yes” and complete the table for Item 1. For each surgical procedure
performed, complete the following items:

- Type of Surgical Procedure: Darken the circle corresponding to the type of
surgical procedure performed. Refer to the Surgical Procedure Codes for the
list of common surgical procedures for ovarian cancer. If the participant had a
surgical procedure other than those listed, darken the circle for “Other (SPEC-
IFY)” and record the surgical procedure performed on the line provided.

If surgical resection with removal of lymph nodes is performed, this should be
coded as two separate procedures. Code the resection appropriately (such as
05 = bilateral salpingo-oophorectomy) and the lymph node removal as 12 =
Lymphadenectomy/ lymph node sampling.

- Date of Surgery: Record the month, day and year that the surgical procedure
was performed. If the day is not clear, year and month can usually be
assessed, even if the exact day cannot be determined. In this situation, record
the exact month and year. Record the day as “99.” Darken the circle corre-
sponding to each number. Zero fill month and day, and record four digits for
year.

If space is needed to record additional surgical procedures, use the Comments
section to record the same type of data as requested in the table. In Comments,
record the item numbers and labels followed by the data. For example, the first
additional surgical treatment in Comments would be the fifth surgical treatment
recorded:

Unknown: The record states that a surgical treatment is planned but then there
is no mention of whether or not it was actually given. This code should also be
used if the record clearly states that this information is unknown. Darken the cir-
cle for “Unknown” and go to Item 2. 

2. Radiation Treatment for Ovarian Cancer: This item is concerned with the radia-
tion treatment the participant received. Radiation treatment most commonly consists
of either external photon beam therapy or brachytherapy (intraperitoneal implant).
More rarely, radiation treatment may consist of either neutron or proton external
beam therapy. Note that this item is concerned with radiation treatment and not diag-
nostic x-rays such as a CT scan. 

External photon beam therapy is delivered by a machine, which generates x-rays or
contains a large amount of a radioactive isotope (cobalt), or delivered by a linear
accelerator. External beam treatments are given in one or more “series” or “courses.”
Each course of radiation is administered over a period of days or weeks in small daily
doses.

Item B.8, Comments:

Item # Comments

A.1 5; Type = ___; Date = ____
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Brachytherapy is a method of radiotherapy in which radioactive sources are applied
on the external surface of the patient, implanted in tissue, or inserted into body cavi-
ties. Brachytherapy procedures usually are performed in an operating room since they
require anesthesia. Although the brachytherapy treatment may be performed in a
surgical suite and recorded in surgical notes, it is radiotherapy and should be
recorded as such for purposes of describing the participant’s treatment.

Some institutions may have the capability to deliver neutron beam therapy, via a hos-
pital based high-energy cyclotron, or proton beam therapy, via a hospital-based syn-
chrotron. Treatment via these modalities is usually administered in “courses” or
“series” over a period of time. Most institutions, however, find these machines
impractical for a hospital setting due to their cost and size.

Darken the circle corresponding to whether the participant received radiation treat-
ment as follows:

No: The record clearly states that the participant did not receive radiation treat-
ment, or there is no mention of radiation treatment (planned or given) in the
records. Darken the circle for “No” and go to Item 3.

Yes: The record indicates that the participant received radiation treatment.
Darken the circle for “Yes” and complete the table for Item 2. Record information
for each course of radiation treatment received in a separate column. For each
radiation treatment received, complete the following:

- Date Radiation Treatment Began: Record the month, day and year that the
radiation treatment was begun for a particular course. If the day is not clear,
year and month can usually be assessed, even if the exact day cannot be
determined. In this situation, record the exact month and year. Record the day
as “99.” Darken the circle corresponding to each number. Zero fill month and
day, and record four digits for year.

If space is needed to record additional radiation treatments, use the Comments
section to record the same type of data as requested in the table. In Comments,
record the item numbers and labels followed by the data. For example, the first
additional radiation treatment in Comments would be the third radiation treatment
recorded: 

Unknown: The record states that radiation treatment is planned but then there is
no mention of whether or not it was actually given. This code should also be used
if the record clearly states that this information is unknown. Darken the circle for
“Unknown” and go to Item 3. 

3. Chemotherapeutic Treatment for Ovarian Cancer: This item is concerned with
any chemotherapeutic treatment the participant received. Chemotherapeutic treat-
ment is the use of drugs given as treatment for cancer. Chemotherapeutic treatment
may be the primary treatment, prescribed in cases of advanced cancer, or may be an
adjuvant treatment, given in addition to surgery and/or radiation. 

The participant’s medical record may or may not contain chemotherapeutic treatment
data. Unlike surgery and radiation, treatments, which must be performed at a hospital

Item B.8, Comments:

Item # Comments

A.2 3; Date = ____ 
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or clinic, chemotherapeutic treatment may be administered at a physician’s office or
self-administered under the guidance and supervision of a physician. It is, therefore,
especially important that the abstractor carefully review the record and, if necessary,
contact the physician for information on chemotherapeutic treatment.

Darken the circle corresponding to whether the participant received chemotherapeutic
treatment as follows:

No: The record clearly states that the participant did not receive chemotherapeu-
tic treatment, or there is no mention of chemotherapeutic treatment (planned or
given) in the records. Darken the circle for “No” and go to Item 4.

Yes: The record indicates that the participant received chemotherapeutic treat-
ment. Darken the circle for “Yes” and complete the table for Item 3. For each pro-
tocol of chemotherapeutic treatment received, complete the following:

- Date Chemotherapeutic Treatment Began: Record the month, day and
year that the chemotherapeutic treatment was begun for a particular course.
If the day is not clear, year and month can usually be assessed, even if the
exact day cannot be determined. In this situation, record the exact month and
year. Record the day as “99.” Darken the circle corresponding to each number.
Zero fill month and day, and record four digits for year.

If space is needed to record additional chemotherapeutic treatments, use the
Comments section to record the same type of data as requested in the table. In
Comments, record the item numbers and labels followed by the data. For exam-
ple, the first additional chemotherapeutic treatment in Comments would be the
third chemotherapeutic treatment recorded: 

Unknown: The record states that chemotherapeutic therapy is planned but then
there is no mention of whether or not it is given. This code should also be used if
the record clearly states that this information is unknown. Darken the circle for
“Unknown” and go to Item 4. 

4. Other Type of Treatment for Ovarian Cancer: This item is concerned with any
treatment other than surgery, radiation, and chemotherapeutic treatment that the
participant received for ovarian cancer. Other types of treatment include autologous
bone marrow transplant and alternative treatments. 

Darken the circle corresponding to whether the participant received some other type
of treatment as follows:

No: The record clearly states that the participant did not receive any other type of
treatment, or there is no mention of other treatments (planned or given) in the
records. Darken the circle for “No” and go to Item 5.

Yes: The record indicates that the participant received some other type of treat-
ment. Darken the circle for “Yes” and complete the table for Item 4. For each type
of treatment received, complete the following: 

- Date Other Treatment Began: Record the month, day and year that the
other type of treatment began. If the day is not clear, year and month can

Item B.8, Comments:

Item # Comments

A.3 3; Date = ____
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usually be assessed, even if the exact day cannot be determined. In this situa-
tion, record the exact month and year. Record the day as “99.” Darken the cir-
cle corresponding to each number. Zero fill month and day, and record four
digits for year.

If space is needed to record other type of treatments for ovarian cancer, use
the Comments section to record the same type of data as requested in the
table. In Comments, record the item numbers and labels followed by the data.
For example, the first additional other type of treatment for ovarian cancer in
Comments would be the third other type of treatment for ovarian cancer
recorded:

Unknown: The record states that an “other” type of treatment is planned but
then there is no mention of whether or not it is given. This code should also be
used if the record clearly states that this information is unknown. Darken the cir-
cle for “Unknown” and go to Item 5. 

5. Any Local or Regional Residual Disease Left After Surgery: This item is to be
completed only by a CTR or a CTR-eligible individual. This item documents whether
the participant had any local or regional residual disease left after surgery. Record
information for this item for any attempted surgical procedure even if the procedure
was not completed. Surgery is defined as any of the surgical procedures listed in Item
1. If there are multiple surgeries, use the last surgery in the first course of treatment.
Regional residual disease is defined as a cancer that remains after surgery and is
related to the original site by direct extension. This regional disease refers to the site
of the surgery (not necessarily the site of the primary cancer). It does not apply to
metastases. Information should be taken from the pathology report since this is the
most definitive source for determining residual disease and the operative report may
be used for further clarification. If neither pathology nor operative reports are avail-
able, a discharge summary or doctor’s note with treatment plan may be used to
record this item. “Perineural or vascular invasion” noted on a surgical pathology
report, does not infer that regional or residual disease is left after surgery. The
pathology report refers only to the specimen or tissue removed during surgery, not to
tumor that remains following surgery. Darken the circle corresponding to whether the
participant had any local or regional residual disease left after surgery as follows: 

No: The record indicates that the participant had no local or regional residual dis-
ease left after surgery. Darken the circle for “No” and go to Item 6.

Yes - Macroscopic < 2 cm: The record indicates that the participant had local or
regional residual disease left after surgery that was macroscopic (visualized with
the naked eye), and less than 2 centimeters in size. The pathology report may
state “gross residual disease remaining” or “optimal debulking.”

Yes - Macroscopic > 2 cm: The record indicates that the participant had local or
regional residual disease left after surgery that was macroscopic (visualized with
the naked eye), and greater than or equal to 2 centimeters in size. The pathology
report may state “gross residual disease remaining” or “suboptimal debulking.”

Item B.8, Comments:

Item # Comments

A.4 3; Date = ____ 
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Yes - Microscopic: The record indicates that the participant had local or regional
residual disease left after surgery that was microscopic (of minute size). The
pathology report may state “tumor to surgical margin.”

If more than one of these responses is noted in the record, the highest order of
evidence should be coded. For example, if the operative report notes that gross
disease < 2 cm remains, then the “macroscopic < 2cm” response should be
coded. But if the report notes that there were positive surgical margins without
gross evidence of disease, the “microscopic” response should be used. 

Not applicable: The participant did not receive any surgical treatment for ova-
rian cancer or Item A.1, Surgical Treatment for Ovarian Cancer, is “No” or
“Unknown.” Darken the circle for “Not applicable” and go to Item 6.

Unknown: The record does not mention if the participant had local or regional
residual disease left after surgery, or the record clearly states that this informa-
tion is unknown. Darken the circle for “Unknown” and go to Item 6.

Part B: Physician/Hospital Location Information:

In this section, record physician and hospital location information, where the participant
received treatment for ovarian cancer. Items B.6 and B.7 are not required, but it is recom-
mended they be completed to facilitate collection of additional medical record data. This sec-
tion also includes a comments item for recording additional information. The physician and
hospital location information will not be entered into the Data Entry and Editing System
(DEES), while all information recorded in the comments item will be entered.

6. Physician for Treatment: Record the name, address, and telephone number of the
primary physician who provided care during the participant’s treatment for ovarian
cancer and/or the physician who provided or administered the treatment. Space has
been allotted for entry of two physicians. Record the physician’s office address, if
available, otherwise record the physician’s hospital address. Record the participant’s
medical record or chart number for each physician location. 

7. Hospital or Clinic for Treatment: Record the name, address, and telephone num-
ber of the hospital or clinic at which the participant underwent treatment for ovarian
cancer. Space has been allotted for entry of two hospitals or clinics. Record the partic-
ipant’s medical record or chart number for each hospital or clinic location. 

8. Comments: Use this section to record comments and any overflow information while
abstracting from the participant’s medical record. Discrepant information should no
longer be recorded in Comments. If an item being abstracted has conflicting or dis-
crepant information, the SC Lead Abstractor, SC Coordinator and/or Principal Investi-
gator should review the discrepant information for the appropriate coding decision
prior to contacting the CC MRA Coordinator. 

If there are no additional comments, darken the circle next to “No.” If there are addi-
tional comments, darken the circle next to “Yes,” then record the comments as fol-
lows. First enter the item number indicating the item to which the comments are
related, record the comments in the space provided to the right of the item number
as in the following example when a fifth surgical procedure for ovarian cancer should
be collected:

Item # Comments:

A.1 5; Type = ___; Date = ___
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Place an asterisk next to the item number being referenced in the main body of the TIO form.
If more space is needed, darken the circle next to “Continued,” and record additional com-
ments on a Comments Continuation Form (CCF). 
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A-8-5

A-8-5: Other Cancer Confirmation Form (OCF)

Specifications for the Other Cancer Confirmation 
Form







PLCO Cancer Screening Trial

SPECIFICATIONS FOR COMPLETION OF THE OTHER CANCER FORM (OCF/OCQ)

The purpose of the Other Cancer Form (OCF) is to document the SC investigation of non-
PLCO cancers reported by the participant on the ASU, reported by a relative, friend or physi-
cian, identified by the SC during the completion of a Diagnostic Evaluation Form or identified
during the death review process. Cancer diagnosis information such as ICD-O-2 code will be
recorded on this form for primary cancers other than prostate, lung, colorectum and ovary.
This form will also be used to document up to three metastatic sites when the primary cancer
is unknown or if a metastatic cancer was erroneously reported as a primary cancer. 

The OCF should be completed by the Medical Record Abstractor, and a Tumor (or Cancer)
Registrar who is also a Certified Tumor Registrar (CTR) or CTR eligible. Specifically, the
Abstractor will complete all items on the form, with the exception of medical coding. The
medical coding item, Item A.8A.10, ICD-O-2 Cancer Classification of Primary, is to be com-
pleted by the CTR. All items may be completed by the Abstractor if s/he is also a CTR or CTR-
eligible.

For guidelines on general abstracting techniques, refer to the General Abstracting Tech-
niques, (Appendix K of the PLCO Manual of Operations and Procedures). Some key guidelines
are presented below:

• This form includes items that require that data be entered verbatim, such as
recording the cancer diagnosis and recording comments. The abstractor should be
sure to use clear and legible handwriting when completing these items.

• If the medical record contains unclear, discrepant, or conflicting information for
any item, the SC Lead Abstractor, SC Coordinator and/or Principal Investigator
should first be consulted for a resolution and for making an appropriate coding
decision, prior to contacting the CC MRA Coordinator. 

• Tumor registry information may be used to help obtain additional source docu-
ments, but PLCO abstracts should not be completed on the basis of a tumor regis-
try abstract.

Below are some specific guidelines for the collection of information about “other cancers”
using this form:

• This form is to be completed only for a non-PLCO cancer diagnosed after the par-
ticipant is enrolled in the study. If a participant reports a “cancer” after random-
ization that, upon investigation, is found to be a primary cancer, a metastasis
from a primary cancer, or an active recurrence of a primary cancer, that was diag-
nosed before randomization, a Missing Data Form, with a reason code E (Errone-
ous Report of Cancer) should be completed in place of the OCF. If the primary
cancer that was found to have been diagnosed before randomization is a PLCO
cancer, an Administrative Tracking Form should also be completed to document
the participant as a randomized ineligible. (See MOOP Chapter 4). 

• NCI is interested in documenting detailed information, such as ICD-O-2 code and
date of diagnosis, about primary cancers only. The SC’s responsibility is to docu-
ment the result of the investigation of each report of “cancer.” When a participant,
relative, etc. reports a cancer, the SC must first investigate whether it is primary,
metastatic or an erroneous report. It is possible that the participant may report
several “cancers” but upon investigation, it is determined that one or more of
them is actually a metastatic site, not a primary cancer that was diagnosed after
randomization and is previously confirmed. The SC is not required to complete an
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OCF for multiple primaries of the same organ or subsequent primaries of the same
organ (i.e. breast or skin). Repeat reports of confirmed primary cancers will be
considered by SMS as “previously confirmed.” Should there be an expectation for
an OCF for a primary cancer that was previously confirmed (such as a report of
cancer that was really metastasis), a MDF with a code of E can be receipted. 

When a cancer is reported on the ASU, in person, via phone, etc., the three-digit
cancer code (from Appendix I of the MOOP) is recorded in the SMS and an expec-
tation for an OCF is set. These OCF expectations are reflected on the Cancer Con-
firmation List. The expectation for an OCF should first trigger an investigation
by the SC. The result of the investigation should be recorded in Item A.6
of the OCF or a MDF may be completed if the original report was errone-
ous. 

• A separate OCF should be completed for each primary non-PLCO cancer diagnosed
after randomization. If the investigation of the reported cancer reveals a metasta-
sis from an unknown primary, the site and date of diagnosis of the metastasis will
be recorded on the OCF. 

• If a reported “cancer” is confirmed to be a primary non-PLCO cancer, the SC will
not be required to complete another OCF for any subsequent reports of this can-
cer. The SC will not complete an OCF for any subsequent metastasis of cancer
previously reported with an OCF completed. For multiple reports of a cancer that
has been confirmed as a metastatic site in a previous study year, the SC will be
required to determine (via a method chosen by the SC such as a review of diagno-
sis dates, contact with the participant, review of medical records, etc.) whether
the cancer is the same metastatic disease which will require completion of an
OCF-MDF or a new primary that would require the SC to complete another OCF.
Only one OCF is expected per non-PLCO primary cancer (to include its
metastases).

Note: Confirmed metastatic cancers in SMS will not be automatically updated by
keying the same cancer site off the ASU in subsequent study years. Only con-
firmed primary cancers will be automatically updated in SMS by keying in the
same cancer site off the ASU.

• When a non-PLCO cancer is reported via a Diagnostic Evaluation form, the ICD-9
code recorded in the non-PLCO Cancer Diagnosis section of the DE form will be
translated into the three-digit cancer code and an expectation for an OCF will be
set for that cancer. 

• If, upon review of the medical record to confirm a reported other “cancer,” for
example, it was found that there was no cancer, an OCF should not be completed.
In this situation an MDF should be completed for an erroneous report of cancer. 

• While confirming a reported non-PLCO cancer, if the primary cancer site is identi-
fied to be a PLCO site, it is necessary to indicate this in Items A.6 and A.6a of the
OCF. Depending on whether or not the PLCO cancer was confirmed in the past, it
may or may not be necessary to complete a DE form for the PLCO cancer. For
example: 

The SC reviews the medical record to confirm a reported liver cancer, and finds
that the primary cancer site was prostate. The circle for prostate should be dark-
ened in Item 6a. If the liver cancer was a metastasis from a prostate cancer that
was already confirmed in the study (the cancer status code is “C”), then a new DE
is not required. If the prostate cancer had never been confirmed in the study, a
DEP form is now required.
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• Item 12, Reported Metastatic Sites: The following three scenarios may be present
following additional investigation of the medical records: 

- A cancer which was initially reported to be a primary is determined to be met-
astatic; or

- The primary cancer is unknown but there are documented metastases; or

- Metastases which were not initially reported as cancer (e.g., on the ASU or
verbally) are later found during review of the records.

An OCF should be used only to document metastases in the first two scenarios
above. In these cases, the metastases should be documented. If this is an
unknown primary, record the Date of Diagnosis, Item A.7, as the date of the first
metastasis diagnosis, and listing the metastases codes in Item A.12. Up to three
metastatic sites may be recorded on one OCF. In a single study year, if there were
more than three “cancers” reported to the SC that are metastases from the same
primary cancer, the SC should contact the CC for an appropriate resolution.
Although it is important to collect information about metastatic disease for the
death review process, NCI requires the recording of metastatic cancers from
unknown primaries only. 

• There is no “window” for abstracting information about non-PLCO cancers, it is
expected that once the SC is notified of the non-PLCO cancer, that every attempt
should be made to investigate and complete the OCF, if appropriate, in a timely
manner. 

• If the cancer is confirmed by both a histopathology and a cytology report, infor-
mation from the earliest procedure with adequate tissue, should be abstracted
onto the OCF.medical record abstraction should be taken from the pathology
report. Histology provides a more definitive diagnosis; therefore, every attempt
should be made to verify if one exists. If multiple procedures with histology were
performed and the earliest does not have a confirming histology report, a later
procedure with a confirming histology report, should be used to code the ICD-O-2
Cancer Diagnosis. Other items must be coded from the earliest procedure, using
other documentation, such as physician’s notes or progress reports. If the cancer
is confirmed by cytologic diagnosis alone, then information should be taken from
the earliest procedure with cytology. If the cancer is confirmed by clinical exami-
nation and diagnostic tests such as radiology, information may be taken from the
earliest report if no histology or cytology report exists. NCI is interested in the
earliest procedure with histology that gave a definitive diagnosis of cancer and
also wants the most complete picture of the cancer. The earliest procedure with
adequate histology is determined by date whereas the most complete picture of
cancer is determined through a confirming histology report. Therefore, it is
acceptable to use different sources to code these items. 

Incorrectly coded cancers, that were entered into the cancers table from the ASU,
should always be cleaned up prior to receipting the OCF. This should be done
under the direction of the Lead Medical Record Abstractor. If the OCF was already
receipted, the following steps should be taken to correct the ASU cancer code:

- The related OCF should be deleted.

- The original ASU should be deleted.

- The hardcopy ASU should be updated with the correct cancer code. This
change should be initialed and dated.

- Re-receipt the ASU.
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- Re-receipt the OCF.

The SC should review the Cancer Status screen after each step to verify that the
updates took place as expected. If all of these steps are followed and there is still
a problem with the cancer codes or expectations, the SC should contact User Sup-
port.

Specifications for completing each item of the form are given below:

General instructions for the completion of forms to be scanned by an Optical Mark
Reader:

• Use a No. 2 pencil to mark your answers. Do not use red ink or felt tip
pens.

• Make heavy black marks that fill the circle completely.

• If you need to change an answer, be sure to erase completely. 

• Mark only one response for each question, unless the instructions tell you
otherwise. 

• Some questions have additional instructions next to certain answers.
These instructions may ask you to skip questions that do not apply or ask
you to provide additional information. First darken the appropriate circle,
and then follow the instructions as directed. Unless instructed otherwise,
go to the next question. 

Administrative Section:

Participant ID: Affix a Participant ID label to the space provided in the upper right-
hand corner of the form. The barcode should be aligned directly over the shaded box,
with the eye-readable number toward the inside of the form. The barcode should be
toward the outer edge of the form.

Date Abstracted: Record the date the medical record was abstracted. This is the
date the entire OCF form was completed. Month and day should be zero filled, and
four digits should be recorded for the year (e.g., 02/07/1999). Darken the circle cor-
responding to each number.

If the disposition of the form is “Interim Complete” (see Disposition below), record
the date the interim disposition was assigned. When the form is finalized, erase the
interim date, record the date the form was finalized, and darken the circles accord-
ingly.

1. Satellite Center: If the participant is assigned to a satellite center for the PLCO Trial,
enter the 2-digit Satellite Center ID, and darken the circle corresponding to each
number. If the participant is not assigned to a satellite center, leave this item blank.

2. Abstractor ID#: Record the 4-digit staff ID number assigned to the individual who is
abstracting the medical record and completing the OCF. If more than one abstractor
completes the OCF, the SC Abstractor should determine which abstractor is responsi-
ble for the content of the form -- it is this abstractor’s ID number which should be
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recorded here. If this abstract is for QA (see Item 5), this should be the QA abstrac-
tor’s ID number. Darken the circles corresponding to the four digits.

- The CTR should not record his/her ID number in this item. There is space for
the CTR to record his/her own staff ID number for the specific item which s/he
completes.

3. Study Year: Record the study year, T0 to T10 T13. This is the study year in which
the SC was notified of a suspicion of cancer. For example, if the cancer was reported:

- on a T1 ASU, the study year is T1;

- by telephone in year T0, the study year is T0; or

- on a T2 DEP, the study year is T2.

Darken the corresponding circles. Remember to right justify and zero-fill the num-
ber for study years T0 - T9 (e.g., T00, T01, T02, etc.).

4. Purpose of Abstract: This form may be used for either the initial abstracting of
medical record information, or for repeat abstraction of the medical record for quality
assurance. Darken the circle corresponding to the purpose of the abstract as follows:

- Initial abstract: Medical record information is being abstracted for the “first”
time to confirm a suspicion of cancer. If this bubble is darkened, the form type
is considered to be “OCF.”

- Re-abstract for QA: Medical record information that has already been
abstracted to confirm a suspicion of cancer is being re-abstracted for the pur-
pose of quality assurance. If this bubble is darkened, the form type is consid-
ered to be “OCQ.” Not yet implemented.

Part A: Confirmation of Cancer: 

5. Result of Confirmation of Reported Non-PLCO Cancer: This item should be com-
pleted after the SC has investigated the reported cancer(s) and determined the pri-
mary cancer. Refer to the SMS report listing “other” cancers to be confirmed. PLCO
cancers should not be listed on this report. Record the type of cancer to be verified as
it is reported. Then assign the 3-digit code corresponding to the type of cancer. Refer
to Appendix I of the Manual of Operations and Procedures (MOOP) for the list of Can-
cer Codes. Record the code in the boxes under “Cancer Code” then darken the circle
corresponding to each number in the code. Only one circle may be darkened.

Complete this item as follows:

• Primary Non-PLCO Cancer: 

- The investigation of the reported “cancer(s)” reveals a primary non-PLCO can-
cer confirmed by histologic examination (study of tissue), cytologic examina-
tion (study of cells), clinical examination only, or clinical investigation (such as
radiography, immunologic or biologic tests, exploratory surgery, etc.). 

- If the primary cancer was confirmed by both histologic and cytologic examina-
tion, information should be abstracted only from the earliest histology report,
with an adequate sample, even if it has a later date than the cytology report.
The histology report is more definitive, and therefore, every attempt should be
made to verify if one exists before utilizing cytologic confirmation. Other docu-
ments such as physician’s notes or progress reports may be used as confirma-
tion of histologic diagnosis. If the primary cancer was confirmed by cytologic
examination alone, then cancer diagnosis information should be taken from
the cytology/cytopathology report. 
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In all cases, darken the circle and go to Item A.7, Date of Cancer Diagnosis.

• Metastatic Site – Unknown Primary: Darken this circle when the investigation
of the reported “cancer(s)” reveals that the primary cancer could not be identified.
Item 12 must have at least one metastatic site entered. In the case of an
unknown primary with a PLCO metastatic cancer site, darken this circle and record
the PLCO metastasis in Item 12. The SMS and DEES options may reject the receipt
of this data. (See the Attachment - OCF Forms with an Unknown Primary) for
additional instructions. Go to Item A.7, Date of Cancer Diagnosis.

• Metastatic Site – PLCO Primary: Darken this circle when the investigation of
the reported “cancer(s)” reveals a primary PLCO cancer. Go to Item A.6a, to
record the type of PLCO Cancer. 

6a. Type of PLCO Cancer: If the reported cancer is a metastatic site of a PLCO primary
cancer, darken a circle to indicate whether the primary cancer site was prostate, lung,
colon, rectum or ovary. If the site is colon or rectum, darken the circle for “colorec-
tum.” Completion of this item and receipt of the OCF will set the expectations for con-
firmation of the PLCO cancer and receipt of a DE form. If the PLCO cancer was already
diagnosed and confirmed (and the SMS carries a cancer status of “Confirmed”), an
additional DE form will not be required.

Darken only one circle. If the result of the investigation of a non-PLCO “cancer”
revealed more than one primary PLCO cancer, record one primary PLCO cancer in this
item. Enter the second PLCO cancer into the Participant Status screen in the SMS,
with an identification source of “OTH” for Other. This will set the expectations for con-
firmation of the second PLCO cancer.

Go to Item A.12 to record any reported primary cancers that were later determined to
be metastases.

In the event that more than one primary cancer is identified at a particular site, only
record information about the first primary cancer (chronologically) at that site in
Items A.7 through A.11.

6. Date of Cancer Diagnosis: Record the month, day and year of the cancer diagnosis
that is confirmed by pathology/histology or cytology/cytopathology report. If the pri-
mary cancer is known, this should be the date the primary cancer was first diagnosed.
If the primary cancer is unknown, this should be the first date of diagnosis for a
metastasis from the unknown primary. This is the date on the report that the actual
procedure was performed that confirmed this cancer diagnosis. If there are multiple
reports that confirmed this cancer, record the earliest date available. 

• If both a histology and cytology report are available confirming the cancer diagno-
sis, use the earliest histology report, with an adequate specimen, that provides
definitive information for a cancer diagnosis. In most instances, the histology
report should be used as the source for recording information, even if the histol-
ogy report has a later date than the cytology report. If only a cytology report is
available, then record the date from that report. If only a radiographic report or a
report from some other diagnostic examination is available and there is no pathol-
ogy report, record the date from the available report. 

• If a report that confirms Date of Cancer Diagnosis is unavailable, you may use
another source from the medical record to complete this item. Examples of
sources include physician’s notes, admission notes, history and physical, dis-
charge summary, or surgical pathology report with a reference to the prior slide
from the biopsy (with date of collection).
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• In the rare occasion where the cancer is diagnosed by clinical examination only
and not pathologically or cytologically, the date of the cancer diagnosis is the date
of the clinical examination during which the cancer was diagnosed. 

• Zero fill month and day, and record four digits for year. Month and year of primary
cancer diagnosis must be known, however, if the day is unknown, record “99.”
Darken the circle corresponding to each number. 

7. ICD-O-2 Cancer Classification of Primary Cancer: This item is for classifying the
physician diagnosis of the primary cancer according to ICD-O-2 (International Classi-
fication of Diseases for Oncology, Second edition, 1990). 

This item is to be completed by a Tumor Registrar who is a Certified Tumor Registrar
(CTR) or CTR eligible. The CTR should code the ten digit ICD-O-2 classification in the
space provided. The CTR should also record his/her four-digit ID# in the space pro-
vided for “CTR ID#”. If the Abstractor is also the CTR, this ID # may be the same as
that recorded in the administrative section of the form.

Darken the circles corresponding to each number or letters for each.

• The ICD-O-2 code should reflect the diagnosis from the earliest (chronological)
histology report (or cytology report if the histology report is not available) with the
initial definitive diagnosis. This item must be coded from histology, with an ade-
quate sample, that has a confirming report in the medical record. If multiple pro-
cedures with histology were done, and the earliest does not have a confirming
histology report, a later procedure with histology and a confirming histology report
should be used to code this item. Other sources, [i.e. cytology report, physician’s
notes, admission notes, history and physical, discharge summary, or surgical
pathology report with a reference to the prior slide from the biopsy (with date of
collection)], may not be used to code this item. The source used to code this item
may not be the same source used to code the Date of Diagnosis in Item A.7

• Extranodal lymphomas arising in an “other cancer” may require the T-cell, B-cell,
or NK cell designation. If so, enter the appropriate code from ICD-O-2 in the
“Grade” space. The T-cell, B-cell or NK cell designation has priority over the grade
when both are provided. NK cell designation = “8”. A circle for “8” does not exist
on the form. Darken the space for “8” under “Grade” for NK cell if this applies.
Refer to Appendix K of the MOOP for further definition of Nodal vs. Extra-nodal
Lymphomas.

• If the primary cancer is unknown, the topography section of the ICD-O-2 code
should be C809.

• The ICD-O-2 cancer classification should be coded by the CTR, if the required doc-
uments are available in the medical record.

8. Verbatim Description of Cancer Diagnosis: This item is concerned with the actual
physician diagnosis of the primary cancer. This item is optional except in the following
situations:

• The diagnosis is based on clinical examination or clinical investigation (such as
radiography), and not histology or cytology; or

The ICD-O-2 code is used to identify the type of non-PLCO cancer to the SMS. There-
fore, this item must be completed in order to receipt the OCF into the SMS and to turn
off expectations for other cancer confirmation.
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• The SC is unable to obtain a copy of the histology, cytology, radiology, or other
report that corresponds to the ICD-O-2 code in Item A.8.

Record the verbatim description of the primary cancer diagnosis from the report con-
firming the cancer. In the case of histology/cytology, the verbatim description should
come from the diagnosis section of the earliest (chronological) histology/cytology
report which confirms the cancer diagnosis. This should be the same report that was
used as a source for the ICD-O-2 code in Item A.8. 

• Occasionally, the diagnosis section will say “see above” or “see microscopic.” In
this situation record verbatim all of the information from the appropriate section
of the report which pertains to the cancer diagnosis. 

• Do not record any information about metastases or recurrent cancer, unless the
site of the primary cancer is unknown. In this case, record information about the
metastases that are identified.

• Do not record any information about benign conditions listed in the diagnosis sec-
tion of the histology or cytology report. 

9. Basis of Diagnosis: The purpose of this item is to document the basis upon which
the diagnosis was made. If the basis of the diagnosis was other than histology, cytol-
ogy, or radiology, it must be specified (e.g., clinical exam, blood test, etc.). Only one
circle may be darkened. Darken a circle to indicate the basis for the cancer as follows:

• Histology: The cancer was diagnosed via histopathology (study of tissue). This
circle may be darkened even if the histology report is not available, but the record
clearly indicates that the cancer was confirmed by histology. 

• Cytology: The cancer was diagnosed via cytopathology (study of cells). This circle
may be darkened even if the cytology report is not available, but the record
clearly indicates that the cancer was confirmed by cytology. 

• Radiology: The primary cancer (or metastatic site if the primary site is unknown)
was diagnosed via a radiologic procedure such as x-ray, ultrasound, MRI, etc. (In
this situation, Item A.9 (Verbatim Description of Primary Cancer Diagnosis) must
be completed.) This circle may be darkened even if the radiology report is not
available, but the record clearly indicates that the cancer was confirmed by radiol-
ogy. 

• Other (SPECIFY): The primary cancer (or metastatic site if the primary site is
unknown) was diagnosed via a clinical examination or diagnostic test other than
radiology. Specify the type of examination or diagnostic test on the line provided
(clinical exam, specific blood test, etc.) (In this situation, Item A.9 (Verbatim
Description of Primary Cancer Diagnosis) must be completed.)

10.Photocopy of Report Confirming Cancer Attached?: This item documents
whether the report that confirmed the cancer has been photocopied and attached to
the OCF. 

• If the cancer was confirmed via histology or cytology, the appropriate histology
report is required. If the cancer was only diagnosed via clinical exam or clinical
investigation (such as radiography), the report from the clinical exam or the diag-
nostic test is required.

• If there are multiple reports confirming this cancer, the photocopy should be of
the earliest report which was the source for recording the ICD-O-2 code recorded
in Item A.8.
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• A situation may arise in which an institution does not allow the photocopying of
records. Every reasonable attempt should be made to obtain permission to photo-
copy the pathology or cytology report since it is a critical end-point of the screen-
ing trial. If special permission or approval is required, the abstractor should work
with the SC Coordinator/Principal Investigator to obtain the necessary approval. If
this item cannot be completed in a timely manner but it may be completed at a
later date, leave it blank and attempt to obtain the information later via data
retrieval.

Darken a circle to indicate whether the report is available as follows:

No: Either the report is referenced in the medical record, but a copy is not
included in the records accessed by the SC; or the report exists, but could not be
photocopied and attached to the OCF. (In this situation, Item A.9 (Verbatim
Description of Primary Cancer Diagnosis) must be completed.)

Yes: The report is available; a photocopy of the report has been obtained; and
the report is attached to the OCF. The photocopy should be labeled with the par-
ticipant's ID number, the study year, titled “OCF/(type of report),” and inserted
into the participant's folder.

11.Reported Metastatic Sites: The purpose of this item is to document that a condition
reported as a “cancer” by the participant, a relative, friend, physician, on the ASU or
via phone, etc. is in fact, a metastasis from another primary cancer. The following are
examples of when this section of the form should be completed:

• A cancer that was initially reported to be a primary is determined to be metastatic.

Example 1: If a participant reports breast and brain cancer on the ASU, the SMS
will expect an OCF for breast cancer and an OCF for brain cancer. If upon investi-
gation, the SC determines that it is a primary breast cancer with metastases to
the brain, only one OCF will be completed, with the ICD-O code for breast cancer
recorded in Item A.8 and the brain metastasis recorded in this item (A.12).
Receipt of the OCF coded in this way will turn off the OCF expectations for the
reported breast cancer and the reported brain cancer. 

Example #2: If a participant reports colon and liver cancer on the ASU, the SMS
will expect a DEC for colon cancer and an OCF for liver cancer. If upon investiga-
tion, the SC determines that it is a colon cancer with metastases to the liver, two
forms will be completed, a DEC and a OCF. The DEC will document the primary
colon cancer. The OCF will document the fact that the primary was colon cancer
(with a bubble in Item A.6a) and the liver metastasis will be recorded in this item
(A.12). Another approach to this scenario is to delete the ASU. Correct the ASU by
removing the liver metastasis and receipt it. Only an expectation for a DEC should
exist. The OCF will not be expected (and is not needed).

• When the primary cancer is unknown but there are documented metastases, the
abstractor should record codes for all metastases from the primary. The first
metastasis recorded should correspond to the date of diagnosis recorded in Item
A.7.

• PLCO metastatic sites that have an unknown primary should be recorded in this
item. The SMS and DEES options may reject the receipt of this data. See the
Attachment “Processing OCF Forms with an Unknown Primary” for additional
instructions.

• Metastases which were not initially reported as cancer (e.g. on the ASU or ver-
bally) are later found. If metastatic sites are revealed upon review of the medical
record, that were not reported as a cancer to the SC (e.g., on the ASU or ver-
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bally), they may be recorded on the OCF in Item 12. NCI does not require docu-
mentation of metastatic sites revealed upon review of the medical record. 

Example: If a participant reports pancreatic cancer and a breast cancer on an
ASU, the SMS will expect an OCF for pancreatic cancer and an OCF for a breast
cancer. If upon investigation, the SC determines that it is a primary pancreatic
cancer with metastases to the breast and liver, the OCF should be completed with
the ICD-O-2 code for pancreatic cancer recorded in Item A.8 and the breast
metastasis recorded in Item A.12. The liver metastasis may be recorded in Item
A.12, although this information is not required by NCI.

• All of the metastatic sites reported in this item must be metastases from the same
primary cancer (either the one reported in Item A.8 or a PLCO primary reported in
Item A.6a). If there are metastases reported that derive from different primaries,
a separate OCF should be completed for each primary cancer and its associated
metastatic sites. 

• Up to three metastatic sites may be recorded in this item. If there were more than
three “cancers” reported to the SC that are metastases from the same primary
cancer, the SC should contact the MRA Coordinator for an appropriate resolution.

• For multiple reports of a cancer that has been confirmed as a metastatic site in a
previous study year, the SC will be required to determine whether or not it is the
same metastasis or a new primary and to complete an MDF-OCF for the same
metastasis and an OCF for a new primary.

Complete this item as follows:

• None Reported - Darken this circle to indicate that no primary cancers were
reported that turned out to be metastatic sites. For example, if the participant
reported breast cancer and it was confirmed to be a primary breast cancer, this
circle should be darkened. Go to Part B. 

• Record up to Three Sites – Using the Cancer Codes for Use on ASU and OCF
from Appendix I of the MOOP, code the metastatic sites using the three digit can-
cer codes that are designated for use on the ASU if there is an unknown primary
or the primary cancer was reported erroneously. Refer to the specifications for the
code list as necessary. Record the 3-digit codes for up to three metastatic sites
from top to bottom and darken the corresponding circles

Note that the codes 888 (Other-Specify) and 998 (Don’t Know) and 999 (Not
Ascertained) cannot be used for metastatic sites. The codes for PLCO cancers
should be recorded only if they are metastases from an unknown primary. The
SMS and DEES options may reject the receipt of this data. See the Attachment
“Processing OCF Forms with an Unknown Primary” for additional instructions.

• The Abstractor may also record the site of the metastasis in English (e.g., brain,
bone, etc.) on the line labeled “Site: ________________” but this is optional. If
the English description is also recorded, please ensure that no handwriting enters
the scanning box below the text line. 

Part B: Physician/Hospital Location Information:

In this section, record physician and hospital location information, where the participant
underwent diagnostic evaluation for the cancer(s) documented on this OCF primary or meta-
static cancer, other than what was reported prior to abstracting. Information on the physi-
cian who diagnosed the metastatic cancer should only be collected if the primary cancer is
unknown. Items B.137 and B.148 are optional/not required, but it is recommended that they
be completed to facilitate collection of additional medical record data, including pathology
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reports and slides. This section also includes a comments item for recording additional or dis-
crepant information. The physician and hospital location information will not be entered into
the Data Entry and Editing System (DEES), while all information recorded in the Comments
item will be entered.

12.Physician for Primary or Metastatic Cancer Diagnosis Information: Record the
name, address, and telephone number of the primary physician who provided care
during the participant's diagnostic evaluation for the primary or metastatic cancer
and/or the physician who performed the diagnostic evaluation procedures. Space has
been allotted for entry of two physicians. Record the physician's office address, if
available, otherwise record the physician's hospital address. Record the participant's
medical record or chart number for each physician location.

13.Hospital or Clinic for Primary or Metastatic Cancer Diagnosis Information:
Record the name, address, and telephone number of the hospital or clinic at which the
participant underwent one or more diagnostic procedures for the primary or meta-
static cancer. Space has been allotted for entry of two hospitals or clinics. Record the
participant's medical record or chart number for each hospital or clinic location.

14.Comments: Use this section to record any overflow information or discrepant infor-
mation while abstracting from the participant's medical record.

• If an item being abstracted has conflicting or discrepant information, the SC Lead
Abstractor, SC Coordinator or, and if necessary, the Principal Investigator should
review the discrepant information prior to contacting the CC MRA Coordinator.

If there are no additional comments, darken the circle next to “No.” If there are addi-
tional comments, darken the circle next to “Yes,” then record the comments as fol-
lows: 

• First enter the item number indicating the item to which the comments are
related, record the comments in the space provided to the right of the item num-
ber, and then record your initials and the date. 

• Place an asterisk next to the item number being referenced in the main body of
the form. 

• If more space is needed, darken the circle next to “Continued,” and record addi-
tional comments on a Comments Continuation Form (CCF).

Forms Processing: These are the steps that should be completed in order to process
the Other Cancer Form. All of the items except “Final Disposition” are optional. “Dis-
position” is required and may be marked on the form or entered directly into DEES.
Disposition of “Final Complete” (FCM) may also be set automatically in DEES when the
form is edited (see DEES User’s Guide/DEES Upgrade Documentation).

Form Receipted into SMS: This item is optional. Receipt the form into the SMS.
Darken this circle after the form has been receipted into the SMS. The form may be
receipted interactively (Refer to Chapter 17 for instructions on receipting forms).

Manual Review Completed: This item is optional. Darken this circle after the form
has been reviewed by SC staff to make sure that the information is complete, legible,

Item A.15, Comments:

Item # Comments

A.9 Text
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and that all appropriate circles are darkened properly. (Refer to Chapter 17 for
instructions on performing a manual review of forms.)

Data Retrieval: This item is optional. Complete this item after data retrieval has
been performed. If data retrieval was attempted, regardless of whether or not addi-
tional information was collected, darken the circle next to “Attempted.” If no data
retrieval was required, darken the circle next to “None Required.”

Data Entry of Non-Scannable Items: This item is optional. Complete this item
after the form has been scanned, and items which could not be scanned, such as ver-
batim responses, have been keyed in the Data Entry and Editing System. (Refer to
Chapter 17 for instructions on data entry of non-scannable items.) When data entry is
complete, darken the circle next to “Completed.” If no data entry of non-scannable
items is required, darken the circle next to “None Required.”

Disposition: The SC is required to assign a final disposition to each opscan form.
There is one interim disposition and two final dispositions:

• Interim Complete (ICM): This disposition may be assigned when there are out-
standing data but the SC would like to scan the data that are available into the
DEES. (Since it may take a number of months for all of the data to be abstracted,
it is recommended that the form be scanned into the Data Entry and Editing Sys-
tem each time it is updated.) Note that receipt of a form with an ICM disposition
will not turn off expectations for the OCF unless Item A.8 (ICD-O-2) is completed.

• Final Complete (FCM): This disposition may be assigned when there are no
errors reported on the DEES edit report or the only errors reported are
“UNLIKELY” errors that have been investigated by the SC or errors on the optional
forms processing items.

• Final Incomplete (FIC): This disposition may be assigned when there are errors
reported on the DEES edit report (except UNLIKELY errors that have been investi-
gated) which cannot be corrected. This includes errors that cannot be corrected
because data retrieval is not required for the item, or because the information
could not be obtained, even with data retrieval.

The disposition may be assigned in three ways:

• by darkening the bubble circle on the opscan form and scanning it;

• by keying the final disposition into DEES;

• by allowing the computer to assign the final disposition for forms with no errors
(FCM only).
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ATTACHMENT A

PLCO All Cancer Confirmation
Processing OCF Forms With An Unknown Primary Cancer

Reminder: NCI is only interested in collecting metastatic cancers from Confirmed Unknown
Primaries.

As you my recall, Beth Bridgeman in the past has provided instructions for completing the
OCF when you have a case of a confirmed unknown primary that has a PLCO metastatic site.
This is an updated documented version of what was included in the last version of the MOOP
due to the April 2004, SMS conversion upgrade. The SC Coordinators should notify the data
managers as well as the abstractors of this clarification.

The Other Cancer Form (OCF) allows data collection for Unknown primary cancers. The DEES
and SMS systems support processing of non-PLCO metastatic cancers but they do not totally
support collection of PLCO metastatic cancers (from unknown primaries or other primaries).
Westat assistance is no longer required to support the data collection of metastatic cancers
from a PLCO site. 

PLCO metastatic cancers from a "known or unknown primary" that have been investigated
should still be tracked manually by the SC. If a DE expectation exists for the same study year
and for the same PLCO metastatic site, an MDF-DEx should be receipted with a reason code
of E (erroneous report).

To successfully receipt an OCF with metastatic cancers from an unknown primary
please follow the guidelines below:

• Item A.6 record Metastatic Site - Unknown Primary. (Do not use the first bubble
indicating Primary Non-PLCO Cancer).

• Item A.12 - Reported Metastatic Sites should be recorded with the appropriate 3-
digit cancer code (refer to MOOP, Appendix I). If an expectation for the metastatic
cancer code does not already appear in the SMS Participant Status Cancer History
table, a record will automatically be added to the table.  This includes the addition
of plco metastatic sites.

• The SCs should assign an FIC (final incomplete) disposition if an INVALID DEES
edit appears for item A. 12 only when the cancer code is one of the following
codes: 021 (lung), 028 (ovary), 031 (prostate) or 080 (colorectal). The INVALID
edit will be revised in a future DEES upgrade.

• The SCs should move the finalized OCF data to the SMS via the UPDSMS (Update
SMS) module in DEES. Please note that these forms currently cannot be receipted
interactively in the SMS through the FAST/ENTRY module.

• The SCs may ignore error #46, if received, on the SMS Intra-Form Edits report
indicating that the PLCO metastatic code is invalid for the OCF or for the CANCERS
data if the cancer code (ccode) is one of the following codes: 021 (lung), 028
(ovary), 031 (prostate) or 080 (colorectal).  The edit error will be revised in a
future SMS upgrade.

• Westat will no longer support Screening Center requests to add PLCO metastatic
cancers for confirmed unknown primary cancers to the SMS Cancer History table.
Therefore, for some previously processed cases and future cases, the metastatic
data recorded for a PLCO site may only reside in the DEES data tables and in the
SMS OCF data tables.
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• Westat will no longer send Data Investigation Form (DIF) requests indicating that
PLCO metastatic cancers recorded on the OCF do not appear in the SMS Cancer
History table.  

• Any confirmed prostate, lung, colorectal or ovarian metastatic cancers recorded
on the OCF that do not appear in the SMS Cancer History table will not appear on
the SMS Medical Background Report or in the Cancer History section of the SMS
Participant Overview Report.  The Screening Center now has the option to delete
the OCF in SMS and DEES and using the DEES UPDSMS module move the data to
SMS to synchronize the data between the Cancer History table and the OCF data.

• The SC staff should manually track all participants with a prostate, lung, colon or
ovarian (PLCO) metastatic cancer. If a participant is in the Intervention arm, the
related PLCO screen should not be performed. (Refer to PLCO Decision Log 43(5).
The SMS will not turn off any expectations for future screens due to a PLCO meta-
static cancer, only for PLCO primary cancers. It is recommended that a note be
entered into the Scheduling Notes section on the SMS Participant Status Screen,
which will then appear on the Participant Overview Report for future use in sched-
uling participants, etc.

Westat will routinely identify for the SCs PLCO metastatic cancer sites recorded on the OCF
for use in manual tracking.
October 1, 2003 14 Specifications for Other
Appendix A-8-5 Cancer Confirmation Form



A-8-6

A-8-6: Diagnostic/Staging Procedures Supplement 
(DSS3)

Specifications for the Diagnostic/Staging Procedures 
Supplement







PLCO Cancer Screening Trial

SPECIFICATIONS FOR COMPLETION OF THE MEDICAL RECORD ABSTRACT 
FORM:

DIAGNOSTIC EVALUATION - DIAGNOSTIC/STAGING PROCEDURES SUPPLEMENT 
(DSS3) 

This form is a supplement to the Diagnostic Evaluation forms. – DEP3, DEL3, DEC3, and
DEO3. It is to be completed by the Medical Record Abstractor when additional space is
needed for recording more than 12 diagnostic/staging procedures when abstracting informa-
tion for the DEP3, DEL3, DEC3, or DEO3. This form provides space for recording 11 additional
diagnostic/staging procedures, numbered 13 through 23. The same General Abstracting
Techniques and guidelines for the collection of diagnostic evaluation information presented in
the specifications for each of the DE3 forms apply when utilizing the DSS. The Version 3 DSS
may be used only with Version 3 DE forms.

Specifications for completing each item of the form are given below:

General instructions for the completion of forms to be scanned by an Optical Mark
Reader:

• Use a No. 2 pencil to mark your answers. Do not use red ink or felt tip
pens.

• Make heavy black marks that fill the circle completely.

• If you need to change an answer, be sure to erase completely. 

• Mark only one response for each question, unless the instructions tell you
otherwise. 

• Some questions have additional instructions next to certain answers.
These instructions may ask you to skip questions that do not apply or ask
you to provide additional information. First darken the appropriate circle,
and then follow the instructions as directed. Unless instructed otherwise,
go to the next question. 

Administrative Section:

Items 1, 2, 3 and 4, and the Participant ID number are used to link the DSS to the DE form
for which it is serving as a supplement. Items 1 and 2 on the DSS are also found on the DE
forms as Items 5 and 6. It is important that the same information that is recorded for these
items on the DE form also be recorded on the DSS form.

Participant ID: Affix a Participant ID label to the space provided in the lower left cor-
ner of the form. The barcode should be aligned directly over the shaded box, with the
eye-readable number toward the inside of the form. The barcode should be toward
the outer edge of the form.
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1. Study Year: Record the study year, T0 to T13, as it appears on the DE form for which
the DSS is being used as a supplement. This is the study year in which the SC was
notified of a suspicion of the PLCO cancer. Darken the corresponding circles. Remem-
ber to right justify and zero-fill the number for study years T0 - T9 (e.g., T00, T01,
T02, etc.).

2. Purpose of Abstract: This form may be used as a supplement to a DE form for
either the initial abstracting of medical record information, or for repeat abstraction of
the medical record for quality assurance. Darken the circle corresponding to the pur-
pose of the abstract (either "Initial abstract" or "Re-abstract for QA") as it appears on
the DE form for which the DSS is being used as a supplement. Re-abstract for QA is
not yet implemented.

3. Supplement to: The DSS3 may be used as a supplement to any of the Version 3 DE
forms, whether an initial abstract or a re-abstract for quality assurance is being per-
formed. Darken the circle indicating the form to which the DSS is serving as a supple-
ment.

4. Diagnostic/Staging Procedures: The remainder of this form is to be completed in
the same manner as the “Diagnostic/Staging Procedures” section of the DE form for
which the DSS is serving as a supplement. For each diagnostic/staging procedure per-
formed, complete the "Type of Procedure," and "Date of Procedure" as indicated in
the specifications for the appropriate DE form. When completing this section of the
DSS, refer to the procedure codes on the appropriate DE form under "Diagnostic/
Staging Procedures," or to the codes provided at the end of these specifications titled
"Diagnostic/Staging Procedure Codes."

• The DSS form provides eleven additional spaces for recording diagnostic/staging
procedures, numbered 13 through 23. If there are more than 23 diagnostic/stag-
ing procedures, place an asterisk beside Item 4 (Diagnostic/Staging Procedures),
and use the Comments section of the appropriate DE form to record the same
type of data as requested in the table. In Comments, record the item numbers
and labels followed by the data. For example, additional Diagnostic/Staging Proce-
dures for colorectal cancer, should be recorded as follows in Comments on the
DEC:

Item #  Comments

A.5 24; Type = _; Date =
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DIAGNOSTIC/STAGING PROCEDURE AND RESULT CODES

CANCER TYPE PROCEDURE CODES

PROSTATE 01 = CT scan – abdominal
02 = CT scan - other (SPECIFY)
03 = CT scan - pelvic 
04 = Intravenous pyelography (IVP)/excretory urography
05 = Laparoscopic lymph node biopsy
06 = Lymphangiogram
07 = MRI scan - abdominal
08 = MRI scan - other (SPECIFY)
09 = MRI scan - pelvic
10 = Other biopsy (SPECIFY)
11 = Preoperative prostatic acid phosphatase (PAP)
     (RECORD VALUE)
12 = Bone radiograph
13 = Chest radiograph
14 = Radioisotope bone scan
15 = TURP
16 = Lymphadenectomy/Lymph node sampling
17 = Cystoscopy
18 = Proctosigmoidoscopy
19 = Other endoscopy (SPECIFY)
20 = Prostatectomy
21 = Clinical evaluation
22 = CT scan – abdomen and pelvis combined
23 = Cystogram
24 = Cystourethroscopy/Cystopanendoscopy
25 = Other radiograph (SPECIFY)
26 = Record review
27 = Ultrasound (SPECIFY)
28 = Ureterogram
88 = Other (SPECIFY)
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CANCER 
TYPE PROCEDURE CODES

LUNG 01 = Bronchoscopy
02 = Chest radiograph
04 = Clinical evaluation
05 = CT scan - brain 
06 = CT scan - chest
07 = CT scan - liver
08 = CT scan - other (SPECIFY)
09 = Cytology (sputum, bronchial washing/brushing)
10 = Mediastinoscopy/mediastinotomy
11 = MRA scan - brain
12 = MRA scan - chest
13 = MRA scan - liver
14 = MRA scan - other (SPECIFY)
15 = Biopsy, needle aspiration (SPECIFY)
16 = Biopsy, lymph node – other (SPECIFY)
17 = Biopsy, other (SPECIFY)
18 = Pulmonary function tests/Spirometry
19 = Radionuclide scan - bone
20 = Radionuclide scan - brain
21 = Radionuclide scan - liver
22 = Biopsy, scalene (supraclavicular) lymph nodes
23 = Biopsy, surgical open 
24 = Thoracotomy
25 = Biopsy, transbronchial needle aspiration (TBNA)
26 = Biopsy, transthoracic needle aspiration (TNA)
27 = Resection
28 = Thoracoscopy
30 = Bone radiograph
31 = CT scan – chest and upper abdomen
32 = CT scan – abdomen and pelvis combined
33 = Biopsy, endobronchial
34 = Fluoroscopy
35 = Gallium scan
36 = Biopsy, liver
37 = Lymphadenectomy/lymph node sampling
38 = MRI scan – bone
39 = Radiograph, other (SPECIFY)
40 = CT scan, spiral – chest
41 = Thoracentesis
42 = Biopsy, transbronchial
43 = Ultrasound (SPECIFY)
44 = Ventilation perfusion lung scan/scintigraphy
45 = Internal referral
46 = Record review
88 = Other (SPECIFY)
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CANCER TYPE PROCEDURE CODES

COLORECTAL 01 = Abdominal flat plate (plain film)
02 = Barium enema radiograph
03 = Biopsy (SPECIFY)
04 = Chest radiograph
05 = Clinical evaluation
06 = CT scan - abdominal
07 = CT scan - other (SPECIFY)
08 = CT scan - pelvic
09 = Cystoscopy
10 = DRE
11 = Intravenous pyelography (IVP)/excretory urography
12 = MRI scan - abdominal
13 = MRI scan - other (SPECIFY)
14 = MRI scan - pelvic
15 = Preoperative carcinoembryonic antigen (CEA)
        (Record value)
16 = Stool occult blood
17 = Record review
18 = Resection (SPECIFY)
19 = Abdominal ultrasound
20 = CT scan – abdomen and pelvis combined
21 = Hemicolectomy
22 = Laparoscopy
23 = Laparotomy
24 = Lymphadenectomy/Lymph node sampling
25 = Other radiograph (SPECIFY)
26 = Ultrasound (SPECIFY)
27 = Upper GI evaluation – endoscopic/radiographic
88 = Other (SPECIFY)

CANCER TYPE PROCEDURE CODES
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OVARIAN 01 = Barium enema
02 = Biopsy (SPECIFY)
03 = Chest radiograph
04 = Color doppler
05 = CT scan - abdominal
06 = CT scan - other (SPECIFY)
07 = CT scan - pelvic
08 = Culdocentesis
09 = Intra-abdominal washings (peritoneal or pelvic)
10 = Intravenous pyelography (IVP)/excretory urography
11 = Laparotomy
12 = Lymphangiogram
13 = MRI scan - abdominal
14 = MRI scan - other (SPECIFY)
15 = MRI scan - pelvic
16 = Needle aspiration
17 = Paracentesis
21 = Transabdominal/Pelvic ultrasound or sonogram
22 = Transvaginal ultrasound
23 = Oophorectomy/Salpingooophorectomy
24 = Abdominal/vaginal hysterectomy
25 = Clinical evaluation
26 = CT scan – abdomen and pelvis combined
27 = CT scan – chest
28 = Hysteroscopy
29 = Laparoscopy
30 = Lymphadenectomy/Lymph node sampling
31 = Omentectomy, complete/NOS
32 = Omentectomy, partial
33 = Radiograph, other (SPECIFY)
34 = Record review
35 = Resection (SPECIFY)
36 = Sigmoidoscopy/Colonoscopy
37 = Thoracentesis
38 = Transabdominal/pelvic and transvaginal ultrasounds combined
39 = Ultrasound, other (SPECIFY)
88 = Other (SPECIFY)
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A-9-1

A-9-1: Death Documentation Sheet (DDS)

Specifications for the Death Documentation Sheet



 Prostate, Lung, Colorectal, and Ovarian Cancer Screening Trial  Version Date:  02/00 

DEATH DOCUMENTATION SHEET (DDS) 
   
Screening Center ................................................................ |__|__|   
   
Satellite Center ................................................................... |__|__|  Participant ID Label 
   
Participant's Date of Death ...................... |__|__|-|__|__|-|__|__|__|__|   
   
   

 

    
PART A:  CANCER CONFIRMATION 
Check each step as it is completed: 
 

 All ASUs receipted. 
 All other methods of cancer ascertainment completed. 
 All suspected cancers confirmed. 

 
Was this case selected for review?  Yes, by the CC (COMPLETE PARTS B AND C) 
  No (END) 
 
 
PART B:  MEDICAL DOCUMENTATION 
Complete the following chart as documents are collected for death review. 
 
 Document Type Requested Not Applicable  
 Terminal events    

 Hospital admission history/physical    

 Operative procedures reports    

 Pathology reports    

 Chemotherapy notes    

 Radiotherapy notes    

 Management of co-existing cancers    

 Hospital discharge abstracts    

 Hospital discharge summary    

 Diagnostic procedure reports    

 Diagnostic imaging reports    

 Outpatient notes    

 Other diagnosis documents    

 Other treatment documents    

 

 

   



 
The following documents could not be obtained: 
 
 Document Type Date Comments  
     

     

     

     

     

     
     

     

     

     

 
 

 

 
PART C:  EDITING AND SHIPPING DRP DOCUMENTS 
Check each step as it is completed: 
 
Editing of Documentation: 

 Identifiers Removed  Method of cancer detection removed 
 References to PLCO removed or Not Applicable  or Not Applicable 
 References to participant allocation  Each page labeled with PID 

 (Intervention or Control) removed or Not Applicable 
 

Medical Record Documentation Complete?  Yes 
  No 
Shipping of Materials: 

 One copy of DRP folder  
 10 extra PID labels  
 Folders organized 
 Transmittal log completed 

 

 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 



PLCO Cancer Screening Trial

SPECIFICATIONS FOR COMPLETION OF THE DEATH DOCUMENTATION SHEET 
(DDS)

The Death Documentation Sheet (DDS) is provided as a manual tracking record to document
and monitor completion of each step of the DRP. It should be initiated when the death certif-
icate is receipted into the SMS and should be used as a checklist to indicate completion of
cancer ascertainment, ongoing medical record collection and editing, and shipment of DRP
materials. The SCs are required to use this form for the 25 cases that are included in the
death review pilot, however, its usefulness will be evaluated after the pilot and it may be dis-
continued for the main death review effort. The SC will submit copies of the 25 DDSs to the
CC during the pilot period.

Specifications for completing each item of the form are given below:

Administrative Section:

Participant ID: Affix a Participant ID label to the space provided in the upper right
section of the form.

Screening Center: Enter the 2-digit screening center ID.

Satellite Center: If a participant is affiliated with a satellite center, enter the 2-digit
satellite center ID. If the participant is not affiliated with a satellite center, leave this
item blank.

Date of Death: Record the participant’s date of death.

Part A: Cancer Confirmation: This section documents the cancer confirmation activities
that must take place prior to submission of the case to be evaluated for death review (the
algorithm run at the CC). In this section, the SC staff member should check off each task as
it is completed. The tasks are described below.

History of Malignancy administered and followed up: The SC has administered
the History of Malignancy Form to the participant’s primary care physician as noted on
the locator form in the SMS. The SC has completed all follow-up for non-response. If
the HOM is not returned to the SC within 4 weeks of the followup mailing, the followup
is considered complete. 

All ASUs receipted: The SC has receipted an ASU or an MDF for an ASU for each
study year in which it is expected for the participant.

All other methods of cancer ascertainment completed: The SC has receipted
information from any outside contacts that reported participant cancer, as well as any
searches of cancer registries and hospital records that the SC routinely performs for
cancer identification.

All suspected cancers confirmed: The SC has completed all medical record
abstracting for diagnostic information and there are no open expectations for any DE
or OCF forms (i.e., there are no cancer records with a status of S (Suspected). They
are all closed out as C (Confirmed), P (Previously Confirmed), M (Missing Data), or N
(Confirmed as No Cancer).

Was this case selected for review?: This item indicates whether or not this death was
selected for review by the death review algorithm (run by the CC), or by the PI. 

Yes, by the CC: Check this item if the case was classified by the algorithm as “R”
(Review).
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No: Check this item only to indicate that the algorithm determined that
the case does not need review and classified it as “C” (Certified). If
this item is checked, the DRP is considered completed for this par-
ticipant.

Part B: Medical Documentation: The purpose of this section is to document the medical
record collection process. The chart will serve as a checklist to help the SC ensure complete
records collection and will help NCI assess the scope and success of the medical records col-
lection task. 

Document Type: This is the type of document that may be collected for death
review. Not all document types will be collected for a single case. 

Requested: Place a check mark in this column if all applicable documents of this type
were requested.

Not Applicable: Place a check mark in this column if this type of document is not
applicable to this case.

The second chart in this section is to be used to document documents that were requested,
but could not be obtained. This is important as it will advise the DRC reviewers of the dispo-
sition of documents that are missing from the DRP folder.

Document Type: This is the type of document that could not be obtained (e.g.,
pathology report, history and physical, etc.) Record whether it is inpatient or outpa-
tient documentation.

Date: Record the date of the document (e.g., the date of the visit or the procedure to
which it corresponds)

Comments: Use this space to record any comments related to why this document
could not be obtained, including the number of attempts made to obtain it. 

Part C: Editing and Shipping DRP Documents: The purpose of this section is to document
the editing of the medical records for the Death Review Committee and the shipping of one
copy to the CC for distribution to the committee.

Editing of Documentation:

Identifiers Removed – all participant and relative names and participant medical
record number or social security number removed.

References to PLCO removed or Not Applicable – If there were references to PLCO
or to cancer screening in the record, they have been removed. 

Reference to participant allocation (Intervention or Control) removed or Not Appli-
cable – If there were references to the participant’s randomization group assign-
ment, they were removed.

Method of cancer detection removed or Not Applicable – If there were references
to whether the cancer was detected as a result of a screening examination, they
were removed.

Each page labeled with PID – each page has either a PID label, or PID stamp, on
it.

When the SC considers the editing to be complete, all boxes should be checked.

Medical Record Documentation Complete?: Check the appropriate response as
follows:

Yes – All available records have been collected. 
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No - All available records have not been collected. The SC did attempt to obtain
some records that may have been appropriate for the DRP but were not available.
Details should be provided in chart 2 of section B.

Shipping of Materials

One copy made (including DDS) – Check this item when all photocopies have been
made. Ensure that the photocopies are readable before shipping to the CC.

Ten (10) extra PID labels - Check this item when the 10 extra PID labels have
been enclosed in the DRP folder.

Folders organized – Check this item when the folders are organized in the order
they appear on the transmittal log and secured with rubber bands to prevent doc-
uments from falling out of the folders.

Transmittal log completed – Check this item when the DRP Material Transmittal
Log is completed and checked against the folders.

After completing the form: File the original DDS in the participant’s DRP folder. It
will be photocopied for review by the DRC if the case is selected for review.
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A-9-2: History of Malignancy Form (HOM)

Specifications for the History of Malignancy Form



Prostate, Lung, Colorectal and Ovarian Cancer Screening Trial 
History of Malignancy Form 

To Dr. ____________________________ Date: ___/___/___             
 
Re:  ______________________________ Address: ______________________________________  

Date of Birth:  ___/___/___      ______________________________________ 

Date of Death: ___/___/___           SSN:  _ _ _ _ _ _ _ _ _ 

Please answer the following questions.  Check only one box, unless instructed otherwise. 

1. On what date did you last see this patient?  ___/____/____ 

2. During which years was this patient seen at your facility?   19____ to  20 ____ 

3. Have you ever diagnosed cancer in this patient?     No (Go to 4) 
           Yes 

  a. On what date was the diagnosis made?  _____/_____/____ 

b.  Diagnosing Physician’s Name and Address: ___________________________________ 
 ________________________________________________________________________ 

c. At what institution(s) were the diagnostic tests performed? 
 

1. Hospital/Clinic/Physician Office: ___________________________________ 
 
    Address: _______________________________________________________ 
 
2. Hospital/Clinic/Physician Office: ___________________________________ 
 
    Address: _______________________________________________________ 
 

d.  Was it possible to determine the organ within which the tumor arose (primary site)? 

 No  
 Yes   (Site: ___________________________________________) 

 
 
4. If you have not diagnosed a malignancy in this patient, are you aware of a diagnosis of cancer 

made by another physician caring for your patient? 

 No  
 Yes   (Site and type of cancer: ________________________________________) 

 
Diagnosing physician's name and address: 

 Name: ____________________________________________________ 

 Address:___________________________________________________ 
 

/HOM/Rev. 7/00 



Prostate, Lung, Colorectal and Ovarian Cancer Screening Trial 

Form completed by:  Signature:___________________________________________ 

Print name:_______________________________  Date Completed:  ___/____/____ 

HOM/Rev. 7/00 



 PLCO Cancer Screening Trial

SPECIFICATIONS FOR COMPLETION OF THE HISTORY OF MALIGNANCY FORM 
(HOM)

The History of Malignancy Form (HOM) is to be administered to the primary care physician
for deceased PLCO participants whose cause of death is listed as ‘Natural Causes’. SC staff
should identify the appropriate physicians and complete the top administrative section of the
form. The HOM should be sent to the physicians with a cover letter. 

Specifications for completing each item of the form are given below:

Administrative Section:

This section should be completed by the SC staff prior to sending the HOM to each physician.
The PID should not be written on the form, nor should a PID label be applied to the form prior
to mailing, since this would provide a link between the participant’s name and the PID and
could compromise participant confidentiality.

To Dr.: Record the name of the physician.

Date: Record today’s date.

Re: Record the name of the participant.

Address: Record the last known address of the participant.

Date of Birth: Record the participant’s date of birth.

Date of Death: Record the participant’s date of death.

SSN: Record the participant’s social security number, if available.

Question 1: On what date did you last see this patient? 

The physician should record date of the most recent office visit or examination by the
physician at a hospital.

Question 2: During which years was this patient seen at your facility? 

The physician should record the year of the first encounter between the participant
and himself/herself, and the year of the last encounter between them, even if there
was a gap of several years between encounters. The year of the last encounter should
correspond with the date of the last visit in Question 1.

Question 3: Are you aware of any cancer diagnosis in this patient?

The physician should record “Yes” if s/he diagnosed the cancer or if s/he is aware of a
cancer diagnosed by another physician. If there were several cancers diagnosed, the
physician should record the information for one cancer in items 3a – 3c and the same
information for additional cancers on a separate sheet or on the back of the form.

a. On what date was the diagnosis made? 

The physician should record the date of the first diagnosis of this cancer in this
participant.

b. Diagnosing physician’s name and address.

The physician should record the name and address of the physician who diagnosed
the cancer. The physician may write “self” if s/he personally diagnosed the cancer.
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c. At what institution(s) were the diagnostic tests performed?

The physician should record up to two hospitals, clinics or physician offices in
which the main diagnostic procedures were performed.

d. Was is possible to determine the organ within which the tumor arose (pri-
mary site)?

Form completed by: The physician should sign his/her full name, and print his/her full
name. 

Date Completed: The physician should record the date on which s/he completed this form.

After the form is completed: 

The HOM should be reviewed for reported cancer in Questions 3 and 4, and the SMS should
be updated as appropriate. If another physician was listed in Question 3b, the SC should fol-
low-up with this physician to obtain information concerning this cancer diagnosis. The HOM
form should be filed in the participant’s DRP folder. 

The physician should mark the appropriate box indictaing if he/she knows the primary site of
the cancer. If the physician marks “yes” then the site must also be written.
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A-9-3

A-9-3: Diagnostic Tests for PLCO Cancers



DIAGNOSTIC TESTS FOR PLCO CANCERS

Cancer Type Diagnostic Tests

Prostate CT scan- abdominal, pelvic or other
Intravenous pyelography (IVP)/excretory urography
Laparoscopic lymph node biopsy
Lymphangiogram
MRI scan- abdominal, pelvic, other
Other biopsy
Preoperative Prostatic Acid Phosphatase (PAP)
Bone Radiograph
Chest radiograph
Radioisotope bone scan
TURP
Lymphadenectomy
Cystoscopy
Proctosigmoidoscopy
Other endoscopy
Prostatectomy

Lung Bronchoscopy
Chest radiograph
Comparison of chest x-rays
Clinical exam
CT scan- brain, chest, liver, other
Cytology (sputum, bronchial washing/brushing)
Mediastinoscopy/mediastinotomy
MRA scan- brain, chest, liver, other
Needle aspiration biopsy
Other lymph node biopsy
Other organ biopsy
Pulmonary function tests
Radionuclide scan- bone, brain, liver
Scalene (supraclavicular) node biopsy
Surgical open biopsy
Thoracotomy
Transbronchial needle aspiration (TBNA)
Transthoracic needle aspiration (TNA)
Resection
Thoracoscopy
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Colorectal Abdominal flat plain (plain film)
Barium enema radiograph
Other biopsy
Chest radiograph
CT scan- abdominal, pelvic, other
Cystoscopy
DRE
Intravenous pyelography (IVP)/excretory urography
MRI scan- abdominal, pelvic , other
Preoperative Carcinoembryonic Antigen (CEA)
Resection
Stool occult blood

Ovarian Barium enema
Other biopsy
Chest Radiograph
Color Doppler
CT Scan- abdominal, pelvic, other
Culdocentesis
Intra-abdominal washings (peritoneal or pelvic)
Intravenous pyelography (IVP)/excretory urography
Laparotomy
Lymphangiogram
MRI scan- abdominal, pelvic, other
Needle aspiration
Oophorectomy
Paracentesis
Pelvic exam
Pelvic laparoscopy
Transabdominal/Pelvic ultrasound or sonogram
Transvaginal ultrasound

Cancer Type Diagnostic Tests
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A-9-4: DRP Material Transmittal 
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Appendix A-8-5 Cancer Confirmation Form

PLCO - DRP MATERIAL TRANSMITTAL LOG

Please complete this transmittal for the DRP folders which are currently being shipped (1
copy per PID).  Keep a copy of this log at the SC for your records and FAX a copy to Joseph
Eisen - DRP, (240) 453-2726.  Please mail to:

Joseph Eisen

TB268 – DRP Coordinator

1650 Research Boulevard

Rockville, MD  20850

SC: _________                                      Date Sent to Westat: ___________________

PID
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A-9-5: Additional Documentation Request Form 
(ADR)

Specifications for the Additional Documentation 



Prostate, Lung, Colorectal, and Ovarian Cancer Screening Trial Version Date:  6/02

ADDITIONAL DOCUMENTATION REQUEST FORM (ADR)

Screening Center ................................................................ |__|__|
Participant ID Label

Satellite Center ................................................................... |__|__|

Participant's Date of Death ...................... |__|__|-|__|__|-|__|__|__|__|

Requested by: CC
NCI
DRC Reviewer Name:                     

Date Requested…………………………….|__|__|-|__|__|-|__|__|__|__|

Documents:

Document Type Date Physician/Clinic Name

1. 

2. 

3. 

4. 

5. 

6. 

7. 

8. 

9. 

10. 

11. 

12. 

13. 

14. 

15. 
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PLCO Cancer Screening Trial

SPECIFICATIONS FOR COMPLETION OF THE 
ADDITIONAL DOCUMENTATION REQUEST FORM (ADR)

The Additional Documentation Request Form (ADR) for the death review process is used by
the CC, NCI and the DRC to request additional medical record documents from the SC to sup-
port the death review process.

Specifications for completing each item of the form are given below:

Administrative Section:

Participant ID: A Participant ID label will be pre–applied in the space provided in the
upper right section of the form.

Screening Center: Record the two digit SC ID.

Satellite Center: If a participant is affiliated with a satellite center, enter the 2-digit
satellite center ID. If the participant is not affiliated with a satellite center, leave this
item blank.

Participant Date of Death: Record the month day and year of the participant's
death. Record 4 digits for the year.

Requested by: Check a box to indicate whether the request is from the CC the NCI
consultant or a member of the Death Review Committee. If the request is from the
DRC, record the name of the reviewer. 

Date Requested: Record the date that the request for additional documentation is
made.

Document Request Section:

This section is used to request additional documents relating to the diagnosis and treatment
of the PLCO cancer. The requestor should provide the type of document (e.g., pathology
report, operative report, discharge summary, etc.), the date of the document (approximate
or exact), and the physician’s office or clinic name where the procedures were performed.
This will help the SC to determine from whom the document be requested (hospital or physi-
cian office).

After this form is completed: The DRC requestors should fax the form to:

Joseph Eisen
TB 268 –DRP Coordinator
(240) 453-2726
Fax: (301) 610-5516

The DRP Coordinator will make a note of the request and will forward the form to the SC
Coordinator. Copies of the ADR should be kept with the DRP folder both at the SC and the
DRC.
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A-9-6: Pathology Review Request (PRR)

Specifications for the Pathology Review Request



Prostate, Lung, Colorectal and Ovarian Cancer Screening Trial 

PATHOLOGIC REVIEW REQUEST (PRR) 

       SCID:     

 

    

 

DATE OF DEATH:  ______________________ 

REQUESTED BY: ______________________ 
 

LOCATION PATHOLOGY NUMBER DATE 

1.  
  

2.  
  

3.  
  

4.  
  

5.  
  

 
Comments: 

              

              

              

              

 
DRP COORDINATOR USE ONLY 

Date sent to SC:   _______________________ 

Date received from SC:  _______________________ 

Date sent to UCLA:   _______________________ 

Date received from UCLA: _______________________ 

Date sent to DRC:  _______________________ 

 
Participant ID Label 

or 
PID ______________________ 



Prostate, Lung, Colorectal and Ovarian Cancer Screening Trial 
 

PATHOLOGIC REVIEW REQUEST TRANSMITTAL FORM 

 
PID:    ______________________ 

TOTAL NUMBER  
OF SLIDES SENT:   ______________________ 

DATE SLIDES SENT : ______________________ 

 

LOCATION SLIDE NUMBER RETURN REQUESTED 
(yes/no) 

1. 
  

2. 
  

3. 
  

4. 
  

5. 
  

6. 
  

7. 
  

8. 
  

9. 
  

10. 
  

11. 
  

12. 
  

13. 
  

14. 
  

15. 
  

 
Staff ID #:    
 
Comments: 
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A-9-7: Pathology Review Request Transmittal Log

Specifications for the Pathology Review Request 
Transmittal Log



 

PATHOLOGY REVIEW REQUEST TRANSMITTAL LOG 

 
PID:    ______________________ 

TOTAL NUMBER  
OF SLIDES SENT:   ______________________ 

DATE SLIDES SENT : ______________________ 

 

ORGAN SITE SLIDE NUMBER RETURN REQUESTED 
(yes/no) 

1. 
  

2. 
  

3. 
  

4. 
  

5. 
  

6. 
  

7. 
  

8. 
  

9. 
  

10. 
  

11. 
  

12. 
  

13. 
  

14. 
  

15. 
  

 
Staff ID #:    
 
Comments: 
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A-10-1: Blood Collection Form (BCF3)

Specifications for the Blood Collection Form











PLCO Cancer Screening Trial

SPECIFICATIONS FOR COMPLETION OF THE BLOOD COLLECTION FORM - 
VERSION 3 (BCF3)

This form is to be completed by an SC staff member and the Examiner(s) (Phlebotomist/Lab-
oratory Technologist). The SC staff member will complete the top administrative section and
the Forms Processing section. The Phlebotomist will complete Part A, and sections of Parts B
and C. Items the Phlebotomist may complete are shaded in pink and have item numbers with
a white background. The Laboratory Technologist will complete sections of Parts B and C of
the form. Items the Laboratory Technologist may complete have a white background and
have pink shaded item numbers. The Laboratory Technologist may also complete the result
of blood draw and processing and reasons for inadequate items for both PSA/CA-125II vials
and Biorepository samples (items B.8, B.9, C.14, and C.15).

Specifications for completing each item of the form are given below:

General instructions for the completion of forms to be scanned by an Optical Mark
Reader:

• Use a No. 2 pencil to mark your answers. Do not use red ink or felt tip
pens.

• Make heavy marks that fill the circle completely.

• If you need to change an answer, be sure to erase completely.

• Mark only one response for each question, unless the instructions tell you
otherwise.

• Some questions also have additional instructions next to certain answers.
These instructions may either ask you to skip questions that do not apply
to you or ask you to provide additional information. First darken the
appropriate circle, and then follow the instructions as directed. Unless
instructed otherwise, go to the next question.

Administrative Section:

Participant ID: Affix a Participant ID label to the space provided in the lower left
corner of the form. The barcode should be aligned directly over the shaded box,
with the eye-readable number toward the inside of the form. The barcode should be
toward the outer edge of the form.

Sample ID: Affix a Sample ID label to the horizontal space provided in the lower
left corner of the form, above the Participant ID label. The sample ID should be
aligned directly over the large shaded box on the left and the vial number should be
aligned over the small shaded box on the right.
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In cases where the participant was willing to participate in the blood exam and was
stuck with a needle, but a blood sample was not obtained, complete the Administra-
tive Section and Part A of the Blood Collection Form, but do not affix a Sample ID
label to the form.

1. Date of Blood Draw: Record the date of the blood draw. Month and day should be
zero filled (e.g., 02/07). For the year, all four (4) digits need to be filled. Darken the
circles corresponding to the month, day, and all four (4) digits of the year.

2. Satellite Center: Enter the 2-digit Satellite Center ID number where the blood
draw is taking place. Darken the circle corresponding to each number. If the exami-
nation is not taking place at a satellite center, leave this item blank.

3. Study Year: Darken the circle corresponding to the study year. Darken the circle
next to T0 for the baseline examination, and T1, T2 or T3 for the follow-up examina-
tions.

4. Visit Number: Darken the circle corresponding to the number of times the partici-
pant visited the SC to complete the PSA/CA-125II blood collection in the current
study year. For example, if this is the first time the participant has come to the SC,
darken the circle next to "One." If the PSA/CA-125II blood collection was not com-
pleted for some reason in a previous visit and the participant returned to the SC a
second time to complete the PSA/CA-125II blood collection, darken the circle next
to "Two." If this is the third visit, darken the circle next to "Three." There should be
no more than three visits to the SC in any study year.

5. Reason for Repeat Visit: If this is a repeat visit (visit number 2 or 3), record the
reason for the repeat visit. The purpose of this item is to provide important informa-
tion to the Examiner regarding why the participant is returning for a repeat visit.
Some example reasons:

"Participant fainted - unable to obtain PSA/CA-125II blood sample tube during
previous visit for blood draw."

This might be entered if the participant's previous blood draw attempt was inad-
equate due to the inability to obtain the red top-SST tube, the first priority tube
required for the blood protocol, and the participant was willing to return to the
SC to attempt the blood draw again. This information will alert the Examiner to
the participant's status at the previous visit.

6. Participant Gender: Darken a circle to indicate whether the participant is male or
female. This will alert the laboratory technologist to the type of vial that should be
processed (i.e., PSA for males or CA-125II for females).

7. Participant Has Reported Cancer or No Organ: If the participant has a reported
prostate or ovarian cancer, darken the circle next to the appropriate type of cancer.
If the participant has had his entire prostate removed or both of her ovaries
removed, darken the circle next to the appropriate type of organ removed. If the
participant has both a reported cancer and an entire organ removed, darken two
circles, one circle to record the type of cancer and the other circle to record the type
of organ removed. Mark only the appropriate conditions; if a condition is not appli-
cable or unknown, leave it blank. A reported cancer includes both confirmed and
unconfirmed cancers. If a prostate or ovarian cancer has been reported, and/or the
entire prostate or both ovaries have been removed, the blood for the PSA/CA-125II
will not be drawn and Part B will be skipped entirely. If one condition has been bub-
bled, no additional research is required for a secondary condition.
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If item 7 is bubbled (the participant has a reported prostate or ovarian cancer and/
or has had his entire prostate removed or both of her ovaries removed), and the
blood for the PSA/CA-125II was drawn in error, complete the following steps:

1. Enter a comment in item A.5 (comments) stating why the red top-SST was
drawn and that the blood was collected in error. This comment does not need
to be keyed. If this is the only comment in A.5, bubble comments as “No.”

2. Erase all bubbles and marks in Part B (items B1 through B11).

3. In the SMS Participant Status Screen, under Participant’s Notes, record that
the blood was collected in error.

4. Complete a protocol violation form and submit it to the CC.

5. Refer to Chapter 10 (Blood Sample Protocol) for procedures on handling PSA/
CA-125II blood samples collected in error.

8. No Biorepository Samples Expected: If the participant has not signed an Etio-
logic Studies Consent (ESC) form darken the circle next to “No Biorepository Sam-
ples Expected.” If the participant has signed an ESC, leave this item blank.
Biorepository blood will not be drawn without a signed ESC, and Part C of the form
will be skipped entirely. Collection of the blood for the PSA/CA-125II is not depen-
dent on the ESC status.

If Biorepository samples are not expected due to SC protocol (regardless of signed
ESC), darken the “No Biorepository Samples Expected” bubble and skip all of Part C.

If the participant signs the ESC during his/her visit, Biorepository blood is collected
as specified in Part C. In this situation, forms must be processed in this order: first
delete any MDFs for the ESC and BCF, receipt the ESC, and then receipt the BCF3 or
scan the BCF3 and update SMS.

If items 7 and 8 are both bubbled, do not complete a BCF3. Instead, com-
plete an MDF-BCF.

Part A: Blood Draw:

Part A is to be completed by the Phlebotomist.

1. Time of Blood Draw: Record the time the blood sample is drawn. Darken the circle
corresponding to each number. Remember to zero-fill numbers which are less than
ten. Darken the circle to indicate the time as AM or PM.

2. Position of Participant: Darken the circle corresponding to the position of the par-
ticipant during the blood draw.

3. Medical Complications: Darken one or more circles corresponding to any medical
complication which occurred during the blood draw.

None: There are no medical complications that occurred during the blood draw.
(If this circle is darkened, no other circles may be darkened; continue with item
A.4).

Fainting: A temporary loss of consciousness. Feeling faint or dizzy is not consid-
ered fainting.

Light-headedness: A temporary feeling of lightheadedness or feeling faint or
dizzy.

Hematoma: A localized mass of blood, usually clotted, in the venipuncture space
or surrounding tissue.
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Bruising: A localized collection of blood under the skin in the venipuncture space
or surrounding tissue.

Other (SPECIFY): Describe any other medical complication that occurred during
the blood draw in the space provided.

4. Phlebotomist's Initials/ID#: The Phlebotomist should sign his/her initials in the
space provided, record his/her 4-digit staff ID number, and darken the circles corre-
sponding to the four digits.

5. Comments: Additional comments may include reasons for short draws or difficul-
ties with the participant’s venous system. Comments recorded in this section should
pertain only to items related to the administrative section and to the blood draw.
This includes administrative section items 1 through 8, and Part A items A.1 through
A.4.

If an extra red top tube was drawn for the Biorepository, this does not need to be
noted in comments. However, if it is noted, it does not need to be keyed into DEES.

If there are no additional comments, darken the circle next to "No." If there are
additional comments, darken the circle next to "Yes." Enter the item number indi-
cating the item to which the comments are related. The item number should include
a letter indicating the section of the form, and a number indicating the item within
that section (e.g., A.3). Then enter the comments in the space provided to the right
of the item number. If more space is needed, darken the circle next to "Continued,"
and record additional comments on a Comments Continuation Form (CCF).

Part B: Blood Processing for PSA/CA-125II Samples:

If the participant has a reported prostate or ovarian cancer, and/or has had his
entire prostate removed or both of her ovaries removed, do not draw the red top
SST tube and leave Part B blank.

Items 1-2a of Part B are to be completed by the Phlebotomist. If the red top SST tube is not
drawn for a reason other than prostate/ovarian cancer or no organ, the Phlebotomist must
also complete items B.8 and B.9. If the red top SST tube is processed, items 3-11 of Part B
are to be completed by the Laboratory Technologist.

1. Red Top SST Tube Drawn for PSA or CA-125II: Darken a circle to indicate whether
or not the red top SST tube was drawn. Darken the circle next to "Yes" if the tube
was partially filled or filled to capacity. The red top SST tube should be obtained at
the T0, T1, T2, and T3 visits.

If a tube is not drawn but it is required (i.e., the tube is part of the protocol and the
participant does not have a reported prostate or ovarian cancer, and has not had his
entire prostate removed or both of her ovaries removed), darken the circle next to
“No.” Then skip to item B.8, and record the result of the blood draw and processing
for PSA/CA-125II as “Inadequate.” Record the reason(s) for “Inadequate” in item
B.9.

The red top SST tube, which is for the PSA/CA-125II sample, will always be the first
priority tube to be collected at each screening visit. If the PSA/CA-125II blood sam-
ple is not collected for any reason during a screening visit (except a reported pros-
tate or ovarian cancer and/or removal of the participant’s entire prostate or both
ovaries), the participant should be rescheduled for a redraw of the PSA/CA-125II
sample. If a re-draw for PSA/CA125II blood is conducted, darken item C.1b to indi-
cate that no Biorepository tubes will be drawn. Darken “Inadequate” in item C14
and darken “Other (SPECIFY)” in item C15. Record “UCLA re-draw” on the SPECIFY
line. Redraws will be scheduled only when the PSA/CA-125II sample was not
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obtained. A redraw should not be scheduled solely for the purpose of obtaining the
Biorepository samples.

If the blood draw is not successfully completed for the red top SST tube, another
draw should be attempted from the participant’s other arm. If attempts from both
arms are unsuccessful, the participant should be scheduled for a repeat visit for the
blood exam.

2. Problems with Red Top SST Tube Draw: If the tube was drawn and there is no
problem with it, darken the circle for "No" and go to item B.3. If there is a problem
with the red top SST tube, darken the circle for "Yes" and code the problem in item
B.2a. If the red top SST tube was not drawn (item #1 above is coded "No" for red
top SST tube drawn), leave this item blank.

2a. Code Problems with Draw: If there is a problem with the red top SST tube (item
#2 above is coded “Yes”), darken one or more circles corresponding to the appropri-
ate problem code(s). If there is no problem with the red top SST tube (item #2
above is coded “No”), leave this item blank. The definitions for the problem codes
are provided below.

1 = Short Draw: There is a short draw in the tube collected.

2 = Damaged: The tube was drawn but became damaged after the blood was
collected.

3 = Multiple Attempts Required: More than one attempt (“stick”) was needed to
obtain blood.

8 = Other (SPECIFY): Describe any other type of problem with the tube in the
space provided. 

3. 3.Time Centrifuged: Record the time the blood sample is centrifuged. Remember to
zero-fill numbers which are less than ten. Darken the circle corresponding to each
number. Darken the circle to indicate the time as AM or PM.

4. 4.Vial Filled: Darken the circle to indicate which vial is filled. A vial is considered
"filled" even if it was only partially filled, and not filled to capacity. Definitions for
the responses are listed below.

Yes - Vial 001 for PSA (Blue Cap): If the participant is male and blood was pro-
cessed for PSA, darken the circle for "Yes."

Yes - Vial 002 for CA-125II (Red Cap): If the participant is female and blood was
processed for CA-125II, darken the circle for "Yes."

No – Neither Vial 001 nor 002 filled: If no PSA/CA-125II vials were filled for any
reason except a reported prostate or ovarian cancer and/or removal of the par-
ticipant’s entire prostate or both ovaries, darken the circle for "No – Neither Vial
001 nor 002 filled.” Then, skip to item B.8 and record the result of blood draw
and processing for PSA/CA-125II as “Inadequate.” Record the reason(s) for
“Inadequate” in item B.9.

If a vial was filled and frozen but lost or damaged before shipping, the “vial filled”
circle should be changed from “Yes” to “No,” any responses in items B.5 and B.5a
should be deleted, and item B.8 should be changed from “adequate” to “inade-
quate.” In item B.9, mark the reason for inadequate as “PSA/CA 125II vial dam-
aged, lost, or destroyed.” The form should then be rescanned, edited and that data
updated to SMS. A modified transmittal should be generated before the shipment is
sent.
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5. Processing Problems: If the vial was filled and there is no problem with it, darken
the circle for "No" and go to item B.6. If there is a processing problem with the
specimen vial, darken the circle for "Yes" and code the problem in item B.5a. A par-
tially filled vial is considered a “problem” and should be marked with problem code
of “04” in item B.5a. If the vial was not filled (item #4 above is coded "No – Neither
Vial 001 nor 002 filled" for the PSA/CA–125II vial), leave this item blank.

5a. Code Problems with Processing: If there is a problem with the PSA/CA-125II
(item #5 above is coded “Yes”), darken one or more circles corresponding to the
appropriate problem code(s). If there is no problem with the PSA/CA-125II vial
(item #5 above is coded “No”), leave this item blank. The definitions for the prob-
lem codes are provided below.

01 = Hemolyzed serum: The hemoglobin has separated from the red cells caus-
ing the serum to turn red.

02 = Icteric serum: The serum is a deep yellow (jaundice) color.

03 = Turbid serum: The serum is cloudy.

04 = Partially filled vial: The specimen vial is not filled to capacity (2 ml) and is
only partially filled.

6. UCLA Storage Box Number: Record the storage box number for the PSA or CA-
125II specimen. If the specimen being stored is a CA-125II vial, the first two char-
acters will always be "UC." If the specimen being stored is a PSA vial, the first two
characters of the storage box number will always be "UP." Darken the circle corre-
sponding to “C” or “P,” then darken the circles corresponding to each of the four
digits.

7. Time Frozen: Record the time the PSA/CA-125II blood sample is frozen. Remem-
ber to zero-fill numbers which are less than ten. Darken the circle corresponding to
each number. Darken the circle to indicate the time as AM or PM.

8. Result of Blood Draw and Processing for PSA/CA-125II: Darken the circle
corresponding to the result of the PSA/CA-125II blood draw and processing. Defini-
tions of PSA/CA-125II results are given below:

Adequate - PSA/CA-125II vial obtained: The red top-SST tube was obtained and
the vial filled. (Go to item B.10.)

Inadequate - PSA/CA-125II vial not obtained: Either the red top-SST tube was
not obtained (for any reason, except a reported prostate or ovarian cancer and/
or removal of the participant’s entire prostate or both ovaries) or the red top-
SST tube was obtained but the vial was not filled, lost or damaged. Record the
reason(s) for the inadequate result of the blood draw and processing in item B.9
below.

9. Reason for Inadequate: Darken one or more circles to indicate the reason(s) for
the inadequate result of the blood draw and processing.

Participant refusal: The participant is unwilling to allow completion of the blood
draw procedure. Therefore, the tube was not obtained. (Only the Phlebotomist
may assign this reason.)

Poor venous access: The blood draw was attempted, but due to the participant’s
poor venous access, the tube was not obtained. (Only the Phlebotomist may
assign this reason.)

Red Top-SST tube damaged, lost or destroyed: The blood draw procedure was
attempted, but the red top-SST tube was either: damaged, lost, or destroyed
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prior to/during/or after processing, and the PSA/CA-125II vial could not be
filled. (Either the Phlebotomist or the Laboratory Technologist may assign this
reason.)

Equipment problems: Blood was drawn, but due to equipment problems during
the blood collection and/or processing a serum sample is not available for test-
ing. (Either the Phlebotomist or the Laboratory Technologist may assign this
reason.)

Serum QNS: The red top-SST tube was obtained during the blood draw proce-
dure, however, the serum quantity was not sufficient to fill the PSA/CA-125II
vial. (Only the Laboratory Technologist may assign this reason.)

PSA/CA-125II vial damaged, lost, or destroyed: The red top-SST tube was
obtained during the blood draw procedure and the PSA/CA-125II vial was filled,
but the vial was subsequently damaged, lost, or destroyed and could not be
shipped. (Only the Laboratory Technologist may assign this reason.)

Other (SPECIFY): Describe any other reason for inadequate in the space pro-
vided. (Either the Phlebotomist or the Laboratory Technologist may assign this
reason.)

10. Comments: If there are no additional comments, darken the circle next to "No." If
there are additional comments, darken the circle next to "Yes." Enter the item num-
ber indicating the item to which the comments are related. The item number should
include a letter indicating the section of the form, and a number indicating the item
within that section (e.g., B.3). Then enter the comments in the space provided to
the right of the item number. If more space is needed, darken the circle next to
"Continued," and record additional comments on a Comments Continuation Form
(CCF). Comments recorded in this box should pertain only to items related to the
processing of the PSA/CA-125II vial. This includes Part B items B.1. through B.9.

11. Lab Tech's Initials/ID#: The Laboratory Technologist should sign his/her initials
in the space provided, record his/her 4-digit staff ID number, and darken the circles
corresponding to the four digits.

Part C: Blood Processing for Biorepository Samples:

If the participant has not signed an Etiologic Studies Consent form, do not collect
any of the Biorepository tubes, and leave Part C blank. If Biorepository samples are
not expected due to SC protocol (regardless of signed ESC), do not collect any of
the Biorepository tubes and leave Part C blank.

Items 1-3 of Part C are to be completed by the Phlebotomist. If none of the required Biore-
pository samples are drawn, the Phlebotomist must also complete items C.14 and C.15. If
the Biorepository samples are processed, items 4-17 of Part C are to be completed by the
Laboratory Technologist.

1a. All Required Biorepository Tubes Drawn; No Problems: Darken this bubble if
all Biorepository tubes appropriate to the participant’s study year were successfully
drawn and skip to item C.4. If this circle is darkened, items C.2 and C.3 must be left
blank; these data items will be completed automatically in DEES when the form is
scanned. If the “all required Biorepository tubes drawn; no problems” circle is dark-
ened and one or more circles are darkened in C.2 or C.3, the system will not auto-
matically complete C.2 and C.3.

If the SC has a modified blood collection protocol in which an additional tube of
blood is obtained, this bubble may be used to document successful collection of
tubes required by the regular PLCO protocol as well as the additional tube. If the
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additional tube is not collected or has problems, but the regular PLCO tubes were
collected without problems, then this bubble should be darkened. Non-collection or
problems with the collection of the extra tube should be documented in item C.16
(Comments).

1b. No Biorepository Tubes Drawn: Darken this bubble if none of the tubes appropri-
ate to the participant’s study year were successfully drawn and skip to item C.14. If
this circle is darkened, then items C.2 and C.3 must be left blank. These data items
will be completed automatically in DEES when the form is scanned. If the “no Biore-
pository tubes drawn” circle is darkened and one or more circles are darkened in C.2
or C.3, the system will not automatically complete C.2 and C.3. If no Biorepository
tubes are drawn, then C.14 and C.15 must be answered and C.17 will be blank.

2. Required Biorepository Tubes Drawn: Darken a circle to indicate whether or not
each tube of blood was drawn. Darken the circle next to "Yes" if the tube was par-
tially filled or filled to capacity. If a tube is not drawn but it is required (i.e., the tube
is part of the protocol for the current study year), darken the circle next to “No.” If
a tube is not drawn and it is not required, leave the item blank

Biorepository tubes appropriate to the participant’s study year should be obtained
as follows:

Baseline Visit (T0), T1 and T2
Red top #1

Baseline Visit (T0) Only
Green top
Red top #2
Royal blue top

T3 Visit Only
Yellow top #1
Yellow top #2
Green top
Lavender top

If yellow top tubes are not collected due to holiday shipping and receiving sched-
ules, bubble, "no" for the yellow top tubes in item C.2 and enter "Holiday" in item
C.16, Comments.

If the participant has signed an ESC, Biorepository tubes should be drawn as appro-
priate to the study year even if the participant has a reported prostate or ovarian
cancer and/or has had his entire prostate or both of her ovaries removed.

If the blood draw is not successfully completed for all tubes (all tubes filled to
capacity), another draw should be attempted from the participant’s other arm. A
redraw at a subsequent study visit should not be scheduled solely for the purpose of
obtaining the Biorepository samples. The green top tube must be filled to at least
fifty percent of capacity to allow effective mixing of the anticoagulant.

3. Problems with Draw: If the tube was drawn and there is no problem with it,
darken the circle for "No." If there is a problem with the tube of blood drawn,
darken the circle for "Yes" and then darken one or more circles corresponding to the
appropriate problem code(s). If the tube of blood was not drawn (item #2 above is
coded "No" for the tube drawn), leave this item blank. The definitions for the prob-
lem codes are provided below.

1 = Short Draw: There is a short draw in the tube collected.
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2 = Damaged: The tube was drawn but became damaged after the blood was
collected.

3 = Multiple Attempts Required: More than one attempt (“stick”) was needed to
obtain blood.

8 = Other (SPECIFY): Describe any other type of problem with the tube in the
space provided.

4. Time Centrifuged: Record the time the blood samples are centrifuged. Darken the
circle corresponding to each number. Remember to zero-fill numbers which are less
than ten. Darken the circle to indicate the time as AM or PM.

5a. All Required Biorepository Vials Filled; No Problems: Darken this bubble if all
vials appropriate to the participant’s study year were filled and skip to item C.8. A
partially filled vial is considered a “problem” and this bubble may not be darkened if
there are any partially filled vials. Definitions for additional processing problems are
provided in item C.7. If this circle is darkened, items C.6 and C.7 must be left blank;
these data items will be completed automatically in DEES when the form is scanned.
If the “all required Biorepository vials filled; no problems” circle is darkened and one
or more circles are darkened in C.6 or C.7, the system will not automatically com-
plete C.6 and C.7.

5b. No Biorepository Vials filled: Darken this bubble if none of the vials appropriate
to the participant’s study year were filled and skip to item C.14. A vial is considered
"filled" even if it was only partially filled, and not filled to capacity. This bubble may
not be darkened if there are any partially filled vials. If this circle is darkened, items
C.6 and C.7 must be left blank; these data items will be completed automatically in
DEES when the form is scanned. If the “no Biorepository vials filled” circle is dark-
ened and one or more circles are darkened in C.6 and C.7, the system will not auto-
matically complete C.6 and C.7.

6. Required Biorepository Vials Filled: Darken the circles corresponding to vials
filled. If a vial is completely or partially filled, darken the circle for "Yes." If a vial is
not filled but it is required (i.e., the vial is part of the protocol for the current study
year), darken the circle next to “No.” If a vial is not filled and it is not required,
leave the item blank.

If a vial was filled and frozen but lost or damaged before shipping, the “vial filled”
circle should be changed from “Yes” to “No,” any processing problem codes should
be deleted, and if necessary, items C.14 (result of blood draw and processing for
Biorepository) and C.15 (reason for partial or inadequate), should be corrected.
Then, the form should be rescanned, edited, and the data updated to SMS. A modi-
fied transmittal should be generated before the shipment is sent.

Biorepository vials appropriate to the participant’s study year should be filled as fol-
lows:

NOTE: When filling the vials with serum, if there is not enough serum to fill both
vials, fill one vial first until full (2.0 ml), then fill the second vial with the remaining
serum.

T0, T1, and T2

Red Top #1 Serum Vial 003

Serum Vial 004
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(In study years T1, T2, and T3, vials 005-011 are not filled. These circles should be
left blank.)

Processing Notes for T0:

Plasma: When filling the vials with plasma, if there is not enough
plasma to fill both vials, fill one vial first until full (2.0 ml),
then fill the second vial with the remaining plasma.

Serum: Vials 009 and 010 (from red top tube #1 or #2): An attempt
should be made to fill these vials with serum from red top #2.
If red top #2 was not collected or if sufficient serum could not
be obtained from red top #2, any extra serum from red top #1
may be used to fill these vials. If serum was collected from red
top #2 and/or red top #1, darken the circle for "Yes." If serum
was not collected from red top #2 or red top #1, darken the
circle for "No."

When filling the vials with serum, if there is not enough serum
to fill both vials, fill one vial first until full (2.0 ml), then fill the
second vial with the remaining serum.

*Serum:Vial 011 (from royal blue top tube) The royal blue top tube should
always be aliquoted first.

T0 Only

Green Top Plasma Vial 005

Plasma Vial 006

Buffy coat Vial 007

RBC Vial 008

Red Top #2 Serum Vial 009

Serum Vial 010

Royal Blue Top* Serum Vial 011

T3 Only

Green Top Plasma Vial 014

Plasma Vial 015

Buffy coat Vial 016

Lavender Top Plasma Vial 017

Plasma Vial 018

Plasma Vial 019

Plasma Vial 020

Buffy coat Vial 021
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(In study years T0, T1, and T2, vials 014-021, and 023 are not filled. These circles
should be left blank.)

Processing Notes for T3:

Plasma: When filling the vials with plasma, if there is not enough
plasma to fill all of the vials: first, fill one vial until it is filled to
capacity; then, continue filling vials in this fashion until the
specified vials are filled or until no more plasma remains
(which ever occurs first).

7. Processing Problems: If the vial was filled and there is no problem with it, darken
the circle for "No." If there is a problem with the vial, darken the circle for "Yes" and
then darken one or more circles corresponding to the appropriate problem code(s).
If the vial was not filled (item #6 above is coded "No" for the vial), leave this item
blank. The definitions for the problem codes are provided below.

01 = Hemolyzed serum: The hemoglobin has separated from the red cells caus-
ing the serum to turn red.

02 = Icteric serum: The serum is a deep yellow (jaundice) color.

03 = Turbid serum: The serum is cloudy.

04 = Partially filled vial: The specimen vial is not filled to the required capacity
and is only partially filled.

8. Time Biorepository Vials Frozen: Record the time the appropriate Biorepository
blood samples are frozen. Remember to zero-fill numbers which are less than ten.
Darken the circle corresponding to each number. Darken the circle to indicate the
time as AM or PM.

9. 2-inch Biorepository Storage Box Number: Record the storage box number for
the storage of all Biorepository. The first character of the storage box number for
vials 003-011, 014--021, and 023 will always be "B." Darken the circle correspond-
ing to each of the four digit numbers. If none of the Biorepository vials were filled,
leave this item blank For study years T0, T1, or T2, complete this item and skip to
item C.14.

10. Intentionally Omitted on form – formerly the T Box.

11. Intentionally Omitted on form – formerly the I Box.

12. Yellow Top Tubes Storage Box Number: OPTIONAL Record the storage box
number for the two yellow top tubes. The first character of the storage box number
for yellow top tubes will always be "Y." Darken the circle corresponding to each of
the four digit numbers. This box will only be used for T3 blood collection. If yellow
top tubes were not collected, leave this box blank. Leave this box blank for T0, T1,
and T2 visits.

13. Shipment of Yellow Top Tubes: Designate the status of the shipment of yellow
top tubes as one of the following:

Shipped same date drawn: Darken this circle if the yellow top tubes are shipped
on the same day they are collected.

Vial 022 - Not implemented. 

RBC Vial 023
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Not shipped: Darken this circle if the yellow top tubes were not shipped to the
Processing Laboratory and document the reasons the tubes were not shipped in
item C.16 (comments). If applicable, change items C14 and C15 to indicate that
the tubes were lost or destroyed.

Date of shipment: If the tubes were shipped, but not on the same day they were
drawn, record the date they were shipped. Month and day should be zero filled
(e.g., 02/07). Enter all four digits for the year (e.g., 1998, or 1999). Darken the
circles corresponding to the month, day, and year.

This item will only be used for T3 blood collection. Leave this box blank for T0, T1,
and T2 visits. If yellow top tubes were not collected, leave this item blank.

The T3 protocol requires that yellow top tubes be shipped to the Processing Labora-
tory on the same day they are drawn. If the SC is unable, under unusual circum-
stances, to ship the yellow top tubes on the same day they are drawn, the yellow
top tubes may be shipped to the Processing Laboratory the next day. Yellow top
tubes not shipped on the same day or next day after they are drawn will be
destroyed. The reason the samples were not shipped within the required time frame
must be noted in item C. 16 (comments). The Processing Laboratory will receive
packages on Saturdays. (For example, yellow top tubes were drawn on Thursday,
March 26, 1998, but because a blizzard caused the airport to close, samples could
not be shipped on Thursday. The samples could be shipped on Friday, March 27, but
are not to be shipped on any day after Friday.) For specific shipping instructions
regarding Saturday deliveries, refer to Chapter 10 (Blood Sample Protocol), section
10.10.5 Labeling Shipping Containers for Yellow Top Tubes.

If the yellow top tubes were drawn, but they were not shipped to the Processing
Laboratory, complete the following steps:

- If item C.13 was originally bubbled as “Shipped same date drawn” or the
“Date of shipment” was entered, erase all bubbles (and marks), and
darken the bubble for “not shipped.”

- Document the reasons the tubes were not shipped in item C.16 (com-
ments).

- Rescan and edit the form, and update the data into the SMS.

- Make the necessary corrections to the Processing Laboratory Transmittal
Log (Appendix A-10-4) before the shipment is sent.

14. Result of Blood Draw and Processing for Biorepository: Darken the circle cor-
responding to the result of the Biorepository blood draw and processing. Definitions
of the Biorepository results are given below:

Complete – all vials filled to required capacity: Darken this bubble, if all vials
appropriate to the participant’s study year were filled to the required capacity.
This bubble may not be darkened if there are any partially filled vials. For T3
participants, both yellow top tubes must also be filled to the required capacity if
this bubble is darkened. (Go to item C.16.)

Partial – not all vials filled to required capacity: Darken this bubble, if at least
one, but not all of the vials (or yellow top tubes for T3 participants) appropriate
to the participant’s study year were filled to the required capacity. This bubble
should be darkened if there are any partially filled vials (or yellow top tubes for
T3 participants) or any missing vials. Record the reason(s) for the partial result
of the Biorepository blood draw and processing in item C.15 below.
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Inadequate – no vials filled: Darken this bubble, if either none of the Bioreposi-
tory tubes were obtained or the Biorepository tubes were obtained but none of
the vials were filled. Record the reason(s) for the inadequate result of the Biore-
pository blood draw and processing in item C.15 below.

15. Reason for Partial or Inadequate: Darken one or more circles to indicate the
reason(s) for the partial or inadequate result of the Biorepository blood draw and
processing.

Participant refusal: The participant is unwilling to allow completion of the blood
draw procedure and some or all of the Biorepository tubes could not be
obtained. (Only the Phlebotomist may assign this reason.)

Poor venous access: The blood draw was attempted, but due to the participant’s
poor venous access some or all of the Biorepository tubes were not obtained.
(Only the Phlebotomist may assign this reason.)

Tube(s) damaged, lost, or destroyed: The blood draw procedure was attempted,
but some or all of the Biorepository tubes were either: damaged, lost, or
destroyed prior to/during/or after processing and some or all of the Bioreposi-
tory vials could not be filled. (Either the Phlebotomist or the Laboratory Technol-
ogist may assign this reason.)

Equipment problems: Blood was drawn, but due to equipment problems during
the blood collection and/or processing one or more of the Biorepository vials are
not available for testing. (Either the Phlebotomist or the Laboratory Technologist
may assign this reason.)

Blood component QNS: Some or all of the Biorepository tubes were drawn dur-
ing the blood draw procedure, however, one or more of the blood component
quantities was not sufficient to fill the required vials to capacity. (Only the Labo-
ratory Technologist may assign this reason.)

Vial(s) damaged, lost or destroyed: Some or all of the Biorepository tubes were
obtained during the blood draw procedure and some or all of the Biorepository
vials were filled, but one or more vials were subsequently damaged, lost, or
destroyed and could not be shipped. (Only the Laboratory Technologist may
assign this reason.)

Other (SPECIFY): Describe any other reason for inadequate in the space pro-
vided. (Either the Phlebotomist or the Laboratory Technologist may assign this
reason.)

16. Comments: If there are no additional comments, darken the circle next to "No." If
there are additional comments, darken the circle next to "Yes." Enter the item num-
ber indicating the item to which the comments are related. The item number should
include a letter indicating the section of the form, and a number indicating the item
within that section (e.g., C.3). Then enter the comments in the space provided to
the right of the item number. If more space is needed, darken the circle next to
"Continued," and record additional comments on a Comments Continuation Form
(CCF). Comments recorded in this box should pertain only to items related to the
processing of the Biorepository vials or the shipment of the yellow top tubes. This
includes Part C items C1a through C.15.

17. Lab Tech's Initials/ID#: The Laboratory Technologist should sign his/her initials
in the space provided, record his/her 4-digit staff ID number, and darken the circles
corresponding to the four digits.
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Forms Processing:

The Forms Processing box is to be completed by the SC staff member.

Form Processing: These are the steps that should be completed in order to pro-
cess the examination form. All of the items except "Final Disposition" are optional.
"Final Disposition" is required and may be marked on the form or entered directly
into DEES. Final Disposition may also be set automatically in DEES when the form is
edited (see the documentation for DEES).

Form Receipted into SMS: This item is optional. Darken this circle after the
form has been receipted into the SMS. (Refer to Chapter 17 for instructions on
receipting forms.)

Manual Review Completed: This item is optional. Darken this circle after the
form has been reviewed by SC staff to make sure that the information is com-
plete, legible and that the appropriate circles are darkened properly. (Refer to
Chapter 17 for instructions on performing a manual review of forms.)

Data Retrieval: This item is optional. Complete this item to indicate the status
of data retrieval. If data retrieval was attempted, regardless of whether or not
additional information was collected, darken the circle next to "Attempted." If no
data retrieval was required, darken the circle next to "None Required."

Data Entry of Non-Scannable Items: This item is optional. Complete this
item to indicated the status of verbatim data entry. (Refer to Chapter 17 for
instructions on data entry of non-scannable items.) When data entry is com-
plete, darken the circle next to "Completed." If no data entry of non-scannable
items is required, darken the circle next to "None Required."

Final Disposition: The SC is required to assign a final disposition to each
OpScan form in the system, but is not required to mark the disposition on the
hard copy form. There are two final dispositions:

- Final Complete (FCM): This disposition may be assigned when there are no
errors reported on the DEES edit report or the only errors reported are
“UNLIKELY” errors that have been investigated by the SC or errors on the
optional Forms Processing items.

- Final Incomplete (FIC): This disposition may be assigned when there are
errors reported on the DEES edit report (except UNLIKELY errors that have
been investigated) which cannot be corrected. This includes errors that
cannot be corrected because data retrieval is not required for the item, or
because the information could not be obtained, even with data retrieval.

The final disposition may be assigned in three ways:

- by darkening the bubble on the OpScan form and scanning it;

- by keying the final disposition into DEES;

- by allowing the computer to assign the final disposition for forms with no
errors (FCM only).
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A-10-2

A-10-2: UCLA Discrepancy Notification



PLCO DISCREPANCY NOTIFICATION 
Date: _________ 

 
TO:___________________________ 
      Study Coordinator, PLCO project 
 
 
 
FROM: ________________  
                         UCLA 
 
 
SUBJECT: Request for New Transmittal 
 
 
REASON:        ____ Specimens were received that were not on the transmittal file 

____ Specimens were on the transmittal file that were not received 

____ Specimens were not correctly labeled 

____ Other: ______________________________ 

 
The discrepancy reports accompanying this memo indicate problems encountered with your 
shipment dated: ________________. 
 
 
The boxes involved are: __________________________________. 
 
 
Your samples cannot be tested until a corrected transmittal log is received. Please make the 
necessary corrections and regenerate a transmittal for these boxes. The corrected hardcopy 
log should be faxed to me at _____________________. 
 
 
 
Should you require more information, you may telephone me at _________________.  
 
 
Thank you in advance. 
 
 
 
 
cc: Karen Petit, Westat  
Revised: 7/28/03 



A-10-3

A-10-3: Biorepository Discrepancy Notification



 
 
EXAMPLE MEMORANDUM #1 
 
 
       1/13/95 
 
 
 
To: Teri Truhart 
 Screening Center Coordinator 
 
From: Janis Koci, BS 
 Coordinator, East Street Repository 
 
Subject: Request for New Transmittal 
 Specimens Not in the Shipment, but in the Transmittal 
 
The discrepancy report accompanying this memorandum indicates that the listed vials were 
in the Transmittal for your Shipment of 1/5/95, box(es) B0044, but the vials were not 
included in this shipment. 
 
Please prepare a corrected and complete transmittal by deleting these vials and fax a copy 
of the corrected hard copy transmittal to me at fax number (301) 846-6941 within the next 
few days. For this correction there is no need to send a revised electronic Transmittal to the 
NIH Computer Center. 
 
 
Thank you for your help. 



 - 19 - 

EXAMPLE DISCREPANCY REPORT #1 
 
 

Screening Center: 15 
 
 City University 
 
1/05/95 Blood Transmittal Records Unmatched with Specimens 
 
 
 
Vial ID Date Received Box # 
--------- ------------------ -------- 
XY 0540 006 1/05/95  B0044 



EXAMPLE MEMORANDUM #2 
 
 
       1/13/95 
 
 
 
To: Teri Truhart 
 Screening Center Coordinator 
 
From: Janis Koci, BS 
 Coordinator, East Street Repository 
 
Subject: Request for New Transmittal 
 Specimens In the Shipment, but Not in the Transmittal 
 
The discrepancy report accompanying this memorandum indicates vials that were included 
in your shipment of 1/5/95, box(es) B0043, but were not in the Transmittal. 
 
Please prepare a corrected and complete Transmittal including these vials, using the same 
box number(s), and transmit it to the NIH Computer Center within the next few days. Also 
please fax the revised hard copy Transmittal to me at fax number (301) 846-6941 
 
 
Thank you for your help. 



 - 21 - 

EXAMPLE DISCREPANCY REPORT #2 
 
 

Screening Center: 15 
 
 City University 
 
1/05/95 Blood Vials Missing from Transmittal  
 
 
 
Vial ID Date Received Box # 
--------- ------------------ -------- 
XY 0538 006 1/05/95  B0043 
 



A-10-4

A-10-4: Processing Laboratory Transmittal Log

Specifications for the Processing Laboratory Trans-
mittal Log



Page ___ of ___ 
 

Revised:  9/7/99 

PLCO CANCER SCREENING TRIAL 

PROCESSING LABORATORY TRANSMITTAL LOG 

Screening Center: _________________________________ Study ID:      PLC    
  
SC ID#:   _________________________________ Storage Box Number:   Y__ __ __ __  
  
Satellite Center:   _________________________________ Total Number of Tubes:   _____________ 
  
Study Year:     T3   Total Number of Ppts:   _____________ 

 

  
Shipment Date: |__|__| - |__|__| - |__|__| 
 MO DA YR 

Receipt Date: |__|__| - |__|__| - |__|__| 
  MO DA YR 

  
Time of Shipment: |__|__| : |__|__| AM 

PM Time of Receipt: |__|__| : |__|__| AM 
PM 

 
 

FOR SC USE  FOR PROCESSING LABORATORY USE 

 

SC 

Sample ID 

Circle 

Tube 

Seq.# 

 

 

Draw Date 

 Received at 

Processing 

Laboratory? 

 

PL 

Sample ID 

 

Processing 

Laboratory Notes 

PASTE 
Sample ID Label 
(specimen # 000) 

 Here 

 
 

012 

 

 

013 

 
 
 
 
 

|__|__|-|__|__|-|__|__| 
 MO DA YR 

  
 
Y N 

 

 

Y N 

PASTE 
Sample ID Label 
(specimen # 000)  

Here 

Condition of tubes upon receipt: 

 1 Good condition 
 2 One or more tubes spilled 
 3 One or more tubes broken 
 4 Other (SPECIFY) 

 ______________________  

Processing codes: 

____    ____    ____    ____ 

Number of vials stored: ________  

PASTE 
Sample ID Label 
(specimen # 000) 

 Here 

 
 

012 

 

 

013 

 
 
 
 
 

|__|__|-|__|__|-|__|__| 
 MO DA YR 

  
 
Y N 

 

 

Y N 

PASTE 
Sample ID Label 
(specimen # 000)  

Here 

Condition of tubes upon receipt: 

 1 Good condition 
 2 One or more tubes spilled 
 3 One or more tubes broken 
 4 Other (SPECIFY) 

 ______________________  

Processing codes: 

____    ____    ____    ____ 

Number of vials stored: ________  

PASTE 
Sample ID Label 
(specimen # 000) 

 Here 

 
 

012 

 

 

013 

 
 
 
 
 

|__|__|-|__|__|-|__|__| 
 MO DA YR 

  
 
Y N 

 

 

Y N 

PASTE 
Sample ID Label 
(specimen # 000) 

 Here 

Condition of tubes upon receipt: 

 1 Good condition 
 2 One or more tubes spilled 
 3 One or more tubes broken 
 4 Other (SPECIFY) 

 ______________________  

Processing codes: 

____    ____    ____    ____ 

Number of vials stored: ________  



Page ___ of ___ 
 

Revised:  9/7/99 

PLCO CANCER SCREENING TRIAL 

Processing Laboratory Transmittal Log 
 

FOR SC USE  FOR PROCESSING LABORATORY USE 

 

SC 

Sample ID 

Circle 

Tube 

Seq.# 

 

 

Draw Date 

 Received at 

Processing 

Laboratory? 

 

PL 

Sample ID 

 

Processing 

Laboratory Notes 

PASTE 
Sample ID Label 
(specimen # 000) 

Here 

 
 

012 

 

 

013 

 
 
 
 
 

|__|__|-|__|__|-|__|__| 
 MO DA YR 

  
 
Y N 

 

 

Y N 

PASTE 
Sample ID Label 
(specimen # 000)  

Here 

Condition of tubes upon receipt: 

 1 Good condition 
 2 One or more tubes spilled 
 3 One or more tubes broken 
 4 Other (SPECIFY) 

 ______________________  

Processing codes: 

____    ____    ____    ____ 

Number of vials stored: ________  

PASTE 
Sample ID Label 
(specimen # 000)  

Here 

 
 

012 

 

 

013 

 
 
 
 
 

|__|__|-|__|__|-|__|__| 
 MO DA YR 

  
 
Y N 

 

 

Y N 

PASTE 
Sample ID Label 
(specimen # 000)  

Here 

Condition of tubes upon receipt: 

 1 Good condition 
 2 One or more tubes spilled 
 3 One or more tubes broken 
 4 Other (SPECIFY) 

 ______________________  

Processing codes: 

____    ____    ____    ____ 

Number of vials stored: ________  

PASTE 
Sample ID Label 
(specimen # 000) 

 Here 

 
 

012 

 

 

013 

 
 
 
 
 

|__|__|-|__|__|-|__|__| 
 MO DA YR 

  
 
Y N 

 

 

Y N 

PASTE 
Sample ID Label 
(specimen # 000)  

Here 

Condition of tubes upon receipt: 

 1 Good condition 
 2 One or more tubes spilled 
 3 One or more tubes broken 
 4 Other (SPECIFY) 

 ______________________  

Processing codes: 

____    ____    ____    ____ 

Number of vials stored: ________  

PASTE 
Sample ID Label 
(specimen # 000) 

Here 

 
 

012 

 

 

013 

 
 
 
 
 

|__|__|-|__|__|-|__|__| 
 MO DA YR 

  
 
Y N 

 

 

Y N 

PASTE 
Sample ID Label 
(specimen # 000)  

Here 

Condition of tubes upon receipt: 

 1 Good condition 
 2 One or more tubes spilled 
 3 One or more tubes broken 
 4 Other (SPECIFY) 

 ______________________  

Processing codes: 

____    ____    ____    ____ 

Number of vials stored: ________  
 



PLCO Cancer Screening Trial

SPECIFICATIONS FOR COMPLETION OF THE PROCESSING LABORATORY TRANSMITTAL 
LOG

A Processing Laboratory Transmittal Log must be completed for each shipment of yellow top
tubes. This log is to be completed by the SC staff member who is responsible for shipping the
yellow top tubes to the Processing Laboratory.

Depending on the number of T3 and/or Vanguard participants scheduled each day, more
than one page of the Processing Laboratory Transmittal Log may be needed to record all of
the samples included in the shipment. The first page of the log must contain the Administra-
tive Section. Pages with only sample information (no Administrative Section) may be added
as needed.

Specifications for completing each item of the form are given below:

Administrative Section:

• Page ___ of ___: Record the current page number and the total number of
pages included.

• Screening Center: Record the name of the screening center (SC) on the line pro-
vided.

• SC ID#: Record the SC’s Identification number on the line provided.

• Satellite Center: Enter the 2-digit Satellite Center ID number of the location
from where the shipment is being sent. If the shipment is not being sent from a
satellite center, leave this item blank.

• Study Year: T3 is preprinted.

• Shipment Date: Record the date the shipment is being sent. Month and day
should be zero filled (e.g., 02/07). For the year, only the last two digits need to be
entered (e.g., 98 for 1998, 99 for 1999).

• Time of Shipment: Record the time the shipment is being sent. Remember to
zero-fill numbers, which are less than ten. Circle “AM” or “PM” to indicate the time
of day the shipment is being sent.

• Study ID: PLC is preprinted.

• Storage Box Number: Record the storage box number of the yellow top ship-
ment box. The first character of the storage box number for yellow top tubes will
always be "Y."

• Total Number of Tubes: Record the total number of yellow top tubes included in
the shipment.

• Total Number of Participants: Record the total number of T3 participants from
which yellow top tubes are being shipped.

• Receipt Date: This item will be completed by the Processing Laboratory upon
receipt of the shipment.

• Time of Receipt: This item will be completed by the Processing Laboratory upon
receipt of the shipment.
October 1, 2000 1 Specifications for Processing
Appendix A-10-4 Laboratory Transmittal Log



For SC Use

• SC Sample ID: Affix a Sample ID label (with specimen ID # 000) in the space
provided in the first column of the log. If two tubes are shipped, only one sample
ID label is required and only one entry will be made. If a sample ID label is not
available, clearly write the sample ID (AA NNNN) in the box. 

• Circle Tube Seq. #: Circle the specimen number (012 and/or 013) of any tubes
being included in the shipment. For example, if two yellow top tubes are being
shipped, circle 012 and 013. If only one tube is being shipped, circle the specimen
ID that corresponds with the tube’s specimen ID.

• Draw Date: Record the date of the blood draw as listed on the BCF3. Month and
day should be zero filled (e.g., 02/07). For the year, only the last two digits need
to be entered (e.g., 98 for 1998, 99 for 1999).

For Processing Laboratory Use

• Received at Processing Laboratory: This item will be completed by the Pro-
cessing Laboratory upon receipt of the shipment.

• Processing Laboratory Sample ID: This item will be completed by the Process-
ing Laboratory upon receipt of the shipment.

• Processing Laboratory Notes: This section will be completed by the Processing
Laboratory upon receipt of the shipment.
October 1, 2000 2 Specifications for Processing
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A-10-5

A-10-5: PLCO Shipment Notification for UCLA

 PLCO Weekly Projection for Processing Laboratory

PLCO Shipment Notification for Biorepository

PLCO Shipment Notification for Processing Labora-
tory



This message is intended for the sole use of the individual or entity to which it is addressed and may contain information that is 
proprietary, confidential, and exempt from disclosure under applicable law. If the reader of this message is not the intended recipient or 
is not responsible for delivering the message to the intended recipient, you are hereby notified that any dissemination, distribution, or 
copying of this communication is strictly prohibited.  If you have received this communication in error, please notify the sender at the 
number listed above.  Thank you. 
 
If you do not receive all pages or transmission is unclear, please notify sender identified above. 

PLCO SHIPMENT NOTIFICATION 

For UCLA 
 

To: David Chia 
Company: UCLA Tissue Typing Laboratory 

Fax: (310) 206-0224 

From:  
Phone:  

Fax:  
 
 
 

SC Name:    

SC ID #:    

 

Shipment Date:    

 

Total number of shipping boxes in shipment:   boxes 

 

Federal Express air bill number:    

 



This message is intended for the sole use of the individual or entity to which it is addressed and may contain information that is 
proprietary, confidential, and exempt from disclosure under applicable law. If the reader of this message is not the intended recipient or 
is not responsible for delivering the message to the intended recipient, you are hereby notified that any dissemination, distribution, or 
copying of this communication is strictly prohibited.  If you have received this communication in error, please notify the sender at the 
number listed above.  Thank you. 
 
If you do not receive all pages or transmission is unclear, please notify sender identified above. 

PLCO WEEKLY PROJECTION 

For Processing Laboratory 
 

To: Craig Smith 
Company: SAIC-Frederick 

Fax: (301) 846-6022 

From:  
Phone:  

Fax:  
 
 
 

SC Name:    

SC ID #:    

Projection for the week of Monday                       to Saturday   
 (Month/Day) (Month/Day) 

Total Number of T3 participants scheduled for visits on: 

Monday   

Tuesday   

Wednesday   

Thursday   

Friday   

Saturday   



This message is intended for the sole use of the individual or entity to which it is addressed and may contain information that is 
proprietary, confidential, and exempt from disclosure under applicable law. If the reader of this message is not the intended recipient or 
is not responsible for delivering the message to the intended recipient, you are hereby notified that any dissemination, distribution, or 
copying of this communication is strictly prohibited.  If you have received this communication in error, please notify the sender at the 
number listed above.  Thank you. 
 
If you do not receive all pages or transmission is unclear, please notify sender identified above. 

 

PLCO SHIPMENT NOTIFICATION 

For Biorepository 
 

To: Irma Flores 
Company: DCE Repository 

Fax: (301) 846-6108 

From:  
Phone:  

Fax:  
 
 
 

SC Name:    

SC ID #:    

 

Shipment Date:    

 

Total number of shipping boxes in shipment:   boxes 

 

Federal Express airbill number:    

 



This message is intended for the sole use of the individual or entity to which it is addressed and may contain information that is 
proprietary, confidential, and exempt from disclosure under applicable law. If the reader of this message is not the intended recipient or 
is not responsible for delivering the message to the intended recipient, you are hereby notified that any dissemination, distribution, or 
copying of this communication is strictly prohibited.  If you have received this communication in error, please notify the sender at the 
number listed above.  Thank you. 
 
If you do not receive all pages or transmission is unclear, please notify sender identified above. 

PLCO SHIPMENT NOTIFICATION 

For Processing Laboratory 
 

To: Bill Kopp 
Company: SAIC-Frederick 

Fax: (301) 846-6022 

From:  
Phone:  

Fax:  
 
 
 

SC Name:    

SC ID #:    

 

Shipment Date:    

 

Total number of tubes in shipment:   tubes 

 

Total number of shipping boxes in shipment:   boxes 

 

Federal Express airbill number:    



A-10-6

A-10-6: PLCO Discrepancy Notification from 
Processing Laboratory



 

 
 

PLCO DISCREPANCY NOTIFICATION FROM PROCESSING LABORATORY 
 
 
 
 
 

Date: _______________________________  
 
 
TO:_________________________________  _____________________________________________  
 SC Coordinator, PLCO project Screening Center (and Satellite Center if applicable) 
 
 
FROM: ______________________________  
 Processing Laboratory 
 
 
SUBJECT:  Request for Written Clarification 
 
 
REASON: _____  Specimens were received that were not on the transmittal log 

 _____  Specimens were on the transmittal log that were not received 

 _____  Specimens were not correctly labeled 

 _____  Other: _________________________________________________ 
 
 
Problems encountered with your shipment dated: __________________________________. 
 
 
The boxes involved are: ______________________________________________________. 
 
 
Please provide me with written clarification within the next seven days.  If you prefer, make the necessary 
corrections to the transmittal log and fax me a copy of the corrected log.  My fax number is (301) 846-
6022 and my email address is Internet: wkopp@mail.ncifcrf.gov. 
 
 
Should you require more information, you may telephone me at (301) 846-1491.  Thank you in advance. 
 
 
 
cc:  Karen Turk, Westat 
 
Revised:  9/15/00 



A-10-7

A-10-7: T4/T5 Blood Collection Form (BFF2)

Specifications for the T4/T5 Blood Collection Form











PLCO Cancer Screening Trial

SPECIFICATIONS FOR COMPLETION OF THE T4/T5 BLOOD COLLECTION 
FORM - (BFF2)

This form is to be completed by an SC staff member and the Examiner(s) (Phlebotomist/Lab-
oratory Technologist). The SC staff member will complete the top administrative section and
the Forms Processing section. The Phlebotomist will complete Part A, and sections of Parts B
and C. Items the Phlebotomist may complete are shaded in tan and have item numbers with
a white background. The Laboratory Technologist will complete sections of Parts B and C of
the form. Items the Laboratory Technologist may complete have a white background and
have tan shaded item numbers. The Laboratory Technologist may also complete the result of
blood draw and processing and reasons for inadequate items for both PSA/CA-125II vials and
Biorepository samples (items B.8, B.9, C.10, and C.11).

Specifications for completing each item of the form are given below:

General instructions for the completion of forms to be scanned by an Optical Mark
Reader:

• Use a No. 2 pencil to mark your answers. Do not use red ink or felt tip
pens.

• Make heavy marks that fill the circle completely.

• If you need to change an answer, be sure to erase completely.

• Mark only one response for each question, unless the instructions tell you
otherwise.

• Some questions also have additional instructions next to certain answers.
These instructions may either ask you to skip questions that do not apply
to you or ask you to provide additional information. First darken the
appropriate circle, and then follow the instructions as directed. Unless
instructed otherwise, go to the next question.

Administrative Section:

Participant ID: Affix a Participant ID label to the space provided in the lower left
corner of the form. The barcode should be aligned directly over the shaded box,
with the eye-readable number toward the inside of the form. The barcode should be
toward the outer edge of the form.

Sample ID: Affix a Sample ID label to the horizontal space provided in the lower
left corner of the form, above the Participant ID label. The sample ID should be
aligned directly over the large shaded box on the left and the vial number should be
aligned over the small shaded box on the right.

In cases where the participant was willing to participate in the blood exam, was
stuck with a needle, but a blood sample was not obtained, complete the Administra-
October 1, 2001 1 Specifications for T4/T5
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tive Section and Part A of the Blood Collection Form, but do not affix a Sample ID
label to the form.

1. Date of Blood Draw: Record the date of the blood draw. Month and day should be
zero filled (e.g., 02/07). For the year, all four (4) digits need to be filled Darken the
circles corresponding to the month, day and all four (4) digits of the year.

2. Satellite Center: Enter the 2-digit Satellite Center ID number where the blood
draw is taking place. Darken the circle corresponding to each number. If the exami-
nation is not taking place at a satellite center, leave this item blank.

3. Study Year: Darken the circle corresponding to study year T4.

4. Visit Number: Darken the circle corresponding to the number of times the partici-
pant visited the SC to complete the PSA/CA-125II blood collection in the current
study year. For example, if this is the first time the participant has come to the SC,
darken the circle next to "One." If the PSA/CA-125II blood collection was not com-
pleted for some reason in a previous visit and the participant returned to the SC a
second time to complete the PSA/CA-125II blood collection, darken the circle next
to "Two." If this is the third visit, darken the circle next to "Three." There should be
no more than three visits to the SC in any study year.

5. Reason for Repeat Visit: If this is a repeat visit (visit number 2 or 3), record the
reason for the repeat visit. The purpose of this item is to provide important informa-
tion to the Examiner regarding why the participant is returning for a repeat visit.
Some example reasons:

"Participant fainted - unable to obtain PSA/CA-125II blood sample tube during
previous visit for blood draw."

This might be entered if the participant's previous blood draw attempt was inad-
equate due to the inability to obtain the red top-SST tube, the first priority tube
required for the blood protocol, and the participant was willing to return to the
SC to attempt the blood draw again. This information will alert the Examiner to
the participant's status at the previous visit.

6. Participant Gender: Darken a circle to indicate whether the participant is male or
female. This will alert the laboratory technologist to the type of vial that should be
processed (i.e., PSA for males or CA-125II for females).

7. Participant Has Reported Cancer or No Organ: If the participant has a reported
prostate or ovarian cancer, darken the circle next to the appropriate type of cancer.
If the participant has had his entire prostate removed or both of her ovaries
removed, darken the circle next to the appropriate type of organ removed. If the
participant has both a reported cancer and an entire organ removed, darken two
circles, one circle to record the type of cancer and the other circle to record the type
of organ removed. Mark only the appropriate conditions; if a condition is not appli-
cable or unknown, leave it blank. A reported cancer includes both confirmed and
unconfirmed cancers. If a prostate or ovarian cancer has been reported, and/or the
entire prostate or both ovaries have been removed, the blood for the PSA/CA-125II
will not be drawn and Part B will be skipped entirely. If one condition has been bub-
bled, no additional research is required for a secondary condition.

If item 7 is bubbled (the participant has a reported prostate or ovarian cancer and/
or has had his entire prostate removed or both of her ovaries removed) and the
blood for the PSA/CA-125II was drawn in error, complete the following steps:
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1. Enter a comment in item A.5 (comments) stating why the red top-SST was
drawn and that the blood was collected in error. This comment does not need
to be keyed. If this is the only comment in A.5, bubble comments as “No.”

2. Erase all bubbles and marks in Part B (items B1 through B11).

3. In the SMS Participant Status Screen, under Participant’s Notes, record that
the blood was collected in error.

4. Complete a protocol violation form and submit it to the CC.

5. Refer to Chapter 10 (Blood Sample Protocol) for procedures on handling PSA/
CA-125II blood samples collected in error.

If the blood was drawn in error and has already been shipped, leave the data as
is and contact the Specimen Coordinator at Westat.

8. No Biorepository Samples Expected: If the participant has not signed an Etio-
logic Studies Consent (ESC) form or another SC version of a document which
obtains consent of collection and use of blood for etiologic studies (genetic and can-
cer research) darken the circle next to “No Biorepository Samples Expected.” If the
participant has signed an ESC, leave this item blank. Biorepository blood will not be
drawn without a signed ESC, and Part C of the form will be skipped entirely. Collec-
tion of the blood for the PSA/CA-125II is not dependent on the ESC status.

If Biorepository samples are not expected due to SC protocol (regardless of signed
ESC), darken the “No Biorepository Samples Expected” bubble and skip all of Part C.

If the participant signs the ESC during his/her visit, Biorepository blood is collected
as specified in Part C. In this situation, forms must be processed in this order: first
delete any MDFs for the ESC and BFF, receipt the ESC, and then receipt the BFF or
scan the BFF and update SMS.

If items 7 and 8 are both bubbled for a T4 participant, his/her blood should
not have been drawn. Do not complete a BFF but complete an MDF-BFF
then discard the BFF.

Part A: Blood Draw:

Part A is to be completed by the Phlebotomist.

1. Time of Blood Draw: Record the time the blood sample is drawn. Darken the circle
corresponding to each number. Remember to zero-fill numbers which are less than
ten. Darken the circle to indicate the time as AM or PM.

2. Position of Participant: Darken the circle corresponding to the position of the par-
ticipant during the blood draw.

3. Medical Complications: Darken one or more circles corresponding to any medical
complication which occurred during the blood draw.

None: There are no medical complications that occurred during the blood draw.
(If this circle is darkened, no other circles may be darkened; continue with item
A.4).

Fainting: A temporary loss of consciousness. Feeling faint or dizzy is not consid-
ered fainting.

Light-headedness: A temporary feeling of lightheadedness or feeling faint or
dizzy.
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Hematoma: A localized mass of blood, usually clotted, in the venipuncture space
or surrounding tissue.

Bruising: A localized collection of blood under the skin in the venipuncture space
or surrounding tissue.

Other (SPECIFY): Describe any other medical complication that occurred during
the blood draw in the space provided.

4. Phlebotomist's Initials/ID#: The Phlebotomist should sign his/her initials in the
space provided, record his/her 4-digit staff ID number, and darken the circles corre-
sponding to the four digits.

5. Comments: Additional comments may include reasons for short draws or difficul-
ties with the participant’s venous system. Comments recorded in this section should
pertain only to items related to the administrative section and to the blood draw.
This includes administrative section items 1 through 8, and Part A items A.1 through
A.4.

If an extra red top tube was drawn for the Biorepository, this does not need to be
noted in comments. However, if it is noted, it does not need to be keyed into DEES.

If there are no additional comments, darken the circle next to "No." If there are
additional comments, darken the circle next to "Yes." Enter the item number indi-
cating the item to which the comments are related. The item number should include
a letter indicating the section of the form, and a number indicating the item within
that section (e.g., A.3). Then enter the comments in the space provided to the right
of the item number. If more space is needed, darken the circle next to "Continued,"
and record additional comments on a Comments Continuation Form (CCF).

Part B: Blood Collection and Processing for PSA/CA-125II Samples:

If the participant has a reported prostate or ovarian cancer, and/or has had his
entire prostate removed or both of her ovaries removed, do not draw the red top
SST tube and leave Part B blank.

Items 1-2a of Part B are to be completed by the Phlebotomist. If the red top SST tube is not
drawn for a reason other than prostate/ovarian cancer or no organ, the Phlebotomist must
also complete items B.8 and B.9. If the red top SST tube is processed, items 3-11 of Part B
are to be completed by the Laboratory Technologist.

1. Red Top SST Tube Drawn for PSA or CA-125II: Darken a circle to indicate
whether or not the red top SST tube was drawn. Darken the circle next to "Yes" if
the tube was partially filled or filled to capacity. The red top SST tube should be
obtained at the T4 visit.

If a tube is not drawn but it is required (i.e., the tube is part of the protocol and the
participant does not have a reported prostate or ovarian cancer, and has not had his
entire prostate removed or both of her ovaries removed), darken the circle next to
“No.” Then skip to item B.8, and record the result of the blood draw and processing
for PSA/CA-125II as “Inadequate.” Record the reason(s) for “Inadequate” in item
B.9.

The red top SST tube, which is for the PSA/CA-125II sample, will always be the first
priority tube to be collected at each screening visit. If the PSA/CA-125II blood sam-
ple is not collected for any reason during a screening visit (except a reported pros-
tate or ovarian cancer and/or removal of the participant’s entire prostate or both
ovaries), the participant should be rescheduled for a redraw of the PSA/CA-125II
sample. If a re-draw for PSA/CA125II blood is conducted, darken item C.1b to indi-
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cate that no Biorepository tubes will be drawn. Darken “Inadequate” in item C14
and darken “Other (SPECIFY)” in item C15. Record “UCLA re-draw” on the SPECIFY
line. Redraws will be scheduled only when the PSA/CA-125II sample was not
obtained. A redraw should not be scheduled solely for the purpose of obtaining the
Biorepository samples.

If the blood draw is not successfully completed for the red top SST tube, another
draw should be attempted from the participant’s other arm. If attempts from both
arms are unsuccessful, the participant should be scheduled for a repeat visit for the
blood exam.

2. Problems with Red Top SST Tube Draw: If the tube was drawn and there is no
problem with it, darken the circle for "No" and go to item B.3. If there is a problem
with the red top SST tube, darken the circle for "Yes" and code the problem in item
B.2a. If the red top SST tube was not drawn (item #1 above is coded "No" for red
top SST tube drawn), leave this item blank.

2a. Code Problems with Draw: If there is a problem with the red top SST tube (item
#2 above is coded “Yes”), darken one or more circles corresponding to the appropri-
ate problem code(s). If there is no problem with the red top SST tube (item #2
above is coded “No”), leave this item blank. The definitions for the problem codes
are provided below.

1 = Short Draw: There is a short draw in the tube collected.

2 = Damaged: The tube was drawn but became damaged after the blood was
collected.

3 = Multiple Attempts Required: More than one attempt (“stick”) was needed to
obtain blood.

8 = Other (SPECIFY): Describe any other type of problem with the tube in the
space provided. 

3. Time Centrifuged: Record the time the blood sample is centrifuged. Remember to
zero-fill numbers which are less than ten. Darken the circle corresponding to each
number. Darken the circle to indicate the time as AM or PM.

4. Vial Filled: Darken the circle to indicate which vial is filled. A vial is considered
"filled" even if it was only partially filled, and not filled to capacity. Definitions for
the responses are listed below.

Yes - Vial 001 for PSA (Blue Cap): If the participant is male and blood was pro-
cessed for PSA, darken the circle for "Yes."

Yes - Vial 002 for CA-125II (Red Cap): If the participant is female and blood was
processed for CA-125II, darken the circle for "Yes."

No – Neither Vial 001 nor 002 filled: If no PSA/CA-125II vials were filled for any
reason except a reported prostate or ovarian cancer and/or removal of the par-
ticipant’s entire prostate or both ovaries, darken the circle for "No – Neither Vial
001 nor 002 filled.” Then, skip to item B.8 and record the result of blood draw
and processing for PSA/CA-125II as “Inadequate.” Record the reason(s) for
“Inadequate” in item B.9.

If a vial was filled and frozen but lost or damaged before shipping, the “vial
filled” circle should be changed from “Yes” to “No,” any responses in items B.5
and B.5a should be deleted, and item B.8 should be changed from “adequate” to
“inadequate.” In item B.9, mark the reason for inadequate as “PSA/CA 125II vial
damaged, lost, or destroyed.” The form should then be rescanned, edited and
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that data updated to SMS. A modified transmittal should be generated before
the shipment is sent.

5. Processing Problems: If the vial was filled and there is no problem with it, darken
the circle for "No" and go to item B.6. If there is a processing problem with the
specimen vial, darken the circle for "Yes" and code the problem in item B.5a. A par-
tially filled vial is considered a “problem” and should be marked with problem code
of “04” in item B.5a. If the vial was not filled (item #4 above is coded "No – Neither
Vial 001 nor 002 filled" for the PSA/CA–125II vial), leave this item blank.

5a. Code Problems with Processing: If there is a problem with the PSA/CA-125II
(item #5 above is coded “Yes”), darken one or more circles corresponding to the
appropriate problem code(s). If there is no problem with the PSA/CA-125II vial
(item #5 above is coded “No”), leave this item blank. The definitions for the prob-
lem codes are provided below.

01 = Hemolyzed serum: The hemoglobin has separated from the red cells caus-
ing the serum to turn red.

02 = Icteric serum: The serum is a deep yellow (jaundice) color.

03 = Turbid serum: The serum is cloudy.

04 = Partially filled vial: The specimen vial is not filled to capacity (2 ml) and is
only partially filled.

6. UCLA Storage Box Number: Record the storage box number for the PSA or CA-
125II specimen. If the specimen being stored is a CA-125II vial, the first two char-
acters will always be "UC." If the specimen being stored is a PSA vial, the first two
characters of the storage box number will always be "UP." Darken the circle corre-
sponding to “C” or “P,” then darken the circles corresponding to each of the four
digits.

7. Time Frozen: Record the time the PSA/CA-125II blood sample is frozen. Remem-
ber to zero-fill numbers which are less than ten. Darken the circle corresponding to
each number. Darken the circle to indicate the time as AM or PM.

8. Result of Blood Draw and Processing for PSA/CA-125II: Darken the circle
corresponding to the result of the PSA/CA-125II blood draw and processing. Defini-
tions of PSA/CA-125II results are given below:

Adequate - PSA/CA-125II vial obtained: The red top-SST tube was obtained and
the vial filled. (Go to item B.10.)

Inadequate - PSA/CA-125II vial not obtained: Either the red top-SST tube was
not obtained (for any reason, except a reported prostate or ovarian cancer and/
or removal of the participant’s entire prostate or both ovaries) or the red top-
SST tube was obtained but the vial was not filled, lost or damaged. Record the
reason(s) for the inadequate result of the blood draw and processing in item B.9
below.

9. Reason for Inadequate: Darken one or more circles to indicate the reason(s) for
the inadequate result of the blood draw and processing.

Participant refusal: The participant is unwilling to allow completion of the blood
draw procedure. Therefore, the tube was not obtained. (Only the Phlebotomist
may assign this reason.)

Poor venous access: The blood draw was attempted, but due to the participant’s
poor venous access, the tube was not obtained. (Only the Phlebotomist may
assign this reason.)
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Red Top-SST tube damaged, lost or destroyed: The blood draw procedure was
attempted, but the red top-SST tube was either: damaged, lost, or destroyed
prior to/during/or after processing, and the PSA/CA-125II vial could not be
filled. (Either the Phlebotomist or the Laboratory Technologist may assign this
reason.)

Equipment problems: Blood was drawn, but due to equipment problems during
the blood collection and/or processing a serum sample is not available for test-
ing. (Either the Phlebotomist or the Laboratory Technologist may assign this
reason.)

Serum QNS (quantity not sufficient): The red top-SST tube was obtained during
the blood draw procedure, however, the serum quantity was not sufficient to fill
the PSA/CA-125II vial. (Only the Laboratory Technologist may assign this rea-
son.)

PSA/CA-125II vial damaged, lost, or destroyed: The red top-SST tube was
obtained during the blood draw procedure and the PSA/CA-125II vial was filled,
but the vial was subsequently damaged, lost, or destroyed and could not be
shipped. (Only the Laboratory Technologist may assign this reason.)

Other (SPECIFY): Describe any other reason for inadequate in the space pro-
vided. (Either the Phlebotomist or the Laboratory Technologist may assign this
reason.)

10. Comments: If there are no additional comments, darken the circle next to "No." If
there are additional comments, darken the circle next to "Yes." Enter the item num-
ber indicating the item to which the comments are related. The item number should
include a letter indicating the section of the form, and a number indicating the item
within that section (e.g., B.3). Then enter the comments in the space provided to
the right of the item number. If more space is needed, darken the circle next to
"Continued," and record additional comments on a Comments Continuation Form
(CCF). Comments recorded in this box should pertain only to items related to the
processing of the PSA/CA-125II vial. This includes Part B items B.1. through B.9.

11. Lab Tech's Initials/ID#: The Laboratory Technologist should sign his/her initials
in the space provided, record his/her 4-digit staff ID number, and darken the circles
corresponding to the four digits.

Part C: Blood Collection and Processing for T4 Biorepository Samples:

If the participant has not signed an Etiologic Studies Consent form, do not collect
any of the Biorepository tubes, and leave Part C blank. If T4 Biorepository samples
are not expected due to SC protocol (regardless of signed ESC), do not collect any
of the Biorepository tubes and leave Part C blank.

Items 1-3 of Part C are to be completed by the Phlebotomist. If none of the required Biore-
pository samples are drawn, the Phlebotomist must also complete items C.10 and C.11. If
the Biorepository samples are processed, items 4-13 of Part C are to be completed by the
Laboratory Technologist.

1a. All Required Biorepository Tubes Drawn; No Problems: Darken this bubble if
all Biorepository tubes were successfully drawn and skip to item C.4. If this circle is
darkened, items C.2 and C.3 must be left blank; these data items will be completed
automatically in DEES when the form is scanned. If the “all required Biorepository
tubes drawn; no problems” circle is darkened and one or more circles are darkened
in C.2 or C.3, the system will not automatically complete C.2 and C.3.
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If the SC has a modified blood collection protocol in which an additional tube of
blood is obtained, this bubble may be used to document successful collection of
tubes required by the regular PLCO protocol as well as the additional tube. If the
additional tube is not collected or has problems but the regular PLCO tubes were
collected without problems, this bubble should be darkened. Non-collection or prob-
lems with the collection of the extra tube should be documented in item C.12 (Com-
ments).

1b. No Biorepository Tubes Drawn: Darken this bubble if none of the tubes were
successfully drawn and skip to item C.10. If this circle is darkened, items C.2 and
C.3 must be left blank; these data items will be completed automatically in DEES
when the form is scanned. If the “no Biorepository tubes drawn” circle is darkened
and one or more circles are darkened in C.2 or C.3, the system will not automati-
cally complete C.2 and C.3.

2. Required Biorepository Tubes Drawn: Darken a circle to indicate whether or not
each tube of blood was drawn. Darken the circle next to "Yes" if the tube was par-
tially filled or filled to capacity. If a tube is not drawn but it is required (i.e., the tube
is part of the protocol for the current study year), darken the circle next to “No.” 

Biorepository tubes for the T4 study year should be obtained as follows:

T4 Visit
Red top
Lavender top

T5 Visit
Red Top
Lavender top #1
Lavender top #2

Biorepository tubes should be drawn for the T4 study year even if the participant
has a reported prostate or ovarian cancer and/or has had his entire prostate or both
of her ovaries removed.

If the blood draw is not successfully completed for all tubes (all tubes filled to
capacity), another draw should be attempted from the participant’s other arm. A
redraw should not be scheduled solely for the purpose of obtaining the Biorepository
samples.

3. Problems with Draw: If the tube was drawn and there is no problem with it, darken
the circle for "No." If there is a problem with the tube of blood drawn, darken the
circle for "Yes" and then darken one or more circles corresponding to the appropri-
ate problem code(s). If the tube of blood was not drawn (item #2 above is coded
"No" for the tube drawn), leave this item blank. The definitions for the problem
codes are provided below.

1 = Short Draw: There is a short draw in the tube collected.

2 = Damaged: The tube was drawn but became damaged after the blood was
collected.

3 = Multiple Attempts Required: More than one attempt (“stick”) was needed to
obtain blood.

8 = Other (SPECIFY): Describe any other type of problem with the tube in the
space provided.
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4. Time Centrifuged: Record the time the blood samples are centrifuged. Darken the
circle corresponding to each number. Remember to zero-fill numbers which are less
than ten. Darken the circle to indicate the time as AM or PM.

5a. All Required Biorepository Vials Filled; No Problems: Darken this bubble if all
vials were filled and skip to item C.8. A partially filled vial is considered a “problem”
and this bubble may not be darkened if there are any partially filled vials. Defini-
tions for additional processing problems are provided in item C.7. If this circle is
darkened, items C.6 and C.7 must be left blank; these data items will be completed
automatically in DEES when the form is scanned. If the “all required Biorepository
vials filled; no problems” circle is darkened and one or more circles are darkened in
C.6 or C.7, the system will not automatically complete C.6 and C.7.

5b. No Biorepository Vials filled: Darken this bubble if none of the vials were filled
and skip to item C.10. A vial is considered "filled" even if it was only partially filled,
and not filled to capacity. This bubble may not be darkened if there are any partially
filled vials. If this circle is darkened, items C.6 and C.7 must be left blank; these
data items will be completed automatically in DEES when the form is scanned. If the
“no Biorepository vials filled” circle is darkened and one or more circles are dark-
ened in C.6 and C.7, the system will not automatically complete C.6 and C.7.

6. Required Biorepository Vials Filled: Darken the circles corresponding to vials
filled. If a vial is completely or partially filled, darken the circle for "Yes." If a vial is
not filled but it is required darken the circle next to “No.”

If a vial was filled and frozen but lost or damaged before shipping, the “vial filled”
circle should be changed from “Yes” to “No,” any processing problem codes should
be deleted, and if necessary, items C.10 (result of blood draw and processing for
Biorepository) and C.11 (reason for partial or inadequate), should be corrected.
Then, the form should be rescanned, edited, and the data updated to SMS. A modi-
fied transmittal should be generated before the shipment is sent.

Biorepository vials for the T4 study year should be filled as follows:

Processing Notes for T4:

Serum: Vials 028 and 029 When filling the vials with serum, if there is
not enough serum to fill both vials, fill one vial first until full
(2.0 ml), then fill the second vial with the remaining serum.

Plasma: Vial 030 Fill the vial to the 3.6-ml line with plasma.

Buffy Coat & RBC: Vial 031 Collect the buffy coat and RBCs by suctioning from
the top of the buffy coat layer then gradually moving down-
ward in a circular motion as the buffy coat and RBCs are aspi-
rated. Aliquot until the 3.6-ml fill line is reached.

T5

T4

Red Top Serum Vial 028

Serum Vial 029

Lavender Top Plasma Vial 030

Buffy Coat & RBC Vial 031
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Processing Notes for T5:

Serum: Vials 038 and 039 When filling the vials with serum, if there is
not enough serum to fill both vials, fill one vial first until full
(2.0 ml), then fill the second vial with the remaining serum.

Plasma: Vials 040, 041, 044 and 045 (from lavender top #1 or #2) An
attempt should be made to fill vials 040 and 041 with plasma
from lavender top #1 and to fill vials 044 and 045 with plasma
from lavender top #2. If sufficient plasma is not obtained from
lavender top #2, any extra plasma from lavender top #1 may
be used to fill these vials and vice versa. If plasma was col-
lected from lavender top #1 and/or #2, darken the circle for
"Yes". If plasma was not collected from lavender top #1 or #2,
darken the circle for "No".

Buffy Coat: Vials 042 and 046 (from lavender top #1 and #2) Collect the
buffy coat by suctioning from the top of the buffy coat layer
then gradually moving downward in a circular motion as the
buffy coat is aspirated. Aliquot until the 2.0-ml fill line is
reached. In order to maximize buffy coat yield, when remov-
ing plasma leave a small amount of plasma above the buffy
coat and when removing buffy coat include a small amount of
RBC in the sample.

RBC Vial 043 Collect the RBCs by suctioning from the top of the
RBC layer then gradually moving downward in a circular
motion as the RBCs are aspirated. Aliquot until the 2.0-ml fill
line is reached.

T5

Red Top Serum Vial 038

Serum Vial 039

Lavender Top #1 Plasma Vial 040

Plasma Vial 041

Buffy coat Vial 042

RBC Vial 043

Lavender Top #2 Plasma Vial 044

Plasma Vial 045

Buffy Coat Vial 046
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7. Processing Problems: If the vial was filled and there is no problem with it, darken
the circle for "No." If there is a problem with the vial, darken the circle for "Yes" and
then darken one or more circles corresponding to the appropriate problem code(s).
If the vial was not filled (item #6 above is coded "No" for the vial), leave this item
blank. The definitions for the problem codes are provided below.

01 = Hemolyzed serum: The hemoglobin has separated from the red cells caus-
ing the serum to turn red.

02 = Icteric serum: The serum is a deep yellow (jaundice) color.

03 = Turbid serum: The serum is cloudy.

04 = Partially filled vial: The specimen vial is not filled to the required capacity
and is only partially filled.

8. Time Biorepository Vials Frozen: Record the time the appropriate Biorepository
blood samples are frozen. Remember to zero-fill numbers which are less than ten.
Darken the circle corresponding to each number. Darken the circle to indicate the
time as AM or PM.

9. 3-inch Biorepository Storage Box Number: Record the storage box number for
the storage of all Biorepository vials. The first character of the storage box number
for vials 028-031 will always be "B." Darken the circle corresponding to each of the
four digit numbers. If none of the Biorepository vials were filled, leave this item
blank.

10. Result of Blood Draw and Processing for Biorepository: Darken the circle cor-
responding to the result of the Biorepository blood draw and processing. Definitions
of the Biorepository results are given below:

Complete – all vials filled to required capacity: Darken this bubble, if all vials
were filled to the required capacity. This bubble may not be darkened if there
are any partially filled vials. If this bubble is darkened, skip to item C.12.

Partial – not all vials filled to required capacity: Darken this bubble, if at least
one, but not all of the vials were filled to the required capacity. This bubble
should be darkened if there are any partially filled or missing vials. Record the
reason(s) for the partial result of the Biorepository blood draw and processing in
item C.11 below.

Inadequate – no vials filled: Darken this bubble, if either none of the Bioreposi-
tory tubes were obtained or the Biorepository tubes were obtained but none of
the vials were filled. Record the reason(s) for the inadequate result of the Biore-
pository blood draw and processing in item C.11 below.

11. Reason for Partial or Inadequate: Darken one or more circles to indicate the
reason(s) for the partial or inadequate result of the Biorepository blood draw and
processing.

Participant refusal: The participant is unwilling to allow completion of the blood
draw procedure and some or all of the Biorepository tubes could not be
obtained. (Only the Phlebotomist may assign this reason.)

Poor venous access: The blood draw was attempted, but due to the participant’s
poor venous access some or all of the Biorepository tubes were not obtained.
(Only the Phlebotomist may assign this reason.)

Tube(s) damaged, lost, or destroyed: The blood draw procedure was attempted,
but some or all of the Biorepository tubes were either: damaged, lost, or
destroyed prior to/during/or after processing and some or all of the Bioreposi-
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tory vials could not be filled. (Either the Phlebotomist or the Laboratory Technol-
ogist may assign this reason.)

Equipment problems: Blood was drawn, but due to equipment problems during
the blood collection and/or processing one or more of the Biorepository vials are
not available for testing. (Either the Phlebotomist or the Laboratory Technologist
may assign this reason.)

Blood component QNS (quantity not sufficient): Some or all of the Biorepository
tubes were drawn during the blood draw procedure, however, one or more of
the blood component quantities was not sufficient to fill the required vials to
capacity. (Only the Laboratory Technologist may assign this reason.)

Vial(s) damaged, lost or destroyed: Some or all of the Biorepository tubes were
obtained during the blood draw procedure and some or all of the Biorepository
vials were filled, but one or more vials were subsequently damaged, lost, or
destroyed and could not be shipped. (Only the Laboratory Technologist may
assign this reason.)

Other (SPECIFY): Describe any other reason for inadequate in the space pro-
vided. (Either the Phlebotomist or the Laboratory Technologist may assign this
reason.)

12. Comments: If there are no additional comments, darken the circle next to "No." If
there are additional comments, darken the circle next to "Yes." Enter the item num-
ber indicating the item to which the comments are related. The item number should
include a letter indicating the section of the form, and a number indicating the item
within that section (e.g., C.3). Then enter the comments in the space provided to
the right of the item number. If more space is needed, darken the circle next to
"Continued," and record additional comments on a Comments Continuation Form
(CCF). Comments recorded in this box should pertain only to items related to the
processing of the Biorepository vials or the shipment of the yellow top tubes. This
includes Part C items C1a through C.11.

13. Lab Tech's Initials/ID#: The Laboratory Technologist should sign his/her initials
in the space provided, record his/her 4-digit staff ID number, and darken the circles
corresponding to the four digits.

Forms Processing:

The Forms Processing box is to be completed by the SC staff member.

Form Processing: These are the steps that should be completed in order to pro-
cess the examination form. All of the items except "Final Disposition" are optional.
"Final Disposition" is required and may be marked on the form or entered directly
into DEES. Final Disposition may also be set automatically in DEES when the form is
edited (see the documentation for DEES 2.03).

Form Receipted into SMS: This item is optional. Darken this circle after the
form has been receipted into the SMS. (Refer to Chapter 17 for instructions on
receipting forms.)

Manual Review Completed: This item is optional. Darken this circle after the
form has been reviewed by SC staff to make sure that the information is com-
plete, legible and that the appropriate circles are darkened properly. (Refer to
Chapter 17 for instructions on performing a manual review of forms.)

Data Retrieval: This item is optional. Complete this item to indicate the status of
data retrieval. If data retrieval was attempted, regardless of whether or not
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additional information was collected, darken the circle next to "Attempted." If no
data retrieval was required, darken the circle next to "None Required."

Data Entry of Non-Scannable Items: This item is optional. Complete this
item to indicated the status of verbatim data entry. (Refer to Chapter 17 for
instructions on data entry of non-scannable items.) When data entry is com-
plete, darken the circle next to "Completed." If no data entry of non-scannable
items is required, darken the circle next to "None Required."

Final Disposition: The SC is required to assign a final disposition to each
OpScan form in the system, but is not required to mark the disposition on the
hard copy form. There are two final dispositions:

- Final Complete (FCM): This disposition may be assigned when there are no
errors reported on the DEES edit report or the only errors reported are
“UNLIKELY” errors that have been investigated by the SC or errors on the
optional Forms Processing items.

- Final Incomplete (FIC): This disposition may be assigned when there are
errors reported on the DEES edit report (except UNLIKELY errors that have
been investigated) which cannot be corrected. This includes errors that
cannot be corrected because data retrieval is not required for the item, or
because the information could not be obtained, even with data retrieval.

The final disposition may be assigned in three ways:

- by darkening the bubble on the OpScan form and scanning it;

- by keying the final disposition into DEES;

- by allowing the computer to assign the final disposition for forms with no
errors (FCM only).
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PLCO Cancer Screening Trial

SPECIFICATIONS FOR COMPLETION OF THE VANGUARD BLOOD COLLECTION 
FORM - (BCF3)

This form is to be completed by an SC staff member and the Examiner(s) (Phlebotomist/
Laboratory Technologist). The SC staff member will complete the top administrative section
and the Forms Processing section. The Phlebotomist will complete Part A, and sections of
Parts B and C. Items the Phlebotomist may complete are shaded in orange and have item
numbers with a white background. The Laboratory Technologist will complete sections of
Parts B and C of the form. Items the Laboratory Technologist may complete have an orange
background and have blue shaded item numbers. The Laboratory Technologist may also
complete the result of blood draw and processing and reasons for inadequate items for both
PSA/CA-125II vials and Biorepository samples (items B.8, B.9, C.14, and C.15).

Specifications for completing each item of the form are given below:

General instructions for the completion of forms to be scanned by an Optical Mark
Reader:

• Use a No. 2 pencil to mark your answers. Do not use red ink or felt tip
pens.

• Make heavy marks that fill the circle completely.

• If you need to change an answer, be sure to erase completely.

• Mark only one response for each question, unless the instructions tell you
otherwise.

• Some questions also have additional instructions next to certain answers.
These instructions may either ask you to skip questions that do not apply
to you or ask you to provide additional information. First darken the
appropriate circle, and then follow the instructions as directed. Unless
instructed otherwise, go to the next question.

Administrative Section:

Participant ID: Affix a Participant ID label to the space provided in the lower left
corner of the form. The barcode should be aligned directly over the shaded box,
with the eye-readable number toward the inside of the form. The barcode should be
toward the outer edge of the form.

Sample ID: Affix a Sample ID label to the horizontal space provided in the lower
left corner of the form, above the Participant ID label. The sample ID should be
aligned directly over the large shaded box on the left and the vial number should be
aligned over the small shaded box on the right.
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In cases where the participant was willing to participate in the blood exam, was stuck with a
needle, but a blood sample was not obtained, complete the Administrative Section and Part A
of the Blood Collection Form, but do not affix a Sample ID label to the form.

1. Date of Blood Draw: Record the date of the blood draw. Month and day should be
zero filled (e.g., 02/07). For the year all four (4) digits need to be entered. Darken
the circles corresponding to the month, day and year.

2. Satellite Center: Enter the 2-digit Satellite Center ID number where the blood
draw is taking place. Darken the circle corresponding to each number. If the exami-
nation is not taking place at a satellite center, leave this item blank.

3. Study Year: The study year identifier for the vanguard group has been pre-filled.
Vanguard blood collection will occur either in T5 or T7 depending upon when the
participant was randomized.

4. Visit Number: Darken the circle corresponding to the number of times the partici-
pant visited the SC to complete the PSA/CA-125II blood collection in the current
study year. For example, if this is the first time the participant has come to the SC,
darken the circle next to "One." If the PSA/CA-125II blood collection was not com-
pleted for some reason in a previous visit and the participant returned to the SC a
second time to complete the PSA/CA-125II blood collection, darken the circle next
to "Two." If this is the third visit, darken the circle next to "Three." There should be
no more than three visits to the SC in any study year.

5. Reason for Repeat Visit: If this is a repeat visit (visit number 2 or 3), record the
reason for the repeat visit. The purpose of this item is to provide important informa-
tion to the Examiner regarding why the participant is returning for a repeat visit.
Some example reasons:

"Participant fainted—unable to obtain PSA/CA-125II blood sample tube during
previous visit for blood draw."

This might be entered if the participant's previous blood draw attempt was inad-
equate due to the inability to obtain the red top-SST tube, the first priority tube
required for the blood protocol, and the participant was willing to return to the
SC to attempt the blood draw again. This information will alert the Examiner to
the participant's status at the previous visit.

6. Participant Gender: Darken a circle to indicate whether the participant is male or
female. This will alert the laboratory technologist to the type of vial that should be
processed (i.e., PSA for males or CA-125II for females).

7. Participant Has Reported Cancer or No Organ: If the participant has a reported
prostate or ovarian cancer, darken the circle next to the appropriate type of cancer.
If the participant has had his entire prostate removed or both of her ovaries
removed, darken the circle next to the appropriate type of organ removed. If the
participant has both a reported cancer and an entire organ removed, darken two
circles, one circle to record the type of cancer and the other circle to record the type
of organ removed. Mark only the appropriate conditions; if a condition is not appli-
cable or unknown, leave it blank. A reported cancer includes both confirmed and
unconfirmed cancers. If a prostate or ovarian cancer has been reported, and/or the
entire prostate or both ovaries have been removed, the blood for the PSA/CA-125II
will not be drawn and Part B will be skipped entirely. If one condition has been bub-
bled, no additional research is required for a secondary condition.

If item 7 is bubbled (the participant has a reported prostate or ovarian cancer and/
or has had his entire prostate removed or both of her ovaries removed) and the
blood for the PSA/CA-125II was drawn in error, complete the following steps:
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1. Enter a comment in item A.5 (comments) stating why the red top-SST was
drawn and that the blood was collected in error. This comment does not need
to be keyed. If this is the only comment in A.5, bubble comments as “No.”

2. Erase all bubbles and marks in Part B (items B1 through B11).

3. In the SMS Participant Status Screen, under Participant’s Notes, record that
the blood was collected in error.

4. Complete a protocol violation form and submit it to the CC.

5. Refer to Chapter 10 (Blood Sample Protocol) for procedures on handling PSA/
CA-125II blood samples collected in error.

8. No Biorepository Samples Expected: If the participant has not signed an Etio-
logic Studies Consent (ESC) form or another SC version of a document which
obtains consent of collection and use of blood for etiologic studies (genetic and can-
cer research) darken the circle next to “No Biorepository Samples Expected.” If the
participant has signed an ESC, leave this item blank. Biorepository blood will not be
drawn without a signed ESC, and Part C of the form will be skipped entirely. Collec-
tion of the blood for the PSA/CA-125II is not dependent on the ESC status.

If Biorepository samples are not expected due to SC protocol (regardless of signed
ESC), darken the “No Biorepository Samples Expected” bubble and skip all of Part C.

If the participant signs the ESC during his/her visit, Biorepository blood is collected
as specified in Part C. In this situation, forms must be processed in this order: first
delete any MDFs for the ESC and the Vanguard BCF3, receipt the ESC, and then
receipt the Vanguard BCF3 or scan the Vanguard BCF3 and update SMS.

If items 7 and 8 are both bubbled for participant, his/her blood should not have
been drawn. Do not complete the Vanguard BCF3 but complete an MDF-Vanguard
BCF3 then discard the Vanguard BCF3.

Part A: Blood Draw:

Part A is to be completed by the Phlebotomist.

1. 1.Time of Blood Draw: Record the time the blood sample is drawn. Darken the circle
corresponding to each number. Remember to zero-fill numbers which are less than
ten. Darken the circle to indicate the time as AM or PM.

2. 2.Position of Participant: Darken the circle corresponding to the position of the par-
ticipant during the blood draw.

3. 3.Medical Complications: Darken one or more circles corresponding to any medical
complication which occurred during the blood draw.

None: There are no medical complications that occurred during the blood draw.
(If this circle is darkened, no other circles may be darkened; continue with item
A.4).

Fainting: A temporary loss of consciousness. Feeling faint or dizzy is not consid-
ered fainting.

Light-headedness: A temporary feeling of lightheadedness or feeling faint or
dizzy.

Hematoma: A localized mass of blood, usually clotted, in the venipuncture space
or surrounding tissue.
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Bruising: A localized collection of blood under the skin in the venipuncture space
or surrounding tissue.

Other (SPECIFY): Describe any other medical complication that occurred during
the blood draw in the space provided.

4. Phlebotomist's Initials/ID#: The Phlebotomist should sign his/her initials in the
space provided, record his/her 4-digit staff ID number, and darken the circles corre-
sponding to the four digits.

5. Comments: Additional comments may include reasons for short draws or difficul-
ties with the participant’s venous system. Comments recorded in this section should
pertain only to items related to the administrative section and to the blood draw.
This includes administrative section items 1 through 8, and Part A items A.1 through
A.4.

If there are no additional comments, darken the circle next to "No." If there are
additional comments, darken the circle next to "Yes." Enter the item number indi-
cating the item to which the comments are related. The item number should include
a letter indicating the section of the form, and a number indicating the item within
that section (e.g., A.3). Then enter the comments in the space provided to the right
of the item number. If more space is needed, darken the circle next to "Continued,"
and record additional comments on a Comments Continuation Form (CCF).

Part B: Blood Collection and Processing for PSA/CA-125II Samples:

If the participant has a reported prostate or ovarian cancer, and/or has had his
entire prostate removed or both of her ovaries removed, do not draw the red top
SST tube and leave Part B blank.

Items 1-2a of Part B are to be completed by the Phlebotomist. If the red top SST tube is not
drawn for a reason other than prostate/ovarian cancer or no organ, the Phlebotomist must
also complete items B.8 and B.9. If the red top SST tube is processed, items 3-11 of Part B
are to be completed by the Laboratory Technologist.

1. Red Top SST Tube Drawn for PSA or CA-125II: Darken a circle to indicate
whether or not the red top SST tube was drawn. Darken the circle next to "Yes" if
the tube was partially filled or filled to capacity.

If a tube is not drawn but it is required (i.e., the tube is part of the protocol and the
participant does not have a reported prostate or ovarian cancer, and has not had his
entire prostate removed or both of her ovaries removed), darken the circle next to
“No.” Then skip to item B.8, and record the result of the blood draw and processing
for PSA/CA-125II as “Inadequate.” Record the reason(s) for “Inadequate” in item
B.9.

The red top SST tube, which is for the PSA/CA-125II sample, will always be the first
priority tube to be collected. If the PSA/CA-125II blood sample is not collected for
any reason (except a reported prostate or ovarian cancer and/or removal of the
participant’s entire prostate or both ovaries), the participant should be rescheduled
for a redraw of the PSA/CA-125II sample. If a re-draw for PSA/CA125II blood is
conducted, darken item C.1b to indicate that no Biorepository tubes will be drawn.
Darken “Inadequate” in item C14 and darken “Other (SPECIFY)” in item C15.
Record “UCLA re-draw” on the SPECIFY line. Redraws will be scheduled only when
the PSA/CA-125II sample was not obtained. A redraw should not be scheduled
solely for the purpose of obtaining the Biorepository samples.

If the blood draw is not successfully completed for the red top SST tube, another
draw should be attempted from the participant’s other arm. If attempts from both
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arms are unsuccessful, the participant should be scheduled for a repeat visit for the
blood exam.

2. Problems with Red Top SST Tube Draw: If the tube was drawn and there is no
problem with it, darken the circle for "No" and go to item B.3. If there is a problem
with the red top SST tube, darken the circle for "Yes" and code the problem in item
B.2a. If the red top SST tube was not drawn (item #1 above is coded "No" for red
top SST tube drawn), leave this item blank.

2a. Code Problems with Draw: If there is a problem with the red top SST tube (item
#2 above is coded “Yes”), darken one or more circles corresponding to the appropri-
ate problem code(s). If there is no problem with the red top SST tube (item #2
above is coded “No”), leave this item blank. The definitions for the problem codes
are provided below.

1 = Short Draw: There is a short draw in the tube collected.

2 = Damaged: The tube was drawn but became damaged after the blood was
collected.

3 = Multiple Attempts Required: More than one attempt (“stick”) was needed to
obtain blood.

8 = Other (SPECIFY): Describe any other type of problem with the tube in the
space provided. 

3. Time Centrifuged: Record the time the blood sample is centrifuged. Remember to
zero-fill numbers which are less than ten. Darken the circle corresponding to each
number. Darken the circle to indicate the time as AM or PM.

4. Vial Filled: Darken the circle to indicate which vial is filled. A vial is considered
"filled" even if it was only partially filled, and not filled to capacity. Definitions for
the responses are listed below.

Yes - Vial 001 for PSA (Blue Cap): If the participant is male and blood was pro-
cessed for PSA, darken the circle for "Yes."

Yes - Vial 002 for CA-125II (Red Cap): If the participant is female and blood was
processed for CA-125II, darken the circle for "Yes."

No – Neither Vial 001 nor 002 filled: If no PSA/CA-125II vials were filled for any
reason except a reported prostate or ovarian cancer and/or removal of the par-
ticipant’s entire prostate or both ovaries, darken the circle for "No – Neither Vial
001 nor 002 filled.” Then, skip to item B.8 and record the result of blood draw
and processing for PSA/CA-125II as “Inadequate.” Record the reason(s) for
“Inadequate” in item B.9.

If a vial was filled and frozen but lost or damaged before shipping, the “vial filled”
circle should be changed from “Yes” to “No,” any responses in items B.5 and B.5a
should be deleted, and item B.8 should be changed from “adequate” to “inade-
quate.” In item B.9, mark the reason for inadequate as “PSA/CA 125II vial dam-
aged, lost, or destroyed.” The form should then be rescanned, edited and that data
updated to SMS. A modified transmittal should be generated before the shipment is
sent.

5. Processing Problems: If the vial was filled and there is no problem with it, darken
the circle for "No" and go to item B.6. If there is a processing problem with the
specimen vial, darken the circle for "Yes" and code the problem in item B.5a. A par-
tially filled vial is considered a “problem” and should be marked with problem code
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of “04” in item B.5a. If the vial was not filled (item #4 above is coded "No – Neither
Vial 001 nor 002 filled" for the PSA/CA–125II vial), leave this item blank.

5a. Code Problems with Processing: If there is a problem with the PSA/CA-125II
(item #5 above is coded “Yes”), darken one or more circles corresponding to the
appropriate problem code(s). If there is no problem with the PSA/CA-125II vial
(item #5 above is coded “No”), leave this item blank. The definitions for the prob-
lem codes are provided below.

01 = Hemolyzed serum: The hemoglobin has separated from the red cells caus-
ing the serum to turn red.

02 = Icteric serum: The serum is a deep yellow (jaundice) color.

03 = Turbid serum: The serum is cloudy.

04 = Partially filled vial: The specimen vial is not filled to capacity (2 ml) and is
only partially filled.

6. UCLA Storage Box Number: Record the storage box number for the PSA or CA-
125II specimen. If the specimen being stored is a CA-125II vial, the first two char-
acters will always be "UC." If the specimen being stored is a PSA vial, the first two
characters of the storage box number will always be "UP." Darken the circle corre-
sponding to “C” or “P,” then darken the circles corresponding to each of the four
digits.

7. Time Frozen: Record the time the PSA/CA-125II blood sample is frozen. Remem-
ber to zero-fill numbers which are less than ten. Darken the circle corresponding to
each number. Darken the circle to indicate the time as AM or PM.

8. Result of Blood Draw and Processing for PSA/CA-125II: Darken the circle
corresponding to the result of the PSA/CA-125II blood draw and processing. Defini-
tions of PSA/CA-125II results are given below:

Adequate - PSA/CA-125II vial obtained: The red top-SST tube was obtained and
the vial filled. (Go to item B.10.)

Inadequate - PSA/CA-125II vial not obtained: Either the red top-SST tube was
not obtained (for any reason, except a reported prostate or ovarian cancer and/
or removal of the participant’s entire prostate or both ovaries) or the red top-
SST tube was obtained but the vial was not filled, lost or damaged. Record the
reason(s) for the inadequate result of the blood draw and processing in item B.9
below.

9. Reason for Inadequate: Darken one or more circles to indicate the reason(s) for
the inadequate result of the blood draw and processing.

Participant refusal: The participant is unwilling to allow completion of the blood
draw procedure. Therefore, the tube was not obtained. (Only the Phlebotomist
may assign this reason.)

Poor venous access: The blood draw was attempted, but due to the participant’s
poor venous access, the tube was not obtained. (Only the Phlebotomist may
assign this reason.)

Red Top-SST tube damaged, lost or destroyed: The blood draw procedure was
attempted, but the red top-SST tube was either: damaged, lost, or destroyed
prior to/during/or after processing, and the PSA/CA-125II vial could not be
filled. (Either the Phlebotomist or the Laboratory Technologist may assign this
reason.)
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Equipment problems: Blood was drawn, but due to equipment problems during
the blood collection and/or processing a serum sample is not available for test-
ing. (Either the Phlebotomist or the Laboratory Technologist may assign this
reason.)

Serum QNS (quantity not sufficient): The red top-SST tube was obtained during
the blood draw procedure, however, the serum quantity was not sufficient to fill
the PSA/CA-125II vial. (Only the Laboratory Technologist may assign this rea-
son.)

PSA/CA-125II vial damaged, lost, or destroyed: The red top-SST tube was
obtained during the blood draw procedure and the PSA/CA-125II vial was filled,
but the vial was subsequently damaged, lost, or destroyed and could not be
shipped. (Only the Laboratory Technologist may assign this reason.)

Other (SPECIFY): Describe any other reason for inadequate in the space pro-
vided. (Either the Phlebotomist or the Laboratory Technologist may assign this
reason.)

10. Comments: If there are no additional comments, darken the circle next to "No." If
there are additional comments, darken the circle next to "Yes." Enter the item num-
ber indicating the item to which the comments are related. The item number should
include a letter indicating the section of the form, and a number indicating the item
within that section (e.g., B.3). Then enter the comments in the space provided to
the right of the item number. If more space is needed, darken the circle next to
"Continued," and record additional comments on a Comments Continuation Form
(CCF). Comments recorded in this box should pertain only to items related to the
processing of the PSA/CA-125II vial. This includes Part B items B.1. through B.9.

11. Lab Tech's Initials/ID#: The Laboratory Technologist should sign his/her initials
in the space provided, record his/her 4-digit staff ID number, and darken the circles
corresponding to the four digits.

Part C: Blood Collection and Processing for Vanguard Biorepository Samples:

If the participant has not signed an Etiologic Studies Consent form, do not collect
any of the Biorepository tubes, and leave Part C blank. If Biorepository samples are
not expected due to SC protocol (regardless of signed ESC), do not collect any of
the Biorepository tubes and leave Part C blank.

Items 1-3 of Part C are to be completed by the Phlebotomist. If none of the required Biore-
pository samples are drawn, the Phlebotomist must also complete items C.14 and C.15. If
the Biorepository samples are processed, items 4-9 and 12-17 of Part C are to be completed
by the Laboratory Technologist.

1a. All Required Biorepository Tubes Drawn; No Problems: Darken this bubble if
all Biorepository tubes were successfully drawn and skip to item C.4. If this circle is
darkened, items C.2 and C.3 must be left blank; these data items will be completed
automatically in DEES when the form is scanned. If the “all required Biorepository
tubes drawn; no problems” circle is darkened and one or more circles are darkened
in C.2 or C.3, the system will not automatically complete C.2 and C.3.

If the SC has a modified blood collection protocol in which an additional tube of
blood is obtained, this bubble may be used to document successful collection of
tubes required by the regular PLCO protocol as well as the additional tube. If the
additional tube is not collected or has problems but the regular PLCO tubes were
collected without problems, this bubble should be darkened. Non-collection or prob-
October 1, 1999 7 Specifications for
Appendix A-10-8 Vanguard Blood Collection Form



lems with the collection of the extra tube should be documented in item C.16 (Com-
ments).

1b. No Biorepository Tubes Drawn: Darken this bubble if none of the tubes were
successfully drawn and skip to item C.14. If this circle is darkened, items C.2 and
C.3 must be left blank; these data items will be completed automatically in DEES
when the form is scanned. If the “no Biorepository tubes drawn” circle is darkened
and one or more circles are darkened in C.2 or C.3, the system will not automati-
cally complete C.2 and C.3.

2. Required Biorepository Tubes Drawn: Darken a circle to indicate whether or not
each tube of blood was drawn. Darken the circle next to "Yes" if the tube was par-
tially filled or filled to capacity. If a tube is not drawn but it is required (i.e., the tube
is part of the protocol for the current study year), darken the circle next to “No.” 

Biorepository tubes for the vanguard participants should be obtained as follows:

Yellow top #1

Yellow top #2

Green top

Lavender top

If yellow top tubes are not collected due to holiday shipping and receiving sched-
ules, bubble “no” for the yellow top tubes in item C.2 and enter “holiday” in item
C.16, Comments.

Biorepository tubes should be drawn for the vanguard participants even if the par-
ticipant has a reported prostate or ovarian cancer and/or has had his entire prostate
or both of her ovaries removed.

If the blood draw is not successfully completed for all tubes (all tubes filled to
capacity), another draw should be attempted from the participant’s other arm. A
redraw should not be scheduled solely for the purpose of obtaining the Biorepository
samples.

3. Problems with Draw: If the tube was drawn and there is no problem with it,
darken the circle for "No." If there is a problem with the tube of blood drawn,
darken the circle for "Yes" and then darken one or more circles corresponding to the
appropriate problem code(s). If the tube of blood was not drawn (item #2 above is
coded "No" for the tube drawn), leave this item blank. The definitions for the prob-
lem codes are provided below.

1 = Short Draw: There is a short draw in the tube collected.

2 = Damaged: The tube was drawn but became damaged after the blood was
collected.

3 = Multiple Attempts Required: More than one attempt (“stick”) was needed to
obtain blood.

8 = Other (SPECIFY): Describe any other type of problem with the tube in the
space provided.

4. Time Centrifuged: Record the time the blood samples are centrifuged. Darken the
circle corresponding to each number. Remember to zero-fill numbers which are less
than ten. Darken the circle to indicate the time as AM or PM.

5a. All Required Biorepository Vials Filled; No Problems: Darken this bubble if all
vials were filled and skip to item C.8. A partially filled vial is considered a “problem”
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and this bubble may not be darkened if there are any partially filled vials. Defini-
tions for additional processing problems are provided in item C.7. If this circle is
darkened, items C.6 and C.7 must be left blank; these data items will be completed
automatically in DEES when the form is scanned. If the “all required Biorepository
vials filled; no problems” circle is darkened and one or more circles are darkened in
C.6 or C.7, the system will not automatically complete C.6 and C.7.

5b. No Biorepository Vials filled: Darken this bubble if none of the vials were filled
and skip to item C.14. A vial is considered "filled" even if it was only partially filled,
and not filled to capacity. This bubble may not be darkened if there are any partially
filled vials. If this circle is darkened, items C.6 and C.7 must be left blank; these
data items will be completed automatically in DEES when the form is scanned. If the
“no Biorepository vials filled” circle is darkened and one or more circles are dark-
ened in C.6 and C.7, the system will not automatically complete C.6 and C.7.

6. Required Biorepository Vials Filled: Darken the circles corresponding to vials
filled. If a vial is completely or partially filled, darken the circle for "Yes." If a vial is
not filled but it is required darken the circle next to “No.”

If a vial was filled and frozen but lost or damaged before shipping, the “vial filled”
circle should be changed from “Yes” to “No,” any processing problem codes should
be deleted, and if necessary, items C.14 (result of blood draw and processing for
Biorepository) and C.15 (reason for partial or inadequate), should be corrected.
Then, the form should be rescanned, edited, and the data updated to SMS. A modi-
fied transmittal should be generated before the shipment is sent.

Biorepository vials appropriate to the participant’s vanguard visit should be filled as
follows:

Note: Vial 22 is not used.

Processing Notes:

Plasma: When filling the vials with plasma, if there is not enough
plasma to fill all of the vials: first, fill one vial until it is filled to
capacity; then, continue filling vials in this fashion until the
specified vials are filled or until no more plasma remains
(which ever occurs first).

7. Processing Problems: If the vial was filled and there is no problem with it, darken
the circle for "No." If there is a problem with the vial, darken the circle for "Yes" and
then darken one or more circles corresponding to the appropriate problem code(s).

Green Top Plasma Vial 014

Plasma Vial 015

Buffy coat Vial 016

Lavender Top Plasma Vial 017

Plasma Vial 018

Plasma Vial 019

Plasma Vial 020

Buffy coat Vial 021

RBC Vial 023
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If the vial was not filled (item #6 above is coded "No" for the vial), leave this item
blank. The definitions for the problem codes are provided below.

01 = Hemolyzed serum: The hemoglobin has separated from the red cells caus-
ing the serum to turn red.

02 = Icteric serum: The serum is a deep yellow (jaundice) color.

03 = Turbid serum: The serum is cloudy.

04 = Partially filled vial: The specimen vial is not filled to the required capacity
and is only partially filled.

8. Time Biorepository Vials Frozen: Record the time the appropriate Biorepository
blood samples are frozen. Remember to zero-fill numbers which are less than ten.
Darken the circle corresponding to each number. Darken the circle to indicate the
time as AM or PM.

9. 2-inch Biorepository Storage Box Number: Record the storage box number for
the storage of all Vanguard Biorepository vials. The first character of the storage
box number for vials 014-021 and 023 will always be "B." Darken the circle corre-
sponding to each of the four digit numbers. If none of the Biorepository vials were
filled, leave this item blank.

10. Intentionally Omitted on form – formerly the T Box.

11. Intentionally Omitted on form – formerly the I Box.

12. Yellow Top Tubes Storage Box Number (Optional): Record the storage box
number for the two yellow top tubes. The first character of the storage box number
for yellow top tubes will always be "Y." Darken the circle corresponding to each of
the four digit numbers. This box will only be used for T3 Vanguard blood collection.
If yellow top tubes were not collected, leave this box blank. 

13. Shipment of Yellow Top Tubes: Designate the status of the shipment of yellow
top tubes as one of the following:

Shipped same date drawn: Darken this circle if the yellow top tubes are shipped
on the same day they are collected.

Not shipped: Darken this circle if the yellow top tubes were not shipped to the
Processing Laboratory and document the reasons the tubes were not shipped in
item C.16 (comments).

Date of shipment: If the tubes were shipped, but not on the same day they were
drawn, record the date they were shipped. Month and day should be zero filled
(e.g., 02/07). Enter all four digits for the year (e.g., 1998, or 1999). Darken the
circles corresponding to the month, day, and year.

If yellow top tubes were not collected, leave this item blank.

The blood collection protocol requires that yellow top tubes be shipped to the Pro-
cessing Laboratory on the same day they are drawn. If the SC is unable, under
unusual circumstances, to ship the yellow top tubes on the same day they are
drawn, the yellow top tubes may be shipped to the Processing Laboratory the next
day. Yellow top tubes not shipped on the same day or next day after they are drawn
will be destroyed. The reason the samples were not shipped within the required
time frame must be noted in item C.16 (Comments). The Processing Laboratory will
receive packages on Saturdays. (For example, yellow top tubes were drawn on
Thursday, March 26, 1998, but due to a blizzard that caused the airport to close,
samples could not be shipped on Thursday. The samples could be shipped on Friday,
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March 27, but are not to be shipped on any day after Friday.) For specific shipping
instructions regarding Saturday deliveries, refer to Chapter 10 (Blood Sample Proto-
col), section 10.9.5 Labeling Shipping Containers for Yellow Top Tubes.

If the yellow top tubes were drawn, but they were not shipped to the Processing
Laboratory, complete the following steps:

- If item C.13 was originally bubbled as “Shipped same date drawn” or the
“Date of shipment” was entered, erase all bubbles (and marks), and
darken the bubble for “not shipped.”

- Document the reasons the tubes were not shipped in item C.16 (com-
ments).

- Rescan and edit the form, and update the data into the SMS.

- Make the necessary corrections to the Processing Laboratory Transmittal
Log (Appendix A-10-4) before the shipment is sent.

14. Result of Blood Draw and Processing for Biorepository: Darken the circle cor-
responding to the result of the Biorepository blood draw and processing. Definitions
of the Biorepository results are given below:

Complete – all vials filled to required capacity: Darken this bubble, if all vials
were filled to the required capacity. This bubble may not be darkened if there
are any partially filled vials. If this bubble is darkened, skip to item C.16. For
Vanguard participants, both yellow top tubes must also be filled to the required
capacity if this bubble is darkened.

Partial – not all vials filled to required capacity: Darken this bubble, if at least
one, but not all of the vials were filled to the required capacity. This bubble
should be darkened if there are any partially filled vials (or yellow top tubes for
Vanguard participants) or missing vials. Record the reason(s) for the partial
result of the Biorepository blood draw and processing in item C.15 below.

Inadequate – no vials filled: Darken this bubble, if either none of the Bioreposi-
tory tubes were obtained or the Biorepository tubes were obtained but none of
the vials were filled. Record the reason(s) for the inadequate result of the Biore-
pository blood draw and processing in item C.15 below.

15. Reason for Partial or Inadequate: Darken one or more circles to indicate the
reason(s) for the partial or inadequate result of the Biorepository blood draw and
processing.

Participant refusal: The participant is unwilling to allow completion of the blood
draw procedure and some or all of the Biorepository tubes could not be
obtained. (Only the Phlebotomist may assign this reason.)

Poor venous access: The blood draw was attempted, but due to the participant’s
poor venous access some or all of the Biorepository tubes were not obtained.
(Only the Phlebotomist may assign this reason.)

Tube(s) damaged, lost, or destroyed: The blood draw procedure was attempted,
but some or all of the Biorepository tubes were either: damaged, lost, or
destroyed prior to/during/or after processing and some or all of the Bioreposi-
tory vials could not be filled. (Either the Phlebotomist or the Laboratory Technol-
ogist may assign this reason.)

Equipment problems: Blood was drawn, but due to equipment problems during
the blood collection and/or processing one or more of the Biorepository vials are
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not available for testing. (Either the Phlebotomist or the Laboratory Technologist
may assign this reason.)

Blood component QNS (quantity not sufficient): Some or all of the Biorepository
tubes were drawn during the blood draw procedure, however, one or more of
the blood component quantities was not sufficient to fill the required vials to
capacity. (Only the Laboratory Technologist may assign this reason.)

Vial(s) damaged, lost or destroyed: Some or all of the Biorepository tubes were
obtained during the blood draw procedure and some or all of the Biorepository
vials were filled, but one or more vials were subsequently damaged, lost, or
destroyed and could not be shipped. (Only the Laboratory Technologist may
assign this reason.)

Other (SPECIFY): Describe any other reason for inadequate in the space pro-
vided. (Either the Phlebotomist or the Laboratory Technologist may assign this
reason.)

16. Comments: If there are no additional comments, darken the circle next to "No." If
there are additional comments, darken the circle next to "Yes." Enter the item num-
ber indicating the item to which the comments are related. The item number should
include a letter indicating the section of the form, and a number indicating the item
within that section (e.g., C.3). Then enter the comments in the space provided to
the right of the item number. If more space is needed, darken the circle next to
"Continued," and record additional comments on a Comments Continuation Form
(CCF). Comments recorded in this box should pertain only to items related to the
processing of the Biorepository vials or the shipment of the yellow top tubes. This
includes Part C items C1a through C.15.

17. Lab Tech's Initials/ID#: The Laboratory Technologist should sign his/her initials
in the space provided, record his/her 4-digit staff ID number, and darken the circles
corresponding to the four digits.

Forms Processing:

The Forms Processing box is to be completed by the SC staff member.

Form Processing: These are the steps that should be completed in order to pro-
cess the examination form. All of the items except "Final Disposition" are optional.
"Final Disposition" is required and may be marked on the form or entered directly
into DEES. Final Disposition may also be set automatically in DEES when the form is
edited (see the documentation for DEES 2.03).

Form Receipted into SMS: This item is optional. Darken this circle after the
form has been receipted into the SMS. (Refer to Chapter 17 for instructions on
receipting forms.)

Manual Review Completed: This item is optional. Darken this circle after the
form has been reviewed by SC staff to make sure that the information is com-
plete, legible and that the appropriate circles are darkened properly. (Refer to
Chapter 17 for instructions on performing a manual review of forms.)

Data Retrieval: This item is optional. Complete this item to indicate the status
of data retrieval. If data retrieval was attempted, regardless of whether or not
additional information was collected, darken the circle next to "Attempted." If no
data retrieval was required, darken the circle next to "None Required."

Data Entry of Non-Scannable Items: This item is optional. Complete this
item to indicated the status of verbatim data entry. (Refer to Chapter 17 for
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instructions on data entry of non-scannable items.) When data entry is com-
plete, darken the circle next to "Completed." If no data entry of non-scannable
items is required, darken the circle next to "None Required."

Final Disposition: The SC is required to assign a final disposition to each
OpScan form in the system, but is not required to mark the disposition on the
hard copy form. There are two final dispositions:

- Final Complete (FCM): This disposition may be assigned when there are no
errors reported on the DEES edit report or the only errors reported are
“UNLIKELY” errors that have been investigated by the SC or errors on the
optional Forms Processing items.

- Final Incomplete (FIC): This disposition may be assigned when there are
errors reported on the DEES edit report (except UNLIKELY errors that have
been investigated) which cannot be corrected. This includes errors that
cannot be corrected because data retrieval is not required for the item, or
because the information could not be obtained, even with data retrieval.

The final disposition may be assigned in three ways:

- by darkening the bubble on the OpScan form and scanning it;

- by keying the final disposition into DEES;

- by allowing the computer to assign the final disposition for forms with no
errors (FCM only).
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A-11-1

A-11-1: Chest X-ray Screening Examination Form 
(XRY2)

Specifications for the Chest X-ray Screening Exami-
nation Form







PLCO Cancer Screening Trial

SPECIFICATIONS FOR COMPLETION OF THE CHEST X-RAY SCREENING 
EXAMINATION FORM (XRY2)

This form is to be completed by an SC staff member and the Examiners (Technologist and
Radiologist). The SC staff member will complete the top administrative section, the Technol-
ogist will complete Part A, and the Radiologist will complete Parts B and C of the form.

Specifications for completing each item of the form are given below:

General instructions for the completion of forms to be scanned by an Optical Mark
Reader:

• Use a No. 2 pencil to mark your answers. Do not use red ink or felt tip
pens.

• Make heavy marks that fill the circle completely.

• If you need to change an answer, be sure to erase completely.

• Mark only one response for each question, unless the instructions tell you
otherwise.

• Some questions also have additional instructions next to certain answers.
These instructions may either ask you to skip questions that do not apply
to you or ask you to provide additional information. First darken the
appropriate circle, then follow the instructions as directed. Unless
instructed otherwise, go to the next question.

Administrative Section:

Participant ID: Affix a Participant ID label to the space provided in the upper right
corner of the form. The barcode should be aligned directly over the shaded box, with
the eye-readable number toward the inside of the form. The barcode should be
toward the outer edge of the form.

1. Date of Examination: Enter the date of the examination. Month and day should be
zero filled (e.g., 02/07). For the year, all four (4) digits need to be filled. Darken the
circles corresponding to the month, day, and all four (4) digits of the year.

2. Satellite Center: This field is optional. If the SC has elected to track satellite center
activity and the examination is taking place at a satellite center, enter the 2-digit Sat-
ellite Center ID. If the examination is not taking place at a satellite center, or the SC
has elected not to track satellite center activity, this item should be left blank. Darken
the circle corresponding to each number.

3. Study Year: Darken the circle corresponding to the study year. Darken the circle
next to T0 for the baseline examination, and T1, T2, or T3 for the follow-up examina-
tions.
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4. Visit Number: Darken the circle corresponding to the number of times the partici-
pant visited the SC to complete this examination in the current study year. For exam-
ple, if this is the first time the participant has come to the SC, darken the circle next
to "One." If the examination was not completed for some reason in a previous visit
and the participant returned to the SC a second time to complete the chest X-ray
examination, darken the circle next to "Two." If this is the third visit, darken the circle
next to "Three." There should be no more than three visits to the SC in any study
year.

5. Reason for Repeat Visit: If this is a repeat visit (visit number 2 or 3), record the
reason for the repeat visit. Refer to the Participant Control Record or the examination
form from the previous visit for this information. The purpose of this item is to provide
important information to the Examiner regarding why the participant is returning for a
repeat visit. Some example reasons:

"Prior film was of poor quality."

This might be entered if the participant's prior film was of poor quality during the
previous visit, but s/he was willing to return to the SC to for a repeat film. This
information will alert the Examiner to explore the reasons for this problem.

"Participant out of time. Unable to complete X-ray exam."

This might be entered if the participant's schedule did not allow him to remain at
the SC to complete the X-ray screening examination during a previous visit, and
the examination was rescheduled.

Note: This information will not be entered into the Data Entry and Editing System.

Form Processing: These are the steps that should be completed in order to process
the examination form. All of the items except "Final Disposition" are optional. "Final
Disposition" is required and may be marked on the form or entered directly into
DEES. Final Disposition may also be set automatically in DEES when the form is edited
(see the documentation for DEES 2.03).

Form Receipted into SMS: This item is optional. Darken this circle after the form
has been receipted into the SMS. (Refer to Chapter 17 for instructions on receipt-
ing forms.)

Manual Review Completed: This item is optional. Darken this circle after the
form has been reviewed by SC staff to make sure that the information is com-
plete, legible and that the appropriate circles are darkened properly. (Refer to
Chapter 17 for instructions on performing a manual review of forms.)

Data Entry of Non-Scannable Items: This item is optional. Complete this item
to indicate the status of verbatim data entry. (Refer to Chapter 17 for instructions
on data entry of non-scannable items.) When data entry is complete, darken the
circle next to "Completed." If no data entry of non-scannable items is required,
darken the circle next to "None Required."

Data Retrieval: This item is optional. Complete this item to indicate the status of
data retrieval. If data retrieval was attempted, regardless of whether or not addi-
tional information was collected, darken the circle next to "Attempted." If no data
retrieval was required, darken the circle next to "None Required."

Final Disposition: The SC is required to assign a final disposition to each opscan
form. There are two final dispositions:

- Final Complete (FCM): This disposition may be assigned when there are no
errors reported on the DEES edit report or the only errors reported are
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“UNLIKELY” errors that have been investigated by the SC or errors on the
optional forms processing items.

- Final Incomplete (FIC):This disposition may be assigned when there are errors
reported on the DEES edit report (except UNLIKELY errors that have been
investigated) which cannot be corrected. This includes errors that cannot be
corrected because data retrieval is not required for the item, or because the
information could not be obtained, even with data retrieval.

The final disposition may be assigned in three ways:

- by darkening the bubble on the opscan form and scanning it;

- by keying the final disposition into DEES;

- by allowing the computer to assign the final disposition for forms with no
errors (FCM only).

Part A: Chest X-Ray Examination Results:

Part A is to be completed by the X-ray Technologist.

1. Number of Attempts: Darken the circle corresponding to the number of attempts
made to take the chest X-ray. No more than two attempts are permitted at one visit.
Responses are explained below:

None: There is no attempt to take the chest X-ray. This might occur if the partici-
pant entered the dressing room to prepare for the exam, but for some reason
there was no attempt to take the X-ray (participant became ill, could not wait,
etc.). (Go to Item 2.)

If the participant never prepared for the exam in any way, the exam is considered
"Not Done," and recorded as such on the Participant Control Record (PCR). The
Chest X-ray Screening Examination Form would not be filled out in such cases.

One: The chest X-ray is attempted once, regardless of whether or not it is suc-
cessfully completed.

Two: The chest X-ray is attempted twice, regardless of whether or not it is suc-
cessfully completed.

2. Adequate Films Obtained: Before the participant leaves the Screening Center, the
Technologist will evaluate the X-ray for quality. Films judged to be adequate by the
Technologist are then sent to the study Radiologist who will also judge their ade-
quacy. A film will be considered adequate if the lung vessels are clearly visible, and
the mediastinal structures are sufficiently penetrated to allow for adequate visualiza-
tion. Responses are explained below:

No: The film is judged to be inadequate. (Go to Item 3 and complete Parts A and
C of the examination form.) (*Note: The XRY2 form is printed with an instruction
to complete Part A only but the technologist should also complete Part C to docu-
ment the Inadequate exam.)

Yes: The film is judged to be adequate. (Go to Item 4).

3. Reason for Inadequate Films: This item is completed only if the answer to Item 2
is "No." Darken one or more circles to indicate the reason(s) for the inadequate films.
An explanation of each reason for inadequate films is given below:

Participant Refusal: The participant is unwilling to cooperate, i.e., stand in the
proper position, hold breath, etc.
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Equipment Malfunction: There is a problem with the radiographic equipment which
prevents the successful completion of the x-ray.

Poor Film Quality: A film was obtained, but it is not adequate for interpretation.
Poor film quality may be due to excessive rotation, inadequate inspiration, motion
or processing artifact, over or under penetration or if the entire lung and medias-
tinal structures are not included on the film.

Other (SPECIFY): Describe any other situation in which adequate films could not
be obtained in the space provided.

4. Comments: The comments box may be used to record information that may help
clarify a situation, provide further information for an item in another part of the form,
and to record additional "Other (Specify)" information, if needed.

If there no are additional comments, darken the circle next to "No." If there are addi-
tional comments, darken the circle next to "Yes." Enter the item number indicating
the item to which the comments are related. The item number should include a letter
indicating the section of the form, and a number indicating the item within that sec-
tion (e.g., A.3). If the comment is not related to a specific item in Part A of the form,
use the item number for the comments section itself (A.4). Then enter the comments
in the space provided to the right of the item number. If more space is needed,
darken the circle next to "Continued" and record additional comments on a Comments
Continuation Form (CCF).

5. Technologist Identification: Sign the form in the space provided, enter your 4 digit
staff ID number, and darken the circles corresponding to the four digits.

Part B: Chest X-Ray Examination Findings:

Part B is to be completed by the interpreting Radiologist. At some SCs, the SC staff will com-
plete this section using the interpreting Radiologist's written report. If the result of the exam-
ination (Item C.1) is "Inadequate" Part B should be left blank.

1. Radiographic Abnormality Noted:

No: No radiographic abnormality was seen. (Go to Part C.)

Yes: A radiographic abnormality (either suspicious for lung cancer or abnormal for
any other reason) was seen.

2. Record Information for Each Abnormality: Complete this item for up to five
radiographic abnormalities. Complete the chart by darkening the circle corresponding
to the correct response in each column and row. Enter information about the first
abnormality in the row labeled "1", the second abnormality in the row labeled "2", etc.

Location: If an abnormality is seen in both the right and left hemithorax or in more
than one section of a hemithorax (e.g., a nodule or mass seen in more than one
hemithorax) darken the circles for all locations that apply. In the case of abnormali-
ties which may be widespread (e.g., fibrosis or chronic obstructive pulmonary disease
(COPD)) the location "diffuse" may be applicable. If an abnormality is seen in only one
hemithorax, darken the circle for NA for the other hemithorax.  

Right Hemithorax:

Upper 1/3: The abnormality was found in the upper 1/3 of the right hemitho-
rax.

Middle 1/3: The abnormality was found in the middle 1/3 of the right hemitho-
rax.
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Lower 1/3: The abnormality was found in the lower 1/3 of the right hemitho-
rax.

Diffuse: The abnormality was spread throughout the right hemithorax. If dif-
fuse is marked, no other location in the right hemithorax should be marked.

NA: The abnormality was not in the right hemithorax.

Left Hemithorax:

Upper 1/3: The abnormality was found in the upper 1/3 of the left hemithorax.

Middle 1/3: The abnormality was found in the middle 1/3 of the left hemitho-
rax.

Lower 1/3: The abnormality was found in the lower 1/3 of the left hemithorax.

Diffuse: The abnormality was spread throughout the left hemithorax. If diffuse
is marked, no other location in the left hemithorax should be marked.

NA: The abnormality was not in the left hemithorax.

The only instances where it is appropriate for the examiner to code NA for both
the left and the right hemithorax is for the following abnormalities:

#20: Bone/soft tissue lesion;

#21: Cardiac abnormality/cardiomegaly/congestive heart failure; and

#88: Other

Description of Abnormality: Darken one circle corresponding to the description
of the abnormality. Please note that codes 01, 02, 07, and codes 13 through 16
(in bold) are considered to be a positive screen for lung cancer (i.e., for these
abnormalities, the examination result in Part C.1. must be coded "Positive Screen
- Referral Required"). The abnormalities are listed below:

01 =Nodule (1 - 30 mm)

02 =Mass (> 30 mm)

07 =Pleural mass

08 =Granuloma

13 =Right hilar/mediastinal lymph nodes (exclude calcified nodes)

14 =Left hilar mediastinal lymph nodes (exclude calcified nodes)

15 =Major atelectasis/collapse

16 =Infiltrate (consolidation/alveolar opacity)

17 =Scarring/pulmonary fibrosis/honeycombing

18 =Pleural fibrosis/pleural plaque

19 =Pleural fluid

20 =Bone/soft tissue lesion

21 =Cardiac abnormality/cardiomegaly/congestive heart failure

22 =COPD/emphysema/bullae

88 =Other (SPECIFY): The abnormality is other than those listed above. Spec-
ify the abnormality on the line provided in the "Description of Abnormality"
column.
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Part C: Chest X-Ray Interpretation Results

Part C is to be completed by the interpreting Radiologist. At some SCs, the SC staff will com-
plete this section using the interpreting Radiologist's written report. In cases where an ade-
quate film was not obtained (A.2 = No), Part C should be completed by the technologist to
document the result of the examination as “Inadequate.”

1. Examination Results: Darken the circle corresponding to the result of the examina-
tion. Definitions of examination results are given below:

Positive Screen - Referral Required (formerly Abnormal, Suspicious for Cancer):
Evaluation reveals any of the following pulmonary abnormalities:

- nodule (a circular opacity less than or equal to 3.0 cm in diameter)

- mass (any discrete opacity greater than 3.0 in diameter without regard to con-
tour, homogeneity or border characteristics)

- hilar or mediastinal lymph node enlargement  (exclude calcified nodes)

- major atelectasis/lobar collapse

- infiltrate/consolidation/alveolar opacity

- pleural mass

Negative Screen - No Abnormalities (formerly Negative): Evaluation reveals mid-
line structure and heart to be of normal size and not displaced or enlarged. Pulmo-
nary parenchyma reveals no suspicious abnormality for cancer.

Negative Screen - Other Abnormalities (formerly Abnormal, Not Suspicious for
Cancer): Evaluation reveals any of the following pulmonary abnormalities:

- pneumonia (particularly TB)

- marked cardiac enlargement

- pulmonary edema

- congestive heart failure (CHF)

- pericardial effusion

- pleural effusion

- valvular heart disease

- shunt vascularity 

- thoracic aortic aneurysm, dissection

- pneumothorax

- pneumomediastinum

- unexplained foreign body (catheter fragment in heart, etc.)

- granuloma

- rib/spine/shoulder girdle metastases

- plasmocytomas

- acute fractures

- hepatomegaly

- splenomegaly
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- old rib fractures

- compression fractures of the spine

- shoulder fractures

- scoliosis

- pleural calcification, pleural thickening, plaques

- previous mastectomies, breast implants

- COPD, emphysema, bullae

- old granulomatous disease, parenchymal calcification, calcified nodes

- pneumoconiosis

- mild to moderate cardiac enlargement

- pulmonary vascular congestion

- interstitial fibrosis, honeycombing, small scars

- pulmonary fibrosis with hilar retraction,

- radiation fibrosis

- previous lung surgery

- biopsy sites

- changes related to old trauma, retained shrapnel, etc.

- previous cardiac surgery (CABG, valve replacements)

- vascular anomalies (right aortic arch, etc.)

- vascular calcification

- bronchiectasis

- hiatal hernia, gallstones

- linear or plate atelectasis

- enlarging tracheal nodule

Some of these abnormalities are indicative of serious medical problems and will
require referral. If the Examiner feels that a referral is necessary, Level 1 or Level
2 should be marked in Item C.3 (Level of Referral).

Inadequate: The X-Ray films were inadequate and sufficient information could not
be obtained to determine whether the examination result was negative screen -
no abnormalities, negative screen - other abnormalities or positive screen - refer-
ral required. Record the reason(s) for an inadequate examination in Item C.2
below.

If there is an abnormality which is indicative of a positive screen and one which is
indicative of a negative screen - other abnormalities, only "Positive Screen -
Referral Required" should be marked.

2. Reason for Inadequate Exam: Darken one or more circles to indicate the reason
for an inadequate exam. If the exam was inadequate for reasons other than or in
addition to poor film quality and/or films lost, darken the circle for "Other" and specify
the reason(s) on the lines provided.

3. Level of Referral: Darken the circle corresponding to the level of referral.
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1 - Significant Abnormality, Referral: The examination result was "Positive Screen
- Referral Required," or the result was "Negative Screen - Other Abnormalities"
or "Inadequate" and an abnormality considered to be significant and requiring
referral was found. 

2 - Moderate Abnormality, Referral: The examination result was "Negative Screen
- Other Abnormalities" or "Inadequate," and an abnormality considered to be
moderate and requiring referral was found.

3 - Slight Variation from Normal, No Referral: The examination result was "Nega-
tive Screen - Other Abnormalities" or "Inadequate," and an abnormality con-
sidered to be a slight variation from normal, not requiring referral, was found.

4 - Normal/Result Not Available, No Referral: The examination result was "Nega-
tive Screen - No Abnormalities" or "Inadequate," and no abnormalities were
seen or the result of the examination is not available.

4. Comments: The comments box should be used to record information that may help
clarify a situation, provide further information for an item in another part of the form,
and to record additional "Other (Specify)" information, if needed.

If there are no additional comments, darken the circle next to "No." If there are addi-
tional comments, darken the circle next to "Yes." Enter the item number indicating
the item to which the comments are related. The item number should include a letter
indicating the section of the form, and a number indicating the item within that sec-
tion (e.g., A.3). If the comment is not related to a specific item in parts B or C of the
form, use the item number for the comments section itself (C.4). Then enter the com-
ments in the space provided to the right of the item number. If more space is needed,
darken the circle next to "Continued," and record additional comments on a Com-
ments Continuation Form (CCF).

5. Radiologist Identification: (This item should be completed by the Radiologist. In
the case where an adequate film was not obtained, the Technologist will complete this
item.)

Sign the form in the space provided, enter your 4-digit ID number, and darken the
circles corresponding to the four digits. If this section was completed by a member of
the SC staff using the Radiologist's written report, the SC staff member should enter
the Radiologist's name and staff ID, then sign his/her own name below the name of
the Radiologist. If adequate films were not obtained and the Technologist assigned
the examination result of "Inadequate", the Technologist should record his/her name
and ID in the space provided.
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A-11-2

A-11-2: Chest X-ray Screening Examination Form for 
Quality Assurance (XRQ2)

Specifications forthe Chest X-ray Screening Exami-
nation Form for Quality Assurance







PLCO Cancer Screening Trial

SPECIFICATIONS FOR COMPLETION OF THE CHEST X-RAY SCREENING 
EXAMINATION QUALITY ASSURANCE FORM (XRQ2)

This form is to be completed by a SC staff member and the QA Examiner for the chest x-ray
examination. The QA Examiner is defined as the radiologist who re-interprets the chest x-ray
film for QA purposes. The QA Examiner must be blinded to the results of the original chest x-
ray examination.

The SC staff member will complete the top administrative section and the QA Radiologist will
complete Parts B and C of the form. Part A of the form (Chest X-Ray Examination Results)
will be left blank. The completed form will then be receipted into the SMS and scanned into
the DEES.

Specifications for completing each item of the form are given below:

General instructions for the completion of forms to be scanned by an Optical Mark
Reader:

• Use a No. 2 pencil to mark your answers. Do not use red ink or felt tip
pens.

• Make heavy marks that fill the circle completely.

• If you need to change an answer, be sure to erase completely.

• Mark only one response for each question, unless the instructions tell you
otherwise.

• Some questions also have additional instructions next to certain answers.
These instructions may either ask you to skip questions that do not apply
to you or ask you to provide additional information. First darken the
appropriate circle, then follow the instructions as directed. Unless
instructed otherwise, go to the next question.

Administrative Section:

Participant ID: Affix a Participant ID label to the space provided in the upper right
corner of the form. The barcode should be aligned directly over the shaded box, with
the eye-readable number toward the inside of the form. The barcode should be
toward the outer edge of the form.

1. Date of Examination: Enter the date of the review of the chest X-ray film for quality
assurance. Month and day should be zero filled (e.g., 02/07). For the year, all four (4)
digits need to be filled. Darken the circles corresponding to the month, day, and all
four (4) digits of the year.

2. Satellite Center: This field is optional. If the SC has elected to track satellite center
activity and the original X-ray examination took place at a satellite center, enter the
2-digit Satellite Center ID. If the original X-ray examination did not take place at a
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satellite center, or the SC has elected not to track satellite center activity, this item
should be left blank. Darken the circle corresponding to each number.

3. Study Year: Darken the circle corresponding to the study year. Darken the circle
next to T0 for the baseline examination, and T1, T2, or T3 for the follow-up examina-
tions.

4. Visit Number: Darken the circle corresponding to the number of times the partici-
pant visited the SC to complete the original chest x-ray examination. Copy this infor-
mation from the XRY form which contains the original results.

5. Reason for Repeat Visit: If the chest x-ray was completed at a repeat visit (visit
number 2 or 3), copy the reason for the repeat visit from the Participant Control
Record on the original XRY form.

Form Processing: These are the steps that should be completed in order to process
the examination form. All of the items except "Final Disposition" are optional. "Final
Disposition" is required and may be marked on the form or entered directly into
DEES. Final Disposition may also be set automatically in DEES when the form is edited
(see the documentation for DEES 2.03).

Form Receipted into SMS: This item is optional. Darken this circle after the form
has been receipted into the SMS. (Refer to Chapter 17 for instructions on receipt-
ing forms.)

Manual Review Completed: This item is optional. Darken this circle after the
form has been reviewed by SC staff to make sure that the information is com-
plete, legible and that the appropriate circles are darkened properly. (Refer to
Chapter 17 for instructions on performing a manual review of forms.)

Data Entry of Non-Scannable Items: This item is optional. Complete this item
to indicate the status of verbatim data entry. (Refer to Chapter 17 for instructions
on data entry of non-scannable items.) When data entry is complete, darken the
circle next to "Completed." If no data entry of non-scannable items is required,
darken the circle next to "None Required."

Data Retrieval: This item is optional. Complete this item to indicate the status of
data retrieval. If data retrieval was attempted, regardless of whether or not addi-
tional information was collected, darken the circle next to "Attempted." If no data
retrieval was required, darken the circle next to "None Required."

Final Disposition: The SC is required to assign a final disposition to each opscan
form. There are two final dispositions:

- Final Complete (FCM): This disposition may be assigned when there are no
errors reported on the DEES edit report or the only errors reported are
“UNLIKELY” errors that have been investigated by the SC or errors on the
optional forms processing items.

- Final Incomplete (FIC): This disposition may be assigned when there are
errors reported on the DEES edit report (except UNLIKELY errors that have
been investigated) which cannot be corrected. This includes errors that cannot
be corrected because data retrieval is not required for the item, or because the
information could not be obtained, even with data retrieval.

The final disposition may be assigned in three ways:

- by darkening the bubble on the opscan form and scanning it;

- by keying the final disposition into DEES;
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- by allowing the computer to assign the final disposition for forms with no
errors (FCM only).

Part A: Chest X-Ray Examination Results:

This part of the form should be left blank.

Part B: Chest X-Ray Examination Findings:

Part B is to be completed by the QA Radiologist. At some SCs, the SC staff will complete this
section using the QA Radiologist's written report. If the result of the examination (Item C.1)
is “Inadequate,” Part B should be left blank.

1. Radiographic Abnormality Noted:

No: No radiographic abnormality was seen. (Go to Part C.)

Yes: A radiographic abnormality (either suspicious for lung cancer or abnormal for
any other reason) was seen.

2. Record Information for Each Abnormality: Complete this item for up to five
radiographic abnormalities. Complete the chart by darkening the circle corresponding
to the correct response in each column and row. Enter information about the first
abnormality in the row labeled "1", the second abnormality in the row labeled "2", etc.

Location: If an abnormality is seen in both the right and left hemithorax or in more
than one section of a hemithorax (e.g., a nodule or mass seen in more than one
hemithorax) darken the circles for all locations that apply. In the case of abnormali-
ties which may be widespread (e.g., fibrosis or chronic obstructive pulmonary disease
(COPD)) the location "diffuse" may be applicable. If an abnormality is seen in only one
hemithorax, darken the circle for NA for the other hemithorax. 

Right Hemithorax:

Upper 1/3: The abnormality was found in the upper 1/3 of the right hemitho-
rax.

Middle 1/3: The abnormality was found in the middle 1/3 of the right hemitho-
rax.

Lower 1/3: The abnormality was found in the lower 1/3 of the right hemitho-
rax.

Diffuse: The abnormality was spread throughout the right hemithorax. If dif-
fuse is marked, no other location in the right hemithorax should be marked.

NA: The abnormality was not in the right hemithorax.

Left Hemithorax:

Upper 1/3: The abnormality was found in the upper 1/3 of the left hemithorax.

Middle 1/3: The abnormality was found in the middle 1/3 of the left hemitho-
rax.

Lower 1/3: The abnormality was found in the lower 1/3 of the left hemithorax.

Diffuse: The abnormality was spread throughout the left hemithorax. If diffuse
is marked, no other location in the left hemithorax should be marked.

NA: The abnormality was not in the left hemithorax.

The only instances where it is appropriate for the examiner to code NA for both the
left and the right hemithorax is for the following abnormalities:
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#20: Bone/soft tissue lesion;

#21: Cardiac abnormalitiy/cardiomegaly/congestive heart failure; and

#88: Other

Description of Abnormality: Darken one circle corresponding to the description of
the abnormality. Please note that codes 01, 02, 07, and codes 13 through 16 (in bold)
are considered to be a positive screen for lung cancer (i.e., for these abnormalities,
the examination result in Part C.1. must be coded "Positive Screen - Referral
Required"). The abnormalities are listed below:

01 =Nodule (1 - 30 mm)

02 =Mass (> 30 mm)

07 =Pleural mass

08 =Granuloma

13 =Right hilar/mediastinal lymph nodes (exclude calcified nodes)

14 =Left hilar mediastinal lymph nodes (exclude calcified nodes)

15 =Major atelectasis/collapse

16 =Infiltrate (consolidation/alveolar opacity)

17 =Scarring/pulmonary fibrosis/honeycombing

18 =Pleural fibrosis/pleural plaque

19 =Pleural fluid

20 =Bone/soft tissue lesion

21 =Cardiac abnormality/cardiomegaly/congestive heart failure

22 =COPD/emphysema/bullae

88 =Other (SPECIFY): The abnormality is other than those listed above. Specify
the abnormality on the line provided in the "Description of Abnormality" column.

Part C: Chest X-Ray Interpretation Results

Part C is to be completed by the QA Radiologist. At some SCs, the SC staff will complete this
section using the QA Radiologist's written report.

1. Examination Results: Darken the circle corresponding to the result of the examina-
tion. Definitions of examination results are given below:

Positive Screen - Referral Required (formerly Abnormal, Suspicious for Cancer):
Evaluation reveals any of the following pulmonary abnormalities:

- nodule (a circular opacity less than or equal to 3.0 cm in diameter)

- mass (any discrete opacity greater than 3.0 cm in diameter without regard to
contour, homogeneity or border characteristics)

- hilar or mediastinal lymph node enlargement (exclude calcified nodes)

- major atelectasis/lobar collapse

- infiltrate/consolidation/alveolar opacity

- pleural mass
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A referral to the participant's physician of choice for evaluation of these results is
necessary, unless s/he was already referred for follow-up of the results of the
original interpretation of the chest x-ray film.

Negative Screen - No Abnormalities (formerly Negative): Evaluation reveals mid-
line structure and heart to be of normal size and not displaced or enlarged. Pulmo-
nary parenchyma reveals no suspicious abnormality for cancer.

Negative Screen - Other Abnormalities (formerly Abnormal, Not Suspicious for
Cancer): Evaluation reveals any of the following pulmonary abnormalities:

- pneumonia (particularly TB)

- marked cardiac enlargement

- pulmonary edema

- congestive heart failure (CHF)

- pericardial effusion

- pleural effusion

- valvular heart disease

- shunt vascularity 

- thoracic aortic aneurysm, dissection

- pneumothorax

- pneumomediastinum

- unexplained foreign body (catheter fragment in heart, etc.)

- granuloma

- rib/spine/shoulder girdle metastases

- plasmocytomas

- acute fractures

- hepatomegaly

- splenomegaly

- old rib fractures

- compression fractures of the spine

- shoulder fractures

- scoliosis

- pleural calcification, pleural thickening, plaques

- previous mastectomies, breast implants

- COPD, emphysema, bullae

- old granulomatous disease, parenchymal calcification, calcified nodes

- pneumoconiosis

- mild to moderate cardiac enlargement

- pulmonary vascular congestion

- interstitial fibrosis, honeycombing, small scars
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- pulmonary fibrosis with hilar retraction,

- radiation fibrosis

- previous lung surgery

- biopsy sites

- changes related to old trauma, retained shrapnel, etc.

- previous cardiac surgery (CABG, valve replacements)

- vascular anomalies (right aortic arch, etc.)

- vascular calcification

- bronchiectasis

- hiatal hernia, gallstones

- linear or plate atelectasis

- enlarging tracheal nodule

Some of these abnormalities are indicative of serious medical problems and will
require referral. If the Examiner feels that a referral is necessary, Level 1 or Level
2 should be marked in Item C.3 (Level of Referral).

Inadequate: The x-ray films were inadequate and sufficient information could not
be obtained to determine whether the examination result was negative screen -
no abnormalities, negative screen - other abnormalities or positive screen - refer-
ral required. Record the reason(s) for an inadequate examination in Item C.2
below. A QA examination that is inadequate will not count toward the total num-
ber of QA examinations performed.

If there is an abnormality which is indicative of a positive screen and one which is
indicative of a negative screen - other abnormalities, only "Positive Screen - Referral
Required" should be marked.

2. Reason for Inadequate Exam: Darken one or more circles to indicate the reason
for an inadequate exam. If the exam was inadequate for reasons other than or in
addition to poor film quality and/or films lost, darken the circle for "Other" and specify
the reason(s) on the lines provided.

3. Level of Referral: Darken the circle corresponding to the level of referral.

1 - Significant Abnormality, Referral: The examination result was "Positive Screen -
Referral Required," or the result was "Negative Screen - Other Abnormalities" or
"Inadequate" and an abnormality considered to be significant and requiring refer-
ral was found. 

2 - Moderate Abnormality, Referral: The examination result was "Negative Screen -
Other Abnormalities" or "Inadequate," and an abnormality considered to be mod-
erate and requiring referral was found.

3 - Slight Variation from Normal, No Referral: The examination result was "Negative
Screen - Other Abnormalities" or "Inadequate," and an abnormality considered to
be a slight variation from normal, not requiring referral, was found.

4 - Normal/Result Not Available, No Referral: The examination result was "Negative
Screen - No Abnormalities" or "Inadequate," and no abnormalities were seen or
the result of the examination is not available.
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4. Comments: The comments box should be used to record information that may help
clarify a situation, provide further information for an item in another part of the form,
and to record additional "Other (Specify)" information, if needed.

If there are no additional comments, darken the circle next to "No." If there are addi-
tional comments, darken the circle next to "Yes." Enter the item number indicating
the item to which the comments are related. The item number should include a letter
indicating the section of the form, and a number indicating the item within that sec-
tion (e.g., A.3). If the comment is not related to a specific item on the form, use the
item number for the comments section itself (C.4). Then enter the comments in the
space provided to the right of the item number. If more space is needed, darken the
circle next to "Continued," and record additional comments on a Comments Continua-
tion Form (CCF).

5. Radiologist Identification: (This item should be completed by the QA Radiologist.)

Sign the form in the space provided, enter your 4-digit ID number, and darken the
circles corresponding to the four digits. If this section was completed by a member of
the SC staff using the QA Radiologist's written report, the SC staff member should
enter the QA Radiologist's name and staff ID, then sign his/her own name below the
name of the QA Radiologist.
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A-12-1

A-12-1: Digital Rectal Screening Examination of the 
Prostate Form (DRE2)

Specifications for the Digital Rectal Screening Exami-
nation of the Prostate Form







PLCO Cancer Screening Trial

SPECIFICATIONS FOR COMPLETION OF THE DIGITAL RECTAL EXAMINATION OF 
THE PROSTATE FORM - VERSION 2 (DRE2)

This form is to be completed by an SC staff member and the Examiner. The SC staff member
will complete the top administrative section and the Examiner will complete Parts A and B of
the form. A physician consultant should be called if the Examiner is unable to complete the
examination and requires assistance. If a physician consultant participates in an examina-
tion, the physician's results, not the Examiner's, should be recorded on the form.

Specifications for completing each item of the form are given below:

General instructions for the completion of forms to be scanned by an Optical Mark
Reader:

• Use a No. 2 pencil to mark your answers. Do not use red ink or felt tip
pens.

• Make heavy marks that fill the circle completely.

• If you need to change an answer, be sure to erase completely.

• Mark only one response for each question, unless the instructions tell you
otherwise.

• Some questions also have additional instructions next to certain answers.
These instructions may either ask you to skip questions that do not apply
to you or ask you to provide additional information. First darken the
appropriate circle, then follow the instructions as directed. Unless
instructed otherwise, go to the next question.

Administrative Section:

Participant ID: Affix a Participant ID label to the space provided in the upper right-
hand corner of the form. The barcode should be aligned directly over the shaded box,
with the eye-readable number toward the inside of the form. The barcode should be
toward the outer edge of the form.

1. Date of Examination: Enter the date of the examination. Month and day should be
zero filled (e.g., 02/07). For the year, all four (4) digits need to be filled. Darken the
circles corresponding to the month, day, and all four (4) digits of the year.

2. Screening Center: This item is optional. If this item is completed, enter the 2-digit
SC ID and darken the circle corresponding to each number.

3. Satellite Center: This item is optional. If the SC has elected to track satellite center
activity and the examination is taking place at a satellite center, enter the 2-digit Sat-
ellite Center ID. Darken the circle corresponding to each number. If the examination
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is not taking place at a satellite center, or the SC has elected not to track satellite
center activity, this item should be left blank.

4. Study Year: Darken the circle corresponding to the study year. Darken the circle
next to T0 for the baseline examination, and T1, T2, or T3 for the follow-up examina-
tions.

5. Visit Number: Darken the circle corresponding to the number of times the partici-
pant visited the SC to complete this examination in the current study year. For exam-
ple, if this is the first time the participant has come to the SC, darken the circle next
to "One." If the examination was not completed for some reason in a previous visit
and the participant returned to the SC a second time to complete the digital rectal
examination, darken the circle next to "Two." If this is the third visit, darken the circle
next to "Three." There should be no more than three visits to the SC in any study
year.

6. Reason for Repeat Visit: If this is a repeat visit (visit number 2 or 3), record the
reason for the repeat visit. The purpose of this item is to provide important informa-
tion to the Examiner regarding why the participant is returning for a repeat visit.
Some example reasons:

"Prior DRE terminated due to rectal pain."

This might be entered if the participant's digital rectal examination was stopped
due to rectal pain in the previous visit, but he was willing to return to the SC to
attempt the examination again. This information will alert the Examiner to the
participant's physical/mental condition.

"Participant out of time. Unable to complete DRE."

This might be entered if the participant's schedule did not allow him to remain at
the SC to complete the digital rectal examination during a previous visit, and the
examination was rescheduled.

7. Form Processing: These are the steps that should be completed in order to process
the examination form. All of the items except “Final Disposition” are optional. “Final
Disposition“ is required and may be marked on the form or entered directly into
DEES. Final Disposition may also be set automatically in DEES when the form is edited
(See documentation for DEES 2.03).

Form Receipted into SMS: This item is optional. Darken this circle after the form
has been receipted into the SMS. (Refer to Chapter 17 for instructions on receipt-
ing forms.)

Manual Review Completed: This item is optional. Darken this circle after the
form has been reviewed by SC staff to make sure that the information is com-
plete, legible and that the appropriate circles are darkened properly. (Refer to
Chapter 17 for instructions on performing a manual review of forms.)

Data Entry of Non-Scannable Items: This item is optional. Complete this item
to indicate the status of verbatim data entry. (Refer to Chapter 17 for instructions
on data entry of non-scannable items.) When data entry is complete, darken the
circle next to "Completed." If no data entry of non-scannable items is required,
darken the circle next to "None Required."

Data Retrieval: This item is optional. Complete this item to indicate the status of
data retrieval. If data retrieval was attempted, regardless of whether or not addi-
tional information was collected, darken the circle next to "Attempted." If no data
retrieval was required, darken the circle next to "None Required."
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Final Disposition: The SC is required to assign a final disposition to each opscan
form. There are two final dispositions:

- Final Complete (FCM): This disposition may be assigned when there are no
errors reported on the DEES edit report or the only errors reported are
“UNLIKELY” errors that have been investigated by the SC, or errors on the
optional forms processing items.

- Final Incomplete (FIC): This disposition may be assigned when there are
errors reported on the DEES edit report (except UNLIKELY errors that have
been investigated) which cannot be corrected. This includes errors that cannot
be corrected because data retrieval is not required for the item, or because the
information could not be obtained, even with data retrieval.

The final disposition may be assigned in three ways:

- by darkening the bubble on the opscan form and scanning it;

- by keying the final disposition into DEES;

- by allowing the computer to assign the final disposition for forms with no
errors (FCM only).

Part A - Prostate Examination Findings:

Complete Items 1-8 below. If the result of the examination (Item B1) is “Inadequate,” Part A
may be left blank. The examiner should record any information that is available and leave
the remaining items blank. 

1. Participant Position: Darken the circle corresponding to the participant's position
during the examination. There are three acceptable positions:

Bent at waist over end of examination table: The participant is standing, bent for-
ward at the waist, with his elbows resting on the examination table;

Kneeling, knees to chest: The participant is kneeling on the examination table,
with his chest lowered toward his knees; and

Lateral decubitus position with knees pulled up to chest: The participant is lying on
his side on the examination table, with his knees pulled up to his chest.

If more than one position is used, record the first position attempted in this item and
record any additional positions in Comments, Item B.5.

2. Prostate Palpable: Darken a circle to indicate whether the prostate is palpable. If
the prostate is completely or partially palpable, darken the circle for “Yes.“ If the
prostate is not palpable at all, darken the circle next to "No" and go to part B to
record the exam result.

3. Approximate Size of Gland: Enter the transverse and sagittal dimensions of the
prostate in centimeters, and darken the circles corresponding to the numbers. Round
all measurements to the nearest half-centimeter. Zero-fill measurements that are less
than 10 cm. (e.g., 02.0, 05.5, etc.).

The transverse dimension refers to the width of the prostate (left to right), and the
sagittal dimension refers to the length of the prostate (from bladder to membranous
urethra). 

4. Prostate Symmetry: Darken a circle to indicate whether the left and right lobes of
the prostate are symmetrical or asymmetrical in shape.
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5. Overall Consistency of Gland: Darken a circle to indicate the overall consistency of
the prostate gland. Definitions are as follows:

Normal: Smooth, rubbery and firm (like the base of thumb).

Boggy with No Induration: Fleshy consistency (like the cheek of face) with no
abnormally hard areas.

Boggy with Induration/Nodular: Fleshy consistency (like the cheek of face) with
one or more abnormally hard areas.

Induration/Nodular: An abnormally hard spot or area.

6. Areas of Induration: Darken the circle corresponding to the number of distinct
areas of induration (i.e., One, Two, Three, Four or more). If the entire prostate is
indurated, darken the circle for "One."

7. Record Information for Three Largest Areas of Induration: Complete the chart
by darkening the circle corresponding to the correct response in each column. Enter
information about the largest area of induration in the column labeled "1", the second
largest area of induration in the column labeled "2" and the third largest area of indu-
ration in the column labeled "3."

Definitions of chart items are given below:

Location:

Refer to the diagram of the prostate on the examination form and document the loca-
tion of each area of induration by drawing it on the diagram and by darkening one or
more circles in the chart to indicate the location. The locations are defined below:

1 = Left apex;

2 = Right apex;

3 = Left lateral lobe;

4 = Right lateral lobe;

5 = Left base;

6 = Right base;

7 = Left seminal vesicle;

8 = Right seminal vesicle.

If an area of induration extends across one or more locations, darken the circles for
all locations which contain the induration.

Approximate Size:

Darken the circle indicating the size range that includes the size of the induration. For
example, if the induration is approximately 3.5 centimeters, darken the circle next to
"3.1 cm to 4.0 cm."

The ranges are as follows:

1 = Less than 1.5 cm;

2 = 1.5 to 2.0 cm;

3 = 2.1 to 3.0 cm;

4 = 3.1 to 4.0 cm;

5 = Greater than 4.0 cm.
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Type:

1 = Focal (Non-nodular): The induration is focused in one area, but does not pro-
trude from the surface of the prostate.

2 = Diffuse: The induration is widely distributed, without a distinct margin.

3 = Nodular: The induration is focal with a distinct nodule, and causes a protru-
sion from the surface of the prostate.

Grade:

1 = Firm: Consistency of a tennis ball.

2 = Firmer: Consistency of a softball.

3 = Hard: Cosistency of a marble.

Extent:

1 = Confined to Prostate: Within the capsule of the prostate.

2 = Beyond Capsule (Not into Seminal Vesicles and Not Fixed): Outside the cap-
sule of the prostate, but not extending into the seminal vesicles, and not exten-
sive to the point of fixation of the prostate to the surrounding structures such as
the bladder, rectum, or pelvic side walls. (See Figure 1., left side.)

3 = Beyond Capsule - Into Seminal Vesicles: Beyond the capsule of the prostate,
extending into the seminal vesicles which are superior and lateral to the prostate.
(See Figure 1,. right side.)

4 = Beyond Capsule - Extensive (Fixed): Beyond the capsule of the prostate,
extending into and fixed to the surrounding structures (such as bladder and rec-
tum). (See Figure 2.)

Figure 1
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8. Additional Findings: Darken one or more circles to indicate any additional findings.
Additional findings are described below:

None: No additional abnormalities noted. (Note: If this circle is darkened, no other
circle may be darkened; continue with Part B.).

Enlargement: The prostate is enlarged in the opinion of the Examiner.

Tenderness: The participant experiences abnormal sensitivity to touch or pressure
on the prostate.

Other (SPECIFY): Describe any other abnormalities noted during the examination
in the space provided.

Part B - Prostate Examination Results:

1. Examination Results: Darken the circle corresponding to the result of the examina-
tion. Definitions of examination results are given below:

Positive Screen - Referral Required (formerly Abnormal, Suspicious for Prostate
Cancer (Referral Needed): The prostate examination shows:

- nodularity or induration of the prostate; or 

- the examiner judges the prostate to be suspicious for cancer in the absence of
nodularity or induration.

In the event that the examiner judges the prostate to be suspicious for cancer
in the absence of nodularity or induration, the examiner is required to describe
the basis of this judgement in the comments section.

A referral to the participant's physician of choice for evaluation of these results is
necessary. 

Negative Screen - No Abnormalities (formerly Negative): The prostate examina-
tion reveals:

- a symmetric, soft, non-nodular prostate.

Figure 2
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Negative Screen - Other Abnormalities (formerly Abnormal, Not Suspicious for
Prostate Cancer): The prostate examination reveals:

- Enlargement;

- Tenderness;

- Bogginess with no other abnormal findings;

- Asymmetry in a prostate of normal consistency and of normal size or slightly
enlarged;

- Prostate has been previously removed and abnormalities not indicative of a
positive screen are identified.

If the Examiner feels that a referral is necessary, this information should be
recorded in Item B.3 (Level of Referral).

- Inadequate: The prostate examination is incomplete, i.e., sufficient informa-
tion could not be obtained to determine a result due to one or more of the fol-
lowing reasons:

- the participant is unwilling to allow the examination;

- the participant is unable to tolerate the discomfort of the examination; 

- the examiner is unable to palpate the prostate due to participant obesity; 

- the examiner is unable to palpate the apex, base and lateral lobes of the pros-
tate, and seminal vesicles, and no abnormality suspicious for cancer is found in
the area palpated; or

- the prostate has been previously removed and no abnormalities are identified.

Record the reason(s) for the inadequate examination in Item B.2 below.

If there is an abnormality that is indicative of a positive screen, and one that is not
indicative of a positive screen, only "Positive Screen - Referral Required" should
be marked.

2. Reason for Inadequate Examination: Darken one or more circles to indicate the
reason(s) for the inadequate examination. An explanation of each reason for an inad-
equate examination is given below:

Participant Discomfort: The participant is unable to tolerate the discomfort of the
examination and the examination is terminated prematurely, without collection of
sufficient information to determine a result.

Participant Refusal: The participant is unwilling to allow the completion of the
examination and a result could not be determined due to insufficient information.

Participant Obesity: The participant is so obese that the Examiner is unable to pal-
pate the prostate at all.

Other (SPECIFY): Describe any other situation in which a result could not be
determined due to insufficient information.

3. Level of Referral: Darken the circle corresponding to the level of referral.

1 - Significant Abnormality, Referral: The examination result was "Positive Screen
- Referral Required," or the result was "Negative Screen - Other Abnormalities" or
"Inadequate", and an abnormality considered to be significant and requiring refer-
ral was found. 
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2 - Moderate Abnormality, Referral: The examination result was "Negative Screen
- Other Abnormalities" or "Inadequate," and an abnormality considered to be
moderate and requiring referral was found.

3 - Slight Variation from Normal, No Referral: The examination result was "Nega-
tive Screen - Other Abnormalities" or "Inadequate," and an abnormality consid-
ered to be a slight variation from normal, not requiring referral, was found.

4 - Normal/Result Not Available, No Referral: The examination result was "Nega-
tive Screen - No Abnormalities" or "Inadequate," and no abnormalities were seen,
or the result of the examination is not available.

4. Medical Complications of Exam: If the participant did not experience any compli-
cations of the examination prior to leaving the SC, darken the circle next to "No." If
the participant experienced immediate medical complications (prior to leaving the
SC), darken the circle next to "Yes" and briefly describe the complication(s) in the
space provided.

Note: An Adverse Experience Report (AER) should be completed if the participant
experiences a medical complication before arriving at or after leaving the SC or if he
receives medical care for a complication experienced during the screening visit.

5. Comments: The comments section may be used to record information that may help
clarify a situation, provide further information for an item in another part of the form,
and to record additional "Other (Specify)" information, if needed.

If there are no additional comments, darken the circle next to "No." If there are addi-
tional comments, darken the circle next to "Yes." Enter the item number indicating
the item to which the comments are related. The item number should include a letter
indicating the section of the form, and a number indicating the item within that sec-
tion (e.g., A.3). If the comment is not related to a specific item in Parts A or B of the
form, use the item number for the comments section itself (B.5). Then enter the com-
ments in the space provided to the right of the item number. If more space is needed,
darken the circle next to "Continued," and record additional comments on a Com-
ments Continuation Form (CCF).

6. Examiner ID: (This item should be completed by the Examiner even if a physician
was consulted during the examination.)

Sign the form in the space provided, enter your 4-digit staff ID number, and darken
the circles corresponding to the four digits.

7. Consultant ID: (This item should be completed by the physician consultant. If a phy-
sician was not consulted during the examination, the Examiner should darken the cir-
cle next to "No," and the signature should be left blank. Note that this item should not
be completed for QA Examiners; QA Examiners must complete a separate examina-
tion form for QA.)

Darken the circle next to "Yes," and sign the form in the space provided. Enter your 4-
digit staff ID number and darken the circles corresponding to the four digits.
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A-12-2

A-12-2: Digital Rectal Screening Examination of the 
Prostate Form for Quality Assurance (DRQ2)

Specifications for the Digital Rectal Screening Exami-
nation of the Prostate Form for Quality Assurance







PLCO Cancer Screening Trial

SPECIFICATIONS FOR COMPLETION OF THE DIGITAL RECTAL EXAMINATION OF THE 
PROSTATE QUALITY ASSURANCE FORM - VERSION 2 (DRQ2)

This form is to be completed by a SC staff member and the QA Examiner for the digital rectal
examination. The QA Examiner is defined as the examiner who repeats the digital rectal
examination for QA purposes.

The SC staff member will complete the top administrative section and the QA Examiner will
complete Parts A and B of the form. The completed form will then be receipted into the SMS
and scanned into the DEES.

Since the quality assurance for the digital rectal examination will involve a repeat examina-
tion, all items of this form must be completed. Specifications for completing each item of the
form are given below:

General instructions for the completion of forms to be scanned by an Optical Mark
Reader:

• Use a No. 2 pencil to mark your answers. Do not use red ink or felt tip
pens.

• Make heavy marks that fill the circle completely.

• If you need to change an answer, be sure to erase completely.

• Mark only one response for each question, unless the instructions tell you
otherwise.

• Some questions also have additional instructions next to certain answers.
These instructions may either ask you to skip questions that do not apply
to you or ask you to provide additional information. First darken the
appropriate circle, then follow the instructions as directed. Unless
instructed otherwise, go to the next question.

Administrative Section:

Participant ID: Affix a Participant ID label to the space provided in the upper right-
hand corner of the form. The barcode should be aligned directly over the shaded
box, with the eye-readable number toward the inside of the form. The barcode
should be toward the outer edge of the form.

1. Date of Examination: Enter the date of the QA examination. Month and day
should be zero filled (e.g., 02/07). For the year, all four (4) digits need to be filled.
Darken the circles corresponding to the month, day, and all four (4) digits of the
year.

2. Screening Center: This item is optional. If this item is completed, enter the 2-digit
SC ID and darken the circle corresponding to each number.
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3. Satellite Center: This item is optional. If the SC has elected to track satellite cen-
ter activity and the QA examination is taking place at a satellite center, enter the 2-
digit Satellite Center ID. Darken the circle corresponding to each number. If the QA
examination is not taking place at a satellite center, or the SC has elected not to
track satellite center activity, this item should be left blank.

4. Study Year: Darken the circle corresponding to the study year. Darken the circle
next to T0 for the baseline examination, and T1, T2, or T3 for the follow-up exami-
nations.

5. Visit Number: Darken the circle corresponding to the number of times the partici-
pant visited the SC to complete the digital rectal examination, including the QA
examination, in the current study year. For example, if the QA examination is com-
pleted on the participant's first visit to the SC, darken the circle next to "One." If the
participant was required to return to the SC a second time to complete the QA
examination, darken the circle next to "Two." If this is the third visit, darken the cir-
cle next to "Three." There should be no more than three visits to the SC in any
study year.

6. Reason for Repeat Visit: If this is a repeat visit (visit number 2 or 3), record the
reason for the repeat visit. If the repeat visit is specifically for the purpose of per-
forming the QA examination, record "QA Examination" in the space provided. If the
main purpose of the repeat visit is to complete the original digital rectal examina-
tion, record the reason for the repeat visit. The purpose of this item is to provide
important information to the QA Examiner regarding why the participant is returning
for a repeat visit. Some example reasons:

"Prior DRE terminated due to rectal pain."

This might be entered if the participant's digital rectal examination was stopped
due to rectal pain in the previous visit, but he was willing to return to the SC to
attempt the examination again. This information will alert the QA Examiner to the
participant's physical/mental condition.

"Participant out of time. Unable to complete exam."

This might be entered if the participant's schedule did not allow him to remain at
the SC to complete the digital rectal examination during a previous visit, and the
examination was rescheduled.

7. Form Processing: These are the steps that should be completed in order to pro-
cess the examination form. All of the items except “Final Disposition” are optional.
“Final Disposition” is required and may be marked on the form or entered directly
into DEES. Final Disposition may also be set automatically in DEES when the form is
edited (see the documentation for DEES 2.03).

Form Receipted into SMS: This item is optional. Darken this circle after the form
has been receipted into the SMS. (Refer to Chapter 17 for instructions on receipt-
ing forms.)

Manual Review Completed: This item is optional. Darken this circle after the
form has been reviewed by SC staff to make sure that the information is com-
plete, legible and that the appropriate circles are darkened properly. (Refer to
Chapter 17 for instructions on performing a manual review of forms.)

Data Entry of Non-Scannable Items: This item is optional. Complete this item
to indicate the status of verbatim data entry. (Refer to Chapter 17 for instructions
on data entry of non-scannable items.) When data entry is complete, darken the
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circle next to "Completed." If no data entry of non-scannable items is required,
darken the circle next to "None Required."

Data Retrieval: This item is optional. Complete this item to indicate the status of
data retrieval. If data retrieval was attempted, regardless of whether or not addi-
tional information was collected, darken the circle next to "Attempted." If no data
retrieval was required, darken the circle next to "None Required."

Final Disposition: The SC is required to assign a final disposition to each opscan
form. There are two final dispositions:

- Final Complete (FCM): This disposition may be assigned when there are no
errors reported on the DEES edit report or the only errors reported are
“UNLIKELY” errors that have been investigated by the SC, or errors on the
optional form processing items.

- Final Incomplete (FIC): This disposition may be assigned when there are
errors reported on the DEES edit report (except UNLIKELY errors that have
been investigated) which cannot be corrected. This includes errors that cannot
be corrected because data retrieval is not required for the item, or because the
information could not be obtained, even with data retrieval.

The final disposition may be assigned in three ways:

- by darkening the bubble on the opscan form and scanning it;

- by keying the final disposition into DEES;

- by allowing the computer to assign the final disposition for forms with no
errors (FCM only).

Part A - Prostate Examination Findings:

Complete Items 1-8 below. If the result of the QA examination (Item B1) is "Inadequate,"
Part A may be left blank. The QA Examiner should record any information that is available
and leave the remaining items blank. 

1. Participant Position: Darken the circle corresponding to the participant's position
during the examination. There are three acceptable positions:

Bent at waist over end of examination table: The participant is standing, bent for-
ward at the waist, with his elbows resting on the examination table;

Kneeling, knees to chest: The participant is kneeling on the examination table,
with his chest lowered toward his knees; and

Lateral decubitus position with knees pulled up to chest: The participant is lying on
his side on the examination table, with his knees pulled up to his chest.

If more than one position is used, record the first position attempted in this item
and record any additional positions in Comments, Item B.5.

2. Prostate Palpable: Darken a circle to indicate whether the prostate is palpable. If
the prostate is completely or partially palpable, darken the circle for “Yes.”  If the
prostate is not palpable at all, darken the circle next to "No" and go to part B to
record the exam result.

3. Approximate Size of Gland: Enter the transverse and sagittal dimensions of the
prostate in centimeters, and darken the circles corresponding to the numbers.
Round all measurements to the nearest half-centimeter. Zero-fill measurements
that are less than 10 cm. (e.g., 02.0, 05.5, etc.).
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The transverse dimension refers to the width of the prostate (left to right), and the
sagittal dimension refers to the length of the prostate (from bladder to membranous
urethra). 

4. Prostate Symmetry: Darken a circle to indicate whether the left and right lobes of
the prostate are symmetrical or asymmetrical in shape.

5. Overall Consistency of Gland: Darken a circle to indicate the overall consistency
of the prostate gland. Definitions are as follows:

Normal: Smooth, rubbery and firm (like the base of thumb).

Boggy with No Induration: Fleshy consistency (like the cheek of face) with no
abnormally hard areas.

Boggy with Induration/Nodular: Fleshy consistency (like the cheek of face) with
one or more abnormally hard areas.

Induration/Nodular: An abnormally hard spot or area.

6. Areas of Induration: Darken the circle corresponding to the number of distinct
areas of induration (i.e., One, Two, Three, Four or more). If the entire prostate is
indurated, darken the circle for "One."

7. Record Information for Three Largest Areas of Induration: Complete the
chart by darkening the circle corresponding to the correct response in each column.
Enter information about the largest area of induration in the column labeled "1", the
second largest area of induration in the column labeled "2" and the third largest
area of induration in the column labeled "3."

Definitions of chart items are given below:

Location:

Refer to the diagram of the prostate on the examination form and document the
location of each area of induration by drawing it on the diagram and by darkening
one or more circles in the chart to indicate the location. The locations are defined
below:

1 = Left apex;

2 = Right apex;

3 = Left lateral lobe;

4 = Right lateral lobe;

5 = Left base;

6 = Right base;

7 = Left seminal vesicle;

8 = Right seminal vesicle.

If an area of induration extends across one or more locations, darken the circles for
all locations which contain the induration.

Approximate Size:

Darken the circle indicating the size range that includes the size of the induration.
For example, if the induration is approximately 3.5 centimeters, darken the circle
next to "3.1 cm to 4.0 cm."

The ranges are as follows:
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1 = Less than 1.5 cm;

2 = 1.5 to 2.0 cm;

3 = 2.1 to 3.0 cm;

4 = 3.1 to 4.0 cm;

5 = Greater than 4.0 cm.

Type:

1 = Focal (Non-nodular): The induration is focused in one area, but does not pro-
trude from the surface of the prostate.

2 = Diffuse: The induration is widely distributed, without a distinct margin.

3 = Nodular: The induration is focal with a distinct nodule, and causes a protru-
sion from the surface of the prostate.

Grade:

1 = Firm: Consistency of a tennis ball.

2 = Firmer: Consistency of a softball.

3 = Hard: Consistency of a marble.

Extent:

1 = Confined to Prostate: Within the capsule of the prostate.

2 = Beyond Capsule (Not into Seminal Vesicles and Not Fixed): Outside the cap-
sule of the prostate, but not extending into the seminal vesicles, and not exten-
sive to the point of fixation of the prostate to the surrounding structures such as
the bladder, rectum, or pelvic side walls. (See Figure 1., left side.)

3 = Beyond Capsule - Into Seminal Vesicles: Beyond the capsule of the prostate,
extending into the seminal vesicles which are superior and lateral to the prostate.
(See Figure 1,. right side.)

4 = Beyond Capsule - Extensive (Fixed): Beyond the capsule of the prostate,
extending into and fixed to the surrounding structures (such as bladder and rec-
tum). (See Figure 2.)

8. Additional Findings: Darken one or more circles to indicate any additional find-
ings. Additional findings are described below:

None: No additional abnormalities noted. (Note: If this circle is darkened, no other
circle may be darkened; continue with Part B.).

Enlargement: The prostate is enlarged in the opinion of the QA Examiner.

Tenderness: The participant experiences abnormal sensitivity to touch or pressure
on the prostate.

Other (SPECIFY): Describe any other abnormalities noted during the examination
in the space provided.
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Figure 1

Figure 2
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Part B - Prostate Examination Results:

1. Examination Results: Darken the circle corresponding to the result of the exami-
nation. Definitions of examination results are given below:

Positive Screen - Referral Required (formerly Abnormal, Suspicious for Prostate
Cancer (Referral Needed): The prostate examination shows:

- nodularity or induration of the prostate or

- the examiner judges the prostate to be suspicious for cancer in the absence of
nodularity or induration. 

In the event that the examiner judges the prostate to be suspicious for cancer
in the absence of nodularity or induration, the examiner is required to describe
the basis of this judgement in the comments section.

A referral to the participant's physician of choice for evaluation of these results is
necessary.

Negative Screen - No Abnormalities (formerly Negative): The prostate examination
reveals:

- a symmetric, soft, non-nodular prostate.

Negative Screen - Other Abnormalities (formerly Abnormal, Not Suspicious for Pros-
tate Cancer): The prostate examination reveals:

- Enlargement;

- Tenderness;

- Bogginess with no other abnormal findings;

- Asymmetry in a prostate of normal consistency and of normal size or slightly
enlarged;

- Prostate is removed and abnormalities not indicative of a positive screen are
identified.

If the QA Examiner feels that a referral is necessary, this information should be
recorded in Item B.3 (Level of Referral).

Inadequate: The prostate examination is incomplete, i.e., sufficient information
could not be obtained to determine a result due to one or more of the following rea-
sons:

- the participant is unwilling to allow the examination;

- the participant is unable to tolerate the discomfort of the examination; 

- the QA Examiner is unable to palpate the prostate due to participant obesity; 

- the QA Examiner is unable to palpate the apex, base and lateral lobes of the
prostate, and seminal vesicles, and no abnormality suspicious for cancer is
found in the area palpated; or

- the prostate is removed and no abnormalities are identified.

Record the reason(s) for the inadequate examination in Item B.2 below. A QA
examination that is inadequate will not count toward the total number of QA exami-
nations performed.
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If there is an abnormality that is indicative of a positive screen, and one that is not
indicative of a positive screen, only "Positive Screen - Referral Required" should be
marked.

2. Reason for Inadequate Examination: Darken one or more circles to indicate the
reason(s) for the inadequate examination. An explanation of each reason for an
inadequate examination is given below:

Participant Discomfort: The participant is unable to tolerate the discomfort of the
examination and the examination is terminated prematurely, without collection of
sufficient information to determine a result.

Participant Refusal: The participant is unwilling to allow the completion of the
examination and a result could not be determined due to insufficient information.

Participant Obesity: The participant is so obese that the QA Examiner is unable to
palpate the prostate at all.

Other (SPECIFY): Describe any other situation in which a result could not be
determined due to insufficient information.

3. Level of Referral: Darken the circle corresponding to the level of referral.

1 - Significant Abnormality, Referral: The examination result was "Positive Screen
- Referral Required," or the result was a "Negative Screen - Other Abnormalities"
or "Inadequate" screen for prostate cancer, and an abnormality considered to be
significant and requiring referral was found. 

2 - Moderate Abnormality, Referral: The examination result was "Negative Screen
- Other Abnormalities" or "Inadequate," and an abnormality considered to be
moderate and requiring referral was found.

3 - Slight Variation from Normal, No Referral: The examination result was "Nega-
tive Screen - Other Abnormalities" or "Inadequate," and an abnormality consid-
ered to be a slight variation from normal, not requiring referral, was found.

4 - Normal/Result Not Available, No Referral: The examination result was "Nega-
tive Screen - No Abnormalities" or "Inadequate," and no abnormalities were seen
or the result of the examination is not available.

4. Medical Complications of Exam: If the participant did not experience any compli-
cations of the examination prior to leaving the SC, darken the circle next to "No." If
the participant experienced immediate medical complications (prior to leaving the
SC), darken the circle next to "Yes" and briefly describe the complication(s) in the
space provided.

Note: An Adverse Experience Report (AER) should be completed if the participant
experiences a medical complication before arriving at or after leaving the SC or if he
receives medical care for a complication experienced during the screening visit.

5. Comments: The comments section may be used to record information that may
help clarify a situation, provide further information for an item in another part of the
form, and to record additional "Other (Specify)" information, if needed.

If there are no additional comments, darken the circle next to "No." If there are
additional comments, darken the circle next to "Yes." Enter the item number indi-
cating the item to which the comments are related. The item number should include
a letter indicating the section of the form, and a number indicating the item within
that section (e.g., A.3). If the comment is not related to a specific item in Parts A or
B of the form, use the item number for the comments section itself (B.5). Then
enter the comments in the space provided to the right of the item number. If more
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space is needed, darken the circle next to "Continued," and record additional com-
ments on a Comments Continuation Form (CCF).

6. Examiner ID: (This item should be completed by the QA Examiner.)

Sign the form in the space provided, enter your 4-digit staff ID number, and darken
the circles corresponding to the four digits.

7. Consultant ID: (This item should be completed by any physician with whom the
QA examiner consults regarding the QA examination.)

Sign the form in the space provided, enter your 4-digit staff ID number, and darken
the circles corresponding to the four digits.
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A-13-1

A-13-1: Flexible Sigmoidoscopy Screening Examina-
tion Form (FSG2)

Specifications forthe Flexible Sigmoidoscopy Screen-
ing Examination Form







PLCO Cancer Screening Trial

SPECIFICATIONS FOR COMPLETION OF THE FLEXIBLE SIGMOIDOSCOPY SCREENING 
EXAMINATION FORM - VERSION 2 (FSG2)

This form is to be completed by an SC staff member and the Examiner. The SC staff
member will complete the top administrative section and the Examiner will complete
Parts A, B, and C of the form. A physician consultant should be called if the Exam-
iner is unable to complete the examination and requires assistance. If a physician
consultant participates in an examination, the physician's results, not the Exam-
iner's, should be recorded on the form.

Specifications for completing each item of the form are given below:

General instructions for the completion of forms to be scanned by an Optical Mark
Reader:

• Use a No. 2 pencil to mark your answers. Do not use red ink or felt tip
pens.

• Make heavy marks that fill the circle completely.

• If you need to change an answer, be sure to erase completely.

• Mark only one response for each question, unless the instructions tell you
otherwise.

• Some questions also have additional instructions next to certain answers.
These instructions may either ask you to skip questions that do not apply
to you or ask you to provide additional information. First darken the
appropriate circle, then follow the instructions as directed. Unless
instructed otherwise, go to the next question.

Administrative Section:

Participant ID: Affix a Participant ID label to the space provided in the upper right-
hand corner of the form. The barcode should be aligned directly over the shaded
box, with the eye-readable number toward the inside of the form. The barcode
should be toward the outer edge of the form.

1. Date of Examination: Enter the date of the examination. Month and day should be
zero filled (e.g., 02/07). For the year, all four (4) digits need to be filled. Darken the
circles corresponding to the month, day, and all four (4) digits of the year.

2. Screening Center: This item is optional. If this item is completed, enter the 2-digit
SC ID and darken the circle corresponding to each number.

3. Satellite Center: This item is optional. If the SC has elected to track satellite cen-
ter activity and the examination is taking place at a satellite center, enter the 2-digit
Satellite Center ID. Darken the circle corresponding to each number. If the exami-
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nation is not taking place at a satellite center, or the SC has elected not to track sat-
ellite center activity, this item should be left blank.

4. Study Year: Darken the circle corresponding to the study year. The flexible sigmoi-
doscopy is performed in the T0 and T5 study years only. Darken the circle next to
T0 for the baseline examination, or T5 for the follow-up examination.

5. Visit Number: Darken the circle corresponding to the number of times the partici-
pant visited the SC to complete this examination in the current study year. For
example, if this is the first time the participant has come to the SC, darken the circle
next to "One." If the examination was not completed for some reason in a previous
visit and the participant returned to the SC a second time to complete the flexible
sigmoidoscopy examination, darken the circle next to "Two." If this is the third visit,
darken the circle next to "Three." There should be no more than three visits to the
SC in any study year.

6. Reason for Repeat Visit: If this is a repeat visit (visit number 2 or 3), record the
reason for the repeat visit. The purpose of this item is to provide important informa-
tion to the Examiner regarding why the participant is returning for a repeat visit.
Some example reasons:

"Prior flex. sig. terminated due to participant discomfort."

This might be entered if, in the previous visit, the participant's flexible sigmoidos-
copy examination was stopped due to pain, but s/he was willing to return to the
SC to attempt the examination again. This information will alert the Examiner to
the participant's physical/mental condition.

"Participant out of time. Unable to complete flex. sig."

This might be entered if the participant's schedule did not allow him/her to remain
at the SC to complete the flexible sigmoidoscopy examination during a previous
visit, and the examination was rescheduled.

7. Form Processing: These are the steps that should be completed in order to pro-
cess the examination form. All of the items except "Final Disposition" are optional.
"Final Disposition" is required and may be marked on the form or entered directly
into DEES. Final Disposition may also be set automatically in DEES when the form is
edited (see the documentation for DEES 2.03).

Form Receipted into SMS: This item is optional. Darken this circle after the form
has been receipted into the SMS. (Refer to Chapter 17 for instructions on receipt-
ing forms.)

Manual Review Completed: This item is optional. Darken this circle after the
form has been reviewed by SC staff to make sure that the information is com-
plete, legible and that the appropriate circles are darkened properly. (Refer to
Chapter 17 for instructions on performing a manual review of forms.)

Data Entry of Non-Scannable Items: This item is optional. Complete this item
to indicate the status of verbatim data entry. (Refer to Chapter 17 for instructions
on data entry of non-scannable items.) When data entry is complete, darken the
circle next to "Completed." If no data entry of non-scannable items is required,
darken the circle next to "None Required."

Data Retrieval: This item is optional. Complete this item to indicate the status of
data retrieval. If data retrieval was attempted, regardless of whether or not addi-
tional information was collected, darken the circle next to "Attempted." If no data
retrieval was required, darken the circle next to "None Required."
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Final Disposition: The SC is required to assign a final disposition to each opscan
form. There are two final dispositions:

- Final Complete (FCM): This disposition may be assigned when there are no
errors reported on the DEES edit report or the only errors reported are
“UNLIKELY” errors that have been investigated by the SC or errors on the
optional forms processing items.

- Final Incomplete (FIC):This disposition may be assigned when there are errors
reported on the DEES edit report (except UNLIKELY errors that have been
investigated) which cannot be corrected. This includes errors that cannot be
corrected because data retrieval is not required for the item, or because the
information could not be obtained, even with data retrieval.

The final disposition may be assigned in three ways:

- by darkening the bubble on the opscan form and scanning it;

- by keying the final disposition into DEES;

- by allowing the computer to assign the final disposition for forms with no
errors (FCM only).

Part A - Rectal Examination Findings:

Complete Item 1. If the result of the examination (Item C1) is “Inadequate,” Item
A.1 may be left blank. 

1. Rectal Examination Findings: The flexible sigmoidoscopy examination should
begin with a rectal examination to exclude rectal lesions and to determine the path
of the rectum. Darken one or more circles to indicate rectal examination findings.
Descriptions of findings are given below:

Negative: The rectal examination reveals no abnormalities. (Note: If this circle is
darkened, no other circle may be darkened; continue with Part B.)

External Hemorrhoids: Varicose dilatation of a vein of the inferior hemorrhoidal
plexus, situated distal to the pectinate line and covered with modified anal skin.

Tenderness: Participant experiences abnormal sensitivity to physical examination
of the rectum.

Masses, Polyps, or Nodules: One or more of the following is palpated in the rec-
tum:

- Mass: An accumulation of cells or cohesive tissue.

- Polyp: A protruding growth from a mucous membrane.

- Nodule: A hard, stony area.

Blood: The participant experiences bleeding from the rectum at any time during
the examination, or blood is present on the glove of the examining hand after the
examination.

Stricture: A narrowing of the rectal canal due to cicatricial contraction or the dep-
osition of abnormal tissue.

Fistula or Fissures:

- Fistula: An abnormal passage or communication between two internal organs or
leading from an internal organ to the surface of the body. For example, an anal
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fistula is an opening on the cutaneous surface near the anus, which may or may
not communicate with the rectum.

- Fissure: A cleft or groove. For example, an anal fissure is a painful linear ulcer at
the margin of the anus.

Other (SPECIFY): Describe any other findings in the space provided.

Part B - Flexible Sigmoidoscopy Findings:

Complete Items 1-6. If the result of the examination (Item C.1) is "Inadequate,"
Part B may be left blank. The examiner should record any information that is avail-
able and leave the remaining items blank.

1. Number of Attempts: This is the number of times the flexible sigmoidoscopy
examination was attempted during this visit. For example, if the Examiner deter-
mined that the participant's colon was not prepared adequately for the examination,
s/he might repeat the preparation and make a second attempt to perform the
examination. In such a case, the circle next to "Two" should be darkened. The flex-
ible sigmoidoscopy should not be attempted more than twice in one visit.

2. Reason for Repeat Exam: Darken one or more circles to indicate the reason the
flexible sigmoidoscopy was repeated during the visit.

Participant Discomfort: The participant was unable to tolerate the discomfort dur-
ing the first examination and the examination was terminated prematurely.

Participant Refusal: The participant was unwilling to allow the completion of the
first examination.

Equipment Malfunction: There was a problem with the flexible sigmoidoscope or
the light which prevented the successful completion of the first examination.

Inadequate Preparation: The preparation of the colon (with one or more enemas)
was not sufficient to clear all residual stool from the colon.

Vasovagal Response: The participant experienced a transient vascular and neuro-
genic reaction marked by pallor, nausea, sweating, bradycardia, and rapid fall in
arterial blood pressure during the first examination.

Other (SPECIFY): Describe any other situation in which the examination was
repeated during the same visit.

3. Depth of Sigmoidoscope Insertion: Enter the number of centimeters the sigmoi-
doscope was inserted into the participant's colon (including the rectum). In cases
where two attempts were made to successfully complete the examination, enter the
depth for the attempt which was successful. If neither attempt was successful, enter
the attempt with the greatest depth of insertion.  In the rare case that a colono-
scope is used instead of a flexible sigmoidoscope, the instrument should not be
inserted beyond 60 cm. The use of the colonoscope should be documented in Item
C.5 (Comments).

Enter whole centimeters only; do not enter fractions. Darken the circles correspond-
ing to the numbers.

4. Number of Lesions Seen (INCLUDES POLYPS AND MASSES): Darken the circle
which corresponds to the number of lesions visualized. This includes polyps (pro-
truding growths from a mucous membrane), and masses (accumulations of cells or
cohesive tissue). This also includes "diminutive" polyps. If no lesions are visualized,
go to Item 6.
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5. Record Information for Largest Four Lesions: Complete the chart by darkening
the circle corresponding to the correct response in each row. Enter information
about the largest lesion in the column labeled "Lesion 1", the second largest lesion
in the column labeled "Lesion 2", the third largest lesion in the line column labeled
"Lesion 3," and the fourth largest lesion in the column labeled "Lesion 4." The fol-
lowing information should be recorded for each lesion:

Type:

Darken a circle corresponding to the type of lesion as follows:

1 = Polyp

2 = Mass

Location:

Mark the lesion on the diagram on the examination form, then darken a circle to
indicate the location of the lesion in the colon or rectum. The diagram shows the
division of the colon/rectum into the locations listed below:

1 = Rectum

2 = Sigmoid Colon

3 = Descending Colon

4 = Splenic Flexure

If a lesion extends across more than one location in the colon, enter the location
which holds the greatest area of the lesion in it.

Size:

Largest dimension in cm: Enter the largest dimension of the lesion in centimeters.
Zero fill the decimal place if there is no fraction of a centimeter (e.g. 3 cm. should
be entered as "3.0"). Darken the circles corresponding to the numbers.

For example, if the lesion is 3.5 cm. in height and 1 cm. in width, enter "3.5" and
darken the circles corresponding to these numbers.

If a lesion is reported as "diminutive" and an exact size is not given, if it is greater
than 9.9 cm or if it is circumferential, its size should be documented as 0.0.  If the
lesion is greater than 9.9 cm, the exact size should be documented in Item C.5
(Comments). If the lesion is circumferential or diminutive, this should be docu-
mented in Item C.5 (Comments).

Shape:

1 = Sessile: The lesion is attached to normal tissue by a base, not a stalk (a stem-
like connecting part).

2 = Pedunculated: The lesion has a stalk (a stemlike connecting part) by which it
is attached to normal tissue.

8 = Other (SPECIFY): The lesion is neither sessile or pedunculated, or is mixed
(both sessile and pedunculated). Identify the predominating shape in the space
provided. If the predominating shape cannot be identified, briefly describe the
shape of the lesion in the space provided.

Biopsy Performed:

If no biopsy was performed on this lesion, darken the circle next to "No." If a biopsy
was performed on this lesion, darken the circle next to "Yes."
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Video/Photo Documentation:

If no video or photograph was taken of this lesion, darken the circle next to "No." If
this lesion was recorded on video or photographed (with a still camera), darken the
circle next to "Yes."

6. Other Irregular Findings: Darken one or more circles to indicate other
irregular findings.

None: There are no additional abnormalities noted during the examination. (Note:
If this circle is darkened, no other circle may be darkened; continue with Part C).

Diverticulosis: The presence of colonic diverticula (acquired herniations of the
mucosa of the colon through the muscular layers of the bowel wall), in the
absence of inflammation.

Diverticulitis: Inflammation of colonic diverticula.

Colitis: Inflammation of the colon.

Vascular Lesions: Pathological or traumatic discontinuity of one or more blood
vessels in the colon or rectum.

Ulcers: Local defects or excavations of the surface of an organ or tissue, which are
produced by the sloughing of inflammatory necrotic tissue.

Melanosis Coli: A condition in which the mucous membrane of the colon is black or
dark brown due to the presence of pigment-laden macrophages within the lamina
propria.

Blood: The participant experiences bleeding from the colon or rectum at any time
during the examination, or blood is present on the sigmoidoscope after examina-
tion.

Stricture: A narrowing of the colonic passage due to cicatricial contraction or the
deposition of abnormal tissue.

Fissures: Abnormal passages communicating with the colon and the cutaneous
surface of the body (external colonic fissures), or with the colon and another hol-
low organ (internal colonic fissures).

Internal Hemorrhoids: Varicose dilatation of a vein or the superior hemorrhoidal
plexus, originating above the pectinate line, and covered by a mucous membrane.

Anal Warts: Papillomas with a central core of connective tissue in a treelike struc-
ture covered with epithelium, usually occurring on the mucous membrane or skin
of the external genitals or of the perianal region.

Other (SPECIFY): Describe any other abnormalities in the space provided. Use the
comments section (Item C.5), if necessary.

Part C - Flexible Sigmoidoscopy Examination Results:

1. Examination Results: Darken the circle corresponding to the examination result.
Definitions are as follows:

Positive Screen - Referral Required (formerly Abnormal, Suspicious for Colorectal
Cancer (Referral Needed):  There is visible or palpable evidence of a mucosal
abnormality:

- rectal nodule(s);

- rectal and colon mass(es); and
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- rectal and colon polyp(s).

A referral to the participant's physician of choice for evaluation of these results is
necessary.

Negative Screen - No Abnormalities (formerly Negative): The Examiner is able to
advance the scope to the full or desired length and give a description of negative
findings (i.e., no abnormalities are detected).

Negative Screen - Other Abnormalities (formerly Abnormal, Not Suspicious for
Colorectal Cancer): The examination reveals one of the following conditions (see
definitions in B.6 above):

- External hemorrhoids;

- Rectal tenderness;

- Blood;

- Stricture;

- Fistulas;

- Fissures;

- Diverticulosis;

- Diverticulitis;

- Colitis;

- Vascular lesions;

- Ulcers;

- Melanosis coli;

- Internal hemorrhoids; and

- Anal warts.

If the Examiner feels that a referral is necessary, this information should be
recorded in Item C.3 (Level of Referral).

Inadequate: An examination in which less than 90 percent of mucosa is visible,
the flexible sigmoidoscopy is inserted to less than 50 cm. with no obstructing
lesion and no abnormalities suspicious for cancer in the region visualized, or any
other situation in which a result could not be determined due to insufficient infor-
mation. (See definitions in Item 2 below).

If there is an abnormality that is indicative of a positive screen, and one that is not
indicative of a positive screen, only "Positive Screen - Referral Required" should
be marked.

2. Reason for Inadequate Exam: Darken one or more circles corresponding to the
reason(s) for the inadequate examination. Definitions are as follows:

Participant Discomfort: The participant is unable to tolerate the discomfort of the
examination and the examination is terminated prematurely, without collection of
sufficient information to determine a result.

Participant Refusal: The participant is unwilling to allow the completion of the
examination and a result could not be determined due to insufficient information.

Equipment Malfunction: There is a problem with the flexible sigmoidoscope or the
light which prevents the successful completion of the examination. In Screening
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Centers using video equipment, the examination may be inadequate due to a
problem with the video equipment. In such cases, if a fiberoptic sigmoidoscope is
available, it may be substituted in order to complete the exam adequately.

Inadequate Preparation with Unclear Lumen: The channel within the colon is not
clear due to residual stool in the colon, even after preparation for sigmoidoscopy
(with enema) and sufficient information could not be collected to determine a
result.

Vasovagal Response: The participant experiences a transient vascular and neuro-
genic reaction marked by pallor, nausea, sweating, bradycardia, and rapid fall in
arterial blood pressure, leading to the premature termination of the procedure and
lack of sufficient information to determine a result.

Palpitations with Tachycardia: The participant experiences the sensation of a rapid
or irregular heart beat, and the examination is terminated prematurely, without
collection of sufficient information to determine a result.

Severe Diverticulosis with Unclear Lumen: The channel within the colon is not
clear due to the presence of colonic diverticula (acquired herniations of the
mucosa of the colon through the muscular layers of the bowel wall), in the
absence of inflammation, and the examination is terminated prematurely, without
collection of sufficient information to determine a result.

Severe Ulcerative Colitis: The participant has a severe, chronic, recurrent ulcer-
ation in the colon, chiefly of the mucosa and submucosa, and this condition
caused the examination to be terminated prematurely, without collection of suffi-
cient information to determine a result.

Other (SPECIFY): Describe any other situation in which a result could not be
determined due to insufficient information.

3. Level of Referral: Darken the circle corresponding to the level of referral.

1 - Significant Abnormality, Referral: The examination result was "Positive Screen
- Referral Required," or the result was "Negative Screen - Other Abnormalities" or
"Inadequate" and an abnormality considered to be significant and requiring refer-
ral was found. 

2 - Moderate Abnormality, Referral: The examination result was "Negative Screen
- Other Abnormalities" or "Inadequate," and an abnormality considered to be
moderate and requiring referral was found.

3 - Slight Variation from Normal, No Referral: The examination result was "Nega-
tive Screen - Other Abnormalities" or "Inadequate," and an abnormality consid-
ered to be a slight variation from normal, not requiring referral, was found.

4 - Normal/Result Not Available, No Referral: The examination result was "Nega-
tive Screen - No Abnormalities" or "Inadequate," and no abnormalities were seen
or the result of the examination is not available.

4. Medical Complications of Exam: Darken one or more circles corresponding to
any medical complications of the examination that the participant experiences prior
to leaving the SC.

Complications are described below:

None: There were no medical complications of the examination. (Note: If this cir-
cle is darkened, no other circle may be darkened; continue with Item B.5.)
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A-13-2

A-13-2: Flexible Sigmoidoscopy Screening Examina-
tion Form for Quality Assurance (FSQ2)

Specifications for the Flexible Sigmoidoscopy 
Screening Examination Form for Quality Assurance







PLCO Cancer Screening Trial

SPECIFICATIONS FOR COMPLETION OF THE FLEXIBLE SIGMOIDOSCOPY SCREENING 
EXAMINATION QUALITY ASSURANCE FORM - VERSION 2 (FSQ2)

This form is to be completed by a SC staff member and the QA Examiner for the flexible sig-
moidoscopy examination. The QA Examiner is defined as the examiner who repeats or
observes the flexible sigmoidoscopy examination, or reviews a videotape or photographs of
the flexible sigmoidoscopy examination for QA purposes.

The SC staff member will complete the top administrative section and the QA Examiner will
complete all or portions of Parts A, B, and C of the form, depending on the method of quality
assurance. 

Specifications for completing each item of the form are given below:

General instructions for the completion of forms to be scanned by an Optical Mark
Reader:

• Use a No. 2 pencil to mark your answers. Do not use red ink or felt tip
pens.

• Make heavy marks that fill the circle completely.

• If you need to change an answer, be sure to erase completely.

• Mark only one response for each question, unless the instructions tell you
otherwise.

• Some questions also have additional instructions next to certain answers.
These instructions may either ask you to skip questions that do not apply
to you or ask you to provide additional information. First darken the
appropriate circle, then follow the instructions as directed. Unless
instructed otherwise, go to the next question.

Administrative Section:

Participant ID: Affix a Participant ID label to the space provided in the upper right-
hand corner of the form. The barcode should be aligned directly over the shaded
box, with the eye-readable number toward the inside of the form. The barcode
should be toward the outer edge of the form.

1. Date of Examination: Enter the date of the QA examination or the date the video-
tape/photograph was reviewed.  Month and day should be zero filled (e.g., 02/07).
For the year, all four (4) digit need to be filled. Darken the circles corresponding to
the month, day, and all four digits of the year.

2. Screening Center: This item is optional. If this item is completed, enter the 2-digit
SC ID and darken the circle corresponding to each number.
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3. 3.Satellite Center: This item is optional. If the SC has elected to track satellite
center activity and the QA examination is taking place at a satellite center, enter the
2-digit Satellite Center ID. Darken the circle corresponding to each number. If the
QA examination is not taking place at a satellite center, or the SC has elected not to
track satellite center activity, this item should be left blank.

4. 4.Study Year: Darken the circle corresponding to the study year. The flexible sig-
moidoscopy is performed in the T0 and T5 study years only. Darken the circle next
to T0 for the baseline examination, or T5 for the follow-up examination.

5. Visit Number: Darken the circle corresponding to the number of times the partici-
pant visited the SC to complete the flexible sigmoidoscopy examination, including
the QA examination, in the current study year. For example, if the QA examination
is completed on the participant's first visit to the SC, darken the circle next to
"One." If the participant was required to return to the SC a second time to complete
the QA examination, darken the circle next to "Two." If this is the third visit, darken
the circle next to "Three." There should be no more than three visits to the SC in
any study year. If the QA examination does not involve a visit to the SC (as with a
review of films), this item should be copied from the most recent FSG form com-
pleted for the participant.

6. Reason for Repeat Visit: If this is a repeat visit (visit number 2 or 3), record the
reason for the repeat visit. If the repeat visit is specifically for the purpose of per-
forming the QA examination, record "QA Examination" in the space provided. If the
main purpose of the repeat visit is to complete the original flexible sigmoidoscopy
examination, record the reason for the repeat visit. The purpose of this item is to
provide important information to the QA Examiner regarding why the participant is
returning for a repeat visit. Some example reasons:

"Prior flex. sig. terminated due to participant discomfort."

This might be entered if, in the previous visit, the participant's flexible sigmoidos-
copy examination was stopped due to pain, but s/he was willing to return to the
SC to attempt the examination again. This information will alert the Examiner to
the participant's physical/mental condition.

"Participant out of time. Unable to complete flex. sig."

This might be entered if the participant's schedule did not allow him/her to remain
at the SC to complete the flexible sigmoidoscopy examination during a previous
visit, and the examination was rescheduled.

7. Method of QA: Darken a circle to indicate the method of quality assurance. QA for
the flexible sigmoidoscopy may be done in four ways: 1) repeat examination, 2)
observation of examination, 3) review of videotaped examination, and 4) review of
photographs of examination. Depending on the method of QA, items on the form
should be skipped as follows:

8. Form Processing: These are the steps that should be completed in order to pro-
cess the examination form. All of the items except “Final Disposition” are optional.
“Final Disposition” is required and may be marked on the form or entered directly

Method of QA: Items that should be skipped:

Repeat examination
Direct observation of examination

None
A.1

Review of videotape
Review of photographs 

A.1, B.1, B.2, B.3, B.5 (Biopsy section only), C.4
A.1, B.1, B.2, B.3, B.5 (Biopsy section only), C.4
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into DEES. Final Disposition may also be set automatically in DEES when the form is
edited (see the documentation for DEES 2.03).

Form Receipted into SMS: This item is optional. Darken this circle after the form
has been receipted into the SMS. (Refer to Chapter 17 for instructions on receipt-
ing forms.)

Manual Review Completed: This item is optional. Darken this circle after the
form has been reviewed by SC staff to make sure that the information is com-
plete, legible and that the appropriate circles are darkened properly. (Refer to
Chapter 17 for instructions on performing a manual review of forms.)

Data Entry of Non-Scannable Items: This item is optional. Complete this item
to indicate the status of verbatim data entry. (Refer to Chapter 17 for instructions
on data entry of non-scannable items.) When data entry is complete, darken the
circle next to "Completed." If no data entry of non-scannable items is required,
darken the circle next to "None Required."

Data Retrieval: This item is optional. Complete this item to indicate the status of
data retrieval. If data retrieval was attempted, regardless of whether or not addi-
tional information was collected, darken the circle next to "Attempted." If no data
retrieval was required, darken the circle next to "None Required."

Final Disposition: The SC is required to assign a final disposition to each opscan
form. There are two final dispositions:

- Final Complete (FCM): This disposition may be assigned when there are no
errors reported on the DEES edit report or the only errors reported are
“UNLIKELY” errors that have been investigated by the SC, or errors on the
optional form processing items.

- Final Incomplete (FIC): This disposition may be assigned when there are
errors reported on the DEES edit report (except UNLIKELY errors that have
been investigated) which cannot be corrected. This includes errors that cannot
be corrected because data retrieval is not required for the item, or because the
information could not be obtained, even with data retrieval.

The final disposition may be assigned in three ways:

- by darkening the bubble on the opscan form and scanning it;

- by keying the final disposition into DEES;

- by allowing the computer to assign the final disposition for forms with no
errors (FCM only).

Part A - Rectal Examination Findings:

This section should be completed only if the method of QA is repeat examination. For all
other methods of QA, leave this section blank. If the result of the examination (Item C1) is
“Inadequate,” and rectal examination findings could not be determined, Item A.1 may be left
blank. 

1. Rectal Examination Findings: The flexible sigmoidoscopy examination should
begin with a rectal examination to exclude rectal lesions and to determine the path
of the rectum. Darken one or more circles to indicate rectal examination findings.
Descriptions of findings are given below:

Negative: The rectal examination reveals no abnormalities. (Note: If this circle is
darkened, no other circle may be darkened; continue with Part B.)
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External Hemorrhoids: Varicose dilatation of a vein of the inferior hemorrhoidal
plexus, situated distal to the pectinate line and covered with modified anal skin.

Tenderness: Participant experiences abnormal sensitivity to physical examination
of the rectum.

Masses, Polyps, or Nodules: One or more of the following is palpated in the rec-
tum:

- Mass: An accumulation of cells or cohesive tissue.

- Polyp: A protruding growth from a mucous membrane.

- Nodule: A hard, stony area.

Blood: The participant experiences bleeding from the rectum at any time during
the examination, or blood is present on the glove of the examining hand after the
examination.

Stricture: A narrowing of the rectal canal due to cicatricial contraction or the dep-
osition of abnormal tissue.

Fistula or Fissures:

- Fistula: An abnormal passage or communication between two internal organs
or leading from an internal organ to the surface of the body. For example, an
anal fistula is an opening on the cutaneous surface near the anus, which may
or may not communicate with the rectum.

- Fissure: A cleft or groove. For example, an anal fissure is a painful linear ulcer
at the margin of the anus.

Other (SPECIFY): Describe any other findings in the space provided.

Part B - Flexible Sigmoidoscopy Findings:

Complete all items below if the method of QA is repeat examination. For all other methods of
QA, complete Items 4, 5, and 6 only. If the result of the examination (Item C.1) is “Inade-
quate,” Part B may be left blank. The examiner should record any information that is avail-
able and leave the remaining items blank.

1. Number of Attempts: This is the number of times the flexible sigmoidoscopy
examination was attempted during this visit. For example, if the QA Examiner
determined that the participant's colon was not prepared adequately for the exami-
nation, s/he might repeat the preparation and make a second attempt to perform
the examination. In such a case, the circle next to "Two" should be darkened. The
flexible sigmoidoscopy should not be attempted more than twice in one visit.

2. Reason for Repeat Exam: Darken one or more circles to indicate the reason the
flexible sigmoidoscopy was repeated during the visit.

Participant Discomfort: The participant was unable to tolerate the discomfort dur-
ing the first examination and the examination was terminated prematurely.

Participant Refusal: The participant was unwilling to allow the completion of the
first examination.

Equipment Malfunction: There was a problem with the flexible sigmoidoscope or
the light which prevented the successful completion of the first examination.

Inadequate Preparation: The preparation of the colon (with one or more enemas)
was not sufficient to clear all residual stool from the colon.
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Vasovagal Response: The participant experienced a transient vascular and neuro-
genic reaction marked by pallor, nausea, sweating, bradycardia, and rapid fall in
arterial blood pressure during the first examination.

Other (SPECIFY): Describe any other situation in which the examination was
repeated during the same visit.

3. Depth of Sigmoidoscope Insertion: Enter the number of centimeters the sigmoi-
doscope was inserted into the participant's colon (including the rectum). In cases
where two attempts were made to successfully complete the examination, enter the
depth for the attempt which was successful. If neither attempt was successful, enter
the attempt with the greatest depth of insertion. In the rare case that a colonoscope
is used instead of a flexible sigmoidoscope, the instrument should not be inserted
beyond 60 cm. The use of the colonoscope should be documented in Item C.5
(Comments).

Enter whole centimeters only; do not enter fractions. Darken the circles correspond-
ing to the numbers.

4. Number of Lesions Seen (INCLUDES POLYPS AND MASSES): Darken the circle
which corresponds to the number of lesions visualized. This includes polyps (pro-
truding growths from a mucous membrane), and masses (accumulations of cells or
cohesive tissue). This also includes “diminutive” polyps. If no lesions are visualized,
go to Item 6.

5. Record Information for Largest Four Lesions: Complete the chart by darkening
the circle corresponding to the correct response in each row. Enter information
about the largest lesion in the column labeled "Lesion 1", the second largest lesion
in the column labeled "Lesion 2", the third largest lesion in the line column labeled
"Lesion 3," and the fourth largest lesion in the column labeled "Lesion 4." The fol-
lowing information should be recorded for each lesion:

Type:

Darken a circle corresponding to the type of lesion as follows:

1=Polyp

2=Mass

Location:

Mark the lesion on the diagram on the examination form, then darken a circle to
indicate the location of the lesion in the colon or rectum. The diagram shows the
division of the colon/rectum into the locations listed below:

1 = Rectum

2 = Sigmoid Colon

3 = Descending Colon

4 = Splenic Flexure

If a lesion extends across more than one location in the colon, enter the location
which holds the greatest area of the lesion in it.

Size:

Largest dimension in cm: Enter the largest dimension of the lesion in centimeters.
Zero fill the decimal place if there is no fraction of a centimeter (e.g. 3 cm. should
be entered as "3.0"). Darken the circles corresponding to the numbers.
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For example, if the lesion is 3.5 cm. in height and 1 cm. in width, enter "3.5" and
darken the circles corresponding to these numbers.

If a lesion is reported as “diminutive” and an exact size is not given, if it is greater
than 9.9 cm or if it is circumferential, its size should be documented as 0.0.  If the
lesion is greater than 9.9 cm, the exact size should be documented in Item C.5
(Comments). If the lesion is circumferential or diminutive, this should be docu-
mented in Item C.5 (Comments).

Shape:

1 = Sessile: The lesion is attached to normal tissue by a base, not a stalk (a stem-
like connecting part).

2 = Pedunculated: The lesion has a stalk (a stemlike connecting part) by which it
is attached to normal tissue.

8 = Other (SPECIFY): The lesion is neither sessile or pedunculated, or is mixed
(both sessile and pedunculated). Identify the predominating shape in the space
provided. If the predominating shape cannot be identified, briefly describe the
shape of the lesion in the space provided.

Biopsy Performed:

If the method of QA is repeat examination or observation of examination, complete
this item. For all other methods of QA, leave this item blank.

If no biopsy was performed on this lesion, darken the circle next to "No." If a biopsy
was performed on this lesion, darken the circle next to "Yes."

Video/Photo Documentation:

If the method of QA is repeat examination or observation of examination, complete
this item as follows:

If no video or photograph was taken of this lesion, darken the circle next to "No." If
this lesion was recorded on video or photographed (with a still camera), darken the
circle next to "Yes."

If the method of QA is review of videotape or photographs, darken the circle next to
"Yes."

6. Other Irregular Findings: Darken one or more circles to indicate other irregular
findings.

None: There are no additional abnormalities noted during the examination. (Note:
If this circle is darkened, no other circle may be darkened; continue with Part C).

Diverticulosis: The presence of colonic diverticula (acquired herniations of the
mucosa of the colon through the muscular layers of the bowel wall), in the
absence of inflammation.

Diverticulitis: Inflammation of colonic diverticula.

Colitis: Inflammation of the colon.

Vascular Lesions: Pathological or traumatic discontinuity of one or more blood
vessels in the colon or rectum.

Ulcers: Local defects or excavations of the surface of an organ or tissue, which are
produced by the sloughing of inflammatory necrotic tissue.
October 1, 2001 6 Specifications for Flexible Sigmoidoscopy 
Appendix A-13-2 Examination Form - QA - Version 2



Melanosis Coli: A condition in which the mucous membrane of the colon is black or
dark brown due to the presence of pigment-laden macrophages within the lamina
propria.

Blood: The participant experiences bleeding from the colon or rectum at any time
during the examination, or blood is present on the sigmoidoscope after examina-
tion.

Stricture: A narrowing of the colonic passage due to cicatricial contraction or the
deposition of abnormal tissue.

Fissures: Abnormal passages communicating with the colon and the cutaneous
surface of the body (external colonic fissures), or with the colon and another hol-
low organ (internal colonic fissures).

Internal Hemorrhoids: Varicose dilatation of a vein or the superior hemorrhoidal
plexus, originating above the pectinate line, and covered by a mucous membrane.

Anal Warts: Papillomas with a central core of connective tissue in a treelike struc-
ture covered with epithelium, usually occurring on the mucous membrane or skin
of the external genitals or of the perianal region. Note: This may not be able to be
determined from a videotape or photograph of the examination.

Other (SPECIFY): Describe any other abnormalities in the space provided. Use the
comments section (Item C.5), if necessary.

Part C - Flexible Sigmoidoscopy Examination Results:

Complete all items below if the method of QA is repeat examination or direct observation of
examination.  For all other methods of QA, complete Items 1, 2, 4, 5, and 6 only.

1. Examination Results: Darken the circle corresponding to the examination result.
Definitions are as follows:

Positive Screen - Referral Required (formerly Abnormal, Suspicious for Colorectal
Cancer (Referral Needed):  There is visible or palpable evidence of a mucosal
abnormality:

- rectal nodule(s);

- rectal and colon mass(es); and

- rectal and colon polyp(s).

A referral to the participant's physician of choice for evaluation of these results is
necessary.

Negative Screen - No Abnormalities (formerly Negative): The QA Examiner is able
to advance the scope to the full or desired length and give a description of nega-
tive findings (i.e., no abnormalities are detected).

Negative Screen - Other Abnormalities (formerly Abnormal, Not Suspicious for
Colorectal Cancer): The examination reveals one of the following conditions (see
definitions in B.6 above):

- External hemorrhoids;

- Rectal tenderness;

- Blood;

- Stricture;

- Fistulas;
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- Fissures;

- Diverticulosis;

- Diverticulitis;

- Colitis;

- Vascular lesions;

- Ulcers;

- Melanosis coli;

- Internal hemorrhoids; and

- Anal warts.

If the QA Examiner feels that a referral is necessary, this information should be
recorded in Item C.3 (Level of Referral).

Inadequate: An examination in which less than 90 percent of mucosa is visible,
the flexible sigmoidoscopy is inserted to less than 50 cm. with no obstructing
lesion and no abnormalities suspicious for cancer in the region visualized, or any
other situation in which a result could not be determined due to insufficient infor-
mation. (See definitions in Item 2 below). A QA examination that is inadequate
will not count toward the total number of QA examinations performed.

If there is an abnormality that is indicative of a positive screen, and one that is not
indicative of a positive screen, only "Positive Screen - Referral Required" should
be marked.

2. Reason for Inadequate Exam: Darken one or more circles corresponding to the
reason(s) for the inadequate examination. If the method of QA is a review of a vid-
eotape or photographs, it is likely that the reason(s) noted will be among the
starred responses only. Definitions are as follows:

Participant Discomfort: The participant is unable to tolerate the discomfort of the
examination and the examination is terminated prematurely, without collection of
sufficient information to determine a result.

Participant Refusal: The participant is unwilling to allow the completion of the
examination and a result could not be determined due to insufficient information.

Equipment Malfunction: There is a problem with the flexible sigmoidoscope or the
light which prevents the successful completion of the examination. In Screening
Centers using video equipment, the examination may be inadequate due to a
problem with the video equipment. In such cases, if a fiberoptic sigmoidoscope is
available, it may be substituted in order to complete the exam adequately.

*Inadequate Preparation with Unclear Lumen: The channel within the colon is not
clear due to residual stool in the colon, even after preparation for sigmoidoscopy
(with enema) and sufficient information could not be collected to determine a
result.

Vasovagal Response: The participant experiences a transient vascular and neuro-
genic reaction marked by pallor, nausea, sweating, bradycardia, and rapid fall in
arterial blood pressure, leading to the premature termination of the procedure and
lack of sufficient information to determine a result.

Palpitations with Tachycardia: The participant experiences the sensation of a rapid
or irregular heart beat, and the examination is terminated prematurely, without
collection of sufficient information to determine a result.
October 1, 2001 8 Specifications for Flexible Sigmoidoscopy 
Appendix A-13-2 Examination Form - QA - Version 2



*Severe Diverticulosis with Unclear Lumen: The channel within the colon is not
clear due to the presence of colonic diverticula (acquired herniations of the
mucosa of the colon through the muscular layers of the bowel wall), in the
absence of inflammation, and the examination is terminated prematurely, without
collection of sufficient information to determine a result.

*Severe Ulcerative Colitis: The participant has a severe, chronic, recurrent ulcer-
ation in the colon, chiefly of the mucosa and submucosa, and this condition
caused the examination to be terminated prematurely, without collection of suffi-
cient information to determine a result.

*Other (SPECIFY): Describe any other situation in which a result could not be
determined due to insufficient information.

3. Level of Referral: Darken the circle corresponding to the level of referral.

1 - Significant Abnormality, Referral: The examination result was "Positive Screen
- Referral Required," or the result was "Negative Screen - Other Abnormalities" or
"Inadequate", and an abnormality considered to be significant and requiring refer-
ral was found. 

2 - Moderate Abnormality, Referral: The examination result was "Negative Screen
- Other Abnormalities" or "Inadequate," and an abnormality considered to be
moderate and requiring referral was found.

3 - Slight Variation from Normal, No Referral: The examination result was "Nega-
tive Screen - Other Abnormalities" or "Inadequate," and an abnormality consid-
ered to be a slight variation from normal, not requiring referral, was found.

4 - Normal/Result Not Available, No Referral: The examination result was "Nega-
tive Screen - No Abnormalities" or "Inadequate," and no abnormalities were seen
or the result of the examination is not available.

4. Medical Complications of Exam: Darken one or more circles corresponding to
any medical complications of the examination that the participant experiences prior
to leaving the SC.

Complications are described below:

None: There were no medical complications of the examination. (Note: If this cir-
cle is darkened, no other circle may be darkened; continue with Item B.5.)

Fainting: The participant experienced a temporary loss of consciousness. Feeling
faint or dizzy is not considered fainting.

Perforation: The participant's bowel was perforated (a hole was made in the
bowel). This applies to microperforations as well as perforations requiring surgical
repair.

Bleeding: The participant experienced bleeding from the rectum after the exami-
nation.

Other (SPECIFY): Describe any other medical complications in the space provided.

Note: An Adverse Experience Report (AER) should be completed if the participant
experiences a medical complication before arriving at or after leaving the SC or if s/
he receives medical care for a complication experienced during the screening visit.

5. Comments: The comments section may be used to record information that may
help clarify a situation, provide further information for an item in another part of the
form, and to record additional "Other (Specify)" information, if needed.
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If there are no additional comments, darken the circle next to "No." If there are
additional comments, darken the circle next to "Yes." Enter the item number indi-
cating the item to which the comments are related. The item number should include
a letter indicating the section of the form, and a number indicating the item within
that section (e.g., A.3). Then enter the comments in the space provided to the right
of the item number. If more space is needed, darken the circle next to "continued"
and record additional comments on a Comments Continuation Form (CCF).

6. Examiner ID: (This item should be completed by the QA Examiner.)

Sign the form in the space provided, enter your 4-digit staff ID number, and darken
the circles corresponding to the four digits.

7. Consultant ID: (This item should be completed by any physician with whom the
QA Examiner consults regarding the QA Examination.)

Sign the form in the space provided, enter your 4-digit staff ID number, and darken
the circles corresponding to the four digits.
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A-14-1: Ovarian Palpation Screening Examination 
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A-15-1

A-15-1: Transvaginal Ultrasound Screening Examina-
tion Form (TVU2)

Specifications for the Transvaginal Ultrasound 
Screening Examination Form







PLCO Screening Trial

SPECIFICATIONS FOR COMPLETION OF THE TRANSVAGINAL ULTRASOUND SCREENING 
EXAMINATION FORM (TVU2)

This form is to be completed by an SC staff member and the Examiner. The SC staff member
will complete the top administrative section and the Examiner will complete Parts A and B of
the form. A consultant should be called if the Examiner is unable to complete the examina-
tion and requires assistance. If a consultant participates in an examination, the consultant's
results, not the Examiner's should be recorded on the form.

Specifications for completing each item of the form are given below:

General instructions for the completion of forms to be scanned by an Optical Mark
Reader:

• Use a No. 2 pencil to mark your answers. Do not use red ink or felt tip
pens.

• Make heavy marks that fill the circle completely.

• If you need to change an answer, be sure to erase completely.

• Mark only one response for each question, unless the instructions tell you
otherwise.

• Some questions also have additional instructions next to certain answers.
These instructions may either ask you to skip questions that do not apply
to you or ask you to provide additional information. First darken the
appropriate circle, then follow the instructions as directed. Unless
instructed otherwise, go to the next question.

Administrative Section:

Participant ID: Affix a Participant ID label to the space provided in the upper right
corner of the form. The barcode should be aligned directly over the shaded box,
with the eye-readable number toward the inside of the form. The barcode should be
toward the outer edge of the form.

1. Date of Examination: Enter the date of the examination. Month and day should be
zero filled (e.g., 02/07). For the year, all four (4) digits need to be filled. Darken the
circles corresponding to the month, day, and all four (4) digits of the year.

2. Satellite Center: This field is optional. If the SC has elected to track satellite center
activity and the examination is taking place at a satellite center, enter the 2-digit
Satellite Center ID. If the examination is not taking place at a satellite center, or the
SC has elected not to track satellite center activity, this item should be left blank.
Darken the circle corresponding to each number.

3. Study Year: Darken the circle corresponding to the study year. Darken the circle
next to T0 for the baseline examination, and T1, T2, or T3 for the follow-up exami-
nations.
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4. Visit Number: Darken the circle corresponding to the number of times the partici-
pant visited the SC to complete this examination in the current study year. For
example, if this is the first time the participant has come to the SC, darken the circle
next to "One." If the examination was not completed for some reason in a previous
visit and the participant returned to the SC a second time to complete the transvag-
inal ultrasound examination, darken the circle next to "Two." If this is the third visit,
darken the circle next to "Three." There should be no more than three visits to the
SC in any study year.

5. Reason for Repeat Visit: If this is a repeat visit (visit number 2 or 3), record the
reason for the repeat visit. Refer to the Participant Control Record from the previous
visit for this information. The purpose of this item is to provide important informa-
tion to the Examiner regarding why the participant is returning for a repeat visit.
Some example reasons:

"Prior TVU terminated due to participant discomfort."

This might be entered if the participant's previous transvaginal ultrasound examina-
tion was stopped due to discomfort, but she was willing to return to the SC to
attempt the examination again. This information will alert the Examiner to the par-
ticipant's physical condition.

"Prior TVU terminated due to participant refusal."

This might be entered if the participant previously refused the transvaginal ultra-
sound examination, but was willing to return to the SC to attempt the examination
again.

Part A: Transvaginal Ultrasound Findings:

Complete Items 1 through 4 for both the right and left adnexal areas. Record information
first for the right adnexal area then for the left adnexal area. If the result of the examination
(Item B.1) is "Inadequate", Part A may be left blank. The examiner should record any infor-
mation that is available and leave the remaining items blank.

1. Sonographically Detectable Ovary: If the ovary is detected via the transvaginal
ultrasound, darken the circle for "Yes." If the ovary is not detected, darken the cir-
cle for "No."

2. Ovary Size: Measure the longitudinal diameter, the transverse diameter, and the
anteroposterior diameter, in centimeters, for each ovary. Record the measurements
and darken the circle corresponding to each number. Zero fill, including the decimal
place if there is no fraction of a centimeter. (For example, 3 cm should be recorded
as 03.0 cm.) Calculate and record the volume (in cubic centimeters) using the for-
mula below, then darken the circle corresponding to each number.

Volume = width (transverse) x height (longitudinal) x thickness (anteroposterior) x
0.523

Note: When a measurement value includes a fraction, apply the following rules for
rounding (Refer to the General Abstracting Techniques):

If the fraction is equal to .05 or more, round up. For example, 4.184 = 4.2

If the fraction is less than .05 round down. For example, 1.724 = 1.7

3. Number of Morphologic Abnormalities in Adnexal Area: Darken the circle cor-
responding to the number of morphologic abnormalities (regardless of size) visual-
ized in each adnexal area. If an abnormality is detected in the adnexal area that is
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clearly not related to the ovary (e.g., hydrosalpinx), do not record it in this item. It
may be recorded in Item A.5 (Other Abnormalities).

If a large mass is detected but there is not enough definition on the image to deter-
mine whether it is one abnormality or several, it should be counted as one abnor-
mality and described in the table in Item 4 as one abnormality.

If no abnormalities are found, darken the circle for "None" and complete the section
for the left adnexal area.

4. Complete for Three Largest Discrete Cysts or Abnormalities: Complete 4A
through 4G for each of the three largest cysts or abnormalities detected in both the
right and left adnexal areas. As noted in Item 3 above, do not complete for abnor-
malities that are clearly not ovarian in nature. Complete the chart by darkening the
circle corresponding to the correct response in each column.

A. Maximum Diameter of Cyst or Abnormality: Record the maximum diameter
in centimeters. Zero fill the decimal place if there is no fraction of a centimeter. (For
example, 5 cm. should be recorded as 05.0 cm.) Darken the circles corresponding
to the numbers. (See Item A.2 for rounding rules or refer to General Abstracting
Techniques.)

B. Volume of Cyst or Abnormality: Calculate and record the volume of the cyst
or abnormality using the formula below, then darken the circle corresponding to
each number.

Volume = (maximum diameter)3 x 0.523

Zero-fill, including the decimal place if there is no fraction of a cubic centimeter (for
example, 5 cc should be recorded as 0005.0 cc, since the field is a 5-digit field).
(See Item A.2 for rounding rules, or refer to the General Abstracting Techniques.)

If the volume of the cyst or abnormality is greater than 4999.9, record "4999.9" and
record the actual volume in comments.

If the volume of the cyst or abnormality is less than 0.0, record "0000.0" and record
the actual volume in comments.

C. Solid Area:

0 = None: The cyst or abnormality is visualized with no solid areas.

1 = Mixed: The cyst or abnormality is visualized with some solid areas and
some sonolucent areas.

2 = All solid: The cyst or abnormality is visualized as all solid. If the cyst or
abnormality is all solid, darken the corresponding circle and go to 4G.

D. Septal Structure:

0 = No septae: No dividing wall or partition is visualized in the cyst or abnor-
mality.

1 = Yes, thin (£3 mm): A thin (£3 mm) dividing wall or partition is visualized in
the cyst or abnormality.

2 = Yes, thick (>3 mm): A thick (>3 mm) dividing wall or partition is visualized
in the cyst or abnormality.

E. Cyst Outline:

1 = Smooth: The cyst or abnormality is visualized with a smooth outline.
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2 = Irregularities: The cyst or abnormality is visualized with an irregular outline
(irregular projections or bumpiness of £3 mm)

3 = Papillarities: The outline of the cyst or abnormality is visualized with small
nipple shaped or finger-like projections or elevations (>3 mm).

F. Cyst Wall Thickness:

1 = Thin (£3 mm): The cyst or abnormality is visualized with a thin wall (£3
mm).

2 = Thick (>3 mm): The cyst or abnormality is visualized with a thick wall (>3
mm).

G. Echogenicity:

1 = Sonolucent: Ultrasound waves are passed without reflection.

2 = Low: A low level of reflection (echoes) of ultrasound waves.

3 = Low with an echogenic core: A low level of reflection (echoes) of ultrasound
waves with central area of higher reflection.

4 = Mixed: High and low levels of reflection (echoes) of ultrasound waves.

5 = High: A high level of reflection (echoes) of ultrasound waves.

5. Other Abnormalities Noted: Use this area to record any non-ovarian abnormali-
ties (e.g., thickening of endometrium) noted incidentally during the examination. If
there are other abnormalities, darken the circle for "Yes" and describe the abnor-
malit(ies) in the space provided. If there are no other abnormalities, darken the cir-
cle for "No."

Part B: Examination Results:

In some SCs, a second Examiner, such as a radiologist or another sonographer will interpret
the TVU films, so Part B will be completed by this second Examiner.

1. Examination Results: Darken the circle corresponding to the examination result.
Definitions are as follows:

Positive Screen - Referral Required (formerly Abnormal, Suspicious for Cancer): An
examination with one or more of the following features:

- Any ovary or cyst greater than 10 cubic centimeters in volume;

- Any solid area or papillary projection extending into the cavity of a cystic ova-
rian tumor of any size;

- Any mixed (solid/cystic) component within a cystic ovarian tumor.

A referral to the participant's physician of choice for evaluation of any of the above
results is necessary.

Negative Screen - No Abnormalities (formerly Negative): An examination in which
no abnormalities of any kind are found (regardless of whether or not the ovaries are
visualized).

Negative Screen - Other Abnormalities (formerly Abnormal, Not Suspicious for Can-
cer): An examination which reveals one or more abnormalities that do not satisfy
the criteria for a positive screening examination.

Inadequate: An examination which could not be adequately completed due to one of
the reasons outlined in B.2 below.
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2. Reason for Inadequate Examination: Darken one or more of the circles corre-
sponding to the reason(s) for the inadequate examination. Definitions are as fol-
lows:

Participant Discomfort: The participant is unable to tolerate the discomfort of the
examination and the examination is terminated prematurely, without collection of
sufficient information to determine a result of positive or negative.

Participant Refusal: The participant is unwilling to allow the completion of the exam-
ination and a result of positive or negative could not be determined due to insuffi-
cient information.

Equipment Malfunction: There is a problem with the transvaginal ultrasound equip-
ment which prevents the successful completion of the examination.

Inability to Insert Probe: The ultrasonographer is unable to insert the probe for the
transvaginal ultrasound procedure and sufficient information could not be collected
to determine a result of positive or negative.

Bowel Interference: Visualization of the bowel interfered with the Examiner's ability
to visualize the adnexal area, and to collect sufficient information to determine a
result of positive or negative.

Other (SPECIFY): Describe any other situation in which a result of positive or nega-
tive could not be determined due to insufficient information.

Note: If sufficient information can be gathered to determine a positive screen
despite one or more of the above reasons for inadequate exam, then the examina-
tion results should be recorded as “Positive.” For example, if an adnexal abnormality
is noted that is sufficient to be considered positive, but the examiner is unable to
obtain measurements on all three planes and therefore unable to calculate ovarian
volume, then the final result of “Positive” should take precedent over an inadequate
exam.

3. Level of Referral: Darken the circle corresponding to the level of referral.

1 - Significant Abnormality, Referral: The examination result was "Positive
Screen - Referral Required," or the result was "Negative Screen - Other
Abnormalities" or "Inadequate," and an abnormality considered to be sig-
nificant and requiring referral was found.

2 - Moderate Abnormality, Referral: The examination result was "Negative
Screen - Other Abnormalities" or "Inadequate," and an abnormality consid-
ered to be moderate and requiring referral was found.

3 - Slight Variation from Normal, No Referral: The examination result was
"Negative Screen - Other Abnormalities" or "Inadequate," and an abnor-
mality considered to be a slight variation from normal not requiring referral
was found.

4 - Normal/Result Not Available, No Referral: The examination result was
"Negative Screen - No Abnormalities" or "Inadequate," and no abnormali-
ties were seen or the result of the examination is not available.

4. Photo Documentation: A photograph or thermal printout must be obtained for
documentation and retention as part of the permanent record. A photo document
should be obtained regardless of whether or not the ovaries were visualized. The
photo document must be of material that will allow for long term storage (at least
20 years). Darken the corresponding circle to indicate whether photo documenta-
tion is obtained.
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If the result of the examination is “Inadequate” (especially if the participant refuses
the exam or the examiner is unable to insert the probe), the examiner may not be
able to obtain photo documentation. In such cases, darken the circle next to “No.”

5. Medical Complications of Exam: If there were no medical complications of the
examination that the participant experienced prior to leaving the SC, darken the cir-
cle next to "No." If the participant experienced a medical complication prior to leav-
ing the SC, darken the circle next to "Yes" and briefly describe the complication in
the space provided.

Note: An Adverse Experience Report (AER) should be completed if the participant
experiences a medical complication before arriving at or after leaving the SC or if
she receives medical care for a complication experienced during the screening visit.

6. Comments: The comments box may be used to record information that may help
clarify a situation, provide further information for an item in another part of the
form, and to record additional "Other (Specify)" information, if needed. If a large
mass was detected but the Examiner could not determine whether it was one abnor-
mality or several, record the following statement: "large mass-resolution not suffi-
cient to rule out multiple abnormalities."

If there are no additional comments, darken the circle next to "No." If there are
additional comments, darken the circle next to "Yes." Enter the item number indi-
cating the item to which the comments are related. The item number should include
a letter indicating the section of the form, and a number indicating the item within
that section (e.g., A.3). If the comment is not related to a specific item on the form,
use the item number for the comments section itself (B.6). Then enter the com-
ments in the space provided to the right of the item number. If more space is
needed, darken the circle next to "Continued," and record additional comments on a
Comments Continuation Form (CCF).

7. Examiner ID: (This item should be completed by the Examiner, even if another
examiner was consulted during the examination.)

Sign the form in the space provided, enter your 4-digit staff ID number, and darken
the circles corresponding to the four digits.

8. Consultant ID: (This item should be completed by the physician consultant or by a
radiologist or other sonographer who interprets the transvaginal ultrasound. If a
physician was not consulted during the examination, the Examiner should darken
the circle next to "No," and the signature should be left blank. Note that this item
should not be completed for QA Examiners; QA Examiners must complete a sepa-
rate exam form for QA.)

If a consultant was used, the consultant should darken the circle next to "Yes," and
sign the form in the space provided. S/he should enter his/her 4-digit staff ID num-
ber and darken the circles corresponding to the four digits.

Form Processing: These are the steps that should be completed in order to pro-
cess the examination form. All of the items except "Final Disposition" are optional.
"Final Disposition" is required and may be marked on the form or entered directly
into DEES. Final Disposition may also be set automatically in DEES when the form is
edited (see the documentation for DEES 2.03).

Form Receipted into SMS: This item is optional. Darken this circle after the
form has been receipted into the SMS. (Refer to Chapter 17 for instructions on
receipting forms.)
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Manual Review Completed: This item is optional. Darken this circle after the
form has been reviewed by SC staff to make sure that the information is com-
plete, legible and that the appropriate circles are darkened properly. (Refer to
Chapter 17 for instructions on performing a manual review of forms.)

Data Entry of Non-Scannable Items: This item is optional. Complete this
item to indicate the status of verbatim data entry. (Refer to Chapter 17 for
instructions on data entry of non-scannable items.) When data entry is com-
plete, darken the circle next to "Completed." If no data entry of non-scannable
items is required, darken the circle next to "None Required."

Data Retrieval: This item is optional. Complete this item to indicate the sta-
tus of data retrieval. If data retrieval was attempted, regardless of whether or
not additional information was collected, darken the circle next to
"Attempted." If no data retrieval was required, darken the circle next to "None
Required."

Final Disposition: The SC is required to assign a final disposition to each
opscan form. There are two final dispositions:

- Final Complete (FCM): This disposition may be assigned when there
are no errors reported on the DEES edit report or the only errors
reported are “UNLIKELY” errors that have been investigated by the
SC or errors on the optional forms processing items.

- Final Incomplete (FIC): This disposition may be assigned when
there are errors reported on the DEES edit report (except UNLIKELY
errors that have been investigated) which cannot be corrected. This
includes errors that cannot be corrected because data retrieval is
not required for the item, or because the information could not be
obtained, even with data retrieval.

The final disposition may be assigned in three ways:

- by darkening the bubble on the opscan form and scanning it;

- by keying the final disposition into DEES;

- by allowing the computer to assign the final disposition for forms
with no errors (FCM only).
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A-15-2

A-15-2: Transvaginal Ultrasound Screening Examina-
tion Form for Quality Assurance (TVQ2)

Specifications for the Transvaginal Ultrasound 
Screening Examination Form for Quality Assurance







PLCO Cancer Screening Trial

SPECIFICATIONS FOR COMPLETION OF THE TRANSVAGINAL ULTRASOUND SCREENING 
EXAMINATION QUALITY ASSURANCE FORM (TVQ2)

This form is to be completed by a SC staff member and the QA Examiner for the transvaginal
ultrasound examination. The QA Examiner is defined as the examiner who repeats or
observes the transvaginal ultrasound examination, or reviews films of the transvaginal ultra-
sound examination for QA purposes.

The SC staff member will complete the top administrative section and the QA Examiner will
complete all or portions of Parts A and B of the form, depending on the method of quality
assurance. QA for the transvaginal ultrasound may be done in three ways: 1) repeat exami-
nation, 2) observation of examination, and 3) review of ultrasound images on film. In SCs
where a second Examiner, such as a radiologist or another sonographer interprets the origi-
nal TVU films, QA will be accomplished through a blinded review of the films by another radi-
ologist or sonographer.

After the TVQ form is completed, it will be receipted into the SMS and scanned into the DEES.

Specifications for completing each item of the form are given below:

General instructions for the completion of forms to be scanned by an Optical Mark
Reader:

• Use a No. 2 pencil to mark your answers. Do not use red ink or felt tip
pens.

• Make heavy marks that fill the circle completely.

• If you need to change an answer, be sure to erase completely.

• Mark only one response for each question, unless the instructions tell you
otherwise.

• Some questions also have additional instructions next to certain answers.
These instructions may either ask you to skip questions that do not apply
to you or ask you to provide additional information. First darken the
appropriate circle, then follow the instructions as directed. Unless
instructed otherwise, go to the next question.

Administrative Section:

Participant ID: Affix a Participant ID label to the space provided in the upper right
corner of the form. The barcode should be aligned directly over the shaded box,
with the eye-readable number toward the inside of the form. The barcode should be
toward the outer edge of the form.

1. Date of Examination: Enter the date of the examination. Month and day should be
zero filled (e.g., 02/07). For the year, all four (4) digits need to be filled. Darken the
circles corresponding to the month, day, and all four (4) digits of the year.

2. Satellite Center: This field is optional. If the SC has elected to track satellite center
activity and the examination is taking place at a satellite center, enter the 2-digit
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Satellite Center ID. If the examination is not taking place at a satellite center, or the
SC has elected not to track satellite center activity, this item should be left blank.
Darken the circle corresponding to each number.

3. Study Year: Darken the circle corresponding to the study year. Darken the circle
next to T0 for the baseline examination, and T1, T2, or T3 for the follow-up exami-
nations.

4. Visit Number: Darken the circle corresponding to the number of times the partici-
pant visited the SC to complete this examination in the current study year. For
example, if this is the first time the participant has come to the SC, darken the circle
next to "One." If the examination was not completed for some reason in a previous
visit and the participant returned to the SC a second time to complete the transvag-
inal ultrasound examination, darken the circle next to "Two." If this is the third visit,
darken the circle next to "Three." There should be no more than three visits to the
SC in any study year.

5. Reason for Repeat Visit: If this is a repeat visit (visit number 2 or 3), record the
reason for the repeat visit. If the repeat visit is specifically for the purpose of per-
forming the QA examination, record "QA Examination" in the space provided. If the
main purpose of the repeat visit is to complete the original transvaginal ultrasound
examination, refer to the Participant Control Record or the TVU form from the previ-
ous visit for this information. The purpose of this item is to provide important infor-
mation to the QA Examiner regarding why the participant is returning for a repeat
visit. Some example reasons:

"Prior TVU terminated due to participant discomfort."

This might be entered if the participant's previous transvaginal ultrasound exami-
nation was stopped due to discomfort, but she was willing to return to the SC to
attempt the examination again. This information will alert the Examiner to the
participant's physical condition.

"Prior TVU terminated due to participant refusal."

This might be entered if the participant previously refused the transvaginal ultra-
sound examination, but was willing to return to the SC to attempt the examination
again.

6. Method of QA: Darken a circle to indicate which method of QA was used. There are
three possible methods of QA for the TVU examination.

Repeat Examination - The entire examination is repeated by the QA examiner. In
this case, all items on the TVQ form should be completed.

Observation of Examination - The entire examination is observed by the QA Exam-
iner. In this case, all items on the TVQ form should be completed.

Review of Films - The film records of the TVU examination are reviewed by the QA
Examiner. In this case, all items except B.5 (Medical complications of exam)
should be completed.

Part A: Transvaginal Ultrasound Findings:

Complete Items 1 through 4 for both the right and left adnexal areas. Record information
first for the right adnexal area then for the left adnexal area. If the result of the examination
(Item B.1) is “Inadequate”, Part A may be left blank. The QA examiner should record any
information that is available and leave the remaining items blank.
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1. Sonographically Detectable Ovary: If the ovary is detected via the transvaginal
ultrasound, darken the circle for "Yes." If the ovary is not detected, darken the cir-
cle for "No."

2. Ovary Size: Measure the longitudinal diameter, the transverse diameter, and the
anteroposterior diameter, in centimeters, for each ovary. Record the measurements
and darken the circle corresponding to each number. Zero fill, including the decimal
place if there is no fraction of a centimeter. (For example, 3 cm should be recorded
as 03.0 cm.) Calculate and record the volume (in cubic centimeters) using the for-
mula below, then darken the circle corresponding to each number.

Volume = width (transverse) x height (longitudinal) x thickness (anteroposterior)
x 0.523

Note: When a measurement value includes a fraction, apply the following rules
for rounding (Refer to the General Abstracting Techniques):

If the fraction is equal to .05 or more, round up. For example, 4.184 = 4.2

If the fraction is less than .05 round down. For example, 1.724 = 1.7

3. Number of Morphologic Abnormalities in Adnexal Area: Darken the circle cor-
responding to the number of morphologic abnormalities (regardless of size) visual-
ized in each adnexal area. If an abnormality is detected in the adnexal area that is
clearly not related to the ovary (e.g., hydrosalpinx), do not record it in this item. It
may be recorded in Item A.5 (Other Abnormalities).

If a large mass is detected but there is not enough definition on the image to deter-
mine whether it is one abnormality or several, it should be counted as one abnor-
mality and described in the table in Item 4 as one abnormality.

If no abnormalities are found, darken the circle for "None" and complete the section
for the left adnexal area.

4. 4.Complete for Three Largest Discrete Cysts or Abnormalities: Complete 4A
through 4G for each of the three largest cysts or abnormalities detected in both the
right and left adnexal areas. As noted in Item 3 above, do not complete for abnor-
malities that are clearly not ovarian in nature. Complete the chart by darkening the
circle corresponding to the correct response in each column.

A. Maximum Diameter of Cyst or Abnormality: Record the maximum diameter
in centimeters. Zero fill the decimal place if there is no fraction of a centimeter. (For
example, 5 cm. should be recorded as 05.0 cm.) Darken the circles corresponding
to the numbers. (See Item A.2 for rounding rules or refer to General Abstracting
Techniques.)

B. Volume of Cyst or Abnormality: Calculate and record the volume of the cyst
or abnormality using the formula below, then darken the circle corresponding to
each number.

Volume = (maximum diameter)3 x 0.523

Zero-fill, including the decimal place if there is no fraction of a cubic centimeter (for
example, 5 cc should be recorded as 0005.0 cc, since the field is a 5-digit field).
(See Item A.2 for rounding rules, or refer to the General Abstracting Techniques.)

If the volume of the cyst or abnormality is greater than 4999.9, record "4999.9" and
record the actual volume in comments.

If the volume of the cyst or abnormality is less than 0.0, record "0000.0" and record
the actual volume in comments.
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C. Solid Area:

0 = None: The cyst or abnormality is visualized with no solid areas.

1 = Mixed: The cyst or abnormality is visualized with some solid areas and
some sonolucent areas.

2 = All solid: The cyst or abnormality is visualized as all solid. If the cyst or
abnormality is all solid, darken the corresponding circle and go to 4G.

D. Septal Structure:

0 = No septae: No dividing wall or partition is visualized in the cyst or abnor-
mality.

1 = Yes, thin (£3 mm): A thin (£3 mm) dividing wall or partition is visualized in
the cyst or abnormality.

2 = Yes, thick (>3 mm): A thick (>3 mm) dividing wall or partition is visualized
in the cyst or abnormality.

E. Cyst Outline:

1 = Smooth: The cyst or abnormality is visualized with a smooth outline.

2 = Irregularities: The cyst or abnormality is visualized with an irregular outline
(irregular projections or bumpiness of µ3 mm)

3 = Papillarities: The outline of the cyst or abnormality is visualized with small
nipple shaped or finger-like projections or elevations (>3 mm).

F. Cyst Wall Thickness:

1 = Thin (£3 mm): The cyst or abnormality is visualized with a thin wall (£3
mm).

2 = Thick (>3 mm): The cyst or abnormality is visualized with a thick wall (>3
mm).

G. Echogenicity:

1 = Sonolucent: Ultrasound waves are passed without reflection.

2 = Low: A low level of reflection (echoes) of ultrasound waves.

3 = Low with an echogenic core: A low level of reflection (echoes) of ultrasound
waves with central area of higher reflection.

4 = Mixed: High and low levels of reflection (echoes) of ultrasound waves.

5 = High: A high level of reflection (echoes) of ultrasound waves.

5. Other Abnormalities Noted: Use this area to record any non-ovarian abnormali-
ties (e.g., thickening of endometrium) noted incidentally during the examination. If
there are other abnormalities, darken the circle for "Yes" and describe the abnor-
malit(ies) in the space provided. If there are no other abnormalities, darken the cir-
cle for "No."

Part B: Examination Results:

In some SCs, a second Examiner, such as a radiologist or another sonographer will interpret
the TVU films, so Part B will be completed by this second Examiner.

1. Examination Results: Darken the circle corresponding to the examination result.
Definitions are as follows:
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Positive Screen - Referral Required (formerly Abnormal, Suspicious for Cancer):
An examination with one or more of the following features:

- Any ovary or cyst greater than 10 cubic centimeters in volume;

- Any solid area or papillary projection extending into the cavity of a cystic ova-
rian tumor of any size;

- Any mixed (solid/cystic) component within a cystic ovarian tumor.

A referral to the participant's physician of choice for evaluation of any of the above
results is necessary, regardless of the result of the original transvaginal ultra-
sound examination.

Negative Screen - No Abnormalities (formerly Negative): An examination in which
no abnormalities of any kind are found (regardless of whether or not the ovaries
are visualized).

Negative Screen - Other Abnormalities (formerly Abnormal, Not Suspicious for
Cancer): An examination which reveals one or more abnormalities that do not sat-
isfy the criteria for a positive screening examination.

Inadequate: An examination which could not be adequately completed due to one
of the reasons outlined in B.2 below.

2. Reason for Inadequate Examination: Darken one or more of the circles corre-
sponding to the reason(s) for the inadequate examination. Definitions are as fol-
lows:

Participant Discomfort: The participant is unable to tolerate the discomfort of the
examination and the examination is terminated prematurely, without collection of
sufficient information to determine a result of positive or negative.

Participant Refusal: The participant is unwilling to allow the completion of the
examination and a result of positive or negative could not be determined due to
insufficient information.

Equipment Malfunction: There is a problem with the transvaginal ultrasound
equipment which prevents the successful completion of the examination.

Inability to Insert Probe: The ultrasonographer is unable to insert the probe for
the transvaginal ultrasound procedure and sufficient information could not be col-
lected to determine a result of positive or negative.

Bowel Interference: Visualization of the bowel interfered with the Examiner's abil-
ity to visualize the adnexal area, and to collect sufficient information to determine
a result of positive or negative.

Other (SPECIFY): Describe any other situation in which a result of positive or neg-
ative could not be determined due to insufficient information.

3. Level of Referral: Darken the circle corresponding to the level of referral.

1. Significant Abnormality, Referral: The examination result was "Positive
Screen - Referral Required," or the result was "Negative Screen - Other Abnor-
malities" or "Inadequate," and an abnormality considered to be significant and
requiring referral was found.

2. Moderate Abnormality, Referral: The examination result was "Negative
Screen - Other Abnormalities" or "Inadequate," and an abnormality considered
to be moderate and requiring referral was found.
October 1, 2001 5 Specifications for Transvaginal Ultrasound
Appendix A-15-2 Examination Form - QA - Version 2



3. Slight Variation from Normal, No Referral: The examination result was
"Negative Screen - Other Abnormalities" or "Inadequate," and an abnormality
considered to be a slight variation from normal not requiring referral was
found.

4. Normal/Result Not Available, No Referral: The examination result was
"Negative Screen - No Abnormalities" or "Inadequate," and no abnormalities
were seen or the result of the examination is not available.

4. Photo Documentation: A photograph or thermal printout must be obtained for
documentation and retention as part of the permanent record. A photo document
should be obtained regardless of whether or not the ovaries were visualized. The
photo document must be of material that will allow for long term storage (at least
20 years). If the method of QA is repeat examination or observation of examination,
darken the appropriate circle to indicate whether photo documentation is obtained.
If the method of QA is review of films, darken the circle next to "Yes."

If the result of the examination is “Inadequate”, (especially if the participant refuses
the exam or the QA examiner is unable to insert the probe), the QA examiner may
not be able to obtain photo documentation. In such cases, darken the circle next to
“No.”

5. Medical Complications of Exam: If there were no medical complications of the
examination that the participant experienced prior to leaving the SC, darken the cir-
cle next to "No." If the participant experienced a medical complication prior to leav-
ing the SC, darken the circle next to "Yes" and briefly describe the complication in
the space provided.

Note: An Adverse Experience Report (AER) should be completed if the participant
experiences a medical complication before arriving at or after leaving the SC or if
she receives medical care for a complication experienced during the screening visit.

6. Comments: The comments box may be used to record information that may help
clarify a situation, provide further information for an item in another part of the
form, and to record additional "Other (Specify)" information, if needed. If a large
mass was detected but the Examiner could not determine whether it was one abnor-
mality or several, record the following statement: "large mass-resolution not suffi-
cient to rule out multiple abnormalities."

If there are no additional comments, darken the circle next to "No." If there are
additional comments, darken the circle next to "Yes." Enter the item number indi-
cating the item to which the comments are related. The item number should include
a letter indicating the section of the form, and a number indicating the item within
that section (e.g., A.3). If the comment is not related to a specific item on the form,
use the item number for the comments section itself (B.6). Then enter the com-
ments in the space provided to the right of the item number. If more space is
needed, darken the circle next to "Continued," and record additional comments on a
Comments Continuation Form (CCF).

7. Examiner ID: (This item should be completed by the Examiner, even if another
examiner was consulted during the examination.)

Sign the form in the space provided, enter your 4-digit staff ID number, and darken
the circles corresponding to the four digits.

8. Consultant ID: (This item should be completed by the physician consultant or by a
radiologist or other sonographer who interprets the transvaginal ultrasound. If a
physician was not consulted during the examination, the Examiner should darken
the circle next to "No," and the signature should be left blank. Note that this item
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should not be completed for QA Examiners; QA Examiners must complete a sepa-
rate exam form for QA.)

If a consultant was used, the consultant should darken the circle next to "Yes," and
sign the form in the space provided. S/he should enter his/her 4-digit staff ID num-
ber and darken the circles corresponding to the four digits.

Form Processing: These are the steps that should be completed in order to pro-
cess the examination form. All of the items except "Final Disposition" are optional.
"Final Disposition" is required and may be marked on the form or entered directly
into DEES. Final Disposition may also be set automatically in DEES when the form is
edited (see the documentation for DEES 2.03).

Form Receipted into SMS: This item is optional. Darken this circle after the form
has been receipted into the SMS. (Refer to Chapter 17 for instructions on receipt-
ing forms.)

Manual Review Completed: This item is optional. Darken this circle after the
form has been reviewed by SC staff to make sure that the information is com-
plete, legible and that the appropriate circles are darkened properly. (Refer to
Chapter 17 for instructions on performing a manual review of forms.)

Data Entry of Non-Scannable Items: This item is optional. Complete this item
to indicate the status of verbatim data entry. (Refer to Chapter 17 for instructions
on data entry of non-scannable items.) When data entry is complete, darken the
circle next to "Completed." If no data entry of non-scannable items is required,
darken the circle next to "None Required."

Data Retrieval: This item is optional. Complete this item to indicate the status of
data retrieval. If data retrieval was attempted, regardless of whether or not addi-
tional information was collected, darken the circle next to "Attempted." If no data
retrieval was required, darken the circle next to "None Required."

Final Disposition: The SC is required to assign a final disposition to each opscan
form. There are two final dispositions:

- Final Complete (FCM): This disposition may be assigned when there are no
errors reported on the DEES edit report or the only errors reported are
“UNLIKELY” errors that have been investigated by the SC or errors on the
optional forms processing items.

- Final Incomplete (FIC):This disposition may be assigned when there are errors
reported on the DEES edit report (except UNLIKELY errors that have been
investigated) which cannot be corrected. This includes errors that cannot be
corrected because data retrieval is not required for the item, or because the
information could not be obtained, even with data retrieval.

The final disposition may be assigned in three ways:

- by darkening the bubble on the opscan form and scanning it;

- by keying the final disposition into DEES;

- by allowing the computer to assign the final disposition for forms with no
errors (FCM only).
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A-17-1

A-17-1: Missing Data Form (MDF)

Specifications for the Missing Data Form



*These codes can NOT be used for DE/TI/OCF forms 

 Prostate, Lung, Colorectal, and Ovarian Cancer Screening Trial Version Date:  5/03 

MISSING DATA FORM 
     
Screening Center............................. |__|__|     
     
Satellite Center ................................ |__|__|  Participant ID Label  *MDF* 
     
Screening Center Staff ID:  ....|__|__|__|__|    MDF 
     
Date: .............  |__|__|-|__|__|-|__|__|__|__|     
     

STUDY FORM STUDY YEAR 
(T00-T13) 

REASON CODE/SUB-CODES 
(IF SUB-CODE = 888, SPECIFY REASON) 

1. Baseline Questionnaire (BQF/BQM) |__| T  | 0 | 0 | |__| / |__|__|__| 

2. Baseline Locator Form (BLF) |__| T  | 0 | 0 | |__| / |__|__|__| 

3. Etiologic Studies Consent (ESC) |__| T  |__|__| |__| / |__|__|__| 

4. 1998 Protocol Change Consent (PCC) |__| T  |__|__| |__| / |__|__|__| 

5. Buccal Cell Sample (BUC) |__| T  |__|__| |__| / |__|__|__| 

6. Annual Study Update (ASU/ PSH) |__| T  |__|__| |__| / |__|__|__| 

7. Followup Locator Form (FLF) |__| T  |__|__| |__| / |__|__|__| 

8. Blood Collection Form (BCF/BFF/Vanguard) |__| T  |__|__| |__| / |__|__|__| 

9. Chest X-Ray Screening Exam Form (XRY) |__| T  |__|__| |__| / |__|__|__| 

10. Ovarian Palpation Screening Exam Form (OVR) |__| T  |__|__| |__| / |__|__|__| 

11. Transvaginal Ultrasound Screening Exam Form(TVU)|__| T  |__|__| |__| / |__|__|__| 

12. Digital Rectal Screening Exam Form (DRE) |__| T  |__|__| |__| / |__|__|__| 

13. Flex Sigmoidoscopy Screening Exam Form (FSG) |__| T  |__|__| |__| / |__|__|__| 

14. Diagnostic Evaluation Form - Prostate (DEP) |__| T  |__|__| |__| / |__|__|__| 

15. Diagnostic Evaluation Form - Colorectum (DEC) |__| T  |__|__| |__| / |__|__|__| 

16. Diagnostic Evaluation Form - Lung (DEL) |__| T  |__|__| |__| / |__|__|__| 

17. Diagnostic Evaluation Form - Ovary (DEO) |__| T  |__|__| |__| / |__|__|__| 

18. Treatment Information Form - Prostate (TIP) |__| T  |__|__| |__| / |__|__|__| 

19. Treatment Information Form - Colorectum (TIC) |__| T  |__|__| |__| / |__|__|__| 

20. Treatment Information Form - Lung (TIL) |__| T  |__|__| |__| / |__|__|__| 

21. Treatment Information Form - Ovary (TIO) |__| T  |__|__| |__| / |__|__|__| 

22. Dietary Questionnaire (DQX) |__| T  | 0 | 0 | |__| / |__|__|__| 

23. Diet History Questionnaire (DHQ) |__| T  |__|__| |__| / |__|__|__| 

24. Health Status Questionnaire (HSW/HSM) |__| T  |__|__| |__| / |__|__|__| 

25. Other Cancer Confirmation Form (OCF) |__| T  |__|__| |__| / |__|__|__|   

 |__|__|__|  Cancer Code 

Reason Codes/Sub-Codes 
1 = Refused procedure/Activity 5 = Can’t Locate/Contact C = Reported PLCO Cancer* 

1/112  Out of Area*   6 = Out of Window* D = Deceased*  
7 = PLCO Organ Removed* E = Erroneous Report of Cancer 1/113 = Participant Illness/Medical Problem* 8 = Other (SPECIFY) F = Follow-up Colonoscopy Indicated* 

1/114 = Family Problem*  R = Records Could Not Be Obtained 



*These codes can NOT be used for DE/TI/OCF forms 

 
MDF REASON CODES/SUB-CODES 

 
Code 8: Other (SPECIFY) 
Sub-Code(s): 

801= Completed dietary questionnaires lost after 
 shipment 
802= DQX was mistakenly completed 
803= Participant died before going for follow-up 
 (exclusive for DE/OCF forms) 
804= Participant received follow-up for a positive 
 screen after the 12 month window 
888= Other (Specify) 

Code C: Reported PLCO Cancer* 
Sub-Code(s): 

CCC= Reported PLCO cancer 

 
Code D: Deceased* 
Sub-Code(s): 

DDD= Deceased 

Code 1: Refused Study Activity (Procedure, Form, Follow-up) 
Sub-Code(s): 

101= Participant will not sign consent form 
102= Refused to schedule screening appointment  
103= Failure to show up for scheduled appointments  
104= Participant refused to go for follow-up (exclusive for DE/OCF 
 forms) 
105= Participant refused to obtain treatment for a confirmed 
 cancer (exclusive for TI form) 
106= Worried about health effects and/or side effects of medical 
 test/procedures 
107= Dissatisfied with study/staff 
108= Transportation problems 
109= Loss of interest 
110= No insurance 
111= Work demands 
112= Participant out of area and therefore unable to complete 
 study activity 
113= Participant did not complete study activities due to other 
 more critical illness 
114= Participant did not complete study activities due to family 
 responsibilities/obligations 
115= Concerns about medical cost responsibility  
116= Concerned about privacy 
117= Failure to complete study activity after agreeing to do so 
118= Received screening exam from PCP 
888= Other (Specify) 
999= No reason given 

 
Code E: Erroneous Report of Cancer 
(exclusive for DE/OCF forms)  
Sub-Code(s): 

E01= Erroneous report of cancer  
E02= Cancer diagnosed prior to randomization 
E03= Cancer diagnosed after randomization  
E04= Erroneous report of cancer (confirmed in-
 situ) Does not apply to OCF forms. 

Code 2: Out of Area* 

Code 2 discontinued. Use Reason Code 1, Sub-code 112  
Code 3: Participant Illness/Medical Problems*  

Code 3 discontinued. Use Reason Code 1, Sub-code 113  

Code 4: Family Problem* 
Code 4 discontinued. Use Reason Code 1, Sub-code 114  

Code F: Follow-up Colonoscopy 
Indicated*(exclusive for FSG form) 
Sub-Code(s): 

F01= No T5 FSG; Positive T0 FSG;T0 
  colonoscopy with adenoma 
F02= No T5 FSG: Positive T0 FSG with 
 subsequent colonoscopy and no adenoma 
 found 
F03= No T5 FSG; colonoscopy between T0-T1 
F04= No T5 FSG, colonoscopy after the T1 year 
F05= No T5 FSG; Scheduled colonoscopy  
F06= No T5 FSG; Plans colonoscopy 

Code 5: Can’t Locate 
Sub-Code(s): 

501= Phone calls not returned or no response to mailings-correct 
 address and telephone 
502= Cannot locate participant to complete procedures (screening 
 exams, blood collection, buccal cell collection) or forms  
  (questionnaires, consents)-Incorrect address and telephone 
503= Cannot locate participant to determine whether or not they 
 obtained follow-up to a positive screen (exclusive for DE 
 forms) 
504= SC unable to locate participant or family to obtain 
 consent/authorization for release of medical records 

Code 6: Out of Window* 
Sub-Code(s): 

666= Out of window  
Code 7: PLCO Organ Removed (exclusive for screening exams)* 
Sub-Code(s): 

777= PLCO Organ removed 

Code R: Records Could Not be Obtained (exclusive 
for DE/TI/OCF forms): 
Sub-Code(s): 

R01= Participant does not want to release medical 
 records 
R02= Family refuses to release medical records  
R03= Primary care provider will not release 
 information 
R04= Physician or institution does not respond to 
 medical record inquiry  
R05= Records lost 
R06= SC not willing to contact family  
888: Other (Specify) 

 
 



PLCO Cancer Screening Trial

SPECIFICATIONS FOR COMPLETION OF THE MISSING DATA FORM (MDF)

A SC staff member should complete a Missing Data Form (MDF) to document the absence of
a study data collection form. This MDF will cancel expectations for the noted missing form(s)
and any other related expectations. This missing data may be due to a variety of reasons
such as participant refusal, inability to locate the participant, suspected death of the partici-
pant, inability to obtain medical records, etc. 

Specifications for completing each item of the form are given below:

Administrative Section:

Barcode: This is the three-character form identifier (MDF) in barcode format. The
barcode may be read by a barcode reader (wand) during the receipt of the form into
the SMS.

Participant ID: Affix a Participant ID label to the space provided in the upper right
corner of the form.

Screening Center: Record the 2-digit SC ID.

Satellite Center: If the participant is seen at a satellite center for the PLCO Trial,
enter the 2-digit Satellite Center ID. If the participant is not seen at a satellite cen-
ter, enter "00” or leave blank.

Screening Center Staff ID: Record your 4-digit staff ID number.

Date: Record the date the Missing Data Form was completed. Month and day should
be zero filled, and four digits should be recorded for the year (e.g., 02/07/1996).

Missing Data Section:

Study Form: Complete this item to document all data forms that are missing, i.e.,
all forms which will not be completed by or for the participant in the current study
year, and therefore will not be receipted into the SMS before the end of the delin-
quency period. Check the box next to each form that is missing.

Study Year: Enter the number corresponding to the study year. Zero-fill study
years from T0 to T13 (e.g., T00, T01, T02, etc.).

Reason Codes/Sub-codes: Complete this item to document the reason the data
form is missing. Refer to the Reason Codes/Sub-codes for the list of possible rea-
sons the data form is missing. Enter the code corresponding to the main reason a
data form is missing in the first box under the Reason Code/Sub-code field and
enter a three digit sub-code corresponding to a more detailed explanation, if avail-
able, in the three boxes to the right of the first box. When sub-code 888=Other
(Specify) is used, specify the reason to the right of the sub-codes in the space pro-
vided. If the specific reason falls into one of the sub-codes, it should be coded
appropriately. This includes but is not limited to the following examples:

1. If a participant refuses to sign the consent form and reason is not known, Code
1 and Sub-code 101 should be used. 

2. If a participant refuses to sign the consent form due to transportation prob-
lems, Code 1, Sub-code 108 should be used.

3. If a participant refuses to sign a consent form because of a reason that isn’t
specified in the code list, use Code 1, Sub-code 888 and specify the reason. 
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4. If a participant refuses to schedule a screening exam and reason is not known,
Code 1, Sub-code 102 should be used.

5. If a participant refuses to schedule a screening exam because they have no
insurance Code 1, Sub-code 110 should be used.

6. If a participant refuses to return a buccal cell kit and/or a questionnaire and
the reason is not known, Code 1, Sub-code 999 should be used. 

7. If a participant refuses to return a buccal cell kit and/or questionnaire due to
other more critical illnesses Code 1, Sub-code 113 should be used.

(Note: Medical record abstracting forms require a reason code of 1, 5, 8, E, or R
only. Codes with an asterisk (*) can NOT be used for DE/TI/OCF forms.) The reason
codes and the three digit sub-codes are as follows:

1 = Refused Study Activity (Procedure, Form, Follow-up):

Sub-codes: 

101= Participant will not sign consent form: Participant has made
contact with the SC concerning the study activity but will not sign the
consent (PCC or ESC) and reason for refusal is not known.

102 = Refused to schedule screening appointment: Participant
has made contact with the SC concerning the study activity but will not
allow one or more screening examinations to be performed and reason
for refusal is not known. 

103 = Failure to show up for scheduled appointments: Repeat-
edly cancelled or did not show up for visits before the delinquency
period closed.

104 = Participant refused to go for follow-up (exclusive for DE/
OCF forms): When the SC determines that the participant will not ever
be obtaining diagnostic follow-up for a positive screen. Also used if the
participant states that s/he plans to go for follow-up but does not. In
this case, an MDF should be completed after 12 months from the posi-
tive screen, or the next screening visit (whichever comes first).

105 = Participant refused to obtain treatment for a confirmed
cancer (exclusive for TI form): When the SC determines that the
health care provider recommends treatment but the participant decides
not to obtain treatment for a confirmed cancer. In this case an MDF
should be completed after 12 months.

106 = Worried about health effects and/or side effects of medi-
cal test/procedures

107 = Dissatisfied with study/staff

108 = Transportation problems

109 = Loss of interest

110 = No insurance

111 = Work demands

112 = Participant out of area and therefore unable to complete
study activities: The participant has moved out of the area or will be
out of the area temporarily, and is unwilling or unable to complete
study activities (may include procedures, forms, and follow-up). 
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113 = Participant did not complete study activities due to other
more critical illness: The participant has an illness or medical prob-
lem which precludes their ability to complete study activities. 

114 = Participant did not complete study activities due to family
responsibilities/obligations: The participant has a family problem,
such as illness in a family member, or other family problem which pre-
vents him/her from completing a study activity.

115 = Concerns about medical cost responsibility 

116 = Concerned about privacy 

117 = Failure to complete study activity after agreeing to do so:
Participant agreed to complete study forms and/or activities once they
have been contacted by SC but still fail to do so.

118 = Received screening exam from PCP: Participant received
screening examination from his/her health care provider and therefore
refuses study screen. 

888= Other (Specify)_____________________________________

999= No reason given: Applies to all activities except consents and
screening exams.

5 = Can't Locate/Contact: 

Sub-codes: 

501 = Phone calls not returned or no response to mailings: The
participant does not respond to phone calls or to mailing conducted
according to the appropriate follow-up protocol. (SC believes they have
correct telephone number or address.)

502 = Cannot locate participant to complete procedures
(screening exams, blood collection, buccal cell collection) or
forms (questionnaires, consents). (SC does not have correct
telephone number or address).

503 = Cannot locate participant to determine whether or not
they obtained follow-up to a positive screen (exclusive for DE
forms)

504 = SC unable to locate participant or family to obtain con-
sent/authorization for release of medical records

6 = Out of Window*: 

Sub-code: 

666 = Out of window: The activity window has passed. This code
should be used when the participant was willing but the SC has a prob-
lem scheduling the participant on-time. The activity window for comple-
tion of all screening exams with the exception of the T5 FSG and CA-
125 and PSA blood draws is from one month prior to six months past
the participant’s randomization anniversary date. The activity window
for the T5 FSG and CA-125 and PSA blood draws is from one month
prior to and 12 months post the T5 randomization anniversary date.
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7 = PLCO Organ Removed* (exclusive for screening exams):

Sub-code: 

777= PLCO Organ removed: The participant has had entire prostate,
one lung, entire colon or both ovaries removed and the screening
examination for that organ was not performed. 

8 = Other (Specify): 

Sub-codes: 

801 = Completed dietary questionnaires lost after shipment: An
MDF with reason code 8 and sub-code 801 should be receipted for each
lost form.

802 = DQX was mistakenly completed: DHQ is no longer
required: An MDF with reason code 8 and sub-code 802 should be
completed for the DHQ. 

803 = Participant died before going for follow-up (exclusive for
DE/OCF forms): If a participant dies before seeking follow-up for a
positive PLCO screen or a report of cancer that had yet to be evaluated/
investigated before death.

804 = Participant received follow-up for a positive screen after
12 month window: The participant did not receive follow-up for a
positive screen within 12 months but did receive it after the 12 month
window.

888= Other (Specify)_________________________________

C = Reported PLCO Cancer*:

Sub-code: 

CCC = Reported PLCO cancer: After the reporting window for the
current study year opened, the participant reported that s/he was diag-
nosed with a PLCO cancer. A MDF should be receipted with this reason
code to “turn off” expectations for screening examination(s) associated
with the cancer site for the current study year. If a Diagnostic Evalua-
tion form confirming the cancer is not receipted before the study year
begins, the expectation for the examination(s) associated with the can-
cer will be re-instated. 

D = Deceased*:

Sub-code: 

DDD = Deceased: The participant’s participation status became “pre-
sumed deceased” after the reporting window for the current study year
opened. A MDF should be receipted with reason code D to “turn off” the
expectations for study activities that require participant contact (such
as exams and questionnaires) for the current study year.

E = Erroneous Report of Cancer (exclusive for DE/OCF forms):

Sub-codes:

E01= Erroneous report of cancer: When the SC obtains records for
a participant who reported an interval cancer (PLCO or non-PLCO) but
the records do not substantiate the report of cancer diagnosis.
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E02 = Cancer diagnosed prior to randomization: When the cancer
reported by the participant is found to be a primary, or a recurrence, or
a metastasis from a primary cancer that was diagnosed prior to ran-
domization. If the primary cancer that was found to have been diag-
nosed before randomization is a PLCO cancer, an ATF should also be
completed to document the participant as a randomized ineligible

E03 = Cancer diagnosed after randomization: When the cancer
reported by the participant is found to be a recurrence or metastasis
from a primary cancer diagnosed after randomization.

E04 = Erroneous report of cancer (confirmed in-situ): The origi-
nal report of cancer was not confirmed; instead an in-situ cancer was
confirmed by medical record. Applies only to DE forms since in situ is
allowed on OCF forms.

F = Follow-up Colonoscopy Indicated* (exclusive for FSG form): 

Note: This reason code may only be used for the FSG exam (Item #13 on the list
of study forms). 

Sub-codes*: 

F01 = No T5 FSG; Positive T0 FSG; T0 colonoscopy with ade-
noma: The participant will not have a T5 FSG because she/he had a
positive T0 FSG and a T0 adenoma and is now receiving periodic follow-
up colonoscopy. 

F02 = No T5 FSG; Positive T0 FSG with subsequent colonoscopy
and no adenoma found: The participant had a positive T0 screen with
a follow-up colonoscopy, but no adenoma was found and declines T5
FSG. 

F03 = No T5 FSG; Colonoscopy between T0-T1: Participant
declines T5 FSG (If adenoma, should be in surveillance; if no adenoma
found at colonoscopy, T5 FSG is optional).

F04 = No T5 FSG; colonoscopy after the T1 year: The participant
will not have a T5 FSG because she/he had a colonoscopy at any time
after the T1 year. 

F05 = No T5 FSG; Scheduled colonoscopy: The participant will not
have a T5 FSG because although she/he has not had a colonoscopy
between T0 and T5, she/he is scheduled to have a colonoscopy in the
T5 year.

F06 = No T5 FSG; Plans colonoscopy: The participant will not have
a T5 FSG because although she/he has not had a colonoscopy between
T0 and T5, she/he plans to have a colonoscopy in the T5 year.

*All sub-codes above also apply to T3 FSG.

R = Records Could Not Be Obtained (exclusive for DE/TI/OCF forms):

Sub-codes:

R01 = Participant does not want to release medical records: Par-
ticipant refuses to sign consent/authorization form needed in order to
obtain medical records to document cancer diagnostic/staging proce-
dures or treatment info. 
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R02 = Family refuses to release medical records: Participant has
died and the family is unwilling to consent/authorize release of medical
records.

R03 = Primary care provider will not release information: When
the participant sees a physician, but the physician or medical facility
refuses to release info to SC regarding the details or outcome. 

R04 = Physician or institution does not respond to medical
record inquiry: When repeated attempts to obtain medical records
from a health care provider or institution outside the screening network
are unsuccessful. At least 5 attempts to obtain records should be made. 

R05 = Records lost: The institution or clinic cannot find the record(s)
requested.

R06 = SC not willing to contact family: When the participant may
have sought follow-up attention but has since died, and the SC is
unwilling to contact the participant’s family for consent/authorization to
obtain medical records. 

888 = Other (Specify):________________________________

Number 25: Other Cancer Confirmation Form (OCF): In order to update
expectations for cancer confirmation information, the OCF item requires more
information than the others. If the OCF form is missing, the study year should be
entered as well as a reason code and three-character sub-code. In addition, a can-
cer code should be entered. 

Cancer Code: Enter a three-digit cancer code (from Appendix I of the MOOP) to
indicate that only one of the open OCF records should be closed. This three-digit
code must match a three-digit code for an open OCF record for the participant for
the specified study year. 

After completing the form:

- Receipt the form into the SMS.

- File the form in the participant's folder.

Deleting a MDF:

In situations where a MDF should be deleted from SMS (i.e., actual study form
received or found or the MDF was complete in error), the SC should delete the
MDF from SMS but keep the hardcopy MDF in the participant’s file. SC staff
should document on the MDF why the MDF was deleted from SMS and initial
and date the form.
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A-17-2

A-17-2: Nonresponse Form (NRF)

Specifications for the Nonresponse Form



Version Date:  10/99 

Prostate, Lung, Colorectal and Ovarian Cancer Screening Trial 
NONRESPONSE FORM 

    

Screening Center: …………………………………………………|___|___|  
*NRF* 

 

Satellite Center: ……………………………………………………|___|___|  NRF  

Screening Center Staff ID: …………………………….|___|___|___|___|    

    
Date: ……………………………|___|___| - |___|___|  - |___|___|___|___|  Participant ID Label  
                                                  MO           DY                 YEAR    

    
INSTRUCTIONS:  This form is to be completed only when a participant will no longer be participating in any aspect of the 
study that involves participant contact. 

 
Reasons for Non-Participation 

 
|__| (A) Medical Condition:  (SPECIFY): ________________________________________________________  

  ____________________________________________________________________________________   
   

  Date of Last Contact: |___|___| - |___|___|  - |___|___|___|___| 
   MO DY YEAR 

|__| (B) Refused further participation (SPECIFY):  __________________________________________________  

  ___________________________________________________________________________________  

  Level of Refusal (MARK ONE):  

  |__| (1) No Active Contact with Participant  

  |__| (2) No Active Contact or Passive Follow-Up with Participant 

  |__| (3) Participant Withdraws Consent; Remove Information from PLCO Files 
 

   Date of Refusal: |___|___| - |___|___|  - |___|___|___|___| 

   MO DY YEAR 

|__| (C) Lost Contact:  (SPECIFY): _______________________________________________________________ 

  ___________________________________________________________________________________  
 

   Date Lost Contact: |___|___| - |___|___|  - |___|___|___|___| 

   MO DY YEAR 
 
 

 



PLCO Cancer Screening Trial

SPECIFICATIONS FOR COMPLETION OF THE NONRESPONSE FORM (NRF)

This form is to be completed by SC staff member if a participant will no longer participate in
any aspect of the trial that involves participant contact, such as screening visits and ques-
tionnaires.

Specifications for completing each item of the form are given below:

Administrative Section:

• Barcode: This is the three-character form identifier (NRF) in barcode format. The
barcode may be read by a barcode reader (wand) during the receipt of the form
into the SMS.

• Participant ID: Affix a Participant ID label to the space provided in the upper right
corner of the form.

• Screening Center: Record the 2-digit SC ID.

• Satellite Center: If the participant is seen at a satellite center for the PLCO Trial,
enter the 2-digit Satellite Center ID. If the participant is not seen at a satellite
center, enter "00."

• Screening Center Staff ID: Record your 4-digit staff ID number.

• Date: Record the date the Nonresponse Form was filled out. Month and day should
be zero filled, and four digits should be recorded for the year (e.g., 02/07/1996).

Reasons for Non-Participation:

(A) Medical Condition: The purpose of this item is to document any disease, illness,
or related medical condition causing the participant to withdraw from all aspects of
the trial involving participant contact. For example, this code would be used in the
situation where a participant diagnosed with a PLCO or other cancer, decides to no
longer participate actively in the trial. Check the box next to "Medical Condition,"
and specify the condition(s) on the line(s) provided.

Date of Last Contact: Record the date the SC last had contact with the partici-
pant. This date is defined as follows:

- The date the SC last had a contact with the participant in person, by mail, or
by phone, in which s/he withdrew from the trial; or

- The date a relative/friend of the participant notified the SC (in person, by mail,
or by phone) of the participant's withdrawal from the trial.

Month and day should be zero filled, and four digits should be recorded for the
year (e.g., 02/07/1996).

(B) Refused Further Participation: The purpose of this item is to document that the
participant has refused to continue participation in the trial. Check the box next to
"Refused further participation," and specify the reason(s) for refusal on the line(s)
provided. Document the level of refusal as follows. Level 1: "No Active Contact
with Participant" should be marked if the participant has refused to participate in
all study activities involving participant contact. For example, this code would be
used in the situation where a participant refuses to undergo any screening tests (if
randomized to intervention group) or to complete questionnaires (both interven-
tion and control). Level 2: "No Active Contact or Passive Follow-Up with Partici-
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pant" should be marked if the participant has requested that no person or
organization be contacted to request information about him or her. Level 3: "Par-
ticipant Withdraws Consent; Remove Information from PLCO Files" should be
marked if the participant has demanded that all records of his or her participation
be removed from the PLCO files. 

Date of Refusal: Record the date the participant indicated his/her refusal. Month
and day should be zero filled, and four digits should be recorded for the year (e.g.,
02/07/1996).

(C) Lost Contact: The purpose of this item is to document participant nonresponse
because the participant has been lost to follow-up. This category is used for par-
ticipants who, despite tracing efforts, have been lost to follow-up, and will no
longer be reporting to the SC. Do not complete this form if you plan to continue
tracing efforts or if the participant has simply relocated and may be willing to
return to the SC for annual visits or to complete questionnaires by mail.

If the participant has relocated to an area covered by another SC in the trial, con-
tact the Coordinating Center for instructions.

Check the box next to "Lost Contact," and specify the reason(s) for lost contact,
including efforts to trace the participant on the line(s) provided.

Date Lost Contact: Record the date that contact was lost with the participant.
This date is defined as follows:

- Date the SC last had any contact with the participant in person, by phone, or
by mail (contacts with others don't count here). If the mail contact was the
receipt of a form at the SC, the date lost contact should be the date the partic-
ipant completed the form, not the receipt date in the SMS.

Month and day should be zero filled, and four digits should be recorded for the
year (e.g., 02/07/1996).

After completing the form:

• Receipt the form into the SMS.

• If Level of Refusal = 3, send a copy of the NRF to the SC Coordinator at Westat.
Refer to Decision Log 70(1) regarding the proper steps of Westat notification.

• File the form in the participant's folder.
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A-17-3

A-17-3: Coding Decision Log



A-17-4

A-17-4: Adverse Experience Report (AER)

Specifications for the Adverse Experience Report



 
Prostate, Lung, Colorectal and Ovarian Cancer Screening Trial 

1. Category of Event:  (Check all that apply)  
  Death 
  Life-threatening event 
  Inpatient hospitalization 
  Persistent or significant disability/incapacity 
  Medical or surgical intervention to prevent one of the above outcomes 

 Other:___________________________________________________  
2.       Description of participant who experienced the adverse event, such as gender, age, etc. (no identifiers): 
______________________________________________________________________________________________________________
______________________________________________________________________________________________________________
______________________________________________________________________________________________________________
______________________________________________________________________________________________________________ 
 
3. Brief description of event: 
______________________________________________________________________________________________________________
______________________________________________________________________________________________________________
______________________________________________________________________________________________________________
______________________________________________________________________________________________________________ 
 
4. Description of the outcome of the event:  
______________________________________________________________________________________________________________
______________________________________________________________________________________________________________
______________________________________________________________________________________________________________
______________________________________________________________________________________________________________ 
 
5. Using your best judgement, do you believe that the adverse event was related to one of the screening examinations? 

 Yes, study related 
 Possibly study related 
 Not study related 
 Unknown 

 
6. Do you feel revision to the informed consent document is necessary? 

 Yes, revision of the informed consent form is necessary 
 Possible revision of the informed consent form is necessary 
 No revision of the informed consent form is necessary 
 Unknown 

 

 

 
 

Participant ID Label 

REPORT OF ADVERSE EVENTS FOR NIH-SPONSORED CLINICAL TRIALS 
 
Screening Center: ............................................. |__|__| 
 
Screening Center Staff ID: ...................... |__|__|__|__| 
 
Date Event Occurred:  .... |__|__|-|__|__|-|__|__|__|__| 
 MO DY YEAR 
 
Date Reported to SC:  ….|__|__|-|__|__|-|__|__|__|__| 
 MO DY YEAR 

 

 

 

 

 

 

INSTRUCTIONS:  Please refer to the Specifications for Completion of the Report of Adverse Events for NIH- Sponsored  
Clinical Trials.  (Please attach copies of any relevant exam forms, AE reports, or other documentation regarding the event) 

Investigator’s signature and date:__________________________________________________________ 
Investigator’s Printed Last Name and Initial:__________________________________________________ 



A-17-5

A-17-5: Record of Experience, Credentials and Train-
ing (ECT)

Specifications for the Record of Experience, Creden-
tials and Training



 Version Date: 10/99 

1 

PLCO Cancer Screening Trial 
 

RECORD OF EXPERIENCE, CREDENTIALS AND TRAINING 
 

EXAMINER/TRAINER/QUALITY ASSURANCE EXAMINER 
REGISTRATION FORM 

 
 
 
1. SCREENING CENTER ID:.....|__|__|     2. SATELLITE CENTER ID:.....|__|__| 
 
 
 
3. NAME OF STAFF MEMBER TO BE REGISTERED:________________________________________________________ 
        Last  First  Middle 
 
 
 
4. STAFF POSITION: (Mark all that apply.) 
 
 XRY DRE FSG TVU BLD 
  Examiner  Examiner  Examiner  Examiner  Phlebotomist 

 Interpreter  Interpreter  Interpreter  Interpreter  Processor 
 Trainer/  Trainer/  Trainer/   Trainer/     Trainer/ 

     Supervisor      Supervisor      Supervisor      Supervisor      Supervisor       
 QA Examiner  QA Examiner  QA Examiner  QA Examiner  

 
 
 
 
5. EXPERIENCE: (Complete for all that apply. Appropriate experience must be documented for each position marked in  
    Item 4.  Total number refers to lifetime experience.) 
 
 
 XRY: _____ Total number of PA chest x-ray procedures performed. 
  _____ Total number of PA chest x-ray films interpreted.  
 
 
 DRE: _____ Total number of digital rectal exams of the prostate performed. 
 
 
 FSG: _____ Total number of flexible sigmoidoscopy and/or colonoscopy exams performed. 
 
 
 TVU: _____ Total number of transvaginal ultrasound exams performed. 
  _____ Total number of transvaginal ultrasound exams interpreted. 
 
 
 BLD: _____ Total number of phlebotomy procedures performed. 
  _____ Total number of years experience processing blood specimens. 
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6. CREDENTIALS: (Mark all that apply.  A photocopy of the document which qualifies the individual for a  

 particular position must be included for each position marked in Item 4.) 

 

 XRY:   Radiologic Technician, ARRT (Attach copy of ARRT certification.) 

    ABR Board-certified Physician (Attach copy of board certification.) 

    ABR Board-eligible, Physician (Attach copy of physician's license.) 

    Other: _______________________________________________ (Attach copy of qualifying documentation.) 

 

 DRE:   Board-certified Urologist (Attach copy of board certification.) 

    Board-eligible Urologist (Attach copy of physician’s license.) 

    Physician (Attach copy of physician's license.) 

    Physician's Assistant (Attach copy of P.A. license.) 

    Registered Nurse (Attach copy of R.N.'s license.) 

    Other: _______________________________________________ (Attach copy of qualifying documentation.) 

   

 FSG:   Board-certified Gastroenterologist (Attach copy of board certification.) 

    Board-eligible Gastroenterologist (Attach copy of physician’s license.) 

    Physician (Attach copy of physician's license.) 

    Physician's Assistant (Attach copy of P.A. license.) 

    Registered Nurse (Attach copy of R.N.'s license.) 

    Other: _______________________________________________ (Attach copy of qualifying documentation.) 

 

 TVU:   Board-certified Sonographer, ARDMS (Attach copy of certification.) 

    Board-certified radiologist (Attach copy of certification.) 

    Board-eligible radiologist (Attach copy of certification.) 

    Physician (Attach copy of license.) 

    Physician's Assistant (Attach copy of P.A. license.) 

    Registered Nurse (Attach copy of R.N.'s license.) 

   Other: _______________________________________________ (Attach copy of qualifying documentation.) 

 

 BLD:   Medical Technician/Technologist, ASCP (Attach copy of registration.) 

    Medical Technician/Technologist, NCA (Attach copy of registration.) 

    Registered Nurse (Attach copy of R.N.'s license.) 

   Other: _______________________________________________ (Attach copy of qualifying documentation.) 
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7. TRAINING:  (Complete for all that apply.  Required training on protocols and forms must be documented for  
 each Examiner, Interpreter, Trainer/Supervisor and QA Examiner position marked in Item 4.  Required training  
 on PLCO procedures must be documented for each Examiner position marked in Item 4.) 
 
 XRY:   PLCO Protocol for Chest X-ray Exam 
    PLCO XRY Form 
 
 DRE:   PLCO Protocol for the Digital Rectal Exam 
    PLCO DRE Form 
    PLCO digital rectal exam procedures  --> __________ number of training exams completed. 
 
     This Examiner has completed the required training exams and is qualified to perform PLCO digital  
     rectal exams (of the prostate). 
     Supervisor/Trainer Signature: ______________________________________________________ 
     Supervisor/Trainer Name (Please print): ____________________________________________ 
     Date: ____________________________________________________________ 
 
 FSG:   PLCO Protocol for the Flexible Sigmoidoscopy Exam  
    PLCO FSG Form 
    PLCO Flexible Sigmoidoscopy exam procedures  --> __________ number of training exams completed. 
 
     This examiner has completed the required training exams and is qualified to perform PLCO Flexible  
     Sigmoidoscopy exams.  
     Supervisor/Trainer Signature: ______________________________________________________ 
     Supervisor/Trainer Name (Please print): ____________________________________________ 
     Date: _______________________ 
 
 TVU:    PLCO Protocol for the Transvaginal Ultrasound Exams 
    PLCO TVU Form 
    PLCO Transvaginal Ultrasound exam procedures  --> __________ number of training exams completed. 
 
     This examiner has completed the required training exams and is qualified to perform/interpret PLCO 
      Transvaginal Ultrasound exams. 
     Supervisor/Trainer Signature: _____________________________________________________ 
     Supervisor/Trainer Name (Please print): ___________________________________________ 
     Date: _______________________ 
 
 BLD:   PLCO Protocol for Blood Collection and Processing (Chapter 10 PLCO MOOP) 
    PLCO Blood Collection Form 
    PLCO Phlebotomy procedures --> __________ number of phlebotomy procedures completed. 
    PLCO blood processing procedures --> __________ number of processing procedures completed. 
 
     This examiner has completed the required training exams and is qualified to perform PLCO  
     phlebotomy/blood processing procedures. 
     Supervisor/Trainer Signature: ____________________________________________________ 
     Supervisor/Trainer Name (Please print): __________________________________________ 
     Date: _______________________  
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8. REGISTRATION: (To be completed by the NCI reviewer.) 
 
 This individual is qualified to perform as a PLCO: (Mark all that apply.) 
 
 
 XRY DRE FSG TVU BLD 
  Examiner  Examiner  Examiner  Examiner  Phlebotomist 

 Interpreter  Interpreter  Interpreter  Interpreter  Processor 
 Trainer/  Trainer/  Trainer/   Trainer/     Trainer/ 

     Supervisor      Supervisor      Supervisor      Supervisor      Supervisor       
 QA Examiner  QA Examiner  QA Examiner  QA Examiner  

 
 
Signature of NCI reviewer: __________________________________________________ 
Date: ______________________ 
 
Comments:  
 
___________________________________________________________________________________________________________ 
 
___________________________________________________________________________________________________________ 
 
___________________________________________________________________________________________________________ 
 
___________________________________________________________________________________________________________ 
 
 
 
STAFF ID# ASSIGNMENT: (To be completed by the Screening Center following NCI approval.) 
 
 Staff ID#:     |__|__|__|__| 
 Date:_________________



PLCO Cancer Screening Trial

SPECIFICATIONS FOR COMPLETION OF THE RECORD OF EXPERIENCE, CREDENTIALS AND 
TRAINING (EXAMINER/TRAINER/QUALITY ASSURANCE EXAMINER REGISTRATION FORM)

This form is to be completed for all individuals who are to perform screening examinations
for the PLCO Trial. One form should be completed for each individual. When the form is com-
pleted and approved by the NCI reviewer, it will be sent back to the Screening Center for
assignment of a staff ID number. No individual may perform a screening examination for the
PLCO study without a staff ID number.

Items 1-7 are to be completed by SC staff. Specifications for completion of these
items are given below. 

1. Screening Center ID: Enter the 2-digit SC ID number.

2. Satellite Center ID: If the staff member is to perform examinations at a satellite
center, enter the 2-digit satellite center ID number. If the staff member is to per-
form examinations at more than one satellite center, record the ID of one satellite in
the space provided and list additional satellite IDs in the margin.

3. Name of Staff Member to be Registered: Enter the full (last, first, middle) name
of the staff member to be registered.

4. Staff Position: Place a check mark in the box next to each staff position which this
individual will assume. Mark all staff positions which apply for this individual.

5. Experience: For each position marked in Item 4, record the approximate total
number of examinations/procedures performed or interpreted by the individual in
his/her lifetime. In the case of blood processing, record the total number of years
experience processing blood specimens.

6. Credentials: For each position marked in Item 4, place a check mark next to the
credential that qualifies the individual for this position. Attach a photocopy of the
qualifying documentation requested (such as a license, board certification, etc.). 

For each position, the minimum qualifications, as given in the current screening
examination protocols, are listed below:

Exam Position Minimum Qualifications

XRY Technician - Certified by the ARRT

Interpreter/QA Examiner - ABR board certified or board eligible

DRE Examiner - R.N., Certified Physician's Assistant, Nurse 
Practitioner, Physician, or equivalent

QA Examiner - Licensed physician who is adequately 
trained and experienced in the digital rectal 
examination or a certified PLCO DRE exam-
iner

Trainer - Board certified urologist
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If the individual is a nurse practitioner or a clinical nurse, check the box for "Regis-
tered Nurse" and attach a copy of his/her nursing license.

If the individual does not possess any of the credentials listed, but possesses some
other credential which the SC feels qualifies the individual for this position, check
the box next to "Other" and record the type of credential being submitted. Attach a
photocopy of the documentation of this credential.

7. Training: For each position marked in Item 4, place a check mark next to each
training activity completed by the individual. 

All Examiners, Interpreters, Trainer/Supervisors and QA Examiners must undergo
training on the appropriate examination protocol and form completion. Therefore,
the first two boxes of the appropriate exam type must be checked for all staff mem-
bers.

In addition, training examinations must be completed by Examiners/Interpreters in
accordance with the PLCO examination protocols. Check the box for the appropriate
exam procedures and record the number of training exams completed.

For each examination type, the individuals required to complete training examina-
tions and the number of required training examinations are listed below:

FSG Examiner - R.N., Certified Physician's Assistant, Nurse 
Practitioner, Physician, or equivalent

QA Examiner - PLCO FSG trainer or a PLCO FSG exam-
iner who has performed at least 240 PLCO 
FSG exams in the prior 12 months (average 
20 per month) and achieved 50+cm insertion 
depth in at least 85% of cases with adequate 
bowel preparation

Trainer - Board certified gastroenterologist

OVR As of December 1998, this exam has been discontinued

TVU Examiner - Sonographer registered by the American 
Registry of Diagnostic Medical Sonogra-
phers (ARDMS) or certified by the ARRT, or 
Physician

QA Examiner - PLCO trainer or a PLCO TVU examiner who 
has performed at least 240 PLCO TVU 
exams in prior 12 months (average of 20 per 
month)

Trainer - Board certified radiologist with specific train-
ing in ultrasonography

Exam Position Minimum Qualifications
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For individuals required to complete training examinations, the Supervisor/Trainer
must attest to the fact that the training examinations were performed and that the
individual is qualified to perform as a PLCO Examiner. For each position listed in
Item 4, the Supervisor/Trainer should sign the statement, print his/her name and
record the date of signature. 

If the Principal Investigator feels that an individual's prior experience qualifies him/
her to perform exams for PLCO without completing extra training examinations, s/
he should attach a letter describing the prior experience and attesting to the individ-
ual's qualification to perform as a PLCO examiner.

Item 8 is to be completed by the NCI reviewer.  Specifications for completion of
this item are given below. 

8. Registration: For each position marked in Item 4, review the experience (Item 5),
credentials (Item 6), and training (Item 7) to determine whether or not the individ-
ual is qualified to perform in that position for PLCO. If so, place a check mark in the
box for the appropriate position. 

Sign the form and record the date of signature. In the Comments section, record
any additional comments regarding this staff member.

The following item is to be completed by the Screening Center following NCI
approval.  Specifications for completion of this item are given below. 

Staff ID# Assignment: Record the staff ID# and the date it was assigned in the space pro-
vided. 

When the form is received by the SC, the Coordinator should enter the information
regarding the staff member (i.e., full name, staff ID#, all positions held in the
study) in the System Administration module of the SMS. Refer to the SMS User's
Guide for information regarding the use of the System Administration module.

Exam: Individuals Requiring Training: Required Number of Training Exams:

XRY — None required.

DRE all non-physician examiners A minimum of 30 exams (including 10 on 
men with abnormal findings).

FSG all examiners except board certified 
gastroenterologists and physicians 
with hospital privileges to perform flexi-
ble sigmoidoscopies or colonoscopies

A minimum of 10 procedures (observation 
only), a minimum of 10 procedures (with-
drawal of scope only), and as many com-
plete procedures (insertion and 
withdrawal) as deemed necessary by the 
Trainer.

TVU all non-physician sonographers A minimum of 50-100 prior exams (done 
as part of the PLCO training or else-
where).
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Specifications for the Comments Continuation Form
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Prostate, Lung, Colorectal and Ovarian Cancer Screening Trial Version Date: 11/99 

 

COMMENTS CONTINUATION FORM 

Screening Center:  .......................................................................  |___|___| 

Satellite Center: ............................................................................  |___|___| 

Screening Center Staff ID: ............................................... |___|___|___|___| 

Study Year: ................................................................................  T |___|___| 

Visit Number:  (1, 2, or 3) .............................................................  |___|___| 

Date of Examination/MRA Completion/ 
AER Completion ..........................  |___|___| - |___|___| - |___|___|___|___| 
 MO DY YEAR 

 
 
 

*CCF** 
CCF 

 

 
The comments below are for the following form (CHECK ONE): 
 

Examination/QA Medical Record Abstract/QA Administrative 

  BCF  DRQ  TVQ 
  XRY  FSG  BFF 
  XRQ  FSQ 
  DRE  TVU 

  DEP  TIP  DPQ  TPQ 
  DEL  TIL  DLQ  TLQ 
  DEC  TIC  DCQ  TCQ 
  DEO  TIO  DOQ  TOQ 

 AER 

ITEM NO. COMMENTS 

  

  

  

  

  

  

  

  

  

  

  

  

 
 

Participant ID Label 



PLCO Cancer Screening Trial

SPECIFICATIONS FOR COMPLETION OF THE
COMMENTS CONTINUATION FORM (CCF)

This form is to be completed by the Examiner when more space is needed to continue com-
ments from an examination form, a medical record abstract form (MRA), or an Adverse
Experience Report (AER).

Specifications for completing each item of the form are given below:

Administrative Section:

Barcode: This is the three-character form identifier (CCF) in barcode format. The
barcode may be read by a barcode reader (wand) during the receipt of the form into
the SMS.

Participant ID: Affix a Participant ID label to the space provided in the upper right
corner of the form.

Screening Center: Enter the 2-digit SC ID.

Satellite Center: If the original form is associated with a specific satellite center,
enter the 2-digit Satellite Center ID. If the original form is not associated with a spe-
cific satellite center, enter "00."

Screening Center Staff ID: Enter your 4-digit staff ID number.

Study Year: Enter the code corresponding to the study year.

Visit Number: Enter the visit number (1, 2, or 3). This information may be found in
the administrative section of the examination form. If the CCF is not associated with
an examination form, this item should be left blank.

Date of Examination/MRA Completion/AER Completion: Record the date the
original form was completed. 

- For examination forms, this is Item 1 in the administrative section, "Date of
Examination."

- For MRA forms, this is Item 1 in the administrative section, "Date Abstracted."

- For AER forms, this is the first item in the administrative section, "Date Com-
pleted."

Month and day should be zero filled, and four digits should be recorded for the year
(e.g., 02/07/1996).

Comments Section:

- Check a box to indicate the data collection form to which the comments are
related.

- For examination and MRA forms: Enter the item number indicating the item on
the data collection form to which the comments are related. Then enter the
comments in the space provided to the right of the item number.

- For AER forms: Use this section to record the details of the adverse experience
such as call logs, statements by the participant, details of diagnostic or treat-
ment procedures, etc.
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After completing the form:

- Keep the form together with the data collection form to which it is related.

- For examination and MRA forms: Receipt the form into the DEES after the data
collection form has been scanned. File the form in the participant's folder.

- For AER forms: File the form in the participant's folder. Do not attempt to
receipt the form into the DEES as there is no receipt capability in the DEES for
a CCF associated with an Adverse Experience Report.
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A-17-7: Protocol Violation Form



12/11/03 
SC Report of Protocol Violation 
 
SC Name:_____________________________________    
Reported By:___________________________________ Today's Date:___________ 
 
Please check the type of protocol violation below.  Depending on the type of violation, please provide 
the information requested on all pages.  Attach additional sheets as necessary.   
 
*  PLEASE COMPLETE A SEPARATE FORM FOR EACH PROTOCOL VIOLATION. 
*  PLEASE DO NOT INCLUDE ANY PARTICIPANT NAMES OR IDENTIFYING 
   INFORMATION.  USE PIDs OR INITIALS ONLY TO IDENTIFY PARTICIPANTS.   
  
A. Randomization Violations 
 

 Duplicate Randomization 
 List the affected PIDs.  For each PID, describe all actions that have been taken, including any forms 

completed, receipted, and scanned.  Also describe all contact with the affected participant(s). 
 

 Participant Randomized with Incorrect Gender 
 List the affected PIDs.  For each PID, indicate both the incorrect and the correct gender. 
  

 Participant Randomized with Incorrect Date of Birth 
 List the affected PIDs.  For each PID, indicate both the incorrect and the correct date of birth. 
 

 Participant Randomized without Informed Consent 
 List the affected PIDs. 
 
Screening Violations 
 

 Participant Screened without SCF 
 List the affected PIDs. 
 

 Participant Screened without PCC 
 List the affected PIDs. 
 

 Screening of a Control Participant 
 List the affected PIDs.  For each PID, indicate the study year, exam results, forms completed, 

receipted and scanned, referral information and any participant contact. 
 

 Inappropriate Screening of a Participant (i.e confirmed PLCO cancer or missing PLCO organ) 
 List the affected PIDs.  For each PID, indicate the reason the screening was not appropriate, the study 

year, exam results, forms completed, receipted and scanned, referral information and any participant 
contact. 

 
 Screened Exam not Completed According to Protocol (e.g.. performance of exam by non- PLCO 

examiner, lateral and PA Chest X-Ray, Colonoscope used instead of Flexible Sigmoidoscope) 
 List the affected PID.  For each PID, indicate the study year and the exam type. 
 
Results Violations 
 

 Exam Result Miscoded, Incorrect Result Sent to Participant, Results Delayed or Never Sent to 
Participant, Recommendations for Specific Diagnostic Follow-up Procedures Given to Ppt 

 List the affected PIDs.  For each PID, indicate the study year, form type, incorrect result, correct 
result, date STRR sent and any other contact with the participant. 



PVFORM.DO

 
 Worst Case not Reported when QA Exam,  Result Code Assigned  Based on Comparison to 

Previous Results 
 
 List the affected PIDs.  For each PID, indicate the study year, form type, incorrect result, correct 

result, date STRR sent and any other contact with the participant 
 
Forms Violations 
 

 Missing or Lost Forms 
 List the affected PIDs.  For each PID, indicate the study year, type of form(s), form receipted and 

scanned, referral information and any participant contact 
 

 Mislabeled Form (e.g. DHQ, HSQ, ASU, FLF—either wrong PID on form or incorrect 
participant information on form) 

 List the affected PIDs.  For each PID indicate the study year, type of form, form receipted and 
scanned, and any participant contact 

 
Blood Violations 
 

 Outside Protocol for Blood Draw or Processing of Blood Samples  
 List the affected PIDs and Sample IDs, study year, transmittal dates, and ship dates.  Indicate whether 

or not test results were sent to the participant.  Indicate whether the BCF has been receipted in SMS 
and scanned in DEES 

 
 Incorrect Labeling of BCF/Blood Vials, Incorrect Shipment 

 List the affected PIDs and Sample IDs, study year, transmittal dates, and ship dates.  Indicate whether 
or not test results were sent to the participant.  Indicate whether the BCF has been receipted in SMS 
and scanned in DEES. 

 
 Biorepository blood drawn without an ESC 

 List the affected PIDs. 
 
Buccal Cell 
 

 Buccal cells collected without an ESC  
 List the affected PIDs. 
 
Not a PV 
 

 NPV  
 PID mistakenly identified as PV when no violation has occurred. 
 
Other 
 

 Other (This includes any error not listed above.  Some examples are: screening a non-
randomized individual, neglecting to screen an intervention participant due to SC error, 
mislabeling of exam forms other than the BCF), etc.) 

 
B. List the affected PIDs.  For each PID, describe all actions that have been taken, including any forms 

completed, receipted, and scanned.  Also describe all contact with the affected participant(s).   If there 
are more than 5 PIDs or Sample IDs involved, then continue on another form. 

 
 
  PID(s)   Rand Group (C or I)  Rand Date 
 ________________  ____________   ___________ 
 ________________  ____________   ___________ 
 ________________  ____________   ___________ 
 ________________  ____________   ___________ 



PVFORM.DO

C.  Please record the information requested for the violation checked above. 
_______________________________________________________________________________________
_______________________________________________________________________________________
_______________________________________________________________________________________
_______________________________________________________________________________________
_______________________________________________________________________________________
_______________________________________________________________________________________ 
 
 
D.  Please describe how the error occurred and how you discovered it.  If applicable, identify any system                                
reports that led to the discovery. 
_______________________________________________________________________________________
_______________________________________________________________________________________
_______________________________________________________________________________________
_______________________________________________________________________________________
_______________________________________________________________________________________
_______________________________________________________________________________________
_______________________________________________________________________________________
_______________________________________________________________________________________
______________________________________________________________________________________ 

 
 
E.  Describe any corrective actions you have taken or plan to take.  [NOTE:  Do not make any changes in     

SMS or DEES to correct the error unless directed to do so by Westat User Support] 
_______________________________________________________________________________________
_______________________________________________________________________________________
_______________________________________________________________________________________
_______________________________________________________________________________________
_______________________________________________________________________________________
_______________________________________________________________________________________
_______________________________________________________________________________________
_______________________________________________________________________________________
_______________________________________________________________________________________ 
 
 
F.  Is corrective action by Westat required? (CHECK ONE)   Yes        No   Don't 
Know 
     If Yes, please describe the Westat action you feel is required: 
_______________________________________________________________________________________
_______________________________________________________________________________________
_______________________________________________________________________________________
_______________________________________________________________________________________
_______________________________________________________________________________________
_______________________________________________________________________________________
_______________________________________________________________________________________ 
_______________________________________________________________________________________ 
 



PVFORM.DO

 
G.  Please describe what actions you have taken or plan to take to prevent the error from occurring again: 
_______________________________________________________________________________________
_______________________________________________________________________________________
_______________________________________________________________________________________
_______________________________________________________________________________________
_______________________________________________________________________________________
_______________________________________________________________________________________
_______________________________________________________________________________________
_______________________________________________________________________________________
_________________________________________________________ 
 
 
PLEASE FAX THIS FORM TO YOUR WESTAT COORDINATOR 
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A-17-8: Health Status Questionnaire for Male Partici-
pants (HSM)

Specifications for the Health Status Questionnaire for 
Male Participants



PLCO Cancer Screening Trial

SPECIFICATIONS FOR COMPLETION OF THE MEN’S HEALTH STATUS 
QUESTIONNAIRE (HSM)

This form is designed for self-administration by all male participants selected for the contam-
ination survey. However, if the participant has difficulty completing the form, an SC staff
member may assist the participant (by telephone or in person). Furthermore, if the partici-
pant does not return a completed questionnaire within three weeks of the initial mailing, an
SC staff member may administer the questionnaire by telephone or, in a rare situation,
administer the questionnaire in person. The specifications include guidelines for the comple-
tion of each question on the form, whether it is completed by the participant or by some
other person. All items on the questionnaire are considered critical and therefore, require
data retrieval. Specifications for each item on the form are given below:

Form Type: This information will be pre-printed in barcode format. The letters “HSM”
will also be pre-printed below the barcode. The barcode may be read by a barcode
reader (wand) during receipt of the form into the SMS.

Participant ID and Study Year: The PID and study year will be printed on labels in
both numeric format and in barcode format. The CC will affix the labels to each page
of the HSM. If an SC uses an "unintelligent" version of the form, the SC must affix a
PID label to each page of the HSM in the boxes provided. The barcodes may be read
by a barcode reader (wand) during receipt of the form into the SMS.

1. Date of Birth: Instruct the participant to enter the month, day, and year he was
born.

PHYSICAL EXAMINATIONS:

This section of the questionnaire is concerned with the participant’s past physical examina-
tions, when the examinations occurred, and the reason for the examinations. The participant
should mark only one response for each question on this form.

2a. Have you ever had an eye examination for glaucoma or cataracts? 

Glaucoma is a disease of the eye characterized by high pressure within the eyeball,
damage to the optic disk, hardening of the eyeball, and partial or complete loss of
vision. Cataracts involve opacity of the lens of the eye, causing partial or total blind-
ness.

Mark the appropriate response. If “No” or “Don’t Know”, skip to 3a.

2b. When did you have your most recent eye examination for glaucoma or cataracts? 

Read the response categories exactly as they are written. Mark the appropriate
response. If the participant does not know, mark “Don’t Know”.

2c. What was the main reason you had this eye examination for glaucoma or cataracts? 

We are interested here in why the participant had an eye examination for glaucoma or
cataracts. Mark the box for the appropriate reason. The possible reasons include the
following:

� Because of a specific eye problem: The participant had an eye exam for glaucoma
or cataracts due to a particular eye problem, not as part of a regular or routine phys-
ical or eye exam and not as part of a follow-up exam for a pre-existing or past eye
problem for which he has previously had an exam.
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�Follow-up to a previous eye problem: The participant had an eye exam for glaucoma
or cataracts due to a previous eye problem and for follow-up purposes only. The exam
was not due to a new eye problem or part of a regular or routine physical or eye
exam.

� Part of a routine physical exam: The participant had an eye exam for glaucoma or
cataracts during the course of and as part of a regular physical exam. The exam was
not performed as a result of a specific eye problem or as a follow-up exam due to a
specific eye problem, but as one of many routine checks during the participant’s reg-
ular office visit. An insurance physical is considered a routine physical exam.

� Part of a routine eye exam: The participant had an eye exam for glaucoma or cata-
racts as a regular and routine—usually annual—eye examination or check-up.

3a. Have you ever had a chest x-ray? 

This does not include diagnostic procedures, such as a GI series or a CT scan.

Mark the appropriate response. If “No” or “Don’t Know,” skip to 4a.

3b. When did you have your most recent chest x-ray? 

Read the response categories exactly as they are written. Mark the appropriate
response. If the participant does not know, mark “Don’t Know.”

3c. What was the main reason you had this chest x-ray? 

Mark the box for the appropriate reason for his chest x-ray. The possible reasons
include the following:

� Because of a specific health problem: The participant had a chest x-ray due to a
particular health problem, not as part of a regular or routine physical exam and not as
part of a follow-up exam for a pre-existing or past health problem for which he has
previously had an exam.

� Follow-up to a previous health problem: The participant had a chest x-ray due to a
previous health problem and for follow-up purposes only. The exam was not due to a
new health problem or part of a regular or routine physical exam.

� Part of a routine physical exam: The participant had a chest x-ray during the course
of and as part of a regular physical exam. The exam was not performed as a result of
a specific chest problem or as a follow-up exam due to a specific chest problem, but
as one of many routine checks during the participant’s regular office visit. An insur-
ance physical is considered a routine physical exam.

4a. Have you ever had a digital rectal examination of the prostate? 

During a DRE exam, a doctor or health care provider inserts a gloved finger into the
rectum to feel for abnormalities of the prostate gland.

Mark the appropriate response. If “No” or “Don’t Know,” skip to 5a.

4b. When did you have your most recent digital rectal examination of the prostate? 

Read the response categories exactly as they are written. Mark the appropriate
response. If the participant does not know, mark “Don’t Know.”

4c. What was the main reason you had this digital rectal examination of the prostate? 

Mark the box indicating the appropriate reason for his digital rectal examination. The
possible reasons include the following:

� Because of a specific prostate problem: The participant had a digital rectal exami-
nation of the prostate due to a particular prostate problem, not as part of a regular or
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routine physical exam and not as part of a follow-up exam for a pre-existing or past
prostate problem for which he has previously had an exam.

� Follow-up to a previous health problem: The participant had a digital rectal exami-
nation of the prostate due to a previous health problem and for follow-up purposes
only. The exam was not due to a new prostate or health problem or part of a regular
or routine physical exam.

� Part of a routine physical exam: The participant had a digital rectal examination of
the prostate during the course of and as part of a regular physical exam. The exam
was not performed as a result of a specific prostate problem or as a follow-up exam
due to a specific prostate problem, but as one of many routine checks during the par-
ticipant’s regular office visit. An insurance physical is considered a routine physical
exam.

5a. Have you ever had a barium enema to examine your colon and rectum? 

A barium enema involves drinking a white, chalky liquid containing barium and taking
x-rays of the colon and rectum.

Mark the appropriate response. If “No” or “Don’t Know,” skip to 6a.

5b. When did you have your most recent barium enema to examine your colon and rec-
tum? 

Read the response categories exactly as they are written. Mark the appropriate
response. If the participant does not know, mark “Don’t Know.”

5c. What was the main reason you had this barium enema to examine your colon and
rectum? 

Mark the box indicating the appropriate reason for the barium enema. The possible
reasons include the following:

�Because of a specific health problem: The participant had a barium enema to exam-
ine the colon and rectum due to a particular health problem, not as part of a regular
or routine physical exam and not as part of a follow-up exam for a pre-existing or
past health problem for which he has previously had an exam.

�Follow-up to a previous health problem: The participant had a barium enema to
examine the colon and rectum due to a previous health problem and for follow-up
purposes only. The exam was not due to a new health problem or part of a regular or
routine physical exam.

�Part of a routine physical exam: The participant had a barium enema to examine the
colon and rectum during the course of and as part of a regular physical exam. The
exam was not performed as a result of a specific health problem or as a follow-up
exam due to a specific health problem, but as one of many routine checks during the
participant’s regular office visit. An insurance physical is considered a routine physical
exam.

6a. Have you ever had a flexible sigmoidoscopy examination of your colon and rectum? 

A flexible sigmoidoscopy examination involves the insertion of a thin, lighted viewing
instrument into the rectum to look at the rectum and partial length of the colon.

Mark the appropriate response. If “No” or “Don’t Know,” skip to 7a.

6b. When did you have your most recent flexible sigmoidoscopy examination of your
colon and rectum? 
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Read the response categories exactly as they are written. Mark the appropriate
response. If the participant does not know, mark “Don’t Know.”

6c. What was the main reason you had this flexible sigmoidoscopy examination of your
colon and rectum? 

Mark the box indicating the appropriate reason for the flexible sigmoidoscopy exami-
nation. The possible reasons include the following:

�Because of a specific health problem: The participant had a flexible sigmoidoscopy
examination of the colon and rectum due to a particular health problem, not as part of
a regular or routine physical exam and not as part of a follow-up exam for a pre-exist-
ing or past health problem for which he has previously had an exam.

� Follow-up to a previous health problem: The participant had a flexible sigmoidos-
copy examination of the colon and rectum due to a previous health problem and for
follow-up purposes only. The exam was not due to a new health problem or part of a
regular or routine physical exam.

� Part of a routine physical exam: The participant had a flexible sigmoidoscopy
examination of the colon and rectum during the course of and as part of a regular
physical exam. The exam was not performed as a result of a specific health problem
or as a follow-up exam due to a specific health problem, but as one of many routine
checks during the participant’s regular office visit. An insurance physical is considered
a routine physical exam.

7a. Have you ever had a colonoscopic examination of your colon and rectum? 

A colonoscopy is a procedure in which a doctor or health care provider inserts a long,
flexible viewing tube into the rectum to inspect the rectum and the entire length of
the colon.

Mark the appropriate response. If “No” or “Don’t Know,” skip to 8a.

7b. When did you have your most recent colonoscopic examination of your colon and rec-
tum? 

Read the response categories exactly as they are written. Mark the appropriate
response. If the participant does not know, mark “Don’t Know.”

7c. What was the main reason you had this colonoscopic examination of your colon and
rectum? 

Mark the box indicating the appropriate reason for the colonoscopic examination. The
possible reasons include the following:

�Because of a specific health problem: The participant had a colonoscopic examina-
tion of the colon and rectum due to a particular health problem, not as part of a regu-
lar or routine physical exam and not as part of a follow-up exam for a pre-existing or
past health problem for which he has previously had an exam.

�Follow-up to a previous health problem: The participant had a colonoscopic exami-
nation of the colon and rectum due to a previous health problem and for follow-up
purposes only. The exam was not due to a new health problem or part of a regular or
routine physical exam.

�Part of a routine physical exam: The participant had a colonoscopic examination of
the colon and rectum during the course of and as part of a regular physical exam. The
exam was not performed as a result of a specific health problem or as a follow-up
exam due to a specific health problem, but as one of many routine checks during the
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participant’s regular office visit. An insurance physical is considered a routine physical
exam.

8a. Have you ever had your blood pressure checked? 

Mark the appropriate response. If “No” or “Don’t Know,” skip to 9a.

8b. When did you have your most recent blood pressure check? 

Read the response categories exactly as they are written. Mark the appropriate
response. If the participant does not know, mark “Don’t Know.”

8c. What was the main reason you had this blood pressure check? 

Mark the box indicating the appropriate reason for the blood pressure check. The pos-
sible reasons include the following:

�Because of a specific health problem: The participant had his blood pressure
checked due to a particular health problem, not as part of a regular or routine physi-
cal exam and not as part of a follow-up exam for a pre-existing or past health prob-
lem for which he has previously had an exam.

�Follow-up to a previous health problem: The participant had his blood pressure
checked due to a previous health problem and for follow-up purposes only. The exam
was not due to a new health problem or part of a regular or routine physical exam.

�Part of a routine physical exam: The participant had his blood pressure checked dur-
ing the course of and as part of a regular physical exam. The exam was not performed
as a result of a specific health problem or as a follow-up exam due to a specific health
problem, but as one of many routine checks during the participant’s regular office
visit. An insurance physical is considered a routine physical exam.

BLOOD TESTS:

This section of the questionnaire is concerned with blood tests the participant may have had,
when he had the tests, and the reason for the tests. Again, the participant should mark only
one response for each question.

9a. Have you ever had a test to check your blood cholesterol level? 

Mark the appropriate response. If “No” or “Don’t Know,” skip to 10a.

9b. When did you have your most recent test to check your blood cholesterol level? 

Read the response categories exactly as they are written. Mark the appropriate
response. If the participant does not know, mark “Don’t Know.”

9c. What was the main reason you had this test to check your blood cholesterol level? 

Mark the box indicating the appropriate reason for the blood cholesterol test. The pos-
sible reasons include the following:

�Because of a specific health problem: The participant had a blood cholesterol test
due to a particular health problem, not as part of a regular or routine physical exam
and not as part of a follow-up exam for a pre-existing or past health problem for
which he has previously had an exam.

�Follow-up to a previous health problem: The participant had a blood cholesterol test
due to a previous health problem and for follow-up purposes only. The exam was not
due to a new health problem or part of a regular or routine physical exam.

�Part of a routine physical exam: The participant had a blood cholesterol test during
the course of and as part of a regular physical exam. The exam was not performed as
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a result of a specific health problem or as a follow-up exam due to a specific health
problem, but as one of many routine checks during the participant’s regular office
visit. An insurance physical is considered a routine physical exam.

10a. Have you ever had a test to check your blood glucose (sugar) level? 

Mark the appropriate response. If “No” or “Don’t Know,” skip to 11a.

10b. When did you have your most recent test to check your blood glucose (sugar) level? 

Read the response categories exactly as they are written. Mark the appropriate
response. If the participant does not know, mark “Don’t Know.”

10c. What was the main reason you had this test to check your blood glucose (sugar)
level? 

Mark the box indicating the appropriate reason for the blood glucose level test. The
possible reasons include the following:

�Because of a specific health problem: The participant had a test to check his blood
glucose level due to a particular health problem, not as part of a regular or routine
physical exam and not as part of a follow-up exam for a pre-existing or past health
problem for which he has previously had an exam.

�Follow-up to a previous health problem: The participant had a test to check his
blood glucose level due to a previous health problem and for follow-up purposes only.
The exam was not due to a new health problem or part of a regular or routine physical
exam.

�Part of a routine physical exam: The participant had a test to check his blood glu-
cose level during the course of and as part of a regular physical exam. The exam was
not performed as a result of a specific health problem or as a follow-up exam due to a
specific health problem, but as one of many routine checks during the participant’s
regular office visit. An insurance physical is considered a routine physical exam.

11a. Have you ever had a PSA blood test for prostate cancer? 

This blood test for prostate cancer measures the amount of prostate-specific antigens
in the blood.

Mark the appropriate response. If “No” or “Don’t Know,” skip to question 12.

11b. When did you have your most recent PSA blood test for prostate cancer? 

Read the response categories exactly as they are written. Mark the appropriate
response. If the participant does not know, mark “Don’t Know.”

11c. What was the main reason you had this PSA blood test for prostate cancer? 

Mark the box indicating the appropriate reason for the PSA blood test. The possible
reasons include the following:

�Because of a specific prostate problem: The participant had a PSA blood test for
prostate cancer due to a particular prostate problem, not as part of a regular or rou-
tine physical exam and not as part of a follow-up exam for a pre-existing or past pros-
tate problem for which he has previously had an exam.

�Follow-up to a previous health problem: The participant had a PSA blood test for
prostate cancer due to a previous health problem and for follow-up purposes only.
The exam was not due to a new health problem or part of a regular or routine physical
exam.
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�Part of a routine physical exam: The participant had a PSA blood test for prostate
cancer during the course of and as part of a regular physical exam. The exam was not
performed as a result of a specific health problem or as a follow-up exam due to a
specific health problem, but as one of many routine checks during the participant’s
regular office visit. An insurance physical is considered a routine physical exam.

12. Today’s Date: This is the date the form is completed. Instruct the participant to
enter the month, day, and year. Month and day should be zero filled, if applicable,
and the year should be four digits.

SC Instructions: If this item is incomplete or not answered, use the date of receipt of
the form as the date of completion according to the following guidelines:

1. If the participant left all parts of the date blank (month, day, and year),
replace the blanks with the full receipt date (month, day, and year). Record
this date in another color ink in the space provided.

2. If the participant wrote a partial date (e.g., month, day only) or a partially
incorrect date (e.g., month and day fall prior to date questionnaire was sent to
him/her), replace what the participant wrote with the full receipt date (month,
day, and year). Record this date in another color ink in the white space near
the participant's response. Do not replace part(s) of the completion date with
part(s) of the receipt date.

3. In the For Office Use Only box at the bottom of the page, check the box indi-
cating that the completion date is estimated (see below).

ADMINISTRATIVE SECTION (FOR OFFICE USE ONLY):

This section is to be completed by the SC staff.

1. Method of Administration: Check the box corresponding to the method of administra-
tion of the Men’s Health Status Questionnaire. Definitions of methods of administra-
tion are as follows:

Self-Administered: The participant completed the questionnaire by himself without
assistance. Unless the SC staff becomes aware that the participant did not complete
the form himself without assistance, it should be assumed that the questionnaire was
self-administered.

Self-Administered with Assistance: The participant completed the questionnaire
by himself (i.e., it was not administered to him) but required assistance from another
person (relative, friend, SC staff member) to clarify one or more of the questions or to
physically complete the form.

Telephone Administered: The questionnaire was administered to the participant by
telephone by an SC staff member.

In-Person Interview: The questionnaire was administered to the participant in per-
son by an SC staff member.

2. Estimated Date of Completion: Check the box if the date of completion is estimated
(i.e., the receipt date was recorded by the SC staff according to the specifications for
#12 above).
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A-17-9

A-17-9: Health Status Questionnaire for Female Par-
ticipants (HSW)

Specifications for the Health Status Questionnaire for 
Female Participants



PLCO Cancer Screening Trial

SPECIFICATIONS FOR COMPLETION OF THE WOMEN’S HEALTH STATUS 
QUESTIONNAIRE (HSW)

This form is designed for self-administration by all female participants selected for the con-
tamination survey. However, if the participant has difficulty completing the form, an SC staff
member may assist the participant (by telephone or in person). Furthermore, if the partici-
pant does not return a completed questionnaire within three weeks of the initial mailing, an
SC staff member may administer the questionnaire by telephone or, in a rare situation,
administer the questionnaire in person. The specifications include guidelines for the comple-
tion of each question on the form, whether it is completed by the participant or by some
other person. All items on the questionnaire are considered critical and therefore, require
data retrieval. Specifications for each item on the form are given below:

Form Type: This information will be pre-printed in barcode format. The letters “HSW”
will also be pre-printed below the barcode. The barcode may be read by a barcode
reader (wand) during receipt of the form into the SMS.

Participant ID and Study Year: The PID and study year will be printed on labels in
both numeric format and in barcode format. The CC will affix the labels to each page
of the HSW. If an SC uses an "unintelligent" version of the form, the SC must affix a
PID label to each page of the HSW in the boxes provided. The barcodes may be read
by a barcode reader (wand) during receipt of the form into the SMS.

1. Date of Birth: Instruct the participant to enter the month, day, and year she was
born.

PHYSICAL EXAMINATIONS:

This section of the questionnaire is concerned with the participant’s past physical examina-
tions, when the examinations occurred, and the reason for the examinations. The participant
should mark only one response for each question on this form.

2a. Have you ever had an eye examination for glaucoma or cataracts? 

Glaucoma is a disease of the eye characterized by high pressure within the eyeball,
damage to the optic disk, hardening of the eyeball, and partial or complete loss of
vision. Cataracts involve opacity of the lens of the eye, causing partial or total blind-
ness.

Mark the appropriate response. If “No” or “Don’t Know,” skip to 3a.

2b. When did you have your most recent eye examination for glaucoma or cataracts?

Read the response categories exactly as they are written. Mark the appropriate
response. If the participant does not know, mark “Don’t Know.”

2c. What was the main reason you had this eye examination for glaucoma or cataracts? 

We are interested here in why the participant had an eye examination for glaucoma or
cataracts. Mark the box for the appropriate reason. The possible reasons include the
following:

� Because of a specific eye problem: The participant had an eye exam for glaucoma
or cataracts due to a particular eye problem, not as part of a regular or routine phys-
ical or eye exam and not as part of a follow-up exam for a pre-existing or past eye
problem for which she has already had an exam.
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� Follow-up to a previous eye problem: The participant had an eye exam for glau-
coma or cataracts due to a previous eye problem and for follow-up purposes only. The
exam was not due to a new eye problem or part of a regular or routine physical or eye
exam.

�Part of a routine physical exam: The participant had an eye exam for glaucoma or
cataracts during the course of and as part of a regular physical exam. The exam was
not performed as a result of a specific eye problem or as a follow-up exam due to a
specific eye problem, but as one of many routine checks during the participant’s reg-
ular office visit. An insurance physical is considered a routine physical exam.

�Part of a routine eye exam: The participant had an eye exam for glaucoma or cata-
racts as part of a regular and routine—usually annual—eye examination or check-up.

3a. Have you ever had a chest x-ray? 

This does not include diagnostic procedures, such as a GI series or a CT scan.

Mark the appropriate response. If “No” or “Don’t Know,” skip to 4a.

3b. When did you have your most recent chest x-ray? 

Read the response categories exactly as they are written. Mark the appropriate
response. If the participant does not know, mark “Don’t Know.”

3c. What was the main reason you had this chest x-ray? 

Mark the box for the appropriate reason for her chest x-ray. The possible reasons
include the following:

� Because of a specific health problem: The participant had a chest x-ray due to a
particular health problem, not as part of a regular or routine physical exam and not as
part of a follow-up exam for a pre-existing or past health problem for which she has
already had an exam.

� Follow-up to a previous health problem: The participant had a chest x-ray due to a
previous health problem and for follow-up purposes only. The exam was not due to a
new health problem or part of a regular or routine physical exam.

�Part of a routine physical exam: The participant had a chest x-ray during the course
of and as part of a regular physical exam. The exam was not performed as a result of
a specific chest problem or as a follow-up exam due to a specific chest problem, but
as one of many routine checks during the participant’s regular office visit. An insur-
ance physical is considered a routine physical exam.

4a. Have you ever had a pelvic examination? 

A pelvic examination is defined as a routine gynecological exam, with or without a
PAP smear.

Mark the appropriate response. If “No” or “Don’t Know,” skip to 5a.

4b. When did you have your most recent pelvic examination? 

Read the response categories exactly as they are written. Mark the appropriate
response. If the participant does not know, mark “Don’t Know.”

4c. What was the main reason you had this pelvic examination? 

Mark the box indicating the appropriate reason for her pelvic examination. The possi-
ble reasons include the following:

� Because of a specific health problem: The participant had a pelvic examination due
to a particular health problem, not as part of a regular or routine physical exam and
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not part of a follow-up exam for a pre-existing or past health problem for which she
has already had an exam.

� Follow-up to a previous health problem: The participant had a pelvic examination
due to a previous health problem and for follow-up purposes only. The exam was not
due to a new health problem or part of a regular or routine physical exam.

� Part of a routine physical exam: The participant had a pelvic examination during
the course of and as part of a regular physical exam. The exam was not performed as
a result of a specific health problem or as a follow-up exam due to a specific health
problem, but as one of many routine checks during the participant’s regular office
visit. An insurance physical is considered a routine physical exam.

5a. Have you ever had a transvaginal ultrasound examination? 

A TVU exam involves the use of high-frequency waves to visualize the ovaries.

Mark the appropriate response. If “No” or “Don’t Know,” skip to 6a.

5b. When did you have your most recent transvaginal ultrasound examination? 

Read the response categories exactly as they are written. Mark the appropriate
response. If the participant does not know, mark “Don’t Know.”

5c. What was the main reason you had this transvaginal ultrasound examination? 

Mark the box indicating the appropriate reason for her transvaginal ultrasound exam-
ination. The possible reasons include the following:

� Because of a specific health problem: The participant had a transvaginal ultrasound
examination due to a particular health problem, not as part of a regular or routine
physical exam and not as part of a follow-up exam for a pre-existing or past health
problem for which she has already had an exam.

� Follow-up to a previous health problem: The participant had a transvaginal ultra-
sound examination due to a previous health problem and for follow-up purposes only.
The exam was not due to a new health problem or part of a regular or routine physical
exam.

� Part of a routine physical exam: The participant had a transvaginal ultrasound
examination during the course of and as part of a regular physical exam. The exam
was not performed as a result of a specific health problem or as a follow-up exam due
to a specific health problem, but as one of many routine checks during the partici-
pant’s regular office visit. An insurance physical is considered a routine physical
exam.

6a. Have you ever had a mammogram? 

A mammogram is an x-ray photograph of the breast. This question includes mammo-
grams performed for any reason.

Mark the appropriate response. If “No” or “Don’t Know,” skip to 7a.

6b. When did you have your most recent mammogram? 

Read the response categories exactly as they are written. Mark the appropriate
response. If the participant does not know, mark “Don’t Know.”

6c. What was the main reason you had this mammogram? 

Mark the box indicating the appropriate reason for her mammogram. The possible
reasons include the following:
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� Because of a specific breast problem: The participant had a mammogram due to a
particular breast problem, not as part of a regular or routine physical exam and not as
part of a follow-up exam for a pre-existing or past breast problem for which she has
already had an exam.

� Follow-up to a previous health problem: The participant had a mammogram due to
a previous health problem and for follow-up purposes only. The exam was not due to
a new health problem or part of a regular or routine physical exam.

� Part of a routine physical exam: The participant had a mammogram during the
course of and as part of a regular physical exam. The exam was not performed as a
result of a specific health problem or as a follow-up exam due to a specific health
problem, but as one of many routine checks during the participant’s regular office
visit. An insurance physical is considered a routine physical exam.

7a. Have you ever had a barium enema to examine your colon and rectum? 

A barium enema involves drinking a white, chalky liquid containing barium and taking
x-rays of the colon and rectum.

Mark the appropriate response. If “No” or “Don’t Know,” skip to 8a.

7b. When did you have your most recent barium enema to examine your colon and rec-
tum? 

Read the response categories exactly as they are written. Mark the appropriate
response. If the participant does not know, mark “Don’t Know.”

7c. What was the main reason you had this barium enema to examine your colon and
rectum? 

Mark the box indicating the appropriate reason for the barium enema. The possible
reasons include the following:

� Because of a specific health problem: The participant had a barium enema to
examine the colon and rectum due to a particular health problem, not as part of a
regular or routine physical exam and not as part of a follow-up exam for a pre-exist-
ing or past health problem for which she has already had an exam.

� Follow-up to a previous health problem: The participant had a barium enema to
examine the colon and rectum due to a previous health problem and for follow-up
purposes only. The exam was not due to a new health problem or part of a regular or
routine physical exam.

� Part of a routine physical exam: The participant had a barium enema to examine
the colon and rectum during the course of and as part of a regular physical exam. The
exam was not performed as a result of a specific health problem or as a follow-up
exam due to a specific health problem, but as one of many routine checks during the
participant’s regular office visit. An insurance physical is considered a routine physical
exam.

8a. Have you ever had a flexible sigmoidoscopy examination of your colon and rectum? 

A flexible sigmoidoscopy examination involved the insertion of a thin, lighted viewing
instrument into the rectum to look at the rectum and partial length of the colon.

Mark the appropriate response. If “No” or “Don’t Know,” skip to 9a.

8b. When did you have your most recent flexible sigmoidoscopy examination of your
colon and rectum? 
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Read the response categories exactly as they are written. Mark the appropriate
response. If the participant does not know, mark “Don’t Know.”

8c. What was the main reason you had this flexible sigmoidoscopy examination of your
colon and rectum? 

Mark the box indicating the appropriate reason for the flexible sigmoidoscopy exami-
nation. The possible reasons include the following:

� Because of a specific health problem: The participant had a flexible sigmoidoscopy
examination of the colon and rectum due to a particular health problem, not as part of
a regular or routine physical exam and not as part of a follow-up exam for a pre-exist-
ing or past health problem for which she has already had an exam.

� Follow-up to a previous health problem: The participant had a flexible sigmoidos-
copy examination of the colon and rectum due to a previous health problem and for
follow-up purposes only. The exam was not due to a new health problem or part of a
regular or routine physical exam.

� Part of a routine physical exam: The participant had a flexible sigmoidoscopy
examination of the colon and rectum during the course of and as part of a regular
physical exam. The exam was not performed as a result of a specific health problem
or as a follow-up exam due to a specific health problem, but as one of many routine
checks during the participant’s regular office visit. An insurance physical is considered
a routine physical exam.

9a. Have you ever had a colonoscopic examination of your colon and rectum? 

A colonoscopy is a procedure in which a doctor or health care provider inserts a long,
flexible viewing tube into the rectum to inspect rectum and the entire length of the
colon.

Mark the appropriate response. If “No” or “Don’t Know,” skip to 10a.

9b. When did you have your most recent colonoscopic examination of your colon and rec-
tum? 

Read the response categories exactly as they are written. Mark the appropriate
response. If the participant does not know, mark “Don’t Know.”

9c. What was the main reason you had this colonoscopic examination of your colon and
rectum? 

Mark the box indicating the appropriate reason for the colonoscopic examination. The
possible reasons include the following:

� Because of a specific health problem: The participant had a colonoscopic examina-
tion of the colon and rectum due to a particular health problem, not as part of a regu-
lar or routine physical exam and not as part of a follow-up exam for a pre-existing or
past health problem for which she has already had an exam.

� Follow-up to a previous health problem: The participant had a colonoscopic exami-
nation of the colon and rectum due to a previous health problem and for follow-up
purposes only. The exam was not due to a new health problem or part of a regular or
routine physical exam.

� Part of a routine physical exam: The participant had a colonoscopic examination of
the colon and rectum during the course of and as part of a regular physical exam. The
exam was not performed as a result of a specific health problem or as a follow-up
exam due to a specific health problem, but as one of many routine checks during the
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participant’s regular office visit. An insurance physical is considered a routine physical
exam.

10a. Have you ever had your blood pressure checked? 

Mark the appropriate response. If “No” or “Don’t Know,” skip to 11a.

10b. When did you have your most recent blood pressure check? 

Read the response categories exactly as they are written. Mark the appropriate
response. If the participant does not know, mark “Don’t Know.”

10c. What was the main reason you had this blood pressure check? 

Mark the box indicating the appropriate reason for the blood pressure check. The pos-
sible reasons include the following:

� Because of a specific health problem: The participant had her blood pressure
checked due to a particular health problem, not as part of a regular or routine physi-
cal exam and not as part of a follow-up exam for a pre-existing or past health prob-
lem for which she has already had an exam.

� Follow-up to a previous health problem: The participant had her blood pressure
checked due to a previous health problem and for follow-up purposes only. The exam
was not due to a new health problem or part of a regular or routine physical exam.

� Part of a routine physical exam: The participant had her blood pressure checked
during the course of and as part of a regular physical exam. The exam was not per-
formed as a result of a specific health problem or as a follow-up exam due to a spe-
cific health problem, but as one of many routine checks during the participant’s
regular office visit. An insurance physical is considered a routine physical exam.

BLOOD TESTS:

This section of the questionnaire is concerned with blood tests the participant may have had,
when she had the tests, and the reason for the tests. Again, the participant should mark only
one response for each question.

11a. Have you ever had a test to check your blood cholesterol level? 

Mark the appropriate response. If “No” or “Don’t Know,” skip to 12a.

11b. When did you have your most recent test to check your blood cholesterol level? 

Read the response categories exactly as they are written. Mark the appropriate
response. If the participant does not know, mark “Don’t Know.”

11c. What was the main reason you had this test to check your blood cholesterol level? 

Mark the box indicating the appropriate reason for the blood cholesterol test. The pos-
sible reasons include the following:

� Because of a specific health problem: The participant had a blood cholesterol test
due to a particular health problem, not as part of a regular or routine physical exam
and not as part of a follow-up exam for a pre-existing or past health problem for
which she has already had an exam.

� Follow-up to a previous health problem: The participant had a blood cholesterol test
due to a previous health problem and for follow-up purposes only. The exam was not
due to a new health problem or part of a regular or routine physical exam.

� Part of a routine physical exam: The participant had a blood cholesterol test during
the course of and as part of a regular physical exam. The exam was not performed as
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a result of a specific health problem or as a follow-up exam due to a specific health
problem, but as one of many routine checks during the participant’s regular office
visit. An insurance physical is considered a routine physical exam.

12a. Have you ever had a test to check your blood glucose (sugar) level? 

Mark the appropriate response. If “No” or “Don’t Know,” skip to 13a.

12b. When did you have your most recent test to check your blood glucose (sugar) level? 

Read the response categories exactly as they are written. Mark the appropriate
response. If the participant does not know, mark “Don’t Know.”

12c. What was the main reason you had this test to check your blood glucose (sugar)
level? 

Mark the box indicating the appropriate reason for the blood glucose level test. The
possible reasons include the following:

� Because of a specific health problem: The participant had a test to check her blood
glucose level due to a particular health problem, not as part of a regular or routine
physical exam and not as part of a follow-up exam for a pre-existing or past health
problem for which she has already had an exam.

�Follow-up to a previous health problem: The participant had a test to check her
blood glucose level due to a previous health problem and for follow-up purposes only.
The exam was not due to a new health problem or part of a regular or routine physical
exam.

� Part of a routine physical exam: The participant had a test to check her blood glu-
cose level during the course of and as part of a regular physical exam. The exam was
not performed as a result of a specific health problem or as a follow-up exam due to a
specific health problem, but as one of many routine checks during the participant’s
regular office visit. An insurance physical is considered a routine physical exam.

13a. Have you ever had a CA-125 blood test for ovarian cancer? 

CA-125 is a substance in the blood called a tumor marker that can be produced by
ovarian cancer cells.

Mark the appropriate response. If “No” or “Don’t Know,” skip to 14.

13b. When did you have your most recent CA-125 blood test for ovarian cancer? 

Read the response categories exactly as they are written. Mark the appropriate
response. If the participant does not know, mark “Don’t Know.”

13c. What was the main reason you had this CA-125 blood test for ovarian cancer? 

Mark the box indicating the appropriate reason for the CA-125 blood test. The possi-
ble reasons include the following:

� Because of a specific problem with your ovaries: The participant had a CA-125
blood test for ovarian cancer due to a particular problem with her ovaries, not as part
of a regular or routine physical exam and not as part of a follow-up exam for a pre-
existing or past problem with her ovaries for which she has already had an exam.

� Follow-up to a previous health problem: The participant had a CA-125 blood test for
ovarian cancer due to a previous health problem and for follow-up purposes only. The
exam was not due to a new health problem or part of a regular or routine physical
exam.
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� Part of a routine physical exam: The participant had a CA-125 blood test for ovarian
cancer during the course of and as part of a regular physical exam. The exam was not
performed as a result of a specific health problem or as a follow-up exam due to a
specific health problem, but as one of many routine checks during the participant’s
regular office visit. An insurance physical is considered a routine physical exam.

14. Today’s Date: This is the date the form is completed. Instruct the participant to
enter the month, day, and year. Month and day should be zero filled, if applicable,
and the year should be four digits.

SC Instructions: If this item is incomplete or not answered, use the date of receipt of
the form as the date of completion according to the following guidelines:

1. If the participant left all parts of the date blank (month, day, and year),
replace the blanks with the full receipt date (month, day, and year). Record
this date in another color ink in the space provided.

2. If the participant wrote a partial date (e.g., month, day only) or a partially
incorrect date (e.g., month and day fall prior to date questionnaire was sent to
her), replace what the participant wrote with the full receipt date (month, day,
and year). Record this date in another color ink in the white space near the
participant's response. Do not replace part(s) of the completion date with
part(s) of the receipt date.

3. In the For Office Use Only box at the bottom of the page, check the box indi-
cating that the completion date is estimated (see below).

ADMINISTRATIVE SECTION (FOR OFFICE USE ONLY):

This section is to be completed by the SC staff.

1. Method of Administration: Check the box corresponding to the method of administra-
tion of the Women’s Health Status Questionnaire. Definitions of methods of adminis-
tration are as follows:

Self-Administered: The participant completed the questionnaire by herself without
assistance. Unless the SC staff becomes aware that the participant did not complete
the form herself without assistance, it should be assumed that the questionnaire was
self-administered.

Self-Administered with Assistance: The participant completed the questionnaire
by herself (i.e., it was not administered to her) but required assistance from another
person (relative, friend, SC staff member) to clarify one or more of the questions or to
physically complete the form.

Telephone Administered: The questionnaire was administered to the participant by
telephone by an SC staff member.

In-Person Interview: The questionnaire was administered to the participant in per-
son by an SC staff member.

2. Estimated Date of Completion: Check the box if the date of completion is estimated
(i.e., the receipt date was recorded by the SC staff according to the specifications for
#14 above).
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A-17-10

A-17-10: Record of Credentials, Medical Record 
Abstractor and Nosologist Registration Form (CAN)

Specifications for the Record of Credentials, Medical 
Record Abstractor and Nosologist Registration Form



 1

 PLCO Cancer Screening Trial  ver. 2/00 
RECORD OF CREDENTIALS 

MEDICAL RECORD ABSTRACTOR AND NOSOLOGIST 
REGISTRATION FORM 

 
1. SCREENING CENTER ID:                                                             2. SATELLITE CENTER ID:                     
 
3. NAME OF STAFF MEMBER TO BE REGISTERED:                                                                                            
                                                                                              Last                                    First                             Middle

 

4. STAFF POSITION: (Mark all that apply) 
 
               Medical Record Abstractor       Nosologist 
 
                        Medical Record Abstractor                                   ICD9-CM Coder 
 
                                                                                   ICD-O Coder 
 
                                                                                                    TNM Staging Coder 
 
5. CREDENTIALS AND EXPERIENCE: (Mark all that apply for each position marked in Question 4.  Attach a photocopy of any 
documents that verify these credentials.) 
 
   Medical Record Abstractor:                

At least 2 years on the job experience abstracting medical records.  Describe position(s) and duration: 

____________________________________________________________________________________

____________________________________________________________________________________

____________________________________________________________________________________

____________________________________________________________ 

Demonstrated knowledge of medical record terminology, anatomy, and physiology 
 

Other:(including applicable educational background) 

____________________________________________________________________________________

____________________________________________________________________________________

____________________________________________________________________________________

____________________________________________________________ 

   Nosologist:                                                                                                
Date Certified

 

Certified Coding Specialist, CCS                                               ____/____/____  
 

Registered Health Information Technician, RHIT                      ____/____/____ 
 

Registered Health Information Administrator, RHIA                 ____/____/____ 
 

Certified Tumor Registrar, CTR (or eligible)                             ____/____/____ 
 

Other:________________________________________________________________________________

____________________________________________________________________________________

____________________________________________________________________________________

____________________________________________________________________________________ 
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6. TRAINING:  (Complete for all that apply.  The required training on protocols and forms must be documented for each Medical 
Record Abstractor and Nosologist position marked in Question 4.) 
 
 

PLCO Protocol for Abstracting (MOOP, Appendix K) 
 
PLCO Diagnostic Evaluation Form-Prostate 
 
PLCO Treatment Information Form-Prostate 
 
PLCO Diagnostic Evaluation Form-Lung 
 
PLCO Treatment Information Form-Lung 
 
PLCO Diagnostic Evaluation Form-Colorectum 
 
PLCO Treatment Information Form-Colorectum 
 
PLCO Diagnostic Evaluation Form-Ovary 
 
PLCO Treatment Information Form-Ovary 
 
 

This staff member has completed the required training and is qualified to perform PLCO medical record abstracting and/or 
coding. 
 
SC Coordinator or Principal Investigator Signature:________________________________________________ 

SC Coordinator or Principal Investigator Name (Please print):________________________________________ 

Date:______________________ 

 
 

7. REGISTRATION:  (To be completed by the NCI Reviewer)  This individual is qualified to perform as a PLCO: (Please mark all 
that apply) 

 
Medical Record Abstractor 

 
Nosologist, ICD9-CM Coder 

Nosologist, ICD-0 Coder 
 
Nosologist, TNM Staging Coder 

 
Signature of NCI Reviewer:______________________________________________ 

Date:_________________________ 

 

Comments:__________________________________________________________________________________________

____________________________________________________________________________________________________

___________________________________________________________________________________________________ 

___________________________________________________________________________________________________ 

 

8. STAFF ID# ASSIGNMENT: (To be completed by the Screening Center after NCI approval) 

Staff ID#:                                                          Date:__________________________ 



PLCO Cancer Screening Trial

SPECIFICATIONS FOR COMPLETION OF RECORD OF CREDENTIALS (MEDICAL 
RECORD ABSTRACTOR AND NOSOLOGIST) REGISTRATION FORM (CAN)

The CAN is to be completed by the Screening Center Principal Investigator or Coordinator for
all individuals who are to perform medical record abstraction and/or medical coding for the
PLCO trial. One form should be completed for each individual. When the form is completed
and approved by the NCI Reviewer, it will be sent to the Screening Center for assignment of
a staff ID number. No individual may perform medical record abstraction or medical coding
for the PLCO study without a staff ID number.

Questions 1-6 are to be completed by SC staff. Specifications for the completion of
these questions are given below.

1. Screening Center ID: Enter the 2-digit SC ID number.

2. Satellite Center ID: If the staff member will not be working in a satellite center
leave these boxes blank. If the staff member is to perform abstraction or coding at a
satellite center, enter the 2-digit satellite center ID number. If the staff member is to
perform abstraction or coding at more than one satellite center, record the ID of one
satellite in the space provided and list the additional satellite IDs in the margin.

3. Name of Staff Member to be Registered: Enter the full name (Last, First, Middle)
of the staff member to be registered.

4. Staff Position: Place a check mark in the box next to each staff position that this
individual will assume. Mark all staff positions that apply for this individual.

5. Credentials and Experience: For each position marked in Question 4, place a check
mark in the box next to the credential(s) and/or experience that qualifies the individ-
ual for this position. Attach a photocopy of any qualifying documentation (such as a
license, accreditation certificate, etc.). 

For each position, the minimum qualifications, as given in the October 1997 Manual of
Operations and Procedures (MOOP), are listed below. If the individual does not pos-
sess any of the credentials listed, but possesses some other credential or prior experi-
ence that qualifies him/her to perform abstracting or coding for PLCO, check the box
next to “Other” and record the type of credential(s) being submitted or describe the
individual’s experience. For any credential specified, attach a photocopy of the docu-
mentation of the credential. For any individual who does not possess the credentials
required, the Principal Investigator must submit a letter to attest to the individual’s
qualifications to perform as a PLCO abstractor or coder.
October 1, 2001 1 Specifications for Record of Credentials:
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6. Training: For each position marked in Question 4, place a check mark next to each
training activity completed by the individual. All Medical Record Abstractors and Noso-
logists must undergo training on the appropriate protocols and form completion. 

For individuals required to perform abstraction and coding, the SC Coordinator or
Principal Investigator must attest to the fact that the training was performed and that
the individual is qualified to perform as a PLCO abstractor or coder. For each position
marked in Question 4, the SC Coordinator or Principal Investigator should sign the
statement, print his/her name and record the date of signature.

Question 7 is to be completed by the NCI Reviewer. Specifications for the comple-
tion of this question are given below.

7. Registration: For each position marked in Question 4, review the credentials and
experience (Question 5) as well as the training (Question 6) to determine whether or
not the individual is qualified to perform in that position for PLCO. If so, place a check
mark in the box for the appropriate position.

Sign the form and record the date of signature. In the Comments section, record any
additional comments regarding this staff member.

Question 8 is to be completed by the Screening Center following NCI approval of
staff member. Specifications for completion of this item are given below.

8. Staff ID# Assignment: Record the 4-digit staff ID number and the date it was
assigned in the space provided.

Position Minimum Qualifications

Medical Record Abstractor • At least 2 years on the job experience abstract-
ing medical records.

• Demonstrated knowledge of medical record 
terminology, anatomy, and physiology.

Nosologist, ICD9-CM Coding • Certified Coding Specialist (CCS), Registered 
Health Information Technician (RHIT), or Reg-
istered Health Information Administrator 
(RHIA).

• Medical background, including knowledge of 
medical terminology, anatomy, physiology, and 
concepts of disease.

Nosologist, ICD-O Coding • Certified Tumor Registrar (CTR) or CTR eligible

• Medical background, including knowledge of 
medical terminology, anatomy, physiology, and 
concepts of disease.

Nosologist, TNM Staging Coder • Certified Tumor Registrar (CTR) or CTR eligible

• Medical background, including knowledge of 
medical terminology, anatomy, physiology, and 
concepts of disease.
October 1, 2001 2 Specifications for Record of Credentials:
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When the form is received by the SC, the coordinator should enter the information regarding
the staff member (i.e., full name, staff ID#, and all positions held in the study) in the System
Administration module of SMS. Refer to the SMS User’s Guide for information regarding the
use of the System Administration module.
October 1, 2001 3 Specifications for Record of Credentials:
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A-17-11

A-17-11: Adverse Events Report (AER)

Report of Adverse Events for NIH-Sponsored Clinical 
Trials

Specifications for the Report of Adverse Events for 
NIH-Sponsored Clinical Trials



 
Prostate, Lung, Colorectal and Ovarian Cancer Screening Trial 

1. Category of Event:  (Check all that apply)  
  Death 
  Life-threatening event 
  Inpatient hospitalization 
  Persistent or significant disability/incapacity 
  Medical or surgical intervention to prevent one of the above outcomes 

 Other:___________________________________________________  
2.       Description of participant who experienced the adverse event, such as gender, age, etc. (no identifiers): 
______________________________________________________________________________________________________________
______________________________________________________________________________________________________________
______________________________________________________________________________________________________________
______________________________________________________________________________________________________________ 
 
3. Brief description of event: 
______________________________________________________________________________________________________________
______________________________________________________________________________________________________________
______________________________________________________________________________________________________________
______________________________________________________________________________________________________________ 
 
4. Description of the outcome of the event:  
______________________________________________________________________________________________________________
______________________________________________________________________________________________________________
______________________________________________________________________________________________________________
______________________________________________________________________________________________________________ 
 
5. Using your best judgement, do you believe that the adverse event was related to one of the screening examinations? 

 Yes, study related 
 Possibly study related 
 Not study related 
 Unknown 

 
6. Do you feel revision to the informed consent document is necessary? 

 Yes, revision of the informed consent form is necessary 
 Possible revision of the informed consent form is necessary 
 No revision of the informed consent form is necessary 
 Unknown 

 

 

 
 

Participant ID Label 

REPORT OF ADVERSE EVENTS FOR NIH-SPONSORED CLINICAL TRIALS 
 
Screening Center: ............................................. |__|__| 
 
Screening Center Staff ID: ...................... |__|__|__|__| 
 
Date Event Occurred:  .... |__|__|-|__|__|-|__|__|__|__| 
 MO DY YEAR 
 
Date Reported to SC:  ….|__|__|-|__|__|-|__|__|__|__| 
 MO DY YEAR 

 

 

 

 

 

 

INSTRUCTIONS:  Please refer to the Specifications for Completion of the Report of Adverse Events for NIH- Sponsored  
Clinical Trials.  (Please attach copies of any relevant exam forms, AE reports, or other documentation regarding the event) 

Investigator’s signature and date:__________________________________________________________ 
Investigator’s Printed Last Name and Initial:__________________________________________________ 



PLCO Cancer Screening Trial

SPECIFICATIONS FOR COMPLETION OF THE REPORT OF ANNUAL STUDY UPDATE 
(ASU) ADVERSE EVENTS FOR NIH-SPONSORED CLINICAL TRIALS

The Report of Adverse Events for NIH-Sponsored Clinical Trials is to be completed for all seri-
ous adverse events that are a direct result of the screening procedures performed by PLCO.
The SCs should use the following criteria to determine whether or not the event should be
classified as serious: 

• Death

• Life threatening

• Inpatient hospitalization

• Persistent or significant disability/incapacity

• Medical or surgical intervention to prevent one of the above outcomes

• Other (Specify).

The specifications for completing each question are listed below:

Name of Center: Enter the name of the Screening Center where the participant was
enrolled at the time of the event.

Screening center staff ID: Enter the identification number of the screening center staff
member who completed the form.

Date event occurred: Enter the date in MM/DD/YYYY format. This should be the date that
the participant received the PLCO screening exam that is considered the cause of the event. 

Date event was reported to Screening Center: Enter the date in MM/DD/YYYY format.
This should be the date that the SC received a report of an event. This should be the same
date the event occurred.

1. Category of event: Check all categories that describe the event. 

- Death: This category should be used if the participant died as a result of his/
her participation in the PLCO Trial.

- Life threatening event: This category should be used if the participant experi-
ence events such as cardiac/respiratory arrest, cardiac arrhythmia, significant
blood loss, etc.

- In-patient hospitalization: This category should be used if the event required
the participant to be hospitalized. This would include visits to the emergency
room during which the participant was admitted to the hospital. 

- Persistent or significant disability/incapacity: This category includes events
that caused the participant a significant reduction in daily functioning and
activities. This would include any paralysis or loss of organ function.

- Medical or surgical intervention to prevent one of the above outcomes: This
category should be used if the participant required a major medical or surgical
intervention as a result of the event. This would include surgery performed or
medication given to repair internal injury or organ damage caused by the par-
ticipant's involvement in the PLCO Trial.

- Other: If none of the above categories describe the event, this "other" option
should be used. The SC should enter a more appropriate category on the line.
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Questions 5 and 6 ask for a description of the event and its outcome so there
is no need to include a lengthy description on this specify line.

2. Description of participant who experienced the adverse event: Include items
such as gender, age and race. It is also important to note any other characteristics of
the participant that may have played a role in the event, such as comorbidities or
medications. Note: please be sure that this description does not contain any partici-
pant identifiers.

3. Brief description of event: This item should include any symptoms that the partici-
pant reported, the timing of the onset of these symptoms, and the manner in which
the SC became aware of the event.

4. Description of the outcome of the event: This should be a description of any med-
ical interventions that the participant received and their outcome. Any persistent or
significant disability/incapacity (as described above) should be described here as well. 

5. Do you believe that the adverse event was related to one of the screening
examinations?: The SC PI should decide whether or not the event reported by the
participant was related to their involvement in the PLCO Trial. The four responses are:

- Yes, study related: This should be used if the PI feels certain that the event
occurred as a result of the participant's PLCO screening exam.

- Possibly study related: This means that the PI is not certain that the event
occurred as a result of the participant's PLCO involvement but it is likely.

- Not study related: This should be used if the PI feels certain that the event did
not occur as a result of the participant's PLCO screening exam.

- Unknown: The PI is unsure if the event was related to the PLCO screening
exam, this response should be used.

6. Do you feel revision to the informed consent document is necessary?: The SC
PI should decide whether or not the event warrants revision of the PLCO consent
forms to mention it as a possible danger. The four responses are:

- Yes, revision of the informed consent document is necessary: This should be
used if the PI feels certain that all participants should be made aware of the
potential danger.

- Possible revision of the informed consent document is necessary: This means
that the PI is not certain that all participants should be made aware of the
potential danger but it may be necessary.

- No revision of the informed consent document is necessary: This should be
used if the PI feels certain that the event does not warrant announcement in
the informed consent document.

- Unknown: The PI is unsure whether or not the event warrants announcement
in the informed consent document. 

After these questions are completed, the PI is required to sign and date the form as well as
print his/her last name and initial below the signature. At this time the SC should keep a
copy of the form for their files and forward the original to Westat. The SC may also attach
any relevant exam forms, AE forms, or other documentation regarding the event. If any
other documentation is attached, the SC should be sure that no personal identifying informa-
tion is present.
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A-18-1: Buccal Cell Participant Directions



Revised 2/11/00

DIRECTIONS FOR COLLECTING THE SAMPLE
The purpose of this simple procedure is to collect some loose cells from your mouth. Please follow the
directions below. You may request help reading the instructions from a member of your household, but
please do not permit anyone else to handle the collection materials.

In addition to these directions, here is a list of what you should find in the large plastic bag:

• Plastic bottle of commercial mouthwash;

• Small leak-proof plastic bag (with a blue strip) that contains a screw top collection container 
and a small absorbent sheet; and

• Postage paid, pre-addressed, small padded mailing envelope.

1. Do not eat, drink, or rinse your mouth for one hour before collecting the saliva sample.

2. Open the bottle of commercial mouthwash. Open the screw top collection container and fill it 
half full of mouthwash (to the red fill line). 

3. Swish the mouthwash from the container around in your mouth vigorously for 45 seconds. 
Watch the clock while you do this. Do not gargle or clear your throat.

4. Holding the container close to your mouth, spit the mouthwash back into the container. 
Replace the top on the container and screw it on tightly. Please discard the remaining portion 
of commercial mouthwash or keep it for your own use.

DIRECTIONS FOR MAILING THE SAMPLE

Prepare the screw top collection container for mailing as follows:

1. Place the screw top collection container back into the small leak-proof plastic bag (with the 
blue strip). Do not remove the absorbent sheet in case anything spills in the mail.

2. Remove any air from the small leak-proof plastic bag and seal the bag using the blue strip.

3. Place the small leak-proof plastic bag and its contents into the small padded mailing envelope 
that is addressed to our laboratory in Maryland.

4. Mail the sample within 24 hours of collection. No additional postage is required. 

Thank you for your participation.
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A-18-2: Buccal Cell Frequently Asked Questions



Frequently Asked Questions
about the PLCO Etiologic Studies Consent 

and Saliva Sample Collection

Why do I have to sign another consent form?
The consent form you signed when you enrolled in the study indicated your 
agreement to participate in the PLCO Trial.  The Etiologic Studies Consent (ESC) 
indicates your agreement to participate in additional studies associated with the 
PLCO Trial, for example saliva sample collection.

How many times will the saliva sample be collected?
The saliva sample will be collected from each participant one time.  The sample 
will then be stored at the National Cancer Institute for future research including 
research on DNA in the sample.

Will I have to come to the clinic to give the sample?
No, the saliva sample collection kit will be mailed directly to your home.  It will 
contain all the supplies you will need to provide the sample, along with detailed 
instructions.  The kit will also contain a pre-addressed postage paid envelope for 
you to return your sample to the National Cancer Institute.

Is the information you get from my sample kept confidential?
Yes, any information obtained from the sample you provide will be kept confi-
dential.  The information will not be shared with anyone outside the PLCO Trial, 
nor will anyone outside the PLCO Trial have access to it.  Even for the researchers 
at the National Cancer Institute, your DNA will be associated with a sample num-
ber and will not be stored in connection with your name.

Will I get test results after I provide the saliva sample?
No, since any studies that will be done on the saliva samples are for research pur-
poses only, there will be no results to report.  The studies will not be looking spe-
cifically for disease but will be looking for things that might be risk factors for 
disease.

How long will it take to receive the saliva sample collection kit?
After you sign and return the consent form, you will be added to the pool of 
approximately 77,000 study participants who want to receive a collection kit.  It 
will take at least two months for the kit to be assembled and mailed.  Because 
there are so many participants in the PLCO Trial, it may take up to 2 years for you 
to receive your kit.
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Frequently Asked Questions
about the PLCO Etiologic Studies Consent 

and Saliva Sample Collection
Will I have to provide a tissue sample?
No, you will not have to provide a tissue sample as part of the PLCO study.  
However, if you happen to have certain surgical procedures performed by your 
physician in the future, we might ask your physician for a part of the tissue sam-
ple he or she collected during the procedure.

What if I do want to participate in these additional studies?
If you agree to participate in the additional studies described in the consent form, 
please indicate this by circling "yes" for questions 1 and 2 on the last page of the 
consent form.  Then print and sign your name and, if possible, have a witness sign 
the form.  Return the consent form to the screening clinic by mailing it in the pre-
addressed postage paid envelope provided with the consent form. 

What if I do not want to participate in these additional studies?
If you do not want to participate in the additional studies described in the consent 
form, please indicate this by circling "no" for questions 1 and 2 on the last page of 
the consent form.  Then print and sign your name and, if possible, have a witness 
sign the form.  Return the consent form to the screening clinic by mailing it in the 
pre-addressed, postage paid envelope provided with the consent form.  Although 
you will not be participating in the additional studies, you will still be part of the 
PLCO Trial.  Someone from the trial will continue to contact you each year for 
health updates.

Do I need a witness signature on the consent form?
Yes, please have someone you know witness your signature on the consent form 
before returning it to the screening clinic.  If you are not able to obtain a witness 
signature, you can return the consent form with just your signature.
October 1, 2003
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A-18-4

A-18-4: Shipment Notification for Pittsburgh and Min-
nesota

Shipment Notification, Verification, and Reorder Form 
for the University of Minnesota and the University of 

Pittsburgh



Prostate. Lung, Colorectal and Ovarian Cancer Screening Trial 

BUCCAL CELL KIT  
SHIPMENT NOTIFICATION, 

RECEIPT VERIFICATION AND REORDER FORM 
 

2/23/00 

MINNESOTA 
 

Notification of Shipment - (McKesson Use Only) 
 
Fax to: (612) 625-4363 

Attention: Deb Engelhard 

Number of Kits Shipped:  _______________________________ 

Sample ID Range Included:  ______________      ______________ 

Date of Shipment:   _______________________________ 

Number of Shipping Boxes:  _______________________________ 

UPS Tracking Numbers:  _______________________________ 

     _______________________________ 

     _______________________________ 

 
 

Verification of Receipt - (Minnesota Use Only) 
 
Fax to:  McKesson Bioservices 

 (301) 838-9753 

Date Shipment Received:  _______________________________ 

Number of Boxes Received:  _______________________________ 

Sample ID Range Received:  ______________      ______________ 

Confirmed By:   _______________________________ 

 
 

Kit Reorder - (Minnesota Use Only) 
 
Fax to: McKesson Bioservices 

 (301) 838-9753 

Date of Request:   _______________________________ 

Number of Kits Needed:  _______________________________ 

Requestor:    _______________________________ 

 
 



Prostate. Lung, Colorectal and Ovarian Cancer Screening Trial 

BUCCAL CELL KIT  
SHIPMENT NOTIFICATION, 

RECEIPT VERIFICATION AND REORDER FORM 
 

2/23/00 

PITTSBURGH 
 

Notification of Shipment - (McKesson Use Only) 
 
Fax to: (412) 383-1511 

Attention: Betsy Gahagan 

Number of Kits Shipped:  _______________________________ 

Sample ID Range Included:  ______________      ______________ 

Date of Shipment:   _______________________________ 

Number of Shipping Boxes:  _______________________________ 

UPS Tracking Numbers:  _______________________________ 

     _______________________________ 

     _______________________________ 

 
 

Verification of Receipt - (Pittsburgh Use Only) 
 
Fax to: McKesson Bioservices 

 (301) 838-9753 

Date Shipment Received:  _______________________________ 

Number of Boxes Received:  _______________________________ 

Sample ID Range Received:  ______________      ______________ 

Confirmed By:   _______________________________ 

 
 

Kit Reorder - (Pittsburgh Use Only) 
 
Fax to: McKesson Bioservices 

 (301) 838-9753 

Date of Request:   _______________________________ 

Number of Kits Needed:  _______________________________ 

Requestor:    _______________________________ 
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A-18-5: Buccal Cell Collection Tracking Form

Specifications for the Buccal Cell Collection Tracking 
Form



2/23/00

Prostate,  Lung, Colorectal and Ovarian Cancer Screening Trial

BUCCAL CELL KIT
SHIPMENT NOTIFICATION,

RECEIPT VERIFICATION AND REORDER FORM

MINNESOTA

Notification of Shipment - (McKesson Use Only)

  Fax to: (612) 625-4363

  Attention: Deb Engelhard

  Number of Kits Shipped: _______________________________

  Sample ID Range Included: ______________      _____________

  Date of Shipment: _______________________________

  Number of Shipping Boxes: _______________________________

  UPS Tracking Numbers: _______________________________

_______________________________

_______________________________

Verification of Receipt - (Minnesota Use Only)

  Fax to: McKesson Bioservices

               (301) 838-9753

  Date Shipment Received: _______________________________

  Number of Boxes Received: _______________________________

  Sample ID Range Received: ______________      ______________

  Confirmed By: ________________________________

Kit Reorder - (Minnesota Use Only)

  Fax to:McKesson Bioservices

               (301) 838-9753

  Date of Request: _______________________________

  Number of Kits Needed: _______________________________

  Requestor: _______________________________



2/23/00

Prostate,  Lung, Colorectal and Ovarian Cancer Screening Trial

BUCCAL CELL KIT
SHIPMENT NOTIFICATION,

RECEIPT VERIFICATION AND REORDER FORM

PITTSBURGH

Notification of Shipment - (McKesson Use Only)

  Fax to:  (412) 383-1511

  Attention: Betsy Gahagan

  Number of Kits Shipped: _______________________________

  Sample ID Range Included: ______________      _____________

  Date of Shipment: _______________________________

  Number of Shipping Boxes: _______________________________

  UPS Tracking Numbers: _______________________________

_______________________________

_______________________________

Verification of Receipt - (Pittsburgh Use Only)

  Fax to: McKesson Bioservices

               (301) 838-9753

  Date Shipment Received: _______________________________

  Number of Boxes Received: _______________________________

  Sample ID Range Received: ______________      ______________

  Confirmed By: ________________________________

Kit Reorder - (Pittsburgh Use Only)

  Fax to:McKesson Bioservices

               (301) 838-9753

  Date of Request: _______________________________

  Number of Kits Needed: _______________________________

  Requestor: _______________________________



Prostate. Lung, Colorectal and Ovarian Cancer Screening Trial

BUCCAL CELL COLLECTION TRACKING FORM

Date Scanned      Date Mailed

___________     ___________

Date Scanned      Date Mailed

___________     ___________

Date Scanned      Date Mailed

___________     ___________

Date Scanned      Date Mailed

___________     ___________

Date Scanned      Date Mailed

___________     ___________

PID Label

PID Label

PID Label

PID Label

PID Label

Sample 
ID 

Label

Sample 
ID 

Label

Sample 
ID 

Label

Sample 
ID 

Label

Sample 
ID 

Label

Version Date: 2/23/00
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Prostate. Lung, Colorectal and Ovarian Cancer Screening Trial

SPECIFICATIONS FOR COMPLETION OF THE BUCCAL CELL COLLECTION 
TRACKING FORM

This form is to be completed by the SC coordinator or buccal cell staff member. The purpose
of the form is to link Participant ID numbers (PIDs) with the Sample ID numbers for the Buc-
cal Cell Collection effort. The form should be completed while preparing buccal cell collection
kits for mailing to participants.

The specifications for completing the form are given below:

PID Label: After assembling all participant specific paperwork for a buccal cell collection kit,
affix a Participant ID label to the next available space in the left hand column of the form. 

Sample ID Label: Remove the Sample ID label from the side pouch of the partially assem-
bled kit assigned to the participant whose PID label has been affixed to the space on the
form. Affix the sample ID label in the space provided next to the PID label.

Date Scanned: After affixing the PID label and Sample ID label to the form, scan the bar-
codes of the PID and the sample ID labels into the SMS, thereby creating the "link". Record
the date on the line. If multiple persons are working on the buccal cell effort at your screen-
ing center, it is suggested that you initial on the line beside the date.

Date Mailed: Record the date the kit was mailed or will be mailed to the participant on the
line provided. Mailing dates should follow the SC Buccal Cell Kit Mailout Schedule. If multiple
persons are working on the buccal cell effort at your screening center, it is suggested that
you initial on the line beside the date.

Continue this process, recording five PID/Sample ID links on each form. The five links
recorded on this form do not necessarily have to been prepared, scanned or mailed on the
same day. This form does not need to be filed in the participant's folders. Please keep all
Buccal Cell Collection Tracking Forms in a central location.
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Appendix B-2-1: Recruitment Summary Report

PLCO Reports - Tracking and Summarizing Recruitment

Recruitment Summary Report

This report summarizes the recruitment status of all potential participants in TASR. It can 
be requested for the current reporting period, or a previous reporting period. It also lists 
the reasons specified for the recruitment category “Non-Participant, Other Reason”.





Appendix B-2-2: Recruitment Progress Report

PLCO Reports - Tracking and Summarizing Recruitment

Recruitment Progress Report - Parts I, II, III

This is a three part report of eligibility status of all potential participants. Part I lists 
contacts by gender, Part II lists contacts by race, and Part III lists contacts by age group.









Appendix B-2-3: Eligibility Screener Review

PLCO Reports - Tracking and Summarizing Recruitment

Eligibility Screener Review - Parts I and II

This is a two part report of eligibility information. 

Part I provides a list of potential participants who have not yet returned their Eligi-
bility Screener. It lists the tracking number, the potential participant name, and 
telephone number. It may be used for follow-up of individuals to ascertain their 

interest in the trial.

Part II provides a list of potential participants who have returned their Eligibility Screener 
but for whom eligibility has not yet been determined. It lists the tracking number, the 
potential participant name, telephone number, and date the Screener was returned. It may 
be used for follow-up of individuals to verify the information on the screener or to sign an 
informed consent.







Appendix B-2-4: Session Edit Report for Individual Tracking

PLCO Reports - Tracking and Summarizing Recruitment

Session Edit Report (Production Edits) for Individual Tracking

This report prints a list of errors and inconsistencies for each record in the TASR 
database, as well as a key for decoding error message codes.







Appendix B-2-5: Possible Duplicates in TASR

PLCO Reports - Tracking and Summarizing Recruitment

Possible Duplicates in TASR (Individual Tracking)

This report lists possible duplicates among potential participants in the TASR database. It 
has five options for duplicate searches based on:
1. Same date of birth;
2. Same last name, first letter of first name, and date of birth;
3. Same last name and same first letter of first name; 
4. Similar last name and same first letter of first name; and
5. Similar last name, same first letter of first name, and same month/year of birth.



























Appendix B-2-6: Age Review Report

PLCO Reports - Tracking and Summarizing Recruitment

Age Review Report

This report lists potential age ineligibles for whom a recruitment status has not been set 
in TASR. The report shows their tracking number, name, date of birth, gender, and current 
age. It can be used to identify those potential participants who need to be contacted as 
they become age eligible.





Appendix B-2-7: Organization Report

PLCO Reports - Tracking and Summarizing Recruitment

Organization Report

This report lists information on organizations the SC has contacted for recruitment using 
data entered into TASR from the Contact Information screens. The user may print either 
complete organization information or simply the name, city, state, and ID of the 
organization.







Appendix B-2-8: Scheduled and Complete Presentations

PLCO Reports - Tracking and Summarizing Recruitment

Scheduled and Complete Presentations

This report summarizes information on presentations entered into TASR using the 
Presentations to Organization screen. The list includes the organization ID, the date of the 
presentation, the program name, the ID of presenting staff, and the number of attendees.





Appendix B-2-9: Materials Distribution

PLCO Reports - Tracking and Summarizing Recruitment

Materials Distribution

This report shows the distribution cycle for distribution of PLCO materials to 
organizations. It displays organization ID, type of materials, resupply cycle, and last 
supply date. It may be sorted by organization ID or date. This report may be used to 
monitor the success of recruitment materials (such as brochures) in recruiting through 
organizations, and to ensure the availability of such materials throughout the recruitment 
period.







Appendix B-2-10: Summary of Contacts with Organizations

PLCO Reports - Tracking and Summarizing Recruitment

Summary of Contacts with Organizations

This report summarizes contacts with organizations. It shows the number of 
organizations in the database, the number for whom at least one presentation was done, 
the total number of presentations to date, and the total number of attendees over all 
presentations.





Appendix B-2-11: TASR/RAND Comparison Report

PLCO Reports - Tracking and Summarizing Recruitment

TASR/RAND Comparison Report

This is a four-part report.

Part I identifies potential participants who have an eligible status in TASR, but have not 
been randomized into the trial. It is sorted by the tracking ID number and includes the 
DOB, gender, and date the Eligibility Screener was completed. 

Part II identifies randomized participants who appear in TASR but whose eligibility status 
is not ‘E’ (eligible). It is sorted by the tracking number and includes the DOB, gender, date 
of screen, eligibility status, reason for ineligibility (if applicable), randomization group and 
randomization date. 

Part III identifies participants who do not appear in TASR, but are randomized into the 
trial. It is sorted by the Participant ID number and includes the participant’s name, DOB, 
gender, and randomization group. 

Part IV identifies randomized participants who match TASR potential participants on DOB 
and gender but not on name (i.e., the names are similar, but not identical). It is sorted by 
the tracking ID number and displays the TASR last name, first name, DOB, gender, and 
PID number. This information is compared to the randomized participant’s last name, first 
name, randomization group and randomization date.









Appendix B-2-12: Eligibility Contact Report

PLCO Reports - Tracking and Summarizing Recruitment

Eligibility Contact Report

This report lists the last date contacted and current age for those individuals in TASR that 
have not yet been enrolled in the study. The information is given for those individuals 
contacted within a specified time period and sorted by age group. 









Appendix B-2-13: Number of TASR Eligibles Report

PLCO Reports - Tracking and Summarizing Recruitment

Number of TASR Eligibles Report 

(Participants Randomized and Screens Performed Per Recruitment Source)

This report counts the number of participants eligible, randomized, and screened by 
recruitment source. The screening information is given as a total and broken down into 
study year. This report can be generated overall or by gender.











Appendix B-3-1: PCC Directive/Late Directive

PLCO Reports - Forms and Specimens Tracking

PCC Directive/Late Directive

This report lists the participants who are due to complete the Protocol Changes Consent 
(PCC) but the form has not been receipted. 





Appendix B-4-1: Interactive Randomization Report

PLCO Reports - Randomization and Enrollment

Interactive Randomization Report

This report combines randomization information including the date of randomization, 
participant ID, randomization group, confirmation number, and the staff ID for the person 
completing the Eligibility Verification Form, and performing the randomization. This 
report prints out after each interactive randomization.





Appendix B-4-2: Batch Randomization Report

PLCO Reports - Randomization and Enrollment

Batch Randomization Report

This report displays information on the participants in the batch who were successfully 
randomized and listings of potential participants who were not randomized because they 
were determined to be age ineligible, potential duplicates, or missing necessary data.











Appendix B-4-3: Enrollment Status Report

PLCO Reports - Randomization and Enrollment

Enrollment Status Report

This report summarizes the number of participants enrolled in each study arm during a 
specified month and year, and cumulatively.





Appendix B-4-4: Enrollment Summary Report

PLCO Reports - Randomization and Enrollment

Enrollment Summary Report

This report summarizes the number of participants in each study arm and age group. It 
also shows the mean age overall, the mean age by age group, and gender frequency by 
study arm and age group. It may be generated for a specified range of randomization 
dates.





Appendix B-4-5: Randomization Assignment Report

PLCO Reports - Randomization and Enrollment

Randomization Assignment Report

This report shows the study arm assignment, gender, DOB, and randomization date for 
each participant ID. It is sorted by participant ID and may be generated for a specific range 
of randomization dates.







Appendix B-4-6: Study ID Assignment Report

PLCO Reports - Randomization and Enrollment

Study ID Assignment Report

This report lists the name, PID number, randomization date, gender, DOB, modified DOB, 
randomization group, and home phone number for each participant enrolled in the study. 
It may be generated for a range of PIDs, a range of dates, and a specified group  
(Intervention/Control). It may be sorted by PID or alphabetically by last name. This report 
may be used a reference report for a variety of SC management tasks, and is for internal 
SC use only.





Appendix B-4-7: Report of BQ/RAND Discrepancies

PLCO Reports - Data Entry and Editing System

Report of BQ/RAND Discrepancies 

This report identifies possible randomized ineligibles based on participant responses to 
questions on the Baseline Questionnaire regarding personal cancers and prior use of 
PLCO screening examinations.







Appendix B-5-1: Baseline Directive

PLCO Reports - Forms and Specimens Tracking

Baseline Directive

This report lists the participants who are in their reporting window for the Baseline 
Questionnaire, Baseline Locator Form, and Dietary Questionnaire and have not completed 
one or more of the forms.







Appendix B-5-2: Duplicate Forms Report

PLCO Reports - Data Entry and Editing System

Duplicate Forms Report

This report identifies duplicate forms of the same form type (and study year and visit 
number, if applicable) scanned for the same PID. It also identifies forms with the same 
serial number scanned for different PIDs.





Appendix B-6-1: Results Pending Report

PLCO Reports - Forms and Specimens Tracking

Results Pending Report

This report lists all participants for whom screening examination results are pending 
(status of RP). The report shows the PID, study year, form type, and examination date.





Appendix B-6-2: One or More Exam Statuses = Results Pending Three 
or More Weeks Since Exam Date

PLCO Reports - Forms and Specimens Tracking

One or More Exam Statuses = Results Pending Three or More Weeks 
Since Exam Date

This report lists all participants for whom at least one examination is still pending (RP 
status) three or more weeks after the examination date. It shows the PID, study year, exam 
date, status of all examinations and, date the Screening Test Results Report was sent.





Appendix B-6-3: Referrals for Exam Forms

PLCO Reports - Forms and Specimens Tracking

Referrals for Exam Forms

This report displays the referral levels assigned to individual examinations. It may be 
requested for specific participant IDs, for all examinations that took place during a range 
of dates or for all participants. The report may be sorted by PID, examination date, referral 
code or study year.





Appendix B-6-4: QA Checks Report

PLCO Reports - Forms and Specimens Tracking

QA Checks Report

This report prints discrepancies between the results of regular examination and medical 
record abstract forms and their associated quality assurance forms. It presents counts as 
well as a listing of discrepant cases.





Appendix B-6-5: Examination Summary Report

PLCO Reports - Forms and Specimens Tracking

Examination Summary Report

This report generates summaries of exams performed. The user may select any 
combination of exams and a range of visit dates. This is a five-part report:  (1) exams 
performed, (2) exams by examiner ID, (3) exams by outcomes, (4) outcome by examiner, 
and (5) exams by gender.















Appendix B-6-6: Screening Test Results Report (STRR)

PLCO Reports - Forms and Specimens Tracking

Screening Test Results Report (STRR)

This report shows the results of each participant’s screening tests for a given study year. 
It is automatically generated upon receipt of the blood test results from UCLA. There is a 
version for male participants and one for female participants. Copies of the STRR are sent 
to the participant and to the participant’s physician(s), and a copy is retained in the SC 
files for verification.  The SC may also generate a copy with the PID for internal use at the 
SC.







Appendix B-6-7: Screening Test Result Report Not Sent Three or More 
Weeks Since Exam Date

PLCO Reports - Forms and Specimens Tracking

Screening Test Result Report Not Sent Three or More Weeks Since 
Exam Date

This report lists all participants whose screening visit took place three or more weeks 
previously, but a Screening Test Results Report has not been sent.





Appendix B-6-8: Additional Screening Test Result Report Should Be 
Sent Reflecting New Exam Results

PLCO Reports – Forms and Specimen Tracking 

Additional Screening Test Result Report Should Be Sent Reflecting 
New Exam Results

This report lists participants whose exam results have changed. Listed on the report are 
the PID, Study Year, Exam Date, Final Worst-Case Exam Result (for all exams) STRR Date 
and Last Updated date for the STRR. 







Appendix B-6-9: Dietary Questionnaire Transmittal Log

PLCO Reports - Forms and Specimens Tracking

Dietary Questionnaire Transmittal Log

This report shows the participant ID number of each receipted Dietary Questionnaire not 
previously shipped to be scanned. Generally the report is generated once a month and 
should accompany the completed questionnaires to the organization responsible for 
scanning and a copy retained at the SC for verification. The report lists the PID number 
and the completion date of the questionnaire.





Appendix B-6-10: DHQ Directive/Late Directive

PLCO Reports - Forms and Specimens Tracking

DHQ Directive/Late Directive

This report lists the participants who are due to complete the DHQ but the form has not 
been receipted. The PIDs are listed in addition to the study year, form type and 
randomization date. The PIDs are sorted by randomization group and gender.





Appendix B-6-11: Diet History Questionnaire Transmittal Log

PLCO Reports - Forms and Specimens Tracking

Diet History Questionnaire Transmittal Log

This report shows the participant ID number of each receipted Diet History Questionnaire 
not previously shipped to be scanned. Generally the report is generated once a month 
and should accompany the completed questionnaires to the organization responsible for 
scanning  
and a copy retained at the SC for verification. The report lists the PID number and the 
completion date of the questionnaire.





Appendix B-7-1: ASU Directive - Participant due for New Form

PLCO Reports - Forms and Specimens Tracking

ASU Directive - Participant due for New Form

This is a list of participants to whom a new request should be made to complete their 
Annual Study Update. The directive may be created for all participants in the reporting 
window who do not have a mailing recorded in the SMS, or for individual participant IDs 
specified by the user.





Appendix B-7-2: ASU Directive - Late Respondents

PLCO Reports - Forms and Specimens Tracking

ASU Directive - Late Respondents

This is a list of participants to whom a new request was made to complete their Annual 
Study Update more than 3 weeks earlier, but have not yet responded. The directive may be 
created for all participants in the reporting window who have not responded to a prior 
request, or for individual participant IDs specified by the user.





Appendix B-7-3: Tracing Log

PLCO Reports - Forms and Specimens Tracking

Tracing Log

This report provides all current locator information for the participant, obtained from the 
Baseline Locator Form and Follow-Up Locator Form. It shows the PID, full name of 
participant, date and place of birth, social security number, mother’s maiden name, and 
other names.





Appendix B-7-4: List Of Participants in Tracing

PLCO Reports - Forms and Specimens Tracking

List Of Participants in Tracing

This report lists the PIDs for participants currently “In Tracing.”  Each time a Tracing Log 
is generated for a participant, the number of tracing attempts is automatically updated in 
this report. The report shows the PID, DOB, gender, randomization group, participant 
status, number of tracing efforts.





Appendix B-7-5: PSH/ASU Forms Received

PLCO Reports - Forms and Specimens Tracking

PSH/ASU Forms Received

This report lists PSH/ASU forms received within a specified date range. The report may be 
sorted by receipt date, PID, study group, or study year.





Appendix B-7-6: ASU Response Rate Report

PLCO Reports – Forms and Specimen Tracking

ASU Response Rate Report

This report gives the response rate for the ASU forms by study year. This report lists the 
Number Expected, Number Received, and Response Rate for the Intervention Group, the 
Control Group, and an Overall Rate.





Appendix B-7-7: FLF Directive

PLCO Reports – Forms and Specimen Tracking

FLF Directive 

This is a list of participants to whom a new request should be made to complete their 
Follow-up Locator Form. The directive may be created for all participants in the reporting 
window who do not have a mailing recorded in the SMS, or for individual participant IDs 
specified by the user.





Appendix B-7-8: HSQ Directive

PLCO Reports – Forms and Specimen Tracking

HSQ Directive

This is a list of participants to whom a new request should be made to complete their 
Health Status Questionnaire. The directive may be created for all participants in the 
reporting window who do not have a mailing recorded in the SMS, or for individual 
participant IDs specified by the user.





Appendix B-7-9: HSQ Transmittal Log

PLCO Reports – Forms and Specimen Tracking

HSQ Transmittal Log

This report shows the participant ID number of each Health Status Questionnaire not 
previously shipped to Westat. Generally the report is generated once a month and should 
accompany the completed questionnaires to Westat and a copy retained at the SC for 
verification. The report lists the PID number, study year, form type, receipt date, and any 
comments.





Appendix B-7-10: HSQ Status Report

PLCO Reports – Forms and Specimen Tracking

HSQ Status Report

This report lists the date the HSM or HSW was generated, loaded, mailed, receipted, and 
shipped to Westat. This report also lists the participation status, vital status, and transfer 
status.





Appendix B-7-11: HSQ Summary Report

PLCO Reports – Forms and Specimen Tracking

HSQ Summary Report

This report gives summary numbers for the HSM, HSW, and overall HSQs. Listed by study 
year are the number of forms loaded, mailed, received, and shipped to Westat. Counts are 
also given for the number of outstanding forms, those which have been “followed-up” and 
the number of MDFs receipted. 





Appendix B-8-1: Cancer Registries Request List

PLCO Reports - Forms and Specimens Tracking

Cancer Registries Request List

This report will list the participants for whom the SC has not received a death notification 
or a confirmation of cancer. The list will contain participant identifiers that will be needed 
to search a cancer registry.

This Report has not been Developed



Appendix B-8-2: Medical Record Background Report

PLCO Reports - Forms and Specimens Tracking

Medical Record Background Report

This report is generated for participants with a suspected or confirmed cancer. It lists 
locator information, date of birth, modified date of birth, and cancer information (such as 
outstanding medical record abstracting forms, cancer status, cancer type, and ICD-9-CM 
codes). The report may be generated to facilitate the collection of medical record 
abstracting information.





Appendix B-8-3: Cancer Confirmation List

PLCO Reports - Forms and Specimens Tracking

Cancer Confirmation List

This report contains five sections: DEs expected due to positive screens; DEs expected 
for reported PLCO cancers; OCFs expected for reported non-PLCO cancers; TIs expected 
for confirmed PLCO cancers; and a summary section. All participants listed on this report 
must have a DE, OCF, or TI form completed and receipted in the SMS in order to be 
removed from the report. In addition, this report has a sort option for data presentation. 
This report contains Privacy Act data and should be handled with caution. 













Appendix B-8-4: Abstracting Schedule Report

PLCO Reports - Forms and Specimens Tracking

Abstracting Schedule Report 

[THIS REPORT IS NO LONGER AVAILABLE – the Cancer Confirmation Report 
(B-8-3)  can be used instead]

This is a two-part report. 

Part 1 shows suspected cancers for which a Diagnostic Evaluation Form is outstanding.

Part 2 shows confirmed cancers for which a Treatment Information Form is outstanding. 



Appendix B-9-1: National Death Index List

PLCO Reports - Forms and Specimens Tracking

National Death Index List

This report lists identifiers for all eligible participants for the NDI submission.





Appendix B-9-2: Vital Status Confirmation List

PLCO Reports - Forms and Specimens Tracking

Vital Status Confirmation List

This list identifies participants whose vital status is listed as presumed deceased (P), 
confirmed deceased (C), or confirmed deceased without a death certificate (N). There is an 
option to list each vital status as a separate report.





Appendix B-9-3: Death Certificate Receipt Report

PLCO Reports - Forms and Specimens Tracking

Death Certificate Receipt Report

This report displays the following information for a single participant: PID, death 
certificate receipt date, whether or not there is confirmation that the death certificate is for 
the correct participant (Y=Yes, N=No), and the date of death.





Appendix B-9-4: Death Certificate Transmittal Log

PLCO Reports - Forms and Specimens Tracking

Death Certificate Transmittal Log

This is a generated form which lists Death Certificate Forms (DCF) that are ready to be 
included in a shipment.





Appendix B-9-5: Participants with Cancer on Death Certificate Report

PLCO Reports - Forms and Specimens Tracking

Participants with Cancer on Death Certificate Report

This lists the PID, study year, cancer type, date of death, cancer code, and a cancer 
description for each participant with a cancer reported on their death certificate.





Appendix B-9-6: Algorithm for Death Review

PLCO Reports - Forms and Specimens Tracking

Algorithm for Death Review

This report lists by SC PIDs assigned to DRC review (AR), certified (AC), or rejected (XX) 
because of insufficient information.











Appendix B-10-1: UCLA Transmittal Log

PLCO Reports - Forms and Specimens Tracking

UCLA Transmittal Log

This report shows all blood samples collected and receipted at the SC the previous week 
before the shipment of samples to UCLA. The report includes the participant ID, draw 
date, problem codes, and the sample’s ID number. A copy of this report should 
accompany the specimens during shipment to UCLA and a copy should be retained at the 
SC for verification.





Appendix B-10-2: Biorepository Transmittal Log

PLCO Reports - Forms and Specimens Tracking

Biorepository Transmittal Log

This report shows all blood samples collected, receipted, and stored at the SC, without 
problems, for the previous month before the shipment of samples to the Biorepository. 
The report includes the participant ID, draw date, and the Sample ID number. A copy of 
this report should accompany the specimens during shipment to the Biorepository and a 
copy retained at the SC for verification.





Appendix B-10-3

PLCO Reports - Forms and Specimens Tracking

UCLA Laboratory Receipt and Discrepancy Reports 

This report is printed separately for PSA and CA 125II results and has eight parts:

All Original CA-125II/PSA Records Received from UCLA. This report is generated for all 
samples that are contained in the UCLA file.

Errors on CA-125II/PSA Analysis File Results returned from UCLA with no corresponding 
vial or blood collection form record or with Blank Shipdate. This report is generated if a 
UCLA result record is returned and there is no corresponding vial blood collection form 
record in the SMS, or a matching record exists in the SMS but the UCLA shipdate is blank.

Errors on CA-125II/PSA Analysis File Rejected:  blood collection form results already set. 
***Contact Westat and Fax this report to User Support***. This report is generated if the 
current SMS blood collection form UCLA result is already AS, NG or IN for any of the 
Sample IDs on the UCLA records.

Rejected:  Analysis Date is Blank. This report is generated if the record from UCLA 
contains a blank analysis date.

Error:  Problem plus Result – Notify Westat. This report is generated if the UCLA Analysis 
record contains a CA-125II or PSA result but there is also a problem code (indicating a 
lost or damaged vial) present. The update for this Sample ID is rejected.

Unexpected Problem Code – Notify Westat. This report is generated if the UCLA Analysis 
record contains an unexpected problem code. The update for this Sample ID is rejected.

Damaged Vials: Exam Result will be IN. This report is generated if a UCLA vial was 
damaged, lost or destroyed after the vial was shipped from the Screening Center. The 
UCLA analysis record will contain a problem code indicating the type of problem incurred 
and the SMS will translate the code appropriately and update the blood collection form 
UCLA result to IN (Inadequate). This report will be used for the SC’s information only. The 
SC does not need to contact the Coordinating Center.

Errors on CA-125II/PSA Analysis File Results returned from UCLA with no corresponding 
PCR records. This report is generated if a UCLA result is returned and there is no 
corresponding PCR record for the associated blood collection form and Sample ID.































Appendix B-10-4: UCLA Pre-transmittal Log

PLCO Reports - Forms and Specimens Tracking

UCLA Pre-transmittal Log

This report shows all blood samples collected, receipted, and stored at the SC, for the 
previous month before the shipment of samples to UCLA. The report includes the 
participant ID, draw date, and the Sample ID number. In contrast to the "official" 
transmittal, this one lists any problems that the blood sample may have. This should be 
used to resolve any problems prior to shipment. A copy of this report should not be sent 
to UCLA.





Appendix B-10-5: Biorepository Pre-transmittal Log

PLCO Reports - Forms and Specimens Tracking

Biorepository Pre-transmittal Log

This report shows all blood samples collected, receipted, and stored at the SC, for the 
previous month before the shipment of samples to the Biorepository. The report includes 
the participant ID, draw date, and the Sample ID number. In contrast to the "official" 
transmittal, this one lists any problems that the blood sample may have. This should be 
used to resolve any problems prior to shipment. A copy of this report should not be sent 
to the Biorepository.





Appendix B-10-6: ESC Directive

PLCO Reports - Forms and Specimens Tracking

ESC Directive

This report lists all participants who are due to complete the Etiologic Studies Consent 
Form (ESC). Entries are sorted by PID and list PID, study year, and randomization date. 
They are also separated by study group and within study group by gender.





Appendix B-10-7: Biorepository Blood Collection

PLCO Reports - Forms and Specimens Tracking

Biorepository Blood Collection

 on or after 5/4/98 for Participants Who Have Not Signed an Etiologic Studies Con-
sent Form (ESC) (Biorepository Activity without ESC Report)

This report identifies those participants who had Biorepository blood drawn after the start 
date of the BCF3 (May 4, 1998) without a receipted ESC. (Note: A protocol violation report 
should be submitted for each of these participants.)





Appendix B-10-8: T3 Tubes 12/13 Shipped Late Report

PLCO Reports - Forms and Specimens Tracking

T3 Tubes 12/13 Shipped Late Report

This report identifies those participants whose T3 tubes (#012 and #013) were sent to the 
Processing Lab more than one day after the draw date. (Note: A protocol violation report 
should be submitted for each of these participants.)





Appendix B-11-1: Screening Examination Report - Chest X-Ray

PLCO Reports - Forms and Specimens Tracking 

Screening Examination Report - Chest X-Ray

This is a "decoded" or English version of the Chest X-Ray Screening Examination Form. It 
may be generated by individual PID, form type, disposition and exam date.





Appendix B-12-1: Screening Examination Report - Digital Rectal Exam-
ination

PLCO Reports - Forms and Specimens Tracking 

Screening Examination Report - Digital Rectal Examination

This is a "decoded" or English version of the Digital Rectal Screening Examination of the 
Prostate Form.  It may be generated by individual PID, form type, disposition and exam 
date.





Appendix B-13-1: Screening Examination Report - Flexible Sigmoidos-
copy

PLCO Reports - Forms and Specimens Tracking 

Screening Examination Report - Flexible Sigmoidoscopy

This is a "decoded" or English version of the Flexible Sigmoidoscopy Screening 
Examination Form.  It may be generated by individual PID, form type, disposition and 
exam date.





Appendix B-14-1: Screening Examination Report - Ovarian Palpation

PLCO Reports - Forms and Specimens Tracking 

Screening Examination Report - Ovarian Palpation

(Due to the discontinuation of the Ovarian Palpation Exam, this report is no longer 
available.)

This is a "decoded" or English version of the Ovarian Palpation Screening Examination 
Form.  It may be generated by individual PID, form type, disposition and exam date.



Appendix B-15-1: Screening Examination Report - Transvaginal Ultra-
sound

PLCO Reports - Forms and Specimens Tracking 

Screening Examination Report - Transvaginal Ultrasound

This is a "decoded" or English version of the Transvaginal Ultrasound Screening 
Examination Form.  It may be generated by individual PID, form type, disposition and 
exam date.





Appendix B-16-1: Pathology Slide Transmittal Log

PLCO Reports - Forms and Specimens Tracking

Pathology Slide Transmittal Log

This report shows all pathology slides that have been receipted and have not been 
shipped to the NCI slide repository. 

THIS REPORT HAS NOT BEEN DEVELOPED



Appendix B-17-1: Staff Report

PLCO Reports - System Administration

Staff Report

This report lists the SC staff members and their assigned ID number, satellite center (if 
applicable), and position. It can be sorted by staff ID, satellite center, name, or position. 
This report identifies former staff members by placing an X in the "not current" column.  
In addition, the report can be printed showing only current staff members.





Appendix B-17-2: Count/List of MDFs

PLCO Reports - Forms and Specimens Tracking

Count/List of MDFs

This report includes three separate listings:  (1) count of receipted Missing Data Forms by 
form type, (2) list of Missing Data Forms for PIDs specified by the user, and (3) Missing 
Data Forms for specific forms.









Appendix B-17-3: Non-Participation Status Summary

PLCO Reports - Forms and Specimens Tracking

Non-Participation Status Summary 

This report shows the distribution of non-participants (i.e., participants for whom a Non 
Response Form has been receipted) by status category within randomization group, age, 
and gender groups. The report is intended to assist SC’s in rapidly identifying and 
addressing retention issues as they arise.





Appendix B-17-4: Population Profile Report

PLCO Reports - Forms and Specimens Tracking

Population Profile Report

This report shows the distribution of participants by age, gender, race, and educational 
level within each randomization group. This report may be used by the SCs in reports to 
NCI and for comparison to contract commitments. The report may also highlight workload 
issues. For example, lower average education levels may increase data retrieval. The user 
may select a range of randomization dates.



















Appendix B-17-5: Participant Information Sheet

PLCO Reports - Forms and Specimens Tracking

Participant Information Sheet

This report provides a summary of all locator information for a participant. It may be used 
for regular operational activities such as scheduling, return calls, etc.





Appendix B-17-6: Intervention Activities Report

PLCO Reports - Forms and Specimens Tracking

Intervention Activities Report

This report lists the IDs of intervention participants who are entering, continuing in, 
leaving their reporting window, and those who are in their delinquency period. It can be 
produced for any week specified by the user and is sorted by study year. This report may 
be used for scheduling and for managing the SC workload.





Appendix B-17-7: Control Activities Report

PLCO Reports - Forms and Specimens Tracking

Control Activities Report

This report lists the IDs of control participants who are entering, continuing in, leaving 
their reporting window, and those who are in their delinquency period. It can be produced 
for any week specified by the user and is sorted by study year. This report may be used 
for scheduling and for managing the SC workload.





Appendix B-17-8: Open Forms/Specimens Report

PLCO Reports - Forms and Specimens Tracking

Open Forms/Specimens Report

This report shows all delinquent or outstanding forms or specimens for each participant. 
For participants who are past the delinquency period with no MDF receipted, the report 
indicates that an MDF is outstanding for the form. The report may be generated for 
specific form types, specific months of randomization, and for one or both randomization 
groups. The report may be sorted by PID or latest due date.











Appendix B-17-9: Production Edit Report

PLCO Reports - Forms and Specimens Tracking

Production Edit Report

There are two versions of this report:

Intra-Forms Edit Report:  This report prints a list of errors and inconsistencies within a 
data collection form. The user may run the report for a single form, a category of forms 
(exams, medical, etc.), or all forms.

Inter-Forms Edit Report:  This report prints a list of errors and inconsistencies among 
forms of different types. It compares the data for all forms and specimens for a specific 
PID or Sample ID. The user may run the report for selected PIDs, a range of PIDs, selected 
Sample IDs, a range of Sample IDs, and ‘ALL’.









Appendix B-17-10: Participant Overview Report

PLCO Reports - Forms and Specimens Tracking

Participant Overview Report

This report gives a summary of the study information for a participant such as PID, 
Randomization Date, Randomization group, Participant Name, Gender, Date of Birth, and 
address. Prior adenoma detection, vital status, cancer status, and medical record 
abstracting information are also presented as well as forms receipted (including ESC 
completion status) and exam results. This report can be run for selected PIDs or for a 
block of participants according to their randomization date.







Appendix B-17-11: Summary of Scanned Forms Report

PLCO Reports - Data Entry and Editing System

Summary of Scanned Forms Report

This report may be used to determine the cumulative number of a specific form that have 
been scanned and counts by date scanned. 





Appendix B-17-12: Report of DEES Final Disposition

PLCO Reports - Data Entry and Editing System

Report of DEES Final Disposition

This report lists forms according to their final disposition (FCM, FIC, ICM). This report will 
enable SC staff to identify forms that are not yet final and have a disposition of Interim 
Complete (ICM).





Appendix B-17-13: Production Edits Report - DEES

PLCO Reports - Data Entry and Editing System

Production Edits Report - DEES

This report lists errors and inconsistencies for individual forms that are scanned. For a 
given form type, the report shows PID, serial number, study year, visit number, 
completion date, first scanned date, last scanned date, and error descriptions.





Appendix B-17-14: DEES/SMS Comparison Report

PLCO Reports - Data Entry and Editing System

DEES/SMS Comparison Report

This report compares like data items in SMS and DEES for all OPSCAN forms and prints 
any discrepancies between the two data sets. 





Appendix B-17-15: Key Field Edits Report

PLCO Reports - Data Entry and Editing System

Key Field Edits Report

This report identifies OPSCAN forms scanned with a key field error (also available at time 
of scanning.)  For a selected form type, the PID, serial number, study year, final 
disposition, date first scanned, and date last scanned are listed.





Appendix B-17-16: SMS/DEES Synchronization Reports

PLCO Reports - Data Entry and Editing System

SMS/DEES Synchronization Reports

This report identifies forms scanned in DEES but not receipted in SMS or receipted in 
SMS but not yet scanned in DEES.







Appendix B-17-17: Forms Count Report

PLCO Reports - Data Entry and Editing System

Forms Count Report

This report summarizes the number of forms scanned by date and by form type.





Appendix B-18-1: Buccal Cell Directive/Late Directive

PLCO Reports - Data Entry and Editing System

Buccal Cell Directive/Late Directive

The Buccal Cell Directive lists the participants who are eligible for a kit mailing. The 
Buccal Cell Late Directive lists participants whose sample has not been receipted in SMS. 
The PIDs are listed in addition to the study year, form type, randomization date and ship 
date. 





Appendix B-18-2: Buccal Cell Summary Report

PLCO Reports - Data Entry and Editing System

Buccal Cell Summary Report

This report gives summary numbers for the buccal cell collection effort. Listed are the 
number of forms mailed, received, and shipped to Westat. Counts are also given for the 
number of outstanding kits, those which have been “followed-up” and the number of 
MDFs receipted.
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Sample Recruitment Letter



OMB#: 0925-0407

PROSTATE, LUNG, COLORECTAL AND OVARIAN CANCER SCREENING TRIAL

Sample Introductory Letter

(Date)
(Participant Name)
(Participant Address)
(City, State, Zip Code)

Dear (Participant Name):

The National Cancer Institute (NCI) and (Screening Center) are sponsoring a nationwide study of
older Americans called the Prostate, Lung, Colorectal and Ovarian (PLCO) Cancer Screening Trial. The
cancers being studied are cancers of the prostate, lung, colon, rectum and ovary. The purpose of the study
is to determine whether or not screening for the early detection of these cancers helps reduce the number of
people who die from them each year.

We would like to ask for your participation in this important study. Enclosed is a brochure that pro-
vides further details about the study and a brief questionnaire which will help us determine whether you are
eligible to participate. Please complete the questionnaire and return it to us in the enclosed postage-paid
envelope. If you are eligible for the study, we will call you with more information.

Let us assure you that your participation is voluntary, and there are no penalties for not participat-
ing, or for withdrawing from the study at any time. Participation will not influence your relationship with
(Screening Center), its staff, or with any federal program such as Social Security of Medicare. If you do
participate, all of the information you provide will be kept confidential and will not be disclosed to anyone
but the researchers conducting this study, except as otherwise required by law. No names or other identify-
ing information will appear in any report of the study. The information will be combined for all study par-
ticipants and reported as statistical summaries. In addition, study records will be kept for the duration of
the study, approximately 16 years, and then destroyed.

For your information, this study is authorized by the Public Health Service Act, Section 412 [42
USC 285 a-1], and your rights as a study participant are protected by the Privacy Act of 1974.

If you would like to learn more about the study, please contact me or my colleague, (Name of
Screening Center Coordinator) at (telephone number).

We hope you will consider participating in this important study.

Sincerely,

(Name of Investigator)
Principal Investigator

.
Public reporting burden for this collection of information is estimated to average 5 minutes per response, including the time for reviewing 
instructions, searching existing data sources, gathering and maintaining the data needed, and completing and reviewing the collection of infor-
mation. An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information unless it displays a cur-
rently valid OMB control number. Send comments regarding this burden estimate or any other aspect of this collection of information, including 
suggestions for reducing this burden, to: NIH, Project Clearance Office, 6701 Rockledge Drive, MSC 7730, Bethesda, MD 20892-7730, ATTN: 
PRA (0925-xxxx). Do not return the completed form to this address
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Sample Potential Participant Tracking Log
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Sample Recruitment Summary Form



Appendix C-2-3

PROSTATE, LUNG, COLORECTAL AND OVARIAN CANCER SCREENING TRIAL

Sample Recruitment Summary Form

Screening Center:________________________________ Report Date: |__|__|/|__|__|/|__|__|

SC Coordinator: _________________________________

Reporting Period Cumulative

Total Potential Participants Identified |__|__|__|__| |__|__|__|__|

Total Potential Participants Not Contacted |__|__|__|__| |__|__|__|__|

Total Potential Participants Uninterested |__|__|__|__| |__|__|__|__|

Total Potential Participants Ineligible |__|__|__|__| |__|__|__|__|

01 = Age < 55 or > 74 |__|__|__|__| |__|__|__|__|

02 = Current treatment for cancer |__|__|__|__| |__|__|__|__|

03 = History of PLCO |__|__|__|__| |__|__|__|__|

04 = Entire colon, one lung or entire prostate removed |__|__|__|__| |__|__|__|__|

05 = Other study

06 = Proscar/Propecia/Finasteride treatment |__|__|__|__| |__|__|__|__|

07 = Unable/unwilling to sign consent |__|__|__|__| |__|__|__|__|

08 = More than one PSA blood test in past 3 years |__|__|__|__| |__|__|__|__|

09 = Colonoscopy, sigmoidoscopy, or barium enema in past 3 years |__|__|__|__| |__|__|__|__|

Total Nonparticipants - Other Reasons
Specify reasons:
1.  _________________________________
2.  _________________________________
3.  _________________________________

|__|__|__|__|

|__|__|__|__|
|__|__|__|__|
|__|__|__|__|

|__|__|__|__|

|__|__|__|__|
|__|__|__|__|
|__|__|__|__|

Total Eligible |__|__|__|__| |__|__|__|__|

Total Participants Enrolled |__|__|__|__| |__|__|__|__|

Total Potential Participants with Eligibility Pending |__|__|__|__| |__|__|__|__|
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Prototype Main Consent



PLCO SCREENING TRIAL

PROTOTYPE (Main) CONSENT FORM

Prostate, Lung, Colorectal and Ovarian Cancer Screening Trial

NAME OF CLINICAL CENTER

DESCRIPTION OF STUDY

I have been asked to take part in the Prostate, Lung, Colorectal and Ovarian (PLCO) Cancer Screening

Trial sponsored by the National Cancer Institute, LOCAL CLINICAL CENTER, and nine other centers

across the country. The purpose of this study is to determine if certain screening tests can reduce deaths

from prostate cancer, lung cancer, ovarian cancer, and cancers of the colon and rectum. [Some doctors

believe that screening for these cancers will extend lives, others do not believe that it will. A large, care-

fully controlled scientific study is necessary to resolve this debate.] Nationwide, this study will enroll

148,000 men and women between the ages of 55 and 74.

Four specific questions to be addressed in this study are: 

• Does screening with flexible sigmoidoscopy reduce deaths from cancers of the colon
and rectum?

• Does screening with chest x-rays reduce deaths from lung cancer?

• In men, does screening with digital rectal examinations plus a blood test for serum
prostate-specific-antigen (PSA) reduce deaths from prostate cancer? 

• In women, does screening with transvaginal ultrasound of the ovaries, and testing the
blood for CA-125, reduce deaths from ovarian cancer?

The PLCO Trial will also look for factors that may cause these cancers.

STUDY PROCEDURES

By agreeing to participate in the PLCO Trial, I agree to be assigned by a random statistical process to

either a screened group or a usual care group. I understand that I have an equal chance of being in either

group.



Regardless of which group I am assigned to, I will be asked questions about my personal and family medi-

cal history for these cancers and about my overall risk of developing cancer. 



If I am assigned to the usual care group, I will follow my normal health care routine. I will be asked to give

information about my health and factors related to my health (collected by mail or telephone) once a year

for at least 13 years.

If I am assigned to the screened group, the following tests will be carried out on an annual basis for up to 6

years:

Males:  l Digital rectal exam (annually for the first four (4) years)

²  Serum PSA blood test (annually for six (6) years)

²  Chest x-ray (annually for the first four (4) years in current and former smokers;
first three (3) years in people who never smoked)

Females: l Transvaginal ultrasound (annually for the first four (4) years except for women
without ovaries)

(a tampon-sized probe is inserted into the vagina and images of the ovaries are
made using sound waves)

²  CA-125 blood test (annually for six (6) years except for women without ovaries)

²  Chest x-ray (annually for first four (4) years in current and former smokers; first three (3) years
in people who never smoked)

At the first and sixth screening visit, the following test will be performed on both male and female partici-

pants:

²  Flexible sigmoidoscopy

The flexible sigmoidoscopy involves the insertion to about 20-24 inches of a thin flexible lighted instru-

ment to examine the colon and the rectum. Preparation for this test consists of two Fleets enemas one hour

before the test.

The blood draw for the PSA or CA-125 test will include the collection of up to 45-ml (3 tablespoons) of

blood from my arm. Blood not used for the PSA or CA-125 will be stored for future research purposes.

By agreeing to participate in this study, I agree to have all of the screening tests performed as required by

the study. The examinations that are part of this trial are well-established tests that doctors use frequently

to diagnose problems in patients with certain symptoms. Their effectiveness in early detection of cancer is

being tested in this study. It is unknown if these tests will provide any benefit to me.



For quality control, some participants will be asked to have a screening test repeated to test the accuracy of

certain measures.

I further agree to provide specific information about my health and factors related to my health (collected

by mail or telephone) once a year for at least 13 years.

BENEFITS

I understand that I will receive free cancer screening tests. I further understand that if I develop prostate,

colorectal, lung, or ovarian cancer it is possible that the cancer may be detected at an early stage. Early

diagnosis may prolong my life, however, this cannot be guaranteed.

[If this study shows that screening for prostate, lung, colorectal, or ovarian cancer decreases the chances of

dying from these cancers, then screening for these cancers will become common practice in the future. If

this study shows that the screening tests do not decrease the chances of dying of these cancers, doctors will

know not to use them, saving me and others unnecessary inconvenience and expense.]

RISKS

I understand that there are certain risks and discomforts that might be associated with the screening proce-

dures.
• There may be some discomfort from the physical exam of the rectum, or the sigmoi-

doscopic exam.

• Very rarely a perforation of the bowel occurs during sigmoidoscopy (less than once in
every 10,000 to 50,000 examinations). If this would occur, medical treatments con-
sisting of antibiotics and, in a very rare instance, surgical correction could occur.

• A small amount of radiation is received as part of the chest x-ray. This amount is
smaller than that of a normal chest x-ray and poses no measurable risk. 

• There may be discomfort involved from the transvaginal ultrasound. There is a very
rare chance of a vaginal tear with the probe.

• When blood is drawn, there may be local bruising or bleeding at the puncture site.
There may also be uneasiness associated with needles.



I understand that it is possible that the cancers detected by these screening tests may be very slow growing.

It is possible that diagnosis (and treatment) of cancers detected in this trial may not prolong my life. Addi-

tionally, it is possible that the screening tests may falsely suggest that I have cancer. In this case, it is pos-

sible that I may suffer pain, anxiety, and expense that could have been avoided if I had never undergone the

screening tests. 

NOTIFICATION AND COSTS

I understand screening results will be sent to me as soon as they become available. If I have indicated a pri-

mary physician, he/she will receive the results. If the results indicate a potential medical problem, I will

also be offered a referral to a physician specialist of my choice from whom I can receive further medical

evaluation, if I so choose. The costs of diagnostic tests beyond screening will not be covered by the study

and must come from insurance or other sources.

If I am diagnosed with cancer, I may be referred to a cancer specialist of my choice, if I so request. The

costs of cancer treatment will not be covered by this study.

COMPENSATION FOR RESEARCH-RELATED INJURIES

In the unlikely event of physical injury resulting from my participation in this study, I will be provided

with immediate medical treatment. I understand, however, that no payment of medical treatment is avail-

able from the National Cancer Institute for any such injury.

EXCLUDED PROCEDURES

This trial includes only the screening tests listed above. Other medical procedures are not part of this trial.

This includes a biopsy that might be done if abnormalities are found during the flexible sigmoidoscopy.

INFORMATION ON NEW FINDINGS

I understand that any significant new findings about screening for these cancers discovered during the term

of the study will be given to me if that information will make a difference in my willingness to continue in

the study.



CONFIDENTIALITY

I understand that information concerning my participation in the study will be kept confidential and used

only for scientific purposes, in accordance with applicable state and federal laws. Personal identifying

information such as name, address, and social security number will be used only for the purposes of locat-

ing me in future years.

RIGHT TO WITHDRAW

I understand that my participation is voluntary and that I may refuse to participate and/or withdraw my

consent and discontinue participation at any time without penalty or loss of benefits to which I am other-

wise entitled.

PERMISSION TO REVIEW MEDICAL RECORDS

I understand that, by agreeing to participate, I give permission for my doctors and hospitals where I have

been seen to release my medical records to the study investigators.

CERTIFICATION

I have read this form or it has been read to me and I understand its contents. Any questions concerning the

research or the rights of the participants involved have been and will be answered by NAMES, TITLES,

PHONE NUMBERS.

A copy of this consent form has been given to me. My signature below means that I freely agree to partici-

pate in this study.

PARTICIPANT'S NAME (PRINT)

PARTICIPANT'S SIGNATURE DATE

Witness (if necessary)

WITNESS SIGNATURE
[ ] = Optional Phrase



C-3-2

C-3-2: Prototype Protocol Changes Consent (PCC)



PLCO SCREENING TRIAL

PROTOTYPE (Addendum) CONSENT FORM

Prostate, Lung, Colorectal and Ovarian Cancer Screening Trial

NAME OF CLINICAL CENTER

DESCRIPTION OF STUDY

I have been participating in the Prostate, Lung, Colorectal and Ovarian (PLCO) Cancer Screening 
Trial sponsored by the National Cancer Institute, LOCAL CLINICAL CENTER, and nine other 
centers across the country.  The purpose of this study is to determine if certain screening tests can 
reduce deaths from prostate cancer, lung cancer, ovarian cancer, and cancers of the colon and rec-
tum

If I was assigned to the usual care group, I will follow my normal health care routine.  I will be 
asked to give information about my health and factors related to my health (collected by mail or 
telephone) once a year for 13 years.

If I was already enrolled in the screening group, I understand that there will be 2 additional years 
of screening exams and 3 additional years of follow-up after all the screening exams have been 
completed.  I agree to the following changes in the study protocol:

• The 4th chest x-ray will not be performed on participants who never smoked cigarettes, 
cigars or a pipe.

• During the 5th and 6th years (last two years of the study), PSA tests for men and CA125 
levels for women will be performed.

• At the last screening visit, year 6, I will receive the second flexible sigmoidoscopy instead 
of having it at my fourth (4th) visit.

• Women will no longer receive the annual physical exam of the ovaries.

I further agree to provide specific information about my health and factors related to my health 
(collected by mail or telephone) once a year for at least 13 years.

BENEFITS

I understand that I will receive free cancer screening tests.  I further understand that if I develop 
prostate, colorectal, lung, or ovarian cancer it is possible that the cancer may be detected at an 
early stage.  Early diagnosis may prolong my life, however, this cannot be guaranteed.

RISKS

I understand that the certain risks and discomforts that might be associated with the screening pro-
cedures do not differ from the risks and discomforts that have already been performed.

NOTIFICATION AND COSTS

I understand that I will continue to receive my screening results as soon as they become available.  
If I have indicated a primary physician, he/she will receive the results.  



If I am diagnosed with cancer, I may be referred to a cancer specialist of my choice, if I so 
request.  The costs of cancer treatment will not be covered by this study.

COMPENSATION FOR RESEARCH-RELATED INJURIES

In the unlikely event of physical injury resulting from my participation in this study, I will be pro-
vided with immediate medical treatment. I understand, however, that no payment of medical 
treatment is available from the National Cancer Institute for any such injury.

INFORMATION ON NEW FINDINGS

I understand that any significant new findings about screening for these cancers discovered during 
the term of the study will be given to me if that information will make a difference in my willing-
ness to continue in the study.

CONFIDENTIALITY

I understand that information concerning my participation in the study will be kept confidential 
and used only for scientific purposes, in accordance with applicable state and federal laws.  Per-
sonal identifying information such as name, address, and social security number will be used only 
for the purposes of locating me in future years.

RIGHT TO WITHDRAW

I understand that my participation is voluntary and that I may refuse to participate and/or with-
draw my consent and discontinue participation at any time without penalty or loss of benefits to 
which I am otherwise entitled.

PERMISSION TO REVIEW MEDICAL RECORDS

I understand that, by agreeing to participate, I give permission for my doctors and hospitals where 
I have been seen to release my medical records to the study investigators.

CERTIFICATION

I have read this form or it has been read to me and I understand its contents.  Any questions con-
cerning the research or the rights of the participants involved have been and will be answered by 
NAMES, TITLES, PHONE NUMBERS.

A copy of this consent form has been given to me.  My signature below means that I freely agree 
to participate in this study.

PARTICIPANT'S NAME (PRINT)

PARTICIPANT'S SIGNATURE DATE

Witness (if necessary)

WITNESS SIGNATURE
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PLCO SCREENING TRIAL

PROTOTYPE RESEARCH ON THE DEVELOPMENT AND CAUSES OF CANCER AND 
OTHER DISEASES 

CONSENT FOR PARTICIPATION

Prostate, Lung, Colorectal and Ovarian Cancer Screening Trial

NAME OF CLINICAL CENTER

The purpose of the Prostate, Lung, Colorectal and Ovarian (PLCO) Cancer Screening Trial is to 
determine if certain screening tests for early detection of prostate, lung, colorectal and ovarian 
cancers can reduce deaths caused by these cancers. Using questionnaire information, which you 
provide, studies of the causes of cancer are also carried out. Your consent to participate in the 
screening part of the PLCO Trial has been provided in a separate document.

The PLCO Trial also seeks to develop new biologic markers of early forms of cancer and to study 
biologic factors that may cause cancer and other conditions that affect your age group. The exact 
studies that will be performed are not all known at this time but are likely to include studies of 
early biochemical signs of cancer and studies of inherited traits (genes) and biochemical factors 
which may influence whether people develop cancer and other diseases and conditions. In this 
document, we are requesting your consent to participate in these additional studies.

PROCEDURE

If you are in the PLCO Trial screening group and you volunteer for these additional studies, less 
than four (4) tablespoons of blood collected at each of the screening exams but not used for the 
prostate cancer screening test (PSA) or the ovarian cancer screening test (CA-125II) test will be 
stored and used in future medical research. (If you are a woman without ovaries and will not 
receive the CA-125II, or a man without a prostate and will not receive the PSA you may still 
choose to participate in this additional medical research by signing this document.) These future 
studies will include investigations to determine if genetic (inherited) factors and chemicals in 
blood, such as dietary nutrients and hormones, are related to the risk of developing cancer and 
other diseases that occur in your age group.

If you are assigned to the usual care group and you volunteer for these additional studies, you will 
provide a sample of saliva which will be stored and used in future medical research. Such studies 
will include investigations to determine if genetic (inherited) factors are related to the risk of 
developing cancer and other diseases that occur in your age group. Briefly, the collection of saliva 
requires that, at home, you rinse with a small sample of mouthwash (less than a tablespoon), spit 
the saliva into a small cup, and then seal the cup tightly. You will be provided with a kit and 
instructions for the collection and pre-paid return mailing of this sample to the researchers.

If you volunteer for these additional studies and you later have surgery for diagnosis or treatment 
of cancer or a related condition, the study investigators may then ask your doctors and the hospi-
tals where you were treated to provide a small sample of the surgical material. This material may 
be used by the study investigators only for medical research about genetic (inherited) factors and 
1 3/21/03



chemical changes that lead to the development of cancer and other diseases that occur in your age 
group.

These materials will be stored at a National Cancer Institute research storage facility for up to 25 
years and used to help scientists learn what causes cancer and how to prevent its progression. It is 
believed that cancer may be caused by both environmental and genetic factors. Therefore, the 
samples, which you contribute may be used in biochemical and genetic studies to identify these 
causes.

BENEFITS 

The additional studies will not provide direct benefit to you other than the satisfaction of partici-
pating in this research for the possible benefit of future generations. However, your participation 
in these additional studies will help answer questions related to the health and longevity of per-
sons in your age group and will help establish a scientific understanding of the factors which 
influence the development and progression of cancer.

RISKS 

There are certain risks and discomforts that might be associated with the additional procedures.

When blood is drawn you may feel a little discomfort as the needle goes through the skin. There 
may be local bruising or bleeding at the puncture site. Pressing hard on the spot for 1 to 2 minutes 
after the needle is removed will help prevent a bruise. There may also be uneasiness associated 
with needles. Very rarely, the arm may become infected. The risk is the same as that of having 
blood drawn at your doctor’s office or clinic.

When saliva is collected, (by rinsing with mouthwash) there may be slight irritation or stinging in 
the mouth from the mouthwash.

NOTIFICATION

We will do many laboratory tests on the biologic samples you give us. The results of these labora-
tory tests are for research purposes and will not be meaningful for evaluating your health. Results 
of these laboratory tests will be reported in the scientific literature. This notification will be of 
results for all participants together. As the study proceeds, we will summarize important scientific 
advances from these laboratory tests for you in the PLCO Trial newsletter.

CONFIDENTIALITY

Information concerning your participation in the study will be kept confidential and used only for 
scientific purposes, in accordance with applicable state and federal laws. As the tests to be carried 
out are for research purposes only, no results from these tests will be placed in your medical 
records or linked to your name. In order to protect the confidentiality of your samples, they will 
be stored and used for medical research by code number only and no one who has access to your 
name will have access to the coded test results for you. No individual will be identified in any 
report.
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RIGHT TO WITHDRAW

Your participation in the additional medical research is voluntary and you may refuse to partici-
pate and/or withdraw your consent and discontinue participation at any time without penalty or 
loss of benefits to which you are other wise entitled. You may participate in the screening part of 
the PLCO Trial and yet decline to have biologic samples stored for research purposes. Further, if 
you initially decide to have your biologic samples stored for research purposes, but later change 
your mind by written notification to Dr. ___________ at __________ University Medical Center, 
whatever remains of your biologic samples will then be destroyed. Your decision will not affect 
your care.

CERTIFICATION

I have read this form or it has been read to me and I understand its contents. Any questions con-
cerning the research or the rights of the participants involved have been and will be answered by 
NAMES, TITLES, PHONE NUMBERS.

A copy of this consent form has been given to me. My signature below means that I freely agree 
to participate in this study. My consent to participate in the screening part of the PLCO Trial 
has been provided in a separate document.

Please read the two sentences below and circle your responses (Yes/No).

1.  By signing this document, I agree to have biologic samples (some of my blood or saliva and 
possibly surgical tissue) stored for future research on cancer.

YES NO

2. By signing this document, I agree to have biologic samples (some of my blood or saliva and 
possibly surgical tissue) stored for future research on diseases and conditions other than cancer 
that affect my age group.

YES NO

PARTICIPANT’S NAME (PRINT)

PARTICIPANT’S SIGNATURE DATE

Witness (if necessary)

WITNESS SIGNATURE

[ ] = Optional Phrase
3 3/21/03
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Sample Language For Etiologic Studies Consent (ESC) Cover Letters

The following language, or similar language (with NCI approval) is sufficient for cover letters which 
accompany an ESC form:

For Intervention Participants:

"As part of your participation in the PLCO study, you agreed to have blood drawn at each screening visit 
for PSA (men) or CA 125 (women).  In addition, you also agreed to have blood collected and stored for 
future research purposes.  Because of the large number of participants successfully recruited into the 
PLCO study, these additional blood samples are becoming one of the major resources in the U.S. for stud-
ies of cancer and other diseases that effect your age group.  The enclosed consent describes the use of 
these samples and asks for your signed agreement for their use for 1) research on cancer, and 2) research 
on other conditions that effect your age group.  Although the information obtained from these additional 
studies will not provide direct benefit to you, it will help answer questions related to the health and longev-
ity of persons in your age group, and may benefit future generations.

Your participation in these additional studies is voluntary.  You may continue to participate in the PLCO 
Trial regardless of your decision to consent to these additional studies.  We encourage you to participate 
in these additional studies, so please sign and date the last page of the document (one signature for cancer 
research, one signature for research on other conditions) and return it to the PLCO Screening Center.  If 
you should have any questions please contact…"

For Potential Participants:

"As part of your participation in the PLCO Trial, for those of you who are randomized into the interven-
tion group, we are asking you to have blood drawn at each screening visit for PSA (men) or CA 125 
(women).  In addition, we are also asking you to have blood collected and stored for future research pur-
poses.  For those of you in the control group, we are asking you to give permission for a future collection 
of a saliva sample.  This sample will also be stored for future research purposes.  The enclosed consent for 
etiologic studies describes the use of these samples and asks for your signed agreement for their use for 1) 
research on cancer, and 2) research on other conditions that effect your age group.  Although the informa-
tion obtained from these additional studies will not provide direct benefit to you, it will help answer ques-
tions related to the health and longevity of persons in your age group, and may benefit future generations.

Your participation in these ancillary studies is voluntary.  You may choose to participate in the main part 
of the study, and not choose to participate in these additional studies.  We encourage you to participate in 
these additional studies, so please sign and date the last page of the document (one signature for cancer 
research , on signature for research on other conditions) and return it to the PLCO Screening Center.  If 
you should have any questions, please contact…"
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PLCO SCREENING TRIAL

PROTOTYPE "SCREENING" (Main combined with ESC) CONSENT FORM

Prostate, Lung, Colorectal and Ovarian Cancer Screening Trial

NAME OF CLINICAL CENTER

DESCRIPTION OF STUDY

I have been asked to take part in the Prostate, Lung, Colorectal and Ovarian (PLCO) Cancer
Screening Trial sponsored by the National Cancer Institute, LOCAL CLINICAL CENTER, and
nine other centers across the country. The purpose of this study is to determine if certain screening
tests can reduce deaths from prostate cancer, lung cancer, ovarian cancer, and cancers of the colon
and rectum. [Some doctors believe that screening for these cancers will extend lives, others do not
believe that it will. A large, carefully controlled scientific study is necessary to resolve this
debate.] Nationwide, this study will enroll 148,000 men and women between the ages of 55 and
74.

Four specific questions to be addressed in this study are:

• Does screening with flexible sigmoidoscopy reduce deaths from cancers of the colon and
rectum?

• Does screening with chest x-rays reduce deaths from lung cancer? 

• In men, does screening with digital rectal examinations plus a blood test for serum pros-
tate-specific-antigen (PSA) reduce deaths from prostate cancer? 

• In women, does screening with transvaginal ultrasound of the ovaries, and testing the
blood for CA-125, reduce deaths from ovarian cancer?

The PLCO Trial will also look for factors that may cause these cancers.

STUDY PROCEDURES

By agreeing to participate in the PLCO Trial, I agree to be assigned by a random statistical pro-
cess to either a screened group or a usual care group. I understand that I have an equal chance of
being in either group.

Regardless of which group I am assigned to, I will be asked questions about my personal and fam-
ily medical history for these cancers and about my overall risk of developing cancer. 

If I am assigned to the usual care group, I will follow my normal health care routine. I will be
asked to give information about my health and factors related to my health (collected by mail or
telephone) once a year for at least 13 years.

If I am assigned to the screened group, the following tests will be carried out on an annual basis
for up to 6 years:

Males: 

• Digital rectal exam (annually for the first four (4) years)

• Serum PSA blood test (annually for six (6) years)



• Chest x-ray (annually for the first four (4) years in current and former smokers; first three
(3) years in people who never smoked)

Females:
• Transvaginal ultrasound (annually for the first four (4) years except for women without

ovaries)

• (a tampon-sized probe is inserted into the vagina and images of the ovaries are made using
sound waves)

• CA-125 blood test (annually for six (6) years)

• Chest x-ray (annually for first four (4) years in current and former smokers; first three (3)
years in people who never smoked)

At the first and sixth screening visit, the following test will be performed on both male and female
participants:

• Flexible sigmoidoscopy

The flexible sigmoidoscopy involves the insertion to about 20-24 inches of a thin flexible lighted
instrument to examine the colon and the rectum. Preparation for this test consists of two Fleets
enemas one hour before the test.

The blood draw for the PSA or CA-125 test will include the collection of up to 45-ml (3 table-
spoons) of blood from my arm. Blood not used for the PSA or CA-125 will be stored for future
research purposes.

By agreeing to participate in this study, I agree to have all of the screening tests performed as
required by the study. The examinations that are part of this trial are well-established tests that
doctors use frequently to diagnose problems in patients with certain symptoms. Their effective-
ness in early detection of cancer is being tested in this study. It is unknown if these tests will pro-
vide any benefit to me.

For quality control, some participants will be asked to have a screening test repeated to test the
accuracy of certain measures.

I further agree to provide specific information about my health and factors related to my health
(collected by mail or telephone) once a year for at least 13 years.

In addition to evaluating screening tests, the PLCO Trial also seeks to study factors that may
cause these cancers to develop and progress. Additional research on cancer and other diseases that
occur in your age group will be carried out among PLCO participants who volunteer for these
additional studies. We are requesting your consent to participate in these additional studies of can-
cer and other diseases that occur in you age group.

ADDITIONAL STUDY PROCEDURES

If I am selected to be in the screened group and I volunteer for these additional studies, blood not
used for the prostate cancer screening test (PSA) or the ovarian cancer screening test (CA-125II)
test will be stored and used in future medical research. (If I am a woman without ovaries and will
not receive the CA-125II, or a man without a prostate and will not receive the PSA I may still
choose to participate in this additional medical research by signing this document.) These future
studies will include investigations to determine if genetic (inherited) factors and chemicals in
blood, such as dietary nutrients and hormones, are related to the risk of developing cancer and
other diseases that occur in your age group.



If I am assigned to the usual care group and I volunteer for these additional studies, I will provide
a sample of saliva which will be stored and used in future medical research. Such studies will
include investigations to determine if genetic (inherited) factors are related to the risk of develop-
ing cancer and other diseases that occur in your age group. Briefly, the collection of saliva
requires that, at home, I rinse with a small sample of mouthwash (less than a tablespoon), spit the
saliva into a small cup, and then seal the cup tightly. I will be provided with a kit and instructions
for the collection and pre-paid return mailing of this sample to the researchers.

If I volunteer for these additional studies and I later have surgery for diagnosis or treatment of
cancer or a related condition, the study investigators may then ask my doctors and the hospitals
where I was treated to provide a small sample of the surgical material. This material may be used
by the study investigators only for medical research about genetic (inherited) factors and chemical
changes that lead to the development of cancer and other diseases that occur in my age group.

These materials will be stored at a National Cancer Institute research storage facility for up to 25
years and used to help scientists learn what causes cancer and how to prevent its progression. It is
believed that cancer may be caused by both environmental and genetic factors. Therefore, the
samples, which I contribute, may be used in biochemical and genetic studies to identify these
causes.

BENEFITS

I understand that I will receive free cancer screening tests. I further understand that if I develop
prostate, colorectal, lung, or ovarian cancer it is possible that the cancer may be detected at an
early stage. Early diagnosis may prolong my life, however, this cannot be guaranteed.

[If this study shows that screening for prostate, lung, colorectal, or ovarian cancer decreases the
chances of dying from these cancers, then screening for these cancers will become common prac-
tice in the future. If this study shows that the screening tests do not decrease the chances of dying
of these cancers, doctors will know not to use them, saving me and others unnecessary inconve-
nience and expense.]

BENEFITS OF ADDITIONAL STUDIES

The additional studies will not provide direct benefit to me other than the satisfaction of partici-
pating in this research for the possible benefit of future generations. However, my participation in
these additional studies will help answer questions related to the health and longevity of persons
in my age group and will help establish a scientific understanding of the factors, which influence
the development, and progression of cancer.

RISKS

I understand that there are certain risks and discomforts that might be associated with the screen-
ing procedures.

There may be some discomfort from the physical exam of the rectum, or the sigmoidoscopic
exam.

• Very rarely a perforation of the bowel occurs during sigmoidoscopy (less than once in
every 10,000 to 50,000 examinations). If this would occur, medical treatments consisting
of antibiotics and, in a very rare instance, surgical correction could occur.



• A small amount of radiation is received as part of the chest x-ray. This amount is smaller
than that of a normal chest x-ray and poses no measurable risk. 

• There may be discomfort involved from the transvaginal ultrasound. There is a very rare
chance of a vaginal tear with the probe.

• When blood is drawn, there may be local bruising or bleeding at the puncture site. There
may also be uneasiness associated with needles.

I understand that it is possible that the cancers detected by these screening tests may be very slow
growing. It is possible that diagnosis (and treatment) of cancers detected in this trial may not pro-
long my life. Additionally, it is possible that the screening tests may falsely suggest that I have
cancer. In this case, it is possible that I may suffer pain, anxiety, and expense that could have been
avoided if I had never undergone the screening tests. 

RISKS OF ADDITIONAL STUDIES

There are certain risks and discomforts that might be associated with the additional procedures.

When blood is drawn I may feel a little discomfort as the needle goes through the skin. There may
be local bruising or bleeding at the puncture site. Pressing hard on the spot for 1 to 2 minutes after
the needle is removed will help prevent a bruise. There may also be uneasiness associated with
needles. Very rarely, the arm may become infected. The risk is the same as that of having blood
drawn at my doctor’s office or clinic.

• When saliva is collected, (by rinsing with mouthwash) there may be slight irritation or
stinging in the mouth from the mouthwash.

NOTIFICATION AND COSTS

I understand screening results will be sent to me as soon as they become available. If I have indi-
cated a primary physician, he/she will receive the results. If the results indicate a potential medi-
cal problem, I will also be offered a referral to a physician specialist of my choice from whom I
can receive further medical evaluation, if I so choose. The costs of diagnostic tests beyond screen-
ing will not be covered by the study and must come from insurance or other sources.

If I am diagnosed with cancer, I may be referred to a cancer specialist of my choice, if I so
request. The costs of cancer treatment will not be covered by this study.

The additional biologic samples are for medical research only and the research results are not suit-
able for use as clinical tests for my medical care. The scientific studies require only looking at all
lab results together. Therefore, the results of these additional studies will not be available to me.

COMPENSATION FOR RESEARCH-RELATED INJURIES

In the unlikely event of physical injury resulting from my participation in this study, I will be pro-
vided with immediate medical treatment. I understand, however, that no payment of medical
treatment is available from the National Cancer Institute for any such injury.

EXCLUDED PROCEDURES

This trial includes only the screening tests listed above. Other medical procedures are not part of
this trial. This includes a biopsy that might be done if abnormalities are found during the flexible
sigmoidoscopy.



INFORMATION ON NEW FINDINGS

I understand that any significant new findings about screening for these cancers discovered during
the term of the study will be given to me if that information will make a difference in my willing-
ness to continue in the study.

CONFIDENTIALITY

Information concerning my participation in the study will be kept confidential and used only for
scientific purposes, in accordance with applicable state and federal laws. As the tests to be carried
are for research purposes only, no results from these tests will be placed in my medical records or
linked to my name. In order to protect the confidentiality of my samples, they will be stored and
used for medical research by code number only and no one who has access to my name will have
access to the coded test results for me. No individual will be identified in any report.

RIGHT TO WITHDRAW

My participation in the additional medical research is voluntary and I may refuse to participate
and/or withdraw my consent and discontinue participation at any time without penalty or loss of
benefits to which I am otherwise entitled. I may participate in the screening part of the PLCO
Trial and yet decline to have biologic samples stored for research purposes. Further, if I initially
decide to have my biologic samples stored for research purposes, but later change my mind by
written notification of Dr. ___________ at __________ University Medical Center, whatever
remains of my biologic samples will then be destroyed. My decision will not affect my care.

PERMISSION TO REVIEW MEDICAL RECORDS

I understand that, by agreeing to participate, I give permission for my doctors and hospitals where
I have been seen to release my medical records to the study investigators.

CERTIFICATION

I have read this form or it has been read to me and I understand its contents. Any questions con-
cerning the research or the rights of the participants involved have been and will be answered by
NAMES, TITLES, PHONE NUMBERS.

A copy of this consent form has been given to me. My signature below means that I freely agree
to participate in this study.



Please read the two sentences below and circle your responses (Yes/No).

By signing this document, I agree to have biologic samples (some of my blood or saliva and pos-
sibly surgical tissue) stored for future research on cancer.

YES NO

By signing this document, I agree to have biologic samples (some of my blood or saliva and pos-
sibly surgical tissue) stored for future research on diseases and conditions other than cancer
that affect my age group.

YES NO

PARTICIPANT'S NAME (PRINT)

PARTICIPANT'S SIGNATURE DATE

Witness (if necessary)

WITNESS SIGNATURE
[ ] = Optional Phrase
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[DATE]

[PARTICIPANT NAME]
[PARTICIPANT ADDRESS]

Dear [PARTICIPANT NAME],

Recently you participated in a series of voluntary screening tests as part of the Prostate, Lung,
Colorectal and Ovarian (PLCO) Cancer Screening Trial. The result of one or more of your
screening tests was found to be abnormal. The attached report gives you the results of your
tests. 

We cannot be certain whether these abnormal results represent illness or not. The examination
involved a number of screening tests and was not intended to be a complete physical examina-
tion or a substitute for a visit to a doctor. We recommend that you make an appointment to have
these results fully evaluated. If you do not have a physician or would like us to recommend one,
we would be happy to consult with you.

A copy of these results has been mailed to your physician if you listed one at the time you started
in the study, or at the time of this last screening. Please contact us to let us know whether you
plan to see your own doctor or if you need a referral.

We appreciate your cooperation in this program. If you have any questions about these test
results or any other aspect of the PLCO Trial, please do not hesitate to call Nurse Hatchet, R.N,
PLCO Project Coordinator at (704) 555-1212.

Sincerely, 

Dr. Quinn, M.D.
Principal Investigator. PLCO Trial
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[DATE]

[PHYSICIAN NAME]
[PHYSICIAN ADDRESS]

RE: PLCO Participant Name: [PARTICIPANT NAME]
Date of Birth: [DATE OF BIRTH]
Date of Examination:[ DATE OF EXAM]

Dear Doctor [ PHYSICIAN NAME] ,

Recently [PARTICIPANT NAME]  participated in a series of voluntary screening tests as part of
the Prostate, Lung, Colorectal and Ovarian (PLCO) Cancer Screening Trial.  This is an NCI
sponsored scientific study designed to evaluate screening tests for the above cancers.  

One or more of [PARTICIPANT NAME]’s  screening tests was found to be abnormal.  At the par-
ticipant’s request, we are sending you the attached form, documenting the results of the exami-
nation.  

The examination involved a number of screening tests and was not intended to be a complete
physical examination or a substitute for a visit to a doctor.  We have contacted [PARTICIPANT
NAME] and recommended that he/she contact you to discuss these findings and we encourage
you to see [PARTICIPANT NAME] for any diagnostic follow-up you deem necessary.  If you
would like additional information regarding the diagnosis and treatment of prostate, lung, colorec-
tal or ovarian cancer, please contact the Screening Center.  Since the participant is enrolled in an
NCI sponsored trial, it is important that we receive follow-up information.  We may be contacting
your office at a later date to obtain information on the participant’s status.

We appreciate your cooperation in this important program.  If you have any questions about
these test results or any other aspect of the PLCO Trial, please do not hesitate to call Nurse
Hatchet, R.N, PLCO Project Coordinator at (704) 555-1212.

Sincerely, 

Dr. Quinn, M.D.
Principal Investigator. PLCO Trial
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NOTE:  The SCs may want to customize this letter depending upon the participant's study year or
study group.  

[DATE]

[PARTICIPANT NAME AND ADDRESS]

Dear participant,

Thank you for your continued participation in the Prostate, Lung, Colorectal and Ovarian (PLCO)
Cancer Screening Trial.  Enclosed is the Diet History Questionnaire.  Your answers will provide us with
important information regarding your diet, cooking practices, and use of vitamin and herbal supplements.

The questionnaire is designed for automated data processing so it is necessary to use a soft #2 pen-
cil when completing it.  Further instructions are provided on the cover of the booklet.  We would appreci-
ate it if you would complete the questionnaire and return it in the enclosed postage-paid envelope as soon
as possible.  If you are unable to complete the form, please contact the study office or have a member of
your household contact the study office to advise us of your situation.

Please be assured that all information you give us will be kept confidential.  Your name or other
identifying information will not appear on any report of the study.  All study results will be reported as sta-
tistical summaries only.

Please do not hesitate to call the study office at [SC PHONE NUMBER] if you have any questions
about this form or any aspect of the PLCO Trial.  Your participation represents a valuable contribution to
the outcome of the study, and we thank you again for your cooperation.

Sincerely yours,

[NAME OF SC PI OR COORDINATOR]
[TITLE]
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PROSTATE, LUNG, COLORECTAL AND OVARIAN CANCER SCREENING TRIAL

Sample Cover Letter for Annual Study Update
and Follow-up Locator Form

(Date)

(Participant Name)
(Participant Address)
(City, State, Zip Code)

Dear (Participant Name):

Thank you for your continued participation in the Prostate, Lung, Colorectal and Ovarian (PLCO)
Cancer Screening Trial.  As you may recall, once a year we will be asking you for information about your
medical care during the year.

Enclosed are two questionnaires:  an Annual Study Update and a Follow-up Locator Form.
The Annual Study Update asks about your recent medical care and the Follow-up Locator Form asks for
identifying information, such as your address, phone number, doctor’s name, etc.  Please take a few
moments to complete these questionnaires and return them in the postage-paid envelope provided.

If you are unable to complete these forms, please contact the Screening Center or have a member
of your household contact the Screening Center to advise us of your situation.

Please be assured that all information you give will be kept confidential and will not be disclosed
to anyone but the researchers conducting this study, except otherwise allowed by law.

Again, we thank you for your cooperation.  Your participation represents a valuable contribution
to the outcome of the study, and ultimately may help reduce the number of deaths each year from cancer.

If you have any questions about these forms or about any aspect of the PLCO trial, please do not
hesitate to contact me or (Coordinator Name) at (telephone number).

Sincerely yours,

(Name of Investigator)
Principal Investigator
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Sample Cover Letter for Health Status Questionnaire



PROSTATE, LUNG, COLORECTAL AND OVARIAN CANCER SCREENING TRIAL

Sample Cover Letter for the Health Status Questionnaire

 (Date)

(Participant Name)
(Participant Address)
(City, State, Zip Code)

Dear (Participant Name):

We at the (Screening Center) ______________________________ want to thank you for your
continued commitment to the Prostate, Lung, Colorectal, and Ovarian Cancer Screening Trial
(PLCO).  The health information you have provided us in the past has contributed to the success
of this important national study.

Your ongoing participation is very important.  Once again, we would like you to provide us with
some valuable information.  Please take a few minutes to complete the enclosed Health Status
Questionnaire and return it to us in the envelope provided for your convenience.  No postage is
required.  If you are unsure of how to best answer the questions or whether you have had a
particular exam, please call your physician’s office or health care provider.  Typically, this
information can be given to you over the phone in a matter of minutes.

Please remember, all information you give us will be kept confidential, and will not be disclosed
to anyone but the researchers conducting this study, except as otherwise required by law.  Your
name or other identifying information will not appear in any report of the study.

If you have any questions about this form, please contact (name of staff member), (title), at
(site phone number).  Thank you for your time in completing the questionnaire.  We look for-
ward to your prompt reply.

Sincerely,

(Name of investigator)
Principal Investigator
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Sample Cover Letter for Annual Study Update and 
Diet History Questionnaire (combined)



NOTE:  The SCs may want to customize this letter depending upon the participant's study year or
study group.  

[DATE]

[PARTICIPANT NAME AND ADDRESS]

Dear participant,

Thank you for your continued participation in the Prostate, Lung, Colorectal and Ovarian (PLCO)
Cancer Screening Trial.  As you may recall, once a year we will be asking you for information about your
medical care during the year.  Enclosed are three questionnaires, the Annual Study Update Form, the
Follow-up Locator Form, and the Diet History Questionnaire.  The Annual Study Update Form asks
about your recent medical care and the Follow-up Locator Form asks for identifying information such as
your address, your phone number, your doctor's name, etc.  The Diet History Questionnaire asks about
your diet, cooking practices, and use of vitamin and herbal supplements.  

The Diet History Questionnaire is designed for automated data processing so it is necessary to use
a soft #2 pencil when completing it.  Further instructions are provided on the cover of the booklet.  We
would appreciate it if you would complete the questionnaires and return them in the enclosed postage-paid
envelope as soon as possible.  If you are unable to complete these forms, please contact the study office or
have a member of your household contact the study office to advise us of your situation.

Please be assured that all information you give us will be kept confidential.  Your name or other
identifying information will not appear on any report of the study.  All study results will be reported as sta-
tistical summaries only.

Please do not hesitate to call the study office at [SC PHONE NUMBER] if you have any questions
about these forms or any aspect of the PLCO Trial.  Your participation represents a valuable contribution
to the outcome of the study, and we thank you again for your cooperation.

Sincerely yours,

[NAME OF SC PI OR COORDINATOR]
[TITLE]
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Post Office Address Correction Request (POA)



TO: POSTMASTER

ADDRESS INFORMATION REQUEST

Please furnish this agency with the new address, if available, for the following individual or verify whether or not the
address given below is one at which mail for this individual is currently being delivered. If the following address is a post
office box, please furnish the street address as recorded on the boxholder's application form.

As part of our official duties, we conduct a variety of health studies across the nation. This person has been selected to par-
ticipate in one of these studies. I certify that the address information for this individual is required for the performance of
this agency's official duties. Per the January 21, 1994 directive, we understand that address information may con-
tinue to be researched and provided at no charge for requests from government agencies.

Christine Berg, Ph.D.
Chief, Early Detection Branch
National Cancer Institute

FOR POST OFFICE USE ONLY

 

( ) MAIL IS DELIVERED TO ADDRESS GIVEN NEW ADDRESS

( ) NOT KNOWN AT ADDRESS GIVEN

( ) MOVED, LEFT NO FORWARDING ADDRESS

( ) NO SUCH ADDRESS BOXHOLDER'S STREET ADDRESS

( ) OTHER (SPECIFY): 
___________________________

Agency return address

Postmark/Date Stamp

National Institutes of Health
c/o PLCO
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Sample Medical Authorization Release Form



OMB#: 0925-0407
Expiration Date: September 2002

LETTERHEAD OF SCREENING CENTER

AUTHORIZATION TO OBTAIN INFORMATION

FROM MEDICAL RECORDS

I, ________________________________ hereby authorize the release of information from medical records

and staff of a health care facility where I have been seen.  This information will be used for a cancer screening trial being

conducted by NAME OF SCREENING CENTER and the National Cancer Institute.  I understand that I may revoke this

consent at any time except to the extent that action has already been taken.  I also understand that this authorization expires

one year from the date of signature.  I further understand that all information obtained will be held confidential, and will not

be disclosed to anyone but the researchers conducting this study, except as otherwise required by law.

___________________________________________
   Signature of Subject

___________________________________________
   Print Name

___________________________________________
   Date

Public reporting burden for this collection of information is estimated to average 5 minutes per response, including the time for reviewing instructions, searching existing
data sources, gathering and maintaining the data needed, and completing and reviewing the collection of information.  An agency may not conduct or sponsor, and a per-
son is not required to respond to, a collection of information unless it displays a currently valid OMB control number.  Send comments regarding this burden estimate or
any other aspect of this collection of information, including suggestions for reducing this burden, to: NIH, Project Clearance Office, 6705 Rockledge Drive, MSC 7974,
Bethesda, MD 20892-7974, ATTN: PRA (0925-0407).  Do not return the completed form to this address.

ASSURANCE OF CONFIDENTIALITY - All information which would provide identification of the individual will be held in confidence, will be
used only for study purposes, and will not be disclosed or released to other than the study team, unless required by law.
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Sample Cover Letter to Request Medical Records



 Early Detection Res Group, DCP, NCI
Executive Plaza North/3100
6130 Executive Blvd.  MSC 7340
Bethesda, MD  20892-7340
Telephone:  (301) 496-8544
FAX:  (301) 402-0816

TO: Medical Records Personnel

FROM:  Christine D. Berg, M.D.
PLCO Project Officer
Early Detection Research Group
Division of Cancer Prevention, NCI

DATE: September 1, 2004

The National Cancer Institute (NCI) is conducting the Prostate, Lung, Colorectal and Ovarian (PLCO) Cancer 
Screening Trial. This is a large randomized trial to determine whether screening and early detection of these can-
cers can reduce cancer-related deaths. All PLCO participants sign an Authorization to Obtain Information from 
Medical Records when they join the trial and again at the time of annual screening exams.

A crucial element in the PLCO Trial is obtaining clinical follow-up information on procedures related to a positive 
or suspicious screening trial examination result as well as death related medical records. Your efforts in providing 
PLCO staff with individual clinical information is essential in obtaining answers from the trial that may have 
important public health implications.

On behalf of NCI and PLCO, I want to thank you for your continued assistance in providing medical record infor-
mation on our participants.

Please refer to the attached document(s) for the specific medical records that are being requested.  
Mail the requested medical records to the following address:

                                                 (SC Specific Address)
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Summary of PLCO Protocol



Prostate, Lung, Colorectal, and Ovarian (PLCO) Cancer Screening Trial

PROTOCOL SUMMARY
The primary goal of a major 22-year randomized trial of screening for prostate, lung, colorectal, and ova-
rian (PLCO) cancers funded by the National Cancer Institute (NCI), Division of Cancer Prevention is to
determine the effects of screening on cancer-specific mortality.
Lung and colorectal cancers are among the most common cancers in American men and women, account-
ing for 46 percent of cancer deaths. Prostate cancers account for another 11 percent of cancer deaths
among men, and ovarian cancers account for an additional 5 percent of cancer deaths among women. Suc-
cessful screening programs for these cancers could have a major impact on overall cancer mortality in the
United States; however, uncertainty regarding the value of screening for these cancers has resulted in con-
flicting positions in the medical community and confusion among populations at risk for these diseases.
Ten screening centers (SCs) across the United States are enrolling approximately 75,000 women and
75,000 men, aged 55 to 74, and randomizing subjects to an experimental (screening) group or a control
group. Men and women in the control group follow their usual routine of health care. Baseline information
on demographic characteristics, known risk factors for the cancers under study, and screening history is
collected from all participants. Participants in the screening group receive the following screening exams:

• Men and women receive a chest x-ray screen for lung cancer at baseline and annually for 2
additional years. Only current and former smokers receive a chest x-ray examination at
their fourth screening visit.

• Men and women receive a flexible sigmoidoscopy exam for colon cancer at baseline and
again at their 6th screening visit.

• Men are screened for prostate cancer by digital rectal exam and a prostate-specific antigen
(PSA) blood test. The digital rectal examination is administered at baseline and annually
for 3 additional years. The PSA is administered at baseline and annually for 5 additional
years.

• Women are screened for ovarian cancer by transvaginal ultrasound and a CA-125 blood
test. The transvaginal ultrasound is administered at baseline and annually for 3 additional
years and the CA-125 blood test is administered at baseline and annually for 5 additional
years.

Diagnostic and treatment information is collected for all participants diagnosed with prostate, lung, col-
orectal or ovarian cancer during the course of the trial. All participants are followed for at least 13 years
after randomization for cancer incidence and disease specific mortality. Cancer incidence is determined
through annual administration of a health survey and matching the information against tumor registries.
The trial was initiated in October 1992 with completion of a pilot phase in September 1994. The study is
now in its ninth year (2000/2001), with recruitment, screening and followup activities being conducted at
10 screening centers. More than 148,000 participants have been enrolled and recruitment has been
extended to the year 2001.
The National Death Index will be used to determine the vital status of the study participants. The individ-
ual screening centers will obtain the death certificates. All identifiers will be removed from the death cer-
tificate, which will then be shipped to Westat. Westat codes the underlying causes of death appearing on
each death certificate. Using the coded causes of death and other medical information, a computer algo-
rithm determines if a particular death needs to be reviewed by an independent death review committee.
The committee reviews medical documentation surrounding the death to determine if the death was due to
a PLCO cancer.
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Sample Cover Letter for Collection of HOM Informa-
tion



(Date)

(Physician Name)
(Physician Address)
(City, State, Zip Code)

Dear (Physician Name):

(Participant Name) was a participant in the Prostate, Lung, Colorectal and Ovarian (PLCO) Cancer
Screening Trial at (Screening Center) and our records indicate that your were involved in his/her medical
care.

The National Cancer Institute (NCI) and (Screening Center) are sponsoring this nationwide study of older
Americans. The purpose of the study is to determine whether or not screening for the early detection of
cancers in the prostate, lung, colon, rectum and ovary, helps reduce the number of people who die from
them each year

(In the past, you provided us with information about participant's _______ cancer.  Thank you for that
information.  We would now like to confirm whether or not there were any additional cancer diagnoses in
participant).  We would appreciate your cooperation in completing the enclosed questionnaire.  Also
enclosed is an authorization for release of information signed by (Participant)’s (relationship, e.g.,
brother, wife, etc.).  

By completing this questionnaire, you will be making an important contribution to this project.  We have
enclosed a self-addressed, stamped envelope for your convenience.  If you have any questions, please con-
tact me at (PI phone number).  Thank you for your help.

Sincerely,

(Name of Investigator)
Principal Investigator
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Sample ESC Cover Letter



Revised: July 16, 2001

Your help is needed!

(Date)

(Participant Name)
(Participant Address)
(City, State Zip code)

Dear (Participant Name):

Your participation in the Prostate, Lung, Colorectal and Ovarian (PLCO) Cancer Screening Trial 
is important in answering questions about cancer.  The PLCO Trial is starting an exciting new 
project that will investigate biologic causes of cancer and other diseases, including genetic factors 
and we would like you to participate.  Please review the enclosed brochure for more information 
about the new project and to find out how easy it is to participate.

Also enclosed, you will find two identical consent forms and a postage-paid envelope.  The con-
sent form explains in detail your rights as a participant in the project.  Please indicate your will-
ingness to participate by completing the following steps:

Step 1: On the last page of the consent form questions 1 and 2 are about participation in 
this project, please answer by circling “yes” or “no.”

Step 2: Print your name, sign and date the form.
Step 3: Return one signed copy to us in the addressed, postage-paid envelope.  (Keep the 

other form for your records.)

Your participation in the Usual Care group of the PLCO Trial is a valuable contribution.  We hope 
you will join in this new project to help us learn more about the causes of cancer and other dis-
eases.  If you have any questions about the consent form or any other part of the PLCO Trial, 
please call me or (Coordinator Name) at (###) ###-####.

Sincerely,

Principal Investigator
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Prototype Etiologic Studies Consent Form for Previously Enrolled Controls

Prostate, Lung, Colorectal and Ovarian Cancer Screening Trial

Name of Screening Center

The purpose of the Prostate, Lung, Colorectal and Ovarian (PLCO) Cancer Screening Trial is to
determine if certain screening tests for early detection of prostate, lung, colorectal and ovarian
cancer can reduce deaths caused by these cancers. Using questionnaire information which you
provide, studies of the causes of cancer are also carried out. Your consent to participate in the
PLCO Trial has been provided in a separate document.

The PLCO Trial also seeks to develop new biologic markers of early forms of cancer and to study
biologic factors that may cause cancer and other conditions that affect your age group. The exact
studies that will be performed are not all known at this time but are likely to include studies of
early biochemical signs of cancer and studies of inherited traits (genes) and biochemical factors
which may influence whether people develop cancer and other diseases and conditions. In this
document, we are requesting you consent to participate in these additional studies.

PROCEDURE

If you volunteer for these additional studies, you will provide a sample of saliva which will be
stored and used in future medical research. Such studies will include investigations to determine if
genetic (inherited) factors are related to the risk of developing cancer and other disease that occur
in your age group. Briefly, the collection of saliva requires that, at home, you rinse with a small
sample of mouthwash (less than a tablespoon), spit the saliva into a small cup, and then seal the
cup tightly. You will be provided with a kit and instructions for the collection and pre-paid return
mailing of this sample to the researchers.

If you volunteer for these additional studies and you later have surgery for diagnosis or treatment
of cancer or a related condition, the study investigators may then ask your doctors and the hospi-
tals where you were treated to provide a small sample of the surgical material. This material may
be used by the study investigators only for medical research about genetic (inherited) factors and
chemical changes that lead to the development of cancer and other diseases that occur in your age
group.

These materials will be stored at a National Cancer Institute research storage facility for up to 25
years and used to help scientists learn what causes cancer and how to prevent its progression. It is
believed that cancer may be caused by both environmental and genetic factors. Therefore, the
samples which you contribute may be used in biochemical and genetic studies to identify these
causes.
1 Revised: 9/16/99



BENEFITS 

The additional studies will not provide direct benefit to you other than the satisfaction of partici-
pating in this research for the possible benefit of future generations. However, your participation
in these additional studies will help answer questions related to the health and longevity of per-
sons in your age group and will help establish a scientific understanding of the factors which
influence the development and progression of cancer.

RISKS 

There are certain risks and discomforts that might be associated with the additional procedures.
* When saliva is collected, (by rinsing with mouthwash) there may be slight

irritation or stinging in the mouth from the mouthwash.

NOTIFICATION

Results of these additional studies will be reported in the scientific literature. This notification
will be of results for all participants together. No individual results will be provided form these
additional studies. As the study proceeds, we will summarize important scientific advances from
these additional studies for you in the PLCO Trial newsletter.

CONFIDENTIALITY

Information concerning your participation in the study will be kept confidential and used only for
scientific purposes, in accordance with applicable state and federal laws. As the tests to be carried
out are for research purposes only, no results from these tests will be placed in your medical
records or linked to your name. In order to protect the confidentiality of your samples, they will
be stored and used for medical research by code number only and no one who has access to your
name will have access to the coded test results for you. No individual will be identified in any
report

RIGHT TO WITHDRAW

Your participation in the additional medical research is voluntary and you may refuse to partici-
pate and/or withdraw your consent and discontinue participation at any time without penalty or
loss of benefits to which you are other wise entitled. You may participate in the PLCO Trial and
yet decline to have biologic samples stored for research purposes. Further, if you initially decide
to have your biologic samples stored for research purposes, but later change your mind by written
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notification of Dr. ___________ at __________ University Medical Center, whatever remains of
my biologic samples will then be destroyed. Your decision will not affect your care.
CERTIFICATION

I have read this form or it has been read to me and I understand its contents. Any questions con-
cerning the research or the rights of the participants involved have been and will be answered by
NAMES, TITLES, PHONE NUMBERS.

A copy of this consent form has been given to me. My signature below means that I freely agree
to participate in these additional studies. My consent to participate in the PLCO Trial has been
provided in a separate document.

Please read the two sentences below and circle your responses (Yes/No)
1. By signing this document, I agree to have biologic samples (some of my saliva and possibly surgi-

cal tissue) stored for future research on cancer.

YES NO

2.   By signing this document, I agree to have biologic samples (some of my saliva and possibly surgi-
cal tissue) stored for future research on diseases and conditions other than cancer that affect my 
age group.

YES NO

PARTICIPANT'S NAME (PRINT)

PARTICIPANT'S SIGNATURE DATE

Witness (if necessary)

WITNESS SIGNATURE
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Sample Cover Letter for PLCO Buccal Cell Collection Kit

(Date)

(Participant Name)
(Participant Address)
(City, State, Zip Code)

Dear (Participant Name):

Sometime ago, we told you that the Prostate, Lung, Colorectal and Ovarian Cancer Screening
Trial is expanding to include new studies with the National Cancer Institute to investigate the
causes of cancer and other diseases. We would like to thank you for agreeing to participate in
these new studies.

For this new research, we ask that you provide our research laboratory at the National Cancer
Institute with a small sample of loose cells from your mouth for the analysis of inherited (genetic)
traits. These added studies will not provide clinical test results for you, but participation by you
and others will help us to learn about causes of disease.

This mailing contains all the items needed for you to collect and mail a sample of loose cells from
your mouth. Please follow the Directions for Collecting the Sample (blue sheet), and mail the
sample in the envelope provided to the National Cancer Institute laboratory at the Frederick,
Maryland address.

Thank you for your continued participation in the PLCO trial and for taking the time to provide
this valuable sample. If you have any questions about this sample collection or any aspect of the
PLCO trial, please contact me or (Coordinator Name) at (telephone #).

Sincerely,

(Name of P.I.)
Principal Investigator

Enclosure: Collection Kit
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ABSTRACT

The objectives of the Prostate, Lung, Colorectal and Ovarian Cancer Screening Trial are to
determine in screenees ages 55-74 at entry whether screening with flexible sigmoidoscopy
(60-cm sigmoidoscope) can reduce mortality from colorectal cancer, screening with chest x-
ray can reduce mortality from lung cancer, screening men with digital rectal examination
(DRE) plus serum prostate-specific antigen (PSA) can reduce mortality from prostate cancer,
and screening women with CA125 and transvaginal ultrasound (TVU) can reduce mortality
from ovarian cancer. Secondary objectives are to assess screening variables other than mor-
tality for each of the interventions including sensitivity, specificity, and positive predictive
value; to assess incidence, stage, and survival of cancer cases; and to investigate biologic
and/or prognostic characterizations of tumor tissue and biochemical products as intermedi-
ate endpoints.

The design is a multicenter, two-armed, randomized trial with 37,000 females and 37,000
males in each of the two arms. In the intervention arm, the PSA and CA125 tests are per-
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formed at entry, then annually for 5 years. The DRE, TVU, and chest x-ray exams are per-
formed at entry and then annually for 3 years. Sigmoidoscopy is performed at entry and then
at the 5-year point. Participants in the control arm follow their usual medical care practices.
Participants will be followed for at least 13 years from randomization to ascertain all cancers
of the prostate, lung, colorectum, and ovary, as well as deaths from all causes. A pilot phase
was undertaken to assess the randomization, screening, and data collection procedures of
the trial and to estimate design parameters such as compliance and contamination levels.
This paper describes eligibility, consent, and other design features of the trial, randomization
and screening procedures, and an outline of the follow-up procedures. Sample-size calcula-
tions are reported, and a data analysis plan is presented.
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INTRODUCTION

Lung and colorectal cancers, the most common cancers in Americans, accounted for 46% of
cancer deaths in males and 34% of cancer deaths in females in 1989 when this trial was
being considered [1]. In males, prostate cancer was the third leading cause of cancer mortal-
ity and accounted for 11% of cancer deaths. In females, ovarian cancer accounted for 5% of
cancer deaths. Mortality statistics for these cancers are similar today. In 2000, there will be
an estimated 28,500 deaths among women and 27,800 deaths among men from colorectal
cancer and, respectively, 67,600 and 89,300 deaths from lung cancer. About 14,000 women
will die from ovarian cancer and 31,900 men from prostate cancer [2].

The death rate for prostate cancer has increased somewhat over time, while the rate for col-
orectal cancer has dropped, especially for females. The death rate for lung cancer has risen
rapidly in both sexes, with a recent downturn for males [2]. Successful screening programs
for these three cancers could have a major impact on overall cancer mortality. The death
rate for ovarian cancer has remained relatively stable. Nearly 70% of ovarian cancers
present as advanced disease with a poor prognosis, while localized disease has a 90% sur-
vival rate [3]. Successful screening might substantially reduce ovarian cancer mortality.

Uncertainty regarding the value of screening for these cancers has resulted in conflicting
positions in the medical community and confusion in populations at risk. A randomized, con-
trolled trial is necessary to determine the effects of screening on disease-specific mortality.
The Prostate, Lung, Colorectal and Ovarian (PLCO) Cancer Screening Trial is a 23-year ran-
domized trial in which 37,000 men will be screened for prostate, lung, and colorectal cancers
and 37,000 women will be screened for lung, colorectal, and ovarian cancers. Prostate-spe-
cific antigen (PSA) and digital rectal examination (DRE) (for prostate), chest x-ray (for lung),
60-cm flexible sigmoidoscopy (for colorectal), and CA125 blood test and transvaginal ultra-
sound (TVU) (for ovary) are being investigated as screening modalities. Equal numbers of
men and women will be followed with routine medical care as controls. There will be a follow-
up period of at least 13 years from randomization for both intervention and control partici-
pants to determine the effects of screening on cause-specific mortality.

This paper describes the design of this trial at the completion of protocol development (just
prior to the initiation of the pilot-phase recruitment) and protocol modifications which have
occurred since. Included are the specific rationale for each cancer site, overall design fea-
tures, screening and follow-up procedures, sample-size considerations, and data analysis
plans. Recruitment into the pilot phase began November 16, 1993, with main-phase recruit-
ment commencing September 30, 1994.

TRIAL RATIONALE

Prostate Cancer Screening

The DRE, the most common screening test for prostate cancer screening prior to 1990, has
never been completely evaluated. Observational studies have examined sensitivity and case
survival data, but without appropriate controls and with no adjustment for lead-time and
length biases [4, 5].

In 1984, Chodak and Schoenberg [6] reported on 811 patients from 50-80 years of age who
underwent rectal examination and follow-up. Thirty-eight of 43 patients with a palpable
abnormality in the prostate agreed to undergo biopsy. The positive predictive value for pros-
tate cancer was 29%. Forty-five percent of the cases were stage B, 6% stage C, and 18%
stage D. More recent results from the same investigators revealed a 25% positive predictive
value with 68% of the detected tumors clinically localized [7]. Others also reported a high
proportion of localized disease when prostate cancer is detected by routine rectal examina-
tion [8-11]. In contrast, Wajsman and Chu [12] among others have reported that even with
annual rectal examination, only 20% of cases are localized at diagnosis. Thompson and
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Zeidman [13] reported that 25% of men presenting with metastatic disease had a normal
prostate exam.

A summary of the data on DRE for detection of prostate cancer concluded the following: sen-
sitivity is 55-69%, specificity is 89-97%, positive predictive value is 11-26%, and negative
predictive value is 85-96% [14]. Further, the rectal examination depends on the skill and
experience of the examiner and the presence of a cancer in the posterior prostate. However,
DRE is inexpensive, relatively noninvasive, nonmorbid, and can be taught to nonprofessional
health workers. What remains to be determined is whether routine annual screening by rec-
tal examination reduces prostate cancer mortality. A case-control study involving 139 men
with metastatic prostate cancer and matched controls found the relative risk of metastatic
prostate cancer to be 0.9 for men with one or more rectal examinations compared with men
with none. The 95% confidence interval was 0.5-1.7, suggesting that screening by routine
DRE appears to have little effect in detecting and treating prostate cancer before it becomes
metastatic [15].

Prostatic imaging by ultrasound, computerized tomography, and magnetic resonance imag-
ing has also been suggested for prostate cancer screening. Each modality has relative advan-
tages and disadvantages. Transrectal ultrasound has received the most attention [8, 16-22].
In a summary, Waterhouse and Resnick [23] reported that the sensitivity and specificity of
ultrasound are too low for the procedure to be a valuable screening tool. Sensitivity ranged
from 71-92% for prostate cancer and 60-85% for subclinical disease. Specificity ranged from
41-79%, and positive predictive values in the 30% range have been reported. The sensitivity
and positive predictive value of ultrasound may be better than those of DRE when each is
used as a single test. However, the relatively low specificity along with the invasiveness and
cost of the procedure preclude routine screening for prostate cancer by transrectal ultra-
sound.

Serum PSA has been examined in several observational settings, both for initial diagnosis of
disease and as a tool to detect recurrence after initial therapy [8, 20, 24-27]. Parameter esti-
mates for this test include sensitivity near 70% and positive predictive values of 17-28%,
although these estimates of predictive value are strongly dependent upon the disease preva-
lence in the populations studied [28]. The potential value of PSA lies in its simplicity, objec-
tivity, reproducibility, lack of invasiveness, and lower cost relative to ultrasound. The test has
increased the detection rate of early stage cancers, many of which may be curable by local
therapy [9, 29, 30]. However, the test must be carefully evaluated because false positives in
the form of benign prostatic lesions are common, requiring biopsies and added expense, and
PSA testing cannot distinguish between latent or biologically irrelevant versus aggressive
tumors.

The use of serial tests to assess the rate of change of PSA has been evaluated as a method to
improve the specificity of the test [31]. The combination of PSA and ultrasound has been
used to determine PSA density indexed to prostate size [32-34]. In one study, volume-
adjusted PSA identified a population at higher risk of carcinoma [35], but another study of
intermediate levels of PSA found no advantage to volume-adjusted PSA levels for screening
[36]. Ratios of free to complexed PSA can amplify the differences in PSA levels for individuals
with prostate cancer versus prostatic hyperplasia [37, 38]. No statistical advantage has been
established for using the ratio of free to total PSA compared to total PSA alone in a screened
population [39]; however, the free to total PSA ratio did improve specificity in other studies
[40].

In a study by Cooner et al. [41] to resolve questions surrounding the relative merits of the
three tests, all subjects had a rectal examination, PSA determination (Hybritech assay), and
a 7 mHz ultrasound examination. Most of the participants with positive results on ultrasound
plus a few other individuals were biopsied. The pertinent findings of this study and a similar
study by Lee et al. [20] are given in Table 1. Both studies demonstrate that the rate of can-
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cer among subjects with positive results on ultrasonography in whom the rectal and PSA
exams are normal is extremely low. Hence, ultrasound was not included as one of the
screening tests in this trial.

Careful evaluation of prostate cancer screening is mandatory because the natural history of
the disease is variable and appropriate treatment is not clearly defined [28, 42, 43]. The inci-
dence of prostate cancer found at autopsy steadily increases for each decade after age 50,
and most of these lesions are clinically latent. Some progress has been made in predicting
the biologic behavior of these tumors, but despite improved understanding of the relation-
ship among histologic grade, tumor volume, and biologic behavior, it is difficult to determine
appropriate therapy for any given tumor [44]. A meta-analysis indicated that patients with
low-grade prostate cancer can experience long-term survival with deferred therapy [45].
Decision analyses produce indeterminate results because of uncertainty regarding treatment
efficacy and metastatic rates for prostate cancer [46-48]. On the other hand, a review of
60,000 cases of prostate cancer diagnosed between 1983 and 1992 showed that men with
poorly or moderately differentiated cancer had improved survival if treated rather than fol-
lowed [49].

Screening and treatment of a large population of males could entail substantial risks and
morbidity, which include urinary incontinence, urethral strictures, sexual impotence, rectal
injury, and a small probability of treatment-related mortality [44, 50]. Given these circum-
stances, careful evaluation of prostate cancer screening is needed. Currently, there is insuffi-
cient evidence with which to decide the efficacy or effectiveness of screening asymptomatic
men [44, 47]. In addition to the PLCO trial, randomized trials are underway in other coun-
tries to address these issues [51, 52].

Lung Cancer Screening

Evaluations of chest x-ray and sputum cytology, the most common screening tests for lung
cancer, were first reported nearly 30 years ago. The early studies include the Philadelphia
Pulmonary Neoplasm Research Project [53], a nonrandomized, uncontrolled study begun in
1951; the Veterans Administration study [54], a nonrandomized, uncontrolled study per-
formed from 1958 to 1961; the South London Lung Cancer Study [55], a nonrandomized,
uncontrolled study done in 1955 to 1963; the North London Cancer Study [56, 57], a ran-
domized study with industrial firms randomized between screening and no screening done in
the early 1960s; and the Kaiser Foundation Health Plan multiphasic screening trial [58, 59],
a controlled trial with annual chest x-ray, spirometry, and medical questionnaire as part of
the multiphasic screening begun in 1964. None of these studies demonstrated a significant
impact of screening on lung cancer mortality. The South London study, for example, showed
an increase in the survival of screen-detected cases compared with other cases found in the

Table 1: Effect of Rectal and Prostate-Specific Antigen Examinations On Cancer Rate in 
Patients with Abnormal Rectal Ultrasound

Cooner Study Lee Study

Biopsies Cancer Rate Biopsies Cancer Rate

Rectal +PSA + 235 151 0.64 89 63 0.71

Rectal + PSA - 166 23 0.14 23 6 0.26

Rectal - PSA + 134 41 0.31 92 31 0.34

Rectal - PSA - 177 12 0.07 44 2 0.05

PSA = Prostate-specific antigen
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same geographical region, but without adjustment for self-selection bias, lead-time bias,
overdiagnosis bias, or length bias [60, 61]. These studies typically were small, and for most,
follow-up was short, so that any small to moderate size effect or any long-term effect was
not likely to be demonstrated.

More recent studies include a randomized trial in Czechoslovakia [62, 63], a case-control
study in the former German Democratic Republic [64], and a case-control study in Japan
[65]. As with some earlier studies, the randomized groups in the Czechoslovakian study were
screened with x-ray and cytology at two frequencies, semiannual versus every 3 years, so
that there was no unscreened control group. There was no difference in mortality between
the two groups. The German case-control study evaluated chest x-rays originally used for
control of tuberculosis. The Japanese case-control study considered x-ray histories among
deceased lung cancer cases and matched controls. In contrast to the German study, the odds
ratio of dying from lung cancer for those screened within 12 months versus those not
screened was 0.72, suggesting some benefit from the screening.

Three other randomized controlled trials have been conducted. One trial, the Mayo Lung
Project, was initiated in 1971 for males 45 years or older who were heavy smokers [66-68].
Participants free of lung cancer on initial screening were randomized either to a group offered
screening with sputum cytology and chest x-ray every 4 months or to a group not offered
screening but advised to seek it annually. In the studies at the Johns Hopkins University Hos-
pital [69-72] and at Memorial-Sloan Kettering Cancer Center [73, 74], intervention and con-
trol groups were offered annual chest x-ray, while the intervention group was also offered
sputum cytology every 4 months. In the Mayo Clinic study, cases found in the screened arm
were diagnosed in earlier stages than those in the control arm. However, there was no signif-
icant reduction in lung cancer mortality between the screened group and the control group in
any of these trials.

Therefore, at this point there is no solid evidence that screening for lung cancer can reduce
lung cancer mortality. Sputum cytology has not been shown to be effective as an adjunct to
annual chest x-ray. There is evidence that screening with chest x-ray plus sputum cytology
does improve stage at diagnosis and case survival rate relative to cases diagnosed through
usual care, but despite this there was no reduction in lung cancer mortality. However, mod-
eling using data from these trials suggests that there may have been as much as an 18%
mortality reduction in these trials [75-77].

The Mayo study is the only one of the three which is pertinent to studying annual x-ray in the
present trial because the use of screening x-rays differed in the two arms. However, several
reservations can be noted about the Mayo study finding. First, the study was designed to
detect a 50% reduction in lung cancer mortality and was too small to demonstrate a lesser
but important reduction of 10-15%. Second, at the time the study was terminated there
were still 40 excess cases of lung cancer in the screened group. Whether these cases repre-
sent overdiagnosis or a screening benefit which would only be seen with longer follow-up is
not known. Third, about 50% of the men in the control group received an annual chest x-ray
[68]. Thus, the level of contamination may have been sufficient to obscure any small to mod-
erate benefit. Finally, when prevalence cases were detected at the first screen, they were fol-
lowed separately and were not part of the randomized comparison. Hence, any effect of x-
ray on reducing lung cancer mortality among these cases could not have been determined. It
can also be argued that therapeutic advances may render early detection more effective
today than at the time of the Mayo trial.

The concern about insufficient size of previous studies of chest x-ray screening is illustrated
in Table 2. The uncertainty in interpretation of results from completed studies have led to dif-
ferences of opinion regarding the value of the annual chest x-ray. Whether a small but
important benefit exists can be demonstrated only by a properly designed randomized trial.
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Colorectal Cancer Screening

DRE, sigmoidoscopy, and fecal occult blood testing have each been suggested for colorectal
cancer screening. However, only the fecal occult blood test has been proven to be beneficial.

Several uncontrolled studies suggesting that the fecal occult blood test leads to early detec-
tion have been reported [78-80] as have two case-control studies of the effect of occult
blood testing on colorectal cancer mortality. In one study, the screening histories of fatal col-
orectal cancer cases and matched controls were compared, resulting in an odds ratio of 0.69
for exposure to at least one occult blood test over a 5-year period. The wide confidence inter-
val (0.52-0.91) suggested a benefit from the screening but also the need for further data
[81]. In the second study, cases were less likely to have ever been screened than controls,
the odds ratio being 0.7 with a 95% confidence interval of 0.5-1.0, consistent with a screen-
ing benefit [82].

Five prospective, controlled studies of fecal occult blood testing have also been conducted.
The Strang Clinic of New York undertook a nonrandomized study involving some 12,000
screenees and 7000 controls designed to test the effect of combining the stool guaiac test
with annual sigmoidoscopy. Individuals were allocated to the study arms by calendar peri-
ods. A reduction in colorectal cancer mortality of borderline significance was reported [83].

A randomized trial of the stool guaiac test began in 1974 at the University of Minnesota,
where nearly 47,000 persons ages 50-80 were randomized into three groups: a control
group, an annually screened group, and a biennially screened group. The preponderance of
test slides were rehydrated. Recent results provided the first definitive evidence that annual
testing for occult blood in the stool can reduce the death rate from colorectal cancer. The 13-
year cumulative mortality from colorectal cancer was reduced by 33% (mortality ratio 0.67
with 95% confidence interval 0.50-0.87) [84].

A controlled trial in Nottingham, United Kingdom randomized approximately 76,000 individu-
als to each of two arms using lists of family practitioners. Fecal occult blood testing every 2
years using nonrehydrated slides was offered to the screened arm for three to six rounds of
screening. A 15% reduction in colorectal cancer mortality was reported after a median fol-
low-up time of 7.8 years [85].

Two additional randomized trials of occult blood screening were initiated more recently. A
trial in Sweden targeted individuals in the narrow age range of 60-64 years [86]. A Danish
trial randomized about 31,000 individuals ages 45-75 into two arms. Participants in the

Table 2: Power to Detect Various Screening Effects in Previous Studies of Chest X-Ray 
Screening for Lung Cancer (based on actual deaths observed)

Mortality Reduction (%)

Study 10 20 30 40 50

Philadelphia 0.14 0.32 0.59 0.85 0.98

VA 0.16 0.38 0.69 0.92 0.99

South London 0.14 0.31 0.57 0.83 0.97

North London 0.16 0.39 0.70 0.93 0.995

Kaiser 0.12 0.27 0.50 0.76 0.94

Czechoslovakia 0.16 0.39 0.71 0.93 0.996
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screened arm were offered nonrehydrated fecal occult blood tests every 2 years for five
rounds over a 10-year period [87, 88]. This trial demonstrated an 18% reduction in colorec-
tal cancer mortality [89].

In summary, testing for occult blood in the stool as a colorectal cancer screening maneuver
has been studied in several trials, and a mortality reduction has been demonstrated. The
focus of the PLCO trial is therefore flexible sigmoidoscopy.

DRE and rigid sigmoidoscopy were both part of the multiphasic screening program carried
out by the Kaiser-Permanente Foundation, and some considered the results of this study to
be evidence of the effectiveness of these tests [90]. Approximately 5000 individuals were
allocated to a study group urged to receive an annual multiphasic checkup, and a compara-
ble number served as controls. After 11 years, the screened group experienced a colorectal
cancer death rate of 1.0 per 1000 participants entered compared to a rate of 3.3 per 1000 in
the control group [58, 59]. The observed decrease in colorectal cancer mortality in this study
could be a real effect resulting from screening. However, this conclusion has been questioned
for several reasons [91]. Some cancers were detected in an investigation of anemia resulting
from the multiphasic examination as well as by the two tests. Further, in a reanalysis the
investigators found that rates of sigmoidoscopy were low in both groups (control: 25%;
screened: 30%), that there was only a slight excess of exposure to sigmoidoscopy in the
study group compared to the control group, and that there was not an appreciable difference
in removal of colorectal polyps between groups. They concluded that this study should not be
used as evidence either for or against sigmoidoscopy screening [92]. DRE made a minor con-
tribution. In addition, a case-control study found no statistically significant mortality reduc-
tion from distal rectal cancer using DRE [93].

Two additional observational cohort studies of sigmoidoscopy have been reported. One
involved 21,000 participants in Minnesota who underwent an annual physical examination
that included sigmoidoscopy [94, 95]. Polyps discovered during screening were removed,
and the number of sigmoid cancers ultimately found was only 15% of the number expected.
All of the 13 cancers found were localized, and none of the patients had died as of 1979. The
second study followed 26,000 men and women in New York [96]. In 50 cancer patients iden-
tified by screening and followed over 15 years, the 5-year survival rate was reported to be
90%. The interpretation that screening was of benefit in these two studies can be questioned
on several grounds. Both studies are likely to be affected by self-selection bias of participants
and by exclusion of certain individuals from the follow-up process. In the New York study,
seven people with a history of symptoms and eight with previously diagnosed lesions were
excluded, thereby lowering the observed incidence and mortality rates. In the Minnesota
study, cases found at the initial examination were excluded from the observed incidence, and
only individuals without gastrointestinal symptoms were allowed to participate. Thus, the
data cannot be validly compared with the general population [91]. In addition, the reported
survival data from both studies are affected by lead-time and length biases, but no adjust-
ment for these biases was attempted.

Flexible sigmoidoscopy has been shown to be more acceptable to screenees than rigid endo-
scopy, and the test appears to be very sensitive and highly specific for cancer [97, 98]. The
test can discover a high proportion of polyps, and evidence suggests that removal of ade-
nomas decreases the risk of colorectal cancer [99]. The need to address the impact of flexi-
ble sigmoidoscopy screening on colorectal cancer mortality has been discussed by several
investigators [97, 100, 101]. Encouraging reports of the potential impact of this test come
from two case-control studies and from the modeling work of Eddy [102, 103], which sug-
gests a potential mortality reduction of 25-40%. Both case-control studies were conducted in
prepaid health plans and used colorectal cancer deaths as cases, with matched controls.
Exposure to sigmoidoscopy in cases and controls was compared [104, 105]. Rigid sigmoidos-
copy was used in one study, while a majority of the screening was by flexible sigmoidoscopy
in the other study. Both studies suggested a strong effect of sigmoidoscopy in reducing col-
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orectal cancer mortality, with unadjusted odds ratios of 0.30 and 0.21. The modeling conclu-
sions and the case-control studies are subject to the assumptions and biases in the
methodologies, so that conclusive results will only be obtained from a randomized trial.

Ovarian Cancer Screening

Traditionally, the pelvic examination has been relied on to detect ovarian cancer, but it is
insensitive to early disease and small tumors [106]. Thus, most ovarian cancers present as
late-stage disease. Two new technologies may be useful as screening tools: CA125 and TVU.

CA125 is an antigenic determinant on a high molecular weight glycoprotein recognized by a
monoclonal antibody (OC 125) using an ovarian cell line as an immunogen. The test is per-
formed on peripheral blood. In mostly small (50-150 patients) preoperative studies of
women with ovarian masses, serum CA125 levels were elevated (typically above 35 U/ml) in
68-100% of cases averaged over all stages and in 40-50% of stage I disease. Serum CA125
may also be elevated with pregnancy, endometriosis, menstruation, benign ovarian tumors,
and with breast, colon, pancreatic, lung, gastric, and liver cancers [107]. CA125 was
reported to have high specificity in postmenopausal women in two prospective trials. Among
1010 postmenopausal women undergoing both pelvic examination and CA125, the only
malignancy diagnosed was detected by CA125 [107]. The specificity was 94.3%. In a study
in Sweden among 5550 women over 40 years of age, nine cancers were detected, six of the
nine by CA125 [108]. Specificity was 98.5% using a threshold of 35 U/ml in women 50 years
of age and older. The sensitivity of CA125 was estimated in two nested case-control studies
using sera available from two serum banks [109, 110]. The sensitivity for a level of at least
35 U/ml ranged from 20-57% for cases occurring within the first 3 years of follow-up. These
two studies also reported a specificity of 95%.

These preoperative and prospective studies together suggest early detection potential for
CA125. However, no studies have been conducted to measure sensitivity and specificity in a
large screened population, and no randomized trials have been initiated to assess the impact
of screening with CA125 on ovarian cancer mortality.

TVU has been proposed for ovarian cancer screening [111], but experience with this modality
is limited. In a series of 1017 tumors, 0.3% of ovarian tumors unilocular on ultrasound were
malignant, while 8% of those that were multilocular and 39% of those that were solid were
malignant [106]. Van Nagell et al. [111, 112] have been using TVU for screening women
over the age of 40 since 1987. Using 8 cm3 as the upper limit of normal ovarian volume, 31
abnormal ultrasonograms (in 1000 women) were obtained; 24 of these women underwent
laparotomy. TVU identified all three of the cancers detected.

Estimates of yield and false positivity of ultrasound are available from several studies of
women offered periodic screening. In a cohort of 801 women ages 40-70 who had one or
more risk factors for ovarian cancer, 163 had an abnormal abdominal ultrasound. Surgery
was performed in 30 cases, and one borderline ovarian tumor was found [113]. In another
study of abdominal ultrasound, 5479 asymptomatic women underwent periodic screening. Of
326 participants who had a positive test and went on to surgery, five women were diagnosed
with stage IA or IB ovarian cancer, and four were diagnosed with metastatic ovarian cancer
[114]. TVU was also used in a study of 3220 asymptomatic, postmenopausal women. An
abnormal exam led to exploratory laparotomy in 44 women. Three primary ovarian carcino-
mas were found, two with stage IA cancer [115]. Finally, both transvaginal and transabdom-
inal ultrasound were used to screen 1601 women with a first- or second-degree relative who
had ovarian cancer. There were 61 positive tests, leading to six ovarian cancers, five stage I.
There were five additional cancers, three ovarian and two peritoneal, reported 2-44 months
after the last test [116].

The available evidence is not sufficient to determine if the sensitivity and specificity of any
single ovarian cancer screening test is adequate for routine application. The modalities may
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be complementary when used together. The cost of a test such as TVU, as well as the risks
and costs associated with surgical evaluation of any positive test result, are potential imped-
iments to general screening. Prospective screening trials to evaluate these modalities are
required.

DESIGN FEATURES

Objectives and Global Design

The PLCO trial is designed to determine, in screenees ages 55-74 at entry, whether:

In females and males

• screening with flexible sigmoidoscopy (60-cm sigmoidoscope) can reduce mortal-
ity from colorectal cancer, and

• screening with chest x-ray can reduce mortality from lung cancer;

In males

• screening with DRE plus serum PSA can reduce mortality from prostate cancer;

In females

• screening with CA125 and TVU can reduce mortality from ovarian cancer.

The secondary objectives are: (1) to assess screening variables other than mortality for each
of the interventions including sensitivity, specificity, and positive predictive value; (2) to
assess the incidence, stage, and survival of cancer cases; (3) to investigate the mortality
predictive value of biologic and/or prognostic characterizations of tumor tissue as intermedi-
ate endpoints; and (4) to conduct biomolecular and genetic research into factors associated
with cancer carcinogenesis and promotion, as well as the early detection of these factors.

The design is a two-armed, randomized, controlled trial with 37,000 females and 37,000
males, ages 55-74 at entry, in each of the two arms. Ten screening centers (SCs) will each
recruit approximately 5000 to 30,000 individuals to reach the total of 74,000 females and
74,000 males. Minority representation in the aggregate participant population is sought in
appropriate numbers. Participants in the control arm receive their usual medical care. In the
intervention arm, men are screened for prostate, lung, and colorectal cancers, and women
are screened for ovarian, lung, and colorectal cancers. (See Figure 1.) The PSA and CA125
screening tests are performed at the initial visit at entry to the trial, then annually for 5
years. The DRE, TVU, and chest x-ray exams are performed at entry and then annually for 3

RANDOMIZATION 
 

 74,000 women 
 74,000 men 

 
 55-74 years of age

SCREENED ARM 
 
37,000 women       37,000 men

CONTROL ARM 
 
37,000 women       37,000 men

Usual medical care

Chest x-ray 
Flexible sigmoidoscopy 
CA125 
Transvaginal ultrasound

Usual medical care

Figure 1: Schematic of the PLCO Trial Design
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years, except that there are only two annual repeat exams for participants who never
smoked. Sigmoidoscopy is performed at entry and then at the 5-year point. All participants
will be followed for at least 13 years from randomization.

Design Options Considered

A major design issue was whether to undertake separate trials for each of the cancer sites
and corresponding screening modalities or combine them in some way. After a detailed
examination of the costs of separate trials and various combinations of cancer sites, it was
concluded that the most efficient use of resources would be to evaluate screening for the four
cancers in one trial, thereby taking advantage of the efficiency of using one common admin-
istrative structure and one coordinating center (CC). It was also decided to use combinations
of the screening tests deemed ready for evaluation, as described above, rather than evaluat-
ing each test individually. So, for example, DRE and PSA are used together rather than doing
a separate trial for each. There were two main reasons for this approach: cost constraints
and the ability to evaluate the combined, more-intensive interventions first to see if the com-
bination works. If it does not, then testing the individual procedures is not warranted. If it
does, then the individual tests can be evaluated subsequently.

Several overall designs were then considered [117]. The two primary competitors were the
reciprocal control design and the all-versus-none design. The reciprocal control design would
have had three arms: one devoted to screening for prostate or ovarian cancer, the second to
colorectal cancer screening, and the third to lung cancer screening. Since screening would be
undertaken for only one cancer site per gender in any given arm, the other arms would serve
as controls. It was ultimately decided that this design would not be feasible because of the
cost of bringing all participants in for screening and the anticipated substantial levels of con-
tamination, because all participants would be coming in for screening and be aware that par-
ticipants in the other arms were receiving other screening tests which they would then
request. The all-versus-none design was thus chosen in which participants would be random-
ized to one of two arms. One arm would serve as a control, while screening for all cancers
would be done in the other arm, in the spirit of a multiphasic screening endeavor. Use of the
all-versus-none design makes the reasonable assumptions for the cancers and screening
tests under study that the tests for each cancer do not detect any of the other cancers, and
that the endpoints—death from each of the four cancers—are not related.

Within this design it was further decided to employ the so-called “stop screen” approach in
which screening is performed for a fixed number of years or screening rounds and then
stopped, but follow-up continues to ascertain endpoints [118]. This approach was chosen pri-
marily because it had been used successfully in screening trials for breast and colorectal can-
cers and because it is the only design that allows a direct assessment of overdiagnosis, a
topic of considerable concern for prostate cancer screening in particular.

Specific Design Choices

The initial choice of four annual screens, at baseline (T0) plus three annual re-examinations
(T1, T2, T3), later expanded to six screens (T0-T5) for PSA and CA125, was a trade-off
between enough screens to produce an effect and resources. Three or four screening rounds
were sufficient in breast cancer screening trials [119, 120]. This also allowed sigmoidoscopy
initially to be scheduled at the beginning and end of screening at a 3-year interval as sug-
gested by many at the time the trial began. The annual interval between screens was chosen
as the most-frequent yet practical interval if screening is shown to be effective. Compared to
less-frequent screening, an annual interval also increases the likelihood of detection of a
broad spectrum of the preclinical conditions in the natural history of the cancers under study.
A longer interval might allow some rapidly growing lesions, which might be a source of mor-
tality but which could be cured if found early, to escape detection. A minimum of 10 years of
follow-up was initially decided upon to allow sufficient time for any mortality reduction from
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screening to emerge. Follow-up intervals of 7 years or more were typically required in breast
cancer screening trials [119, 120], and it was assumed that the longer natural history of
prostate cancer, and perhaps other cancers under study, warranted a longer follow-up
period. It was recognized that these and other design parameter choices were based on the
best information at the time and may be subject to change as a result of data gathered dur-
ing the trial and other information.

The original age range at entry was 60-74 years. Prostate cancer screening was the driving-
force for the trial, and the lower age limit was based on the sharp increases in prostate can-
cer mortality beginning about age 60. The upper age limit was based on a combination of
increasing mortality from other causes and anticipated reduction in compliance above age
80. Enrollment of individuals in the 55-59 age group began in January 1996 on the advice of
the trial’s Monitoring and Advisory Panel (MAP). The MAP based its recommendation on pros-
tate cancer, considering trade-offs between younger and older ages and recognizing the nat-
ural history of untreated disease and the prognostic importance of age at diagnosis. While
the importance of prostate cancer increases with age, so does the competing mortality. It is
reasonable to expect that the optimal upper age to initiate screening is not above 75 years,
given the relatively slow natural history of screen-detected prostate cancer, the decreasing
proportion of patients over 75 who undergo surgery, and the high competing mortality. Many
believe a somewhat lower age range, with a lower age limit of 50 or 55 years, is preferred for
detecting progressive but curable prostate cancers in men with longer life expectancy. The
impact of this change in age range on the trial’s sample size is discussed below.

The timeline for this trial is shown in Figure 2. This includes the 2-year pilot phase for proto-
col development and vanguard recruitment and screening followed by a main phase that
comprises recruitment and initial screening of participants in years 3-9, follow-up and addi-
tional screening through year 14, final follow-up through year 22, and data analysis through
year 23. This time frame represents an experience-based extension of the original target to
allow sufficient time to recruit the very large population required for this trial and follow this
population for relevant cancer and mortality endpoints.
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Pilot Phase

Protocol Development

During the first 6 months of the pilot phase, the trial investigators addressed the following
components of the trial protocol:

1. 1.eligibility requirements for participants entering the trial;

2. mechanism for notifying trial participants of screening results and encouraging them
to seek further work-up of suspicious or positive results;

3. work-up of participants with suspicious or positive screens, including discussion of
what further tests are required and in what sequence;

4. mechanism for providing appropriate therapy for cancer (or other lesions) detected
by the screening program;

5. procedures for establishing and monitoring quality control of screening examina-
tions;

6. procedures for follow-up of all randomized participants, monitoring of compliance
with screening, determining cancer incidence, ascertaining cause of death, and cor-
relating biological and tumor characteristics with mortality;

7. educational materials for controls and for screened participants.
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A number of these topics are discussed further below. The details of these and other protocol
components, such as the questionnaires used in this trial, reside in the manual of operations
and procedures.

Pilot Enrollment Period
Certain pilot studies were planned for the first 2 years of the trial. Decisions on the long-term
commitment to the trial were based on these studies. The major activities carried out during
the pilot recruitment period are summarized below:

1. Test and evaluate recruitment and randomization procedures by enrolling partici-
pants at each SC. Ten SCs enrolled 12,000 participants during the pilot phase.

2. Work out the detailed logistics by actually performing the screening examinations
on the pilot-phase participants allocated to the screened arm. It was expected that
all screening would take place during a single visit to an SC lasting no longer than 2
hours.

3. Assess background level of usage (contamination) of each screening modality
among the participants actually randomized at each SC.

4. Assess compliance for each of the screening modalities at each SC.

5. Test in actual practice all of the data forms and procedures developed during the
first year of the pilot phase.

6. Establish procedures to collect, ship, and analyze blood for PSA and CA125 assays
and to collect and ship blood and tissue samples for the biorepository.

Each SC identified recruitment sources and strategies appropriate to the local situation. Ran-
domization and enrollment of participants, initially scheduled to begin in September 1993,
began in November 1993 when the protocol was completed and the screening procedures set
up. During the pilot phase, representatives of the CC attended all meetings of the investiga-
tors and were responsible for documenting all decisions reached and compiling the trial pro-
tocol as it developed. In addition, the CC was responsible for developing appropriate trial
forms, setting up data entry and editing systems, and writing a manual of operations for all
procedures to be used in the trial. During this phase, efforts were made to standardize all
examinations to the extent deemed feasible in the trial settings. Efforts were made to moni-
tor performance at each SC and correct any deficiencies so as to maintain adequate recruit-
ment for the main phase of the trial. Participants randomized during the pilot phase are
treated as a vanguard group and are included with the participants recruited later in the
main phase.

Main Phase

Pilot-phase activities were concluded satisfactorily, and full-scale recruitment to the main
phase of the trial began on September 30, 1994. Each SC is randomizing approximately 5000
to 30,000 participants into the trial during years 3-9 of the trial. After recruitment is com-
plete, further screening is required for 5 years and annual determination of cancer incidence
and of deaths among trial participants is needed for the remaining years of the trial.

Trial Population and Exclusion Criteria

Proposals were solicited from all groups nationwide capable of assembling the necessary staff
and facilities to recruit participants, conduct the screening, and follow all randomized partici-
pants for at least 10 years after entry into the trial. Proposals were peer reviewed. Selection
was competitive. The population under study therefore comprises volunteer participants
recruited from a variety of organizations. Characteristics of the enrolled population are ascer-
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tained via a baseline questionnaire. Potential participants are excluded for the following rea-
sons:

1. men and women who at the time of randomization are <55 or >74 years of age;

2. individuals currently undergoing treatment for cancer, excluding basal cell and
squamous cell skin cancer;

3. individuals with known prior cancer of the prostate, lung, colon, rectum, or ovary;

4. individuals with previous surgical removal of the entire prostate, one lung, or the
entire colon;

5. individuals who are participating in another cancer screening or cancer primary pre-
vention trial;

6. males who have taken Proscar (Finasteride) in the past 6 months;

7. males who have had more than one PSA blood test in the past 3 years;

8. individuals who have had a colonoscopy, sigmoidoscopy, or barium enema in the
past 3 years;

9. 9.individuals who are unwilling or unable to sign the consent form.

The intent of exclusion criteria 7 and 8 is to exclude individuals who might be undergoing the
screening tests being studied in this trial. These criteria were implemented on April 15, 1995
on the advice of the trial’s MAP in order to minimize contamination in the trial population.
During protocol deliberations, it was recognized that the level of contamination by partici-
pants already receiving one or more of the trial interventions was a very important parame-
ter about which there was considerable uncertainty. It was therefore decided to allow a more
open recruitment at the start so as to measure directly the contamination levels, with the
option of making adjustments in the main phase of the trial. That adjustment was made on
April 15, 1995 after data revealed that the level of PSA testing among trial participants was
nearly double that anticipated prior to the initiation of recruitment.

Prior to October 1996, women with previous surgical removal of both ovaries were excluded
from the trial. However, enrollment of women proved more difficult than for men, and the
MAP recommended that the trial enter all women, regardless of ovary status, in order to
increase enrollment of women and thereby enhance the trial’s ability to reach a valid scien-
tific conclusion regarding the colorectal and lung cancer endpoints. Thus, beginning in Octo-
ber 1996, women without ovaries were no longer excluded.

Consent

At the outset, each SC had the option of using one of two informed consent procedures. Pre-
randomization consent requires informed consent from participants before randomization
into the trial. It was believed that this consent, covering all aspects of participation including
screening and data collection, could lead to greater contamination, but could also lead to
greater compliance. Dual consent randomization consisted of an initial consent from all par-
ticipants for administration of the baseline questionnaire and follow-up for cancer incidence
and vital status. A second consent was then obtained only from participants randomized to
screening, the purpose of which was to obtain consent to conduct the screening tests. This
approach could reduce contamination, but could also lead to lowered compliance. Three of
the initial ten SCs chose the dual consent approach. However, after several years of recruit-
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ment, all centers were directed to switch to a single consent because the extra complexities
of the dual consent were impeding enrollment and compliance with screening.

A prototype consent form was designed using standard language across SCs describing the
randomized design of the trial, the obligations of the participants, the nature of the screening
tests being studied, and the potential risks and benefits of participation. Discomforts associ-
ated with the screening procedures were listed, including the possibility of discomfort from
the physical examination of the ovaries, the DRE, the sigmoidoscopic examination, and the
TVU. Risks mentioned included the very rare perforation of the bowel during sigmoidoscopy,
the very slight chance of a vaginal tear from the ultrasound probe, and the small amount of
radiation received as part of the chest x-ray. The possibility of local bruising or bleeding at
the puncture site of the blood draw was also noted. The consent form indicated that diagno-
sis (and treatment) of cancers detected in this trial might not prolong life and that the
screening tests might falsely suggest that a person has cancer. Consequently, some partici-
pants might suffer pain, anxiety, and expense that would not have occurred if the individuals
had never undergone the screening tests.

The consent form was reviewed and approved by the National Cancer Institute (NCI), the
National Institutes of Health (NIH) Office of Protection from Research Risks, and the U.S.
Office of Management and Budget. The prototype is part of the PLCO manual of operations
and procedures. Individualized versions, possibly involving minor revisions, were approved
by the Institutional Review Boards of each SC. Consent is also sought for use of biologic sam-
ples. Consent issues are discussed elsewhere in this supplement [121].

Randomization

Individuals who meet the eligibility criteria are randomized individually into intervention and
control arms. The randomization scheme uses blocks of random permutations of varying
lengths and is stratified by SC, gender, and age. Random assignment is implemented using
compiled software and encrypted files loaded on SC microcomputers. As each person is suc-
cessfully randomized into the trial, data including name, gender, date of birth, and study arm
are automatically stored in encrypted data tables. At the same time, a second protected set
of synchronized tables, stored on a backup device, are also updated. This device also carries
all of the randomization software. In the event that the system crashes, randomization can
be performed directly from the backup device linked to another computer.

Screening Procedures

Whenever possible, screening examinations are conducted in a central screening facility to
promote efficiency, accelerate the examination process, eliminate confusion and anxiety
among screenees, facilitate patient education, and enhance compliance. The goal is to com-
plete screens for all cancer sites within a 2-hour period for each screenee. The trial protocol
specifies examiner qualifications, experience, and training; equipment requirements; exami-
nation procedures; and definitions of positive tests. To enhance acceptability of the screening
process by screenees, the protocol recommends but does not require that technologists of
the same gender as the screenee perform digital rectal and sigmoidoscopic examinations, as
well as palpation and TVU examinations of the ovaries.

The blood draw for the PSA or CA125 test is usually performed first (for males blood is drawn
prior to the DRE) and includes the collection of up to 45 ml of blood. The specimens are cen-
trifuged, and the serum is separated from the clot and frozen within 2-4 hours of blood col-
lection. Samples are stored at -70°C or colder and shipped weekly overnight on dry ice to the
central laboratory (LAB) at UCLA for PSA or CA125 assay. Blood not used for the PSA or
CA125 test is stored in a central repository at -70°C for future research. The biorepository is
discussed in another paper in this supplement [122]. The LAB transmits assay results elec-
tronically to the SCs. A PSA result >4 ng/mL is considered positive, while a CA125 result >35
units/mL is considered positive.
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A postero-anterior chest x-ray is taken by a qualified technologist and interpreted by a radi-
ologist. The x-ray is taken using dedicated high-kV equipment (approximately 110-140 kV)
at a tube-to-film distance of 6-10 feet. A wide latitude film with a 12:1 standard grid or
higher is used. The exam is considered negative if evaluation reveals midline structure and
heart to be of normal size and not displaced or enlarged, and pulmonary parenchyma reveals
no abnormality suspicious for cancer. The exam is positive (suspicious) for lung cancer if
evaluation reveals any of the following pulmonary abnormalities: nodule, mass, hilar or
mediastinal lymph node enlargement, major atelectasis/lobar collapse, infiltrate/consolida-
tion/alveolar opacity, or pleural mass.

The DRE is performed by a qualified medical examiner. The participant may bend at the waist
over the end of the examination table, kneel in the knees-to-chest position, or lie in the lat-
eral decubitus position with knees pulled up to chest. The examiner applies a lubricated
gloved index finger at the 6 o’clock position to relax the sphincter and then introduces the
finger into the anal area to palpate the prostate. The examiner explores the anterior portion
of the rectal vault, i.e., the base, apex, and lateral lobes of the prostate. The exam is consid-
ered negative if the prostate is symmetric, soft, and non-nodular. The result is positive (sus-
picious) if there is nodularity or induration of the prostate gland or if the examiner judges the
prostate to be suspicious based on other criteria such as asymmetry or loss of anatomic
landmarks.

Preparation for the ovarian palpation examination requires the participant to empty her blad-
der within 30 minutes of the examination. The participant is placed in the dorsal recumbent
position, in stirrups and draped. The qualified examiner notes right and left adnexa and ova-
ries separately, and a rectovaginal examination is performed. The cervix is not visualized.
The examiner notes if there is blood on the glove after examination. The examiner is blinded
to the results of the TVU examination. Findings are considered negative if an adequate
examination is completed and no ovarian masses or other abnormalities are detected. For
obese participants with nonpalpable ovaries, the examination is considered negative. A posi-
tive (suspicious) result is defined as a palpable ovarian mass or cul-de-sac nodularity.

The TVU examination is performed prior to the flexible sigmoidoscopy. It is performed by a
qualified sonographer using a 5-7 MHz transvaginal probe. The sonographer images both the
left and right ovaries in the transverse and longitudinal planes. The examiner searches for no
less than 5 minutes per ovary for each ovary to ensure an adequate search for the ovaries;
however, if the iliac vessels are visualized and no ovaries are visualized, the examiner may
conclude the search for the ovaries. The examiner is blinded to the results of the ovarian pal-
pation examination.

Using calipers, the sonographer takes measurements on the image along the major and
minor axes in both transverse and longitudinal planes. A negative examination is one which
clearly defines the ovaries with no abnormalities found. If one or both ovaries cannot be
visualized, the examination is also considered negative, provided no other abnormalities are
found. The prolate ellipsoid formula (width x height x thickness x 0.523) is used to calculate
the volume of each ovary and/or cyst. A finding positive (suspicious) for ovarian cancer con-
sists of one or more of the following features: any ovary or cyst greater than 10 cc in vol-
ume, any solid area or papillary projection extending into the cavity of a cystic ovarian tumor
of any size, or any mixed (solid/cystic) component within a cystic ovarian tumor.

Sigmoidoscopy is performed by a qualified examiner using a 60-cm flexible sigmoidoscope.
Bowel preparation includes a Fleet enema, repeated once or twice if necessary, on the morn-
ing of the exam. A brief medical history is obtained before sigmoidoscopy, and vital signs are
measured before and after the procedure. After a DRE, the examiner introduces the lubri-
cated scope and visualizes the rectum and the colon as the scope is advanced. Air for infla-
tion or exposure is used at the discretion of the examiner. Once the scope is fully advanced,
the examiner withdraws the scope and visualizes the colon and the rectum as the scope is
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withdrawn. The examination is considered negative if the examiner is able to advance the
scope at least 50 cm, there is adequate bowel preparation, and no abnormalities are seen. A
finding that is positive (suspicious) for colorectal cancer or neoplastic lesion is defined as vis-
ible (or palpable from rectal exam) evidence of a mucosal abnormality including rectal nod-
ule(s), rectal and colon mass(es), or rectal and colon polyp(s).

The examination procedures used in this trial also identify benign abnormalities such as colon
diverticuli seen on flexible sigmoidoscopy or heart enlargement seen on chest x-ray. These
are reported to the participants and their physicians. Training and qualifications of the exam-
iners and documentation, reporting, and quality assurance procedures for each screening
test are described in detail in the relevant chapters of the trial’s manual of operations and
procedures. Details of the quality assurance procedures for the trial appear in another paper
in this supplement [123].

Rescreening Protocol

For individuals with negative screens, a scheduling and tracking procedure was implemented
at each SC to ensure regular attendance at repeat screens. A similar procedure was estab-
lished for individuals with findings that are considered suspicious or positive by screening,
but for whom subsequent diagnostic evaluations do not reveal a prostate, lung, colorectal, or
ovarian cancer.

Diagnostic and Therapeutic Follow-up

As described above, a major part of the PLCO trial protocol is an active screening interven-
tion aimed at achieving high compliance and high quality examinations. If participants are
found to have an abnormality suspicious for cancer on any one of the screening tests, they
are notified of their test results within about 3 weeks. These individuals are referred to a
physician of their choice for appropriate diagnostic workup and treatment. The directing role
of the SCs ceases after screening, communication of findings, and referral. The trial has no
direct control over diagnostic and therapeutic procedures.

The trial is designed to have adequate statistical power for detecting decreases in mortality
separately for each cancer site. Therefore, participants with positive screening tests must
undergo appropriate diagnostic and therapeutic procedures in order for the screening pro-
cess to produce an effect. An attempt was made to develop uniform diagnostic and treatment
protocols for each organ during the protocol development phase. However, after lengthy dis-
cussion it was decided that the trial could not dictate medical practice. In addition, by design,
the PLCO trial aims to measure the independent effects of screening and early cancer detec-
tion. The investigators wanted to avoid activities which might unfairly bias the type of cancer
therapy received by participants in the screened arm. For this reason, the investigators
decided not to promulgate treatment guidelines for participants with screen-detected can-
cers. Further, the funding agency could not pay for diagnostic and therapeutic procedures.
Thus, there are no PLCO-prescribed protocols for diagnosis and therapy.

Individuals with positive findings, or with symptoms not arising as a result of a PLCO-initi-
ated screening test, undergo diagnostic procedures determined within their own medical care
environment. If requested, referral physicians are provided with standard-of-practice guide-
lines for diagnostic procedures by the local PLCO SC. All sequelae to screening tests and/or
subsequent diagnostic procedures are identified and recorded. These include any morbid or
medical events potentially associated with a positive or negative screen or a diagnostic pro-
cedure subsequent to a positive screen. Individuals diagnosed with prostate, lung, colorectal,
or ovarian cancer as a result of a trial-initiated screening test are referred to qualified medi-
cal personnel for appropriate therapy. Treatment is expected to be in accordance with cur-
rent accepted practice for appropriate stage of disease, age, and medical condition of the
participant. Physicians are referred to published references such as those listed in the NIH’s
Physician’s Data Query (PDQ) system for treatment guidelines, if requested.
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Data pertaining to diagnosis and (at least initial) treatment of all PLCO cancers are collected
in both the screened and control arms of the trial to enable uniform staging and other prog-
nostic criteria to be applied. In addition, the SCs actively track participants with screening
test abnormalities and actively seek, collect, assemble, organize, and abstract medical
record information related to diagnostic follow-up and treatment. These data collection activ-
ities may, and probably do, stimulate contact with physicians and diagnostic follow-up
among intervention arm participants who have screening test abnormalities.

Endpoints

Cause-specific mortality for each of the PLCO cancers is the primary endpoint. In addition,
cancer incidence, stage shift, and case survival data will be collected and monitored as sec-
ondary endpoints to help understand and explain the results. Biologic and/or basic prognostic
characteristics of the cancers will be measured and correlated with mortality to determine
the mortality predictive value of these intermediate endpoints. Collection of endpoint data
will involve several processes to ensure as far as possible complete and unbiased ascertain-
ment of endpoints. These include both active and passive follow-up activities, as well as
cause of death review procedures.

All prevalent and incident PLCO cancers and all deaths which occur among participants dur-
ing the trial will be ascertained, primarily by means of an active follow-up process involving a
mailed annual study update (ASU) questionnaire. The ASU asks about type and date of can-
cer diagnosed in the previous year. This is accompanied by a follow-up locator form approxi-
mately every other year that updates the participant’s mailing address and personal
contacts. Participants who do not return the ASU are contacted by repeat mailing and/or
telephone. Compliance with the ASU is expected to be about 95%. SCs that are located in
regions having population-based cancer registries also make use of these resources for fol-
low-up.

The ASU activity will be supplemented by linkage to the National Death Index (NDI) to
enhance completeness of endpoint ascertainment. Each SC collects and retains the informa-
tion necessary to search the NDI files: name, social security number, and date of birth. Other
useful information is state of birth, last known state of residence, race, and marital status.
Procedures for and timing of NDI searches will be determined as the trial progresses.
Although one could expect substantially complete endpoint identification using the NDI, the
PLCO trial uses an active approach as the primary follow-up process in order to obtain more
timely information and to promote contact with participants so as to enhance acquiring con-
sent and clinical follow-up information should a participant develop cancer or die.

Underlying cause of death is determined for all participants who die during the trial. Since
the true underlying cause may not always be evident or accurately portrayed on the death
certificate, the trial will employ a death review process in order to assess cause of death in a
uniform and unbiased manner. Each SC collects and makes available for the death review
process all documents needed for ascertaining the underlying cause of death, including death
certificates, pathology and other medical forms, available autopsy reports, and pathology
slides as necessary. These documents will be reviewed by a panel of individuals with appro-
priate expertise who are not otherwise affiliated with the trial and who will be blinded as to
the randomized arm of the deceased participants [124].

Etiologic and Early Marker Studies

To support these objectives, the PLCO collects and archives (1) baseline and supplemental
demographic and risk factor information on all participants, and (2) specifically-processed
blood products and other tissue samples for molecular/genetic research. Serial, prospective
collection of biologic samples (serum, plasma, red blood cells, and buffy coat) from screened
participants will make future studies to evaluate new early detection markers of PLCO can-
cers inexpensive and rapid. It will also make possible molecular epidemiologic and etiologic
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risk assessment studies of the highest scientific quality. A full discussion of the biorepository
appears in a companion paper in this supplement [122].

Sample-Size Calculations

Sample size was calculated using the method suggested by Taylor [125], modified to allow
for arbitrary magnitude of screening impact, arbitrary sample-size ratio between screened
and control arms, and arbitrary levels of compliance in the screened and control arms. Let NC
be the number of individuals randomized to the control arm and NS be the number random-
ized to the screened arm, with NS = f NC, where f is a proportionality constant. For 0 < r < 1,
assume the trial is designed to detect a (1-r) x 100% reduction in the cumulative disease-
specific death rate over the duration of the trial. Also let PC be the proportion of individuals in
the control arm who comply with the usual-care protocol and PS be the proportion of individ-
uals in the screened group who comply with the screening protocol. The total number of dis-
ease-specific deaths needed for a one-sided α-level significance test with power 1-β is then

where Y is the duration of the trial from entry to end of follow-up in years and RC is the aver-
age annual disease-specific death rate in the control arm expressed in deaths per person per
year.

A one-sided hypothesis testing approach to sample-size calculation was employed based on
the nature of the question being addressed. The PLCO trial is intended to provide definitive
evidence of the effect of screening on cause-specific mortality compared to usual medical
care, analogous to phase III placebo-controlled trials in the therapeutic setting. The focal
question for each of the four cancers is whether screening reduces mortality. This is inher-
ently a one-sided research question, implying a one-sided design and analysis approach. The
question is not whether screening reduces or increases mortality. Determining whether
screening increases mortality is not an objective of this trial. Furthermore, if the screening
intervention has no effect or if it is harmful, the consequences in terms of a public health
decision are the same—screening is not recommended. This further dictates a one-sided
approach [126].

Table 3a: Cancer Mortality Rates per Person per Year (x 10-5) for Males, Estimated Using 
1983-1987 Data ProstateColorectalLung

Prostate Colorectal Lung
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a Rates for black males are very similar.
b Average rate for black males in age group 65-79 is about 13% higher. 

a Rates for black females in age group 65-79 are about 15% higher.
b Average rate for black females in age group 65-79 is about 20% lower.

The estimation procedure is illustrated for prostate cancer for white males. Prostate cancer
screening was the impetus for the trial and is the primary focus for sample-size calculations.
Similar calculations can be done for the other sites using the data in Table 3. This illustration
is based upon calculations done for the original design prior to the pilot phase, when the eli-
gible age range was 60-74 years and the trial duration was 10 years from randomization for
each participant.

Calculation of NC requires an estimate of RC. It was assumed that the trial would enroll equal
numbers of participants in each of three age strata: 60-64, 65-69, and 70-74 years. Because

Age White Males Black Males White Males a White Males b

50-54 3.5 11.1 20.8 88.4

55-59 11.5 31.9 39.6 165.4

60-64 30.4 80.4 64.6 252.6

65-69 71.1 174.1 104.4 367.6

70-74 137.8 332.3 156.1 470.2

75-79 244.8 515.7 216.0 543.9

80-84 402.8 838.7 296.0 555.0

85+ 606.3 937.1 378.6 441.3

Table 3b: Cancer Mortality Rates per Person per Year (x 10-5) for Females, Estimated Using 
1983-1987 Data

Ovarian Colorectal Lung

Age White Females Black Females White Femalesa White Femalesb

50-54 14.2 10.4 16.5 46.5

55-59 20.3 15.3 28.1 75.3

60-64 27.5 23.3 43.9 104.9

65-69 35.3 27.4 67.9 138.0

70-74 41.5 33.8 100.1 152.9

75-79 45.2 34.5 141.9 143.8

80-84 49.8 41.1 200.5 127.2

85+ 44.7 35.0 289.2 103.5

Table 3a: Cancer Mortality Rates per Person per Year (x 10-5) for Males, Estimated Using 
1983-1987 Data ProstateColorectalLung
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individuals recruited for screening trials are expected to be healthier than the general popu-
lation, the usual cancer mortality rate obtained from national or registry data will overesti-
mate the mortality rate of the participants, at least for the early part of the trial. Therefore,
for a 10-year prostate cancer screening trial with men entered between the ages of 60-74, it
was assumed that for the first 2 years the mortality rate in the control arm is 25% of the
usual rate, for the next 3 years it is 50% of the usual rate, and for the last 5 years it equals
the usual rate. The usual mortality rate was estimated by the unweighted average prostate
cancer mortality rate for men ages 65-79 years. This age range was used to adjust for aging
over the 10 years of the trial. The usual mortality rates from national data are shown in Table
3 [127]. The estimated rate for this example is RC = 103.763 x 10-5.

Results of sample-size calculations for the trial are given in Table 4. These calculations
assume a 10-year trial using a one-sided, 0.05-level test, PC=PS=1, and possible mortality
reductions as shown in a screened group compared to an equal-sized, usual care group
(f=1). The sample sizes are based on mortality rates for whites. Including blacks in the trial
does not substantially alter sample size. A sample size of 37,000 (rounded up from 36,221 in
Table 4) screened and 37,000 controls of each gender was chosen on the following basis. A
high power of at least 90% is mandatory to yield a meaningful negative result, should that
happen, and to achieve a high level of scientific validity because a trial of this magnitude
addressing these questions is not likely to be repeated. In addition, it was felt that for an
effect of prostate cancer screening to be of public health importance, it must be at least 20%
or greater, similarly for colorectal cancer screening. Given the magnitude of the lung cancer
problem, it was felt that a screening effect of 10% or greater would be very important. To
estimate whether a 20% effect for prostate cancer screening was realistic, two calculations
were performed. The first used plausible stage shifts due to screening and survival by stage
to project possible improved outcome for screen-detected cancers. The second used projec-
tions from a computer model [128]. Both gave mortality reduction estimates in the range of
25% with perfect compliance.

Power calculations are displayed in Table 5. With 37,000 men and women in each arm, the
trial has power of 91% to detect a 20% mortality reduction in prostate cancer mortality and
89% power to detect a 10% lung cancer mortality reduction. The power is nearly 90% to
detect a 15% colorectal cancer mortality reduction and 99% for a 20% effect. For ovarian
cancer, the power is nearly 90% to detect a 35% mortality reduction.

Table 4: Number of Participants Ages 60-74 at Entry Needed in Each Arm of the Trial
Mortality Reduction (%)

Mortality Reduction (%)

Site Power 10 20 30 35

Prostate 0.9 153,577 36,221  15,078
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It was recognized that compliance will not be perfect in either randomized group. Contamina-
tion or drop-in will occur in the control arm (PC < 1) and noncompliance or dropout is to be
anticipated in the screened arm (PS < 1). The target mortality reductions of 20% for prostate
and colorectal cancers and 10% for lung cancer are therefore to be interpreted as effects
which the trial seeks to detect in the presence of whatever noncompliance and contamination
exist in the populations. This implies that if there were perfect compliance, the mortality
reductions would be greater since they would not be diminished by noncompliance.

One can assess the relationship between true effect size and level of noncompliance during
the screening period by examining Table 6, which shows what the mortality reductions with
perfect compliance would have to be in order to realize a 20% mortality reduction for various
levels of noncompliance in the screened and control groups. For example, if 90% of partici-
pants in the screened group undergo a PSA test (PS = 0.9) while 20% of controls are so
screened (PC = 0.8), then the prostate cancer mortality reduction from such screening would
have to be 27% with perfect compliance for there to be a 20% effect in the presence of non-
compliance. The 27% figure corresponds very closely to the modeling estimate. Thus, com-
pliance of at least 90% and contamination of no greater than 20% for prostate cancer
screening, particularly with PSA, were chosen as the target values for these parameters.

(males) 0.8 110,906 26,182  10,920

Lung 0.9 76,721 18,095

(males and females) 0.8 55,404 13,080

Colorectum 0.9 177,208 41,794  17,397

(males and females) 0.8 127,971 30,211  12,600

Ovary 0.9 134,697 56,069  39,733

(females) 0.8 97,365 40,606  28,817

Table 5: Power by Percent Reduction in Mortality with 37,000 Men and 37,000 Women in 
Each Arm Mortality Reduction (%)

Mortality Reduction (%)

Site Gender 5 10 15 20 25 30 35

Prostate male  --  -- 0.71 0.91 0.98  --  --

Lung both genders 0.41 0.89 0.997  --  --  --  --

female 0.17 0.41 0.69  --  --  --  --

male 0.34 0.81 0.985  --  --  --  --

Colon/rectum both genders  --  -- 0.89 0.99 0.999  --  --

female  --  -- 0.56 0.79 0.93  --  --

male  --  -- 0.72 0.92 0.99  --  --

Ovary female  --  --  -- 0.45 0.62 0.77 0.88

Table 4: Number of Participants Ages 60-74 at Entry Needed in Each Arm of the Trial
Mortality Reduction (%)
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Inquiries into potential screening compliance and screening contamination for the four cancer
sites being studied in this trial indicated that the ranges of reasonable target values at the
time of initiation of recruitment were as shown in Table 7. In addition to direct contact with
health maintenance organizations and existing SCs, published data from the 1987 National
Health Interview Survey were used to gauge these effects [129, 130]. These numbers were
necessarily somewhat subjective. Additional estimates were obtained directly from the trial
population during the pilot phase, and further assessment will occur as the trial progresses,
possibly leading to sample-size adjustment.

In the context of these levels of contamination and compliance, the required true levels of
mortality effect (effect size) with perfect compliance are, approximately, lung 20%, colon
25%, and prostate  25%. There requirements are consistent with expected effects based on
modeling efforts [74, 75, 103].

Regarding the ovarian cancer objectives of this trial, if the mortality reduction from screening
for ovarian cancer were 35%, this design would have almost a 90% power to demonstrate

Table 6: Percent Mortality Reduction Required When Compliance Is 100% in Both Groups, 
Based on a Mortality Reduction of 20% in the Presence of Noncompliance, as a 
Function of PS and PC

Compliance 
in the Control 
Group
(Pc)

Compliance in the Screened Group (PS )

0.5 0.6 0.7 0.8 0.9 1.0

0.5 -- 100 67 50 40 33

0.6 90 71 53 42 34 29

0.7 77 56 43 36 30 26

0.8 59 45 37 31 27 24

0.9 48 39 32 28 24 22

1.0 40 33 29 25 22 20

Table 7: Design Comtamination and Compliance Ranges Projected by Modality

Compliance Contamination

Digital rectal exam > 90% < 20%

Prostate-specific antigen > 90% < 20%

CA125 > 90% < 10%

Ovarian palpation > 85% < 10%

Transvaginal ultrasound > 85% < 10%

Sigmoidoscopy > 85% < 15%

Chest x-ray > 85% < 40%
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this effect. However, if the mortality effect were only 25%, 84,000 screened women and an
equal number of controls would be required to achieve 90% power. Thus, the ovarian com-
ponent of this trial is to be viewed as a two-step process. Near the end of the screening
phase of the trial, sufficient cases of ovarian cancer should accrue to provide good estimates
of sensitivity for each screening modality. Specificity and predictive value can also be esti-
mated. If as a result any one or combination of the tests appears sufficiently promising to
justify a full mortality study, the female population base of this trial could be supplemented
or a meta-analysis of data from this trial and other relevant studies could be done to increase
power.

As noted above, in January 1996 the lower age limit for trial participation was reduced from
60 to 55 years. Given the lower mortality rates in the 55-59 age stratum, this would ordi-
narily imply the need for an increase in the sample size. However, this protocol change took
place after the April 1995 eligibility criterion change, also noted above, to exclude men who
had prior repeat PSA screening, thereby reducing the contamination level. Sample-size esti-
mates for prostate cancer screening for the age range 55-74 years are shown in Table 8. For
compliance of 90% and a revised estimate of contamination of 10-15%, a sample of 37,000
men (and therefore 37,000 women) in each trial arm is still appropriate. A similar conclusion
holds for the other cancer sites as well. As mentioned, this estimate is monitored regularly
during the enrollment phase of the trial to determine if adjustment is required.

Based upon the monitoring of design parameters, further protocol modifications were
adopted in December 1998. These were to change from a 3-year to a 5-year interval for flex-
ible sigmoidoscopy for individuals who had not yet had their second exam, and at the same
time add year 4 and 5 PSA and CA125 tests. Also, the remaining third annual chest x-ray
exams are offered only to current or former smokers, and follow-up is extended 3 years, so
that all participants will be followed at least 13 years from randomization. A final change was
that the ovarian palpation exam, which had been part of the original protocol, was elimi-
nated.

The interval between flexible sigmoidoscopy was lengthened to coincide with recommenda-
tions in the community and based upon preliminary information suggesting that sigmoidos-
copy at 3 years finds polyps, but very few are likely to be of any significance. A delay of 2
years was expected to yield more polyps and cancers, leading to a greater potential for mor-
tality reduction. The addition of 2 extra years of PSA and CA125 blood tests and at least 3
additional years of follow-up were adopted to provide assurance of sufficient screening effect
and statistical power in the event that initial design assumptions were incorrect. The final
round of chest x-ray testing for individuals who never smoked was eliminated because of the
very low yield of this exam. Finally, the ovarian palpation exam was deleted because of very
low yield and the fact that a very high proportion of women participating in the trial regularly
underwent pelvic examination, thereby diluting any possible effect of the palpation exam.

Data Reporting

Table 8: Number of Males Required in Each Arm to Achieve 90% Power with Age at Entry 
Range 55-74, as a Function of PS and PC

PS

PC 0.85 0.90 0.95

0.80 53,057 45,338 39,134

0.85 46,087 39,787 34,650

0.90 40,440 35,225 30,918
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The data management system for the trial has the following operational requirements: ability
for the NCI and the CC to access SCs remotely, synchronization of databases on multiple
platforms, preparation of high quality analysis datasets, secure backup and archiving of data,
and robust configuration management. Data are exchanged via a distributed data entry sys-
tem and are transmitted among collaborators via common carrier service using modems,
with transmission to the NIH mainframe on a regular basis. A detailed description of the sys-
tem is provided in a companion manuscript in this supplement [131].

Various forms were developed for collection of information in this trial. Included are eligibility
and consent forms, male and female versions of the baseline questionnaire, a dietary ques-
tionnaire, examination forms for each screening procedure, diagnostic evaluation and treat-
ment forms, and a questionnaire for regular follow-up of participants. Additional forms are
developed as needed as the trial progresses. Most forms are scanned into the data system.
All trial forms are catalogued in the trial’s manual of operations and procedures.

Pertinent data items include but are not necessarily restricted to the following:

1. participant trial identification number;

2. participant demographic and risk factor information;

3. participant randomized group, date of birth, and date of entry into the trial;

4. date and result of each screening test for each screened group participant;

5. sufficient information regarding diagnostic procedures performed as a result of a
positive or suspicious screening test to allow determination of whether a cancer was
or was not diagnosed as a result of screening;

6. for all screening tests, detailed physical findings and any complications or morbid
events possibly associated with the test, and description of any diagnostic proce-
dures subsequent to a positive test;

7. for every PLCO cancer diagnosed during the trial in both randomized groups, date of
diagnosis, histology and stage at diagnosis, and initial therapy;

8. for every death which occurs during the trial in both randomized groups, date of
death and cause of death as noted on the death certificate, coded using the ICD-9-
CM classification.

Data Analysis Plan

Analytical methods used will include standard descriptive statistics and techniques such as
regression, analysis of variance and covariance, analysis of rates and proportions, contin-
gency table methods, and analysis of survival data. New methods of analysis or modeling will
be developed and applied as needed.

Topics addressed in the pilot phase included recruitment progress and problems, evaluation
of randomization and the delivery of screening, participant follow-up, compliance, contami-
nation, assessment of quality assurance practices, evaluation of the distributed data entry
system, evaluation of data forms processing and information flow, and operation of the
biorepository. Intra- and intercenter comparisons in the above mentioned areas are con-
ducted using descriptive statistics to monitor progress and practices. Compliance and con-
tamination are examined, and quality assurance is monitored using summary statistics on
screening results and comparing screening exams with quality assurance exams.

Topics to be addressed in the main phase include the following:
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1. quality assurance, recruitment, delivery of screening, follow-up, compliance, con-
tamination, and information system evaluation—all continued from the pilot phase;

2. characteristics of the enrolled population;

3. determination of screening test operating characteristics including sensitivity, speci-
ficity, and predictive value;

4. prevalence and incidence;

5. characteristics of the four PLCO cancers including stage, histology, survival, prog-
nostic variables, and interval versus screen-detected cases;

6. .lead-time estimation and modeling;

7. incidence rates of interval cancers and advanced stage disease;

8. cause-specific and all-cause mortality;

9. therapy of cancer cases;

10. complications of interventions;

11. surrogate endpoints;

12. cost variables;

13. quality of life.

Each of these areas will be examined for the trial overall, and variability among SCs will be
investigated. Cancer site-specific mortality rates for each of the four PLCO cancers will be
calculated and compared between the screened arm and the control arm on an intent-to-
treat basis as the primary analyses in this trial. These mortality rates are calculated as the
number of cause-specific deaths per 1000 person-years at risk among all individuals ran-
domized to a given arm of the trial. In addition, the death rates from other causes and total
mortality will be scrutinized to assess the comparability of the randomized populations. The
rates will be calculated from time of entry, yearly and cumulatively, by age group at entry
and for all ages combined, and by gender and for both genders combined where appropriate.
These rates will be compared using Poisson tests, Poisson regression analysis, and the log-
rank test. Stratification will be taken into account. Since it is likely that the mortality or haz-
ard rates in the screened and control arms of this trial will not be proportional throughout the
trial, statistical methods which apply to this situation will also be considered.

Sensitivity, specificity, and predictive value will be estimated for each screening test and test
combination for each cancer site for each screen. After the completion of screening, overall
estimation of these parameters will be undertaken. In addition to the standard calculation of
sensitivity as the ratio of screen-detected cases to all cases found through some interval
after a screen, usually 1 year, a second method will be employed which uses the proportion
of expected incidence in time periods after a negative screen [132]. Prevalence will be calcu-
lated as the number of cancers detected per 1000 individuals screened on the first screen for
each cancer site and SC, and pooled to indicate overall prevalence. Incidence will be similarly
calculated as the number of cancers per 1000 person-years at risk. Incidence rates will be
calculated yearly and cumulatively over the course of the trial. The ratio of prevalence to
incidence will be used as an estimate of the mean duration of preclinical disease.
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For cancer case characteristics such as stage and histology that carry prognostic implica-
tions, the distribution of each characteristic will be calculated for each cancer site among
usual care group cases, all screened group cases, screen-detected cases, and interval cases.
The distributions can be compared using chi-square tests. Survival distributions will also be
calculated for the same subsets of cancer cases using the Kaplan-Meier method and com-
pared using the log-rank test and Cox proportional hazards regression methods. These distri-
butions will be calculated cumulatively through each successive year of the trial to assess
whether there is some suggestion of screening benefit. However, these intermediate end-
points cannot be relied upon for definitive evaluation because they are subject to lead-time
and length biases.

Estimation of lead time is important as an intermediate indicator of the early detection capa-
bility of the screening procedures in the trial. Average lead time will initially be estimated
using the prevalence-to-incidence ratio under the assumption of an exponential distribution
of preclinical duration. After screening has been completed, other modeling approaches will
be employed. These include the Day-Walter model [133, 134], which allows estimation of the
lead-time distribution, and newer approaches that examine differences in long-term case
survival rates to estimate mean lead time [135, 136].

The specific therapy used for each PLCO cancer will be collected in the screened and control
populations within each disease stage. These data will be examined to assess whether, within
each stage of disease, therapy is comparable between randomized groups in order to elimi-
nate any confounding effect of therapy in assessing the impact of the screening protocol.
Treatment distributions can be compared using chi-square procedures. In addition, there will
be consideration of alternative endpoints which can act as a surrogate for mortality, but
which can be ascertained sooner, perhaps at reduced cost. Possible surrogates include
advanced stage rate [137], functions of stage or other cancer case characteristics, or func-
tions of lead time.

Complications of the screening, diagnostic, and treatment procedures administered to trial
participants will be monitored. These include any medical complications or risks and any
mortality potentially related to trial procedures, particularly the more-invasive procedures
such as colonoscopy or laparotomy which might follow a positive colorectal screen or ovarian
screen, respectively. These will be examined for each cancer site and each SC at least for
each month up to 1 year after a screening episode. Cancer incidence will also be tracked
carefully to alert the investigators to the possibility of substantial overdiagnosis of one of the
cancers being studied. This is thought to be a problem particularly for prostate cancer.
Guidelines for termination in the event of adverse effects of the screening process will also be
developed by the MAP.

Sequential monitoring will be an integral part of this trial and will be conducted separately for
each PLCO cancer site. Statistical monitoring guidelines have been established by the trial
investigators and the MAP to use in periodic examinations of the emerging data from the trial
to decide on continuation or termination. Beginning in study year 9, the accruing mortality
data and secondary endpoints will be examined annually by the MAP, which will determine if
and when a protocol change is warranted that would result in an early decision about screen-
ing for one or more of the cancer sites. The data will be analyzed in two ways—one address-
ing the prospect of termination due to a significantly large effect, and one focusing on early
termination due to a negligible effect. For early termination with a large effect, a variant of
the O’Brien-Fleming boundary arising from Method 1 of Lan and DeMets [138] will be used.
The test statistic will be a weighted log-rank statistic with weights linear in cumulative mor-
tality. Choice of this combination of boundary and weights was based on power computation
conducted using simulation methods. For early termination with a negligible effect, the sto-
chastic curtailment procedure on Lin, Yao, and Ying [139] will be implemented. This proce-
dure makes allowance for nonproportional hazards, frequently encountered in a screening
trial.
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DISCUSSION

The PLCO trial represents a major commitment of resources and personnel designed to eval-
uate early detection procedures that have great potential to reduce the burden of cancer in
the population of the United States as well as other countries. The four cancers targeted for
intervention are among the major sources of cancer incidence and mortality in the United
States in the targeted age group. Within the constraints of the design assumptions, the sam-
ple size is sufficient to ensure scientifically valid assessment of the impact of the screening
tests on cause-specific mortality. In addition, the trial will investigate secondary endpoints
and disease natural history questions, and will provide data that can be used to address rela-
tionships among costs, risks, and benefits.

The screening tests being examined in this trial have been in use for many years, if not
decades, but until now none has been rigorously evaluated in a proper scientific trial. The
prospective randomized design was chosen for this undertaking because of the uncertainty in
interpretation of observational studies of cancer screening due to selection bias and the diffi-
culty in understanding the reasons for changes over time in population cancer rates. Further-
more, it was decided to assess intervention for four cancers in one trial to take advantage of
the cost savings achieved by having one administrative structure and one CC, as well as to
mimic to some extent the multiphasic nature of screening in the community.

The PLCO timetable calls for recruitment to be completed in the year 2001 with follow-up
continuing for another 13 years. The accruing data will be monitored on a regular basis, so
that any findings on the main mortality outcome endpoints which occur sooner can be
reported promptly. For any of the four cancer sites being studied, if the findings are positive,
the trial will provide a quantitative estimate of the effect which will be used in cost-effective-
ness planning for public health purposes. Negative findings will provide scientific evidence for
abandoning a test and shifting resources elsewhere.
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APPENDIX F:  PRINCIPAL INVESTIGATORS FROM 
THE 10 SCREENING CENTERS
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11
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G-17-1

List of Common Abbreviations



ABBREVIATIONS

The following is a list of commonly used abbreviations in the Manual of Operations and Proce-
dures:

Abbreviation Form Name

ACC All Cancer Confirmation

BIO Biorepository

BRS Biorepository System

BSI II Biorepository Report Generation System

BUC Buccal Cell Sample

CC Coordinating Center

CCODE Cancer Code

CIT Center for Information Technology

CTR Certified Tumor Registrar

DCEG Division of Cancer Etiology and Genetics (NCI)

DCRT Division of Research and Technology

DEES Data Entry and Editing System

DIF Data Investigation Form

DRC Death Review Committee

DRP Death Review Process

ESC Etiologic Studies Consent

FCM Final Complete

FDISP Final Disposition

FIC Final Incomplete

FTD Follow-up to DIF

HCFA Health Care Financing Administration

ICD-9-CM International Classification of Diseases, 9th Edition, Clinical Modification

ICD-O-2 International Classification of Diseases, Oncology

ICM Interim Complete

ID Identification Number

IRB Institutional Review Board

MAP Monitoring and Advisory Panel

MBR Medical Background Report

MRA Medical Record Abstract

NAME Participant Name Table
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The following is a list of abbreviations for PLCO Screening Trial forms

NON-OPSCAN FORMS

NCI National Cancer Institute

NCS National Computer Systems

NDI National Death Index

NPL National Processing Laboratory

OFR Open Forms Report

OTH Other

PCC Protocol Changes Consent

PHY Physician

PID Participant Identification Number

PIF Problem Investigation Form

PLCO Prostate, Lung, Colorectal and Ovarian

POR Participant Overview Report

PV Protocol Violation

REL Relative

SC Screening Center

SCF Screening Consent Form

SCRF Software Change Request Form

SMS Study Management System

STRR Screening Test Results Report

SY Study Year

VS Vital Status

WOC Westat Online Change

Abbreviation Form Name

ADR Additional Documentation Request (Form)

ASU Annual Study Update

ATF Administrative Tracking Form

BLF Baseline Locator Form

CAN Record of Credentials, Medical Record Abstractor and Nosologist Registration 
Form

CCF Comments Continuation Form

DCF Death Certification Verification Form

Abbreviation Form Name
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OPSCAN FORMS

DDS Death Documentation Sheet

DPI Death Review Principal Investigator (Form)

ECT Record of Experience, Credentials and Training

ES Eligibility Screener

EVF Eligibility Verification Form

FLF Follow-up Locator Form 

HOM History of Malignancy (Form)

HSM Health Status Questionnaire – Male

HSQ Health Status Questionnaire

HSW Health Status Questionnaire - Female

MDF Missing Data Form

NRF Nonresponse Form

PCR Participant Control Record

RAE Report of Adverse Events for NIH-Sponsored Clinical Trials

Abbreviation Form Name

BCF(3) Blood Collection Form

BCF(3) Vanguard Blood Collection Form - Vanguard Participants

BFF(2) T4/T5 Blood Collection Form

BQF (3) Baseline Questionnaire - Female

BQM(3) Baseline Questionnaire - Male

CDQ Cause of Death Questionnaire

DEC(3)/DCQ(3) Diagnostic Evaluation – Colon/ Diagnostic - Colon - QA

DEL(3)/DLQ(3) Diagnostic Evaluation – Lung/ Diagnostic - Lung - QA

DEO(3)/DOQ(3) Diagnostic Evaluation – Ovary/ Diagnostic - Ovary - QA

DEP(3)/DPQ(3) Diagnostic Evaluation – Prostate/ Diagnostic - Prostate - QA

DHQ Diet History Questionnaire

DQX Dietary Questionnaire 

DRE(2) Digital Rectal Screening Examination of the Prostate Form

DRQ(2) Digital Rectal Screening Examination of the Prostate for Quality Assur-
ance Form

DSS(3) Diagnostic/Staging Procedures Supplement

FSG(2) Flexible Sigmoidoscopy Screening Examination Form

Abbreviation Form Name
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DISCONTINUED FORMS

FSQ(2) Flexible Sigmoidoscopy Screening Examination for Quality Assurance 
Form

OCF/OCQ Other Cancer Confirmation Form/Other Cancer Confirmation Form QA

TIC(2)/TCQ(2) Treatment Information – Colon/Treatment – Colon-QA

TIL(2)/TLQ(2) Treatment Information - Lung/Treatment – Lung-QA

TIO(2)/TDQ(2) Treatment Information – Ovary/Treatment – Ovary-QA

TIP(2)/TPQ(2) Treatment Information - Prostate/Treatment – Prostate-QA

TVQ(2) Transvaginal Ultrasound Screening Examination for Quality Assurance 
Form

TVU(2) Transvaginal Ultrasound Screening Examination Form

XRQ(2) Chest X-Ray Screening Examination for Quality Assurance Form

XRY(2) Chest X-Ray Screening Examination Form

Abbreviation Form Name

AER Adverse Experience Form

OVR(2) Ovarian Palpation Screening Examination Form

OVQ(2) Ovarian Palpation Screening Examination for Quality Assurance Form

PSH Periodic Survey of Health

SCF Screening Consent Form

TCQ Treatment Colorectal - QA

TLQ Treatment Lung - QA

TOQ Treatment Ovary - QA

TPQ Treatment Prostate - QA

Abbreviation Form Name
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STAFF POSITIONS - SCREENING EXAMINATIONS

Position Abbreviation Definition

BLD Phlebotomist BLD Phl Draws Blood

BLD Processor BLD Pro Processes Blood

BLD Trainer/Supervisor BLD T Trains/Supervises Phlebotomists and Processors

DRE Examiner DRE E Examiner - performs DRE exams

DRE Trainer/Supervi-
sor

DRE T Physician - trains/supervises DRE examiners

DRE QA Examiner DRE QA Examiner or Physician - performs DRE exams for 
QA purposes

FSG Examiner FSG E Examiner - performs FSG exams

FSG Trainer/Supervisor FSG T Physician - trains/supervises FSG examiners

FSG QA Examiner FSG QA Physician - performs FSG exams for QA purposes

OVR Examiner OVR E Examiner - performs OVR exams

OVR Trainer/Supervi-
sor

OVR T Physician - trains/supervises OVR examiners

OVR QA Examiner OVR QA Physician - performs OVR exams for QA pur-
poses

TVU Examiner TVU E Sonographer or Physician - performs exam

TVU Interpreter TVU I Sonographer or Physician - interprets film

TVU Trainer/Supervisor TVU T Trainer/Supervisor for sonographers

TVU QA Examiner TVU QA Sonographer or Physician -performs/interprets 
exams for QA purposes

XRY Examiner XRY E Radiologic Technician - takes films

XRY Interpreter XRY I Radiologist - interprets films

XRY Trainer/Supervisor XRY T Supervisor for Radiologic Technicians

XRY QA Examiner XRY QA Radiologist - interprets films for QA purposes
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ANSWERS TO PARTICIPANT QUESTIONS

Participation:

1. Why should I participate?

The trial is designed to determine whether screening tests are useful in detecting
prostate, lung, colorectal and ovarian cancers at an early stage, and as a result, in
reducing the number of deaths from these cancers. In order to answer these ques-
tions, the participation of many people in your community is important. By participat-
ing, you can help determine if these tests will reduce cancer deaths.

2. Why should I participate if I don't get the screening tests?

By participating you will make an important contribution to this research. Lung and
colorectal cancers account for 46% of cancer deaths in males and 34% of cancer
deaths in females. The prostate is the third major site associated with cancer deaths
in men accounting for 11% of cancer deaths; in females ovarian cancer has accounted
for 5% of cancer deaths. All participants have an equal chance of being in either the
screened group or the control group. To determine the effect of the screening tests, it
is important to compare the participants who receive the screening tests according to
the study protocol, with a very similar group of study participants who follow their
normal health care routine.

3. Why do I have to fill out so many forms/answer so many questions?

The trial is designed to determine whether screening tests are useful in detecting
prostate, lung, colorectal and ovarian cancers at an early stage, and as a result, in
reducing the number of deaths from these cancers. In order to answer these research
questions, we need to have certain information about your health on a yearly basis
from everyone who participates. If you need some help in answering the questions or
filling out the form(s), please call [SC Coordinator or designee]. S/he will be happy to
help you complete the form(s).

4. What other hospitals are in the study?

The PLCO Cancer Screening Trial is being conducted at ten medical centers:

• University of Colorado Health Sciences Center

• Georgetown University Medical Center, Lombardi Cancer Research Center

• Pacific Health Research Institute

• Henry Ford Health System

• University of Minnesota School of Public Health/Virginia L. Piper Cancer Institute

• Washington University School of Medicine

• University of Pittsburgh Cancer Institute

• University of Utah School of Medicine

• Marshfield Medical Research and Education Foundation

• University of Alabama at Birmingham

5. I had a bad experience with the hospital/the government lately, why should
I help them?

I'm sorry that your experience was a bad one. However, this is a special research
effort, a controlled trial sponsored by the National Cancer Institute. We are committed
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to making your participation in the study a positive experience. By participating in the
study you are helping us to learn more about the effectiveness of the screening tests
in detecting certain cancers at an early stage and whether early detection will reduce
the mortality from these cancers.

6. How will I benefit from the study?

If the study shows that these screening tests are effective, then screening for these
cancers will become common practice in the future. If this study shows that these
screening tests do not decrease the chances of dying of these cancers, doctors will
know not to use them, saving you and others unnecessary inconvenience and
expense.

Eligibility:

1. Am I eligible to participate in this study even though I have _________
(another serious medical problem which is not an exclusion criteria)?

If the medical problem would not interfere with your ability to fill out the required
questionnaires, [if in screened group] participate in the screening tests and if it was
acceptable to your physician and to [PI] here at [SC] who is directing the study, you
would be eligible to participate.

2. If I have ___________ (symptom) am I still eligible for the study?

[If a potential participant reports a symptom s/he should be advised to make an
appointment with a physician so that they symptom can be evaluated. The potential
participant should be asked to contact the SC after the medical evaluation so that eli-
gibility can be determined. The SC Coordinator could consider keeping a list of such
individuals and contacting them after several weeks have passed to inquire about the
outcome of the physician visit and if appropriate, encourage them to participate.]

3. If I recently had __________ (screening exam), am I still eligible for the
study?

[If the screening examination was a PSA blood test, a sigmoidoscopy, colonoscopy or
barium enema, then explain to the potential participant that s/he is not eligible for the
trial. If it was some other test, the Coordinator might ask what the result was, and if
normal s/he is eligible. If result was abnormal and s/he is currently undergoing diag-
nostic work up, s/he should contact the SC when results of work up are known.]

4. I'm (54 years old/75 years old) why can't I be in the trial?

The burden of disease is much lower among people less than 55 years of age. The age
range 55 to 74 years of age was selected to include high risk groups for PLCO can-
cers. Please contact us when you reach your 55th birthday.

Screening:

1. Who will be conducting these tests? Are they qualified?

The tests will be conducted by qualified hospital/clinic staff: doctors, nurses, x-ray
technicians and sonographers.

2. Is the blood draw/digital rectal exam/flexible sigmoidoscopy/transvaginal
ultrasound painful?

The _________ is usually well tolerated but may cause mild discomfort. The doctor/
nurse/technician will tell you exactly what to expect during the examination/proce-
dure.

3. Will you screen my husband/relative/friend?
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If your husband/relative/friend is interested in participating in the trial, s/he should
call the recruitment coordinator [appropriate person at SC] to determine if s/he is eli-
gible. Remember, an eligible participant has an equal chance of being assigned to
either the screened group or the control group. If assigned to the screened group,
your husband/relative/friend would receive the screening tests; if assigned to the
control group, your husband/relative/friend would not receive the screening tests.

Results:

1. If my test results are abnormal, does that mean I have cancer?

An abnormal screening test result usually means that further testing is needed. A
screening test is not intended to diagnose a disease. Some abnormal test results will
be harmless conditions or conditions other than cancer which may or may not require
treatment. All participants with test results which are suspicious for cancer will be
referred to their doctor for diagnostic evaluation.

2. I don't have a doctor. Who will get my test results?

All test results will be sent to you and to the physician of your choice. If you do not
have a doctor and you have an abnormal test result, we will be happy to refer you to
a doctor here at [SC associated hospital].

3. Can I have the results of my test?

[If in a screened group: During the four years of screening, your test results will be
sent to you within three weeks.] This study has been planned to continue for approx-
imately 16 years, so the final results of the entire study will not be known until after
that time.

At various times during the study, a variety of reports will be published. It is possible
that some of these findings will be reported by your local newspaper. As the study
progresses, you may request an address to write to for a copy of any published
reports.

4. If something abnormal is found, do I have to go to a doctor here, or can I go
to my own doctor?

You may go to the doctor of your choice. All test results will be sent to your doctor. If
you would like to be referred to a doctor here at [SC], we will be happy to give you a
referral list of recommended doctors.

5. Who will see the results of my tests?

You and the physician of your choice will be notified as to whether the results of your
tests are normal or abnormal. Results will be seen by certain study personnel. All
study personnel must conform to the hospital and federal regulations regarding confi-
dentiality and must keep confidential all information provided by study participants.

6. If I have a cancer detected in this study, will I continue to actively partici-
pate in the screening examinations?

If the cancer is of the prostate, lung, colorectum or ovary, you would not actively par-
ticipate in the screening test for the affected organ. As long as it was acceptable to
you and your physician, you could actively participate in the other screening tests.

Follow-Up:

1. What if I detect/my physician detects a health problem between screening
visits?
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Screening tests are not intended to be a substitute for your usual health care. If you
detect a health problem, inform your physician and make an appointment to have the
problem evaluated. If you do not have a physician and would like us to refer you to a
physician, just call [appropriate person at SC] and we will be happy to give you the
names of recommended physicians/follow the recommendation of your physician for
evaluation of the problem.

2. Will you recommend specific diagnostic examinations if abnormalities are
detected on the screening exams?

Although we will not recommend specific diagnostic examinations, we will be happy to
assist you in any way possible to obtain the best medical care. The screening center
will send a letter notifying you and your physician to the results of the examinations.
When abnormalities are detected, the letter states that we recommend that you make
an appointment to discuss these findings with your physician. Your physician may rec-
ommend specific diagnostic examinations or refer you to a specialist who can evaluate
the abnormality found on the screening examination.

If you do not have a primary care physician and would like us [SC] to provide you
with a list of recommended physicians, we will be happy to do so.

3. If my screening exams detect abnormalities, will you recommend specific
doctors, if I ask, to perform a diagnostic work up?

If the screening exams detect abnormalities and you would like us [SC] to give you a
list of recommended physicians, we will be happy to do so.

4. Will the screening center recommend specific surgeons if I ask?

If you would like us [SC] to give you a list of recommended surgeons, we will be
happy to do so.

General Questions About Cancer:

1. What can I do to lower my risk of _________ cancer?

The [Health Education/Risk Reduction/________ Clinic here at SC\Cancer Information
Service of the National Cancer Institute at 1-800-4-CANCER] has/have information
about what you can do to lower your risk of cancer. I'll be glad to tell you how to con-
tact them.

2. If I have already been diagnosed with _________ cancer, do I have an
increased risk of developing other types of cancer?

I'll be happy to make an appointment [give you the telephone number] so you can/to
speak with __________ here at [SC associated medical center] who is very knowl-
edgeable in this area, and can answer your questions. Or you can call 1-800-4-CAN-
CER, the Cancer Information Service of the National Cancer Institute and speak with a
Cancer Information Specialist who can answer your questions.

3. Do you have additional information on _________ cancer?

I'll be happy to [give you the telephone number so you can/to speak with _______
here at [SC associated medical center] who is very knowledgeable in this area and
can answer your questions. Or you can call 1-800-4-CANCER, the Cancer Information
Service of the National Cancer Institute and speak with a Cancer Information Special-
ist who can answer your questions.

4. My relative had ________ cancer. Does that mean I'll get it too?
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Factors that are associated with an increased likelihood of developing a disease or
condition, such as heart disease, obesity or cancer are called risk factors. For some
cancers, having a close relative with that cancer is considered a risk factor and is
believed to increase the risk. However, having an increased risk for a cancer does not
mean that the person will get that cancer.

If you'd like me to, I'll be happy to make an appointment [give you the telephone
number] so you can/to speak with _________ here at SC [associated medical center]
who is very knowledgeable in this area and can answer your questions. Or you can
call 1-800-4-CANCER, the Cancer Information Service of the National Cancer Institute
and speak with a Cancer Information Specialist who can answer your questions.

5. There's a lot of cancer in my family, that worries me.

For some cancers, having a close relative with one of those cancers is believed to
increase the likelihood that other relatives will get that cancer. However, having an
increased risk for a cancer does not mean that the person will get that cancer.

If you like, I'll be happy to make an appointment [give you the telephone number] so
you can speak with ______ here at [SC associated medical center] who is very knowl-
edgeable in this area and can answer your questions. Or you can call 1-800-4-CAN-
CER, the Cancer Information Service of the National Cancer Institute and speak with a
Cancer Information Specialist who can answer your questions.

6. My relative was recently diagnosed with _______ cancer. I wonder if s/he's
getting the right treatment?

I'll be happy to make an appointment [give you the telephone number] so you can
speak with ________ here at [SC associated medical center] who is very knowledge-
able in this area and can answer your questions. Or you can call 1-800-4-CANCER,
the Cancer Information Service of the National Cancer Institute and speak with a Can-
cer Information Specialist who can answer your questions.

7. Do you have a support group for individuals who have ______ cancer?

Yes, I'll be happy to give you the name and telephone number of the contact person/
I'm not sure, so I will give you the telephone number of _______ here at [SC associ-
ated medical center] who will know what support groups are available/give you the
telephone number of Cancer Information Service of the National Cancer Institute, 1-
800-4-CANCER. Either one can tell you what support groups are available.

8. I think I am at high risk for cancer and I should be in the group that receives
the screening tests.

At this time, it is not known whether screening is beneficial or not beneficial for those
at high risk.

All participants in the PLCO Trial consent to be assigned by a random statistical pro-
cess to the screened group or the control group. An eligible participant has an equal
chance to being assigned to either group.
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CANCER CODE LIST

(To be used on the ASU, BQF, BQM, OCF, and MDF)

Code Site

001 Abdomen

002 Adrenal gland

003 Bladder

004 Bone

005 Brain

006 Breast

007 Cervix

008 THIS CODE IS INACTIVE, for Colon use 080 

009 Diaphragm and connective tissue of thorax

010 Digestive system, other and unspecified

011 Esophagus

012 Fallopian tubes

013 Female genital, other and unspecified

014 Hodgkin’s disease

015 Intestine

016 Ill-defined sites such as head, face, jaw, neck, back, hip, arm, leg, hand, foot

017 Kidney and renal pelvis

018 Larynx

019 Leukemia

020 Liver

021 Lung  (For use on BQF/M and OCF only)a

022 Lymph nodes

023 Male genital, other and unspecified

024 Melanoma 

025 Lip, oral cavity and pharynx

026 Non-Hodgkin’s Lymphoma

027 THIS CODE IS INACTIVE, for Omentum use 030

028 Ovary  (For use on BQF/M and OCF only)*
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029 Pancreas

030 Peritoneum

031 Prostate  (For use on BQF/M and OCF only)*

032 THIS CODE IS INACTIVE, for Rectum use 080  

033 Skin

034 Stomach

035 Testis

036 THIS CODE IS INACTIVE, for Throat use 025

037 Thyroid

038 Uterus

039 Vagina

040 Anus and Anal Canal

041 Connective, subcutaneous and other soft tissues and peripheral nervous system

042 Endocrine glands

043 Endometrium

044 Eye

045 Gallbladder

046 Heart, mediastinum and pleura

047 Hematopoetic and reticuloendothelial systems

048 Kaposi’s sarcoma

049 Meninges

050 Multiple myeloma

051 Nasopharynx, nasal cavity and middle ear, sinuses

052 Pelvis

053 Penis

054 Placenta

055 Respiratory system

056 Spinal cord and cranial nerves

057 Spleen

058 Thymus

059 Trachea

Code Site
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060 Ureter, urinary organs

080 Colorectum (For use on BQF/M  and OCF only)*

880 Prostate and some other cancer (For use on BQF/M only)*

881 Lung and some other cancer (For use on BQF/M only)*

882 Colorectum and some other cancer (For use on BQF/M only)*

883 Ovary and some other cancer (For use on BQF/M only)*

884 More than one non-PLCO cancer (For use on BQF/M only)*

885 More than one PLCO cancer (For use on BQF/M only)*

886 Colon and some other cancer (For use on BQF/M only)*

887 Rectum and some other cancer (For use on BQF/M only)*

888 Other

998 Don’t Know

999 Not Ascertained

a.  Refer to the BQFM and BQM specifications for instructions for coding multiple cancers 
and PLCO cancers in combination with other cancers.

Code Site
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SPECIFICATIONS FOR THE CANCER CODE LIST - INCLUDED SITES IN 
ALPHABETICAL ORDER

(For use on the ASU, BQF, BQM, OCF, and MDF)

Site Code

Abdomen 001

Abdominal 001

Abdominal wall 001

Adrenal gland 002

Anal canal 040

Anorectum (BQF/M and OCF only)* 080

Anus 040

Aortic body 042

Appendix 080

Arm 016

Back 016

Bile duct 010

Biliary tract 010

Bladder  003

Blood 047

Bone (regardless of the bone site- e.g., limbs, pelvis, etc.). 004

Bone marrow 047

Bowel 080

Brain 005

Breast (male or female) 006

Burkitt’s cell leukemia 019

Buttock 052

Cardiac _______ 046

Carotid body 042

Cerebellum 005

Cerebral meninges 049

Cerebrum 005

Cervix/cervical 007

Cholangiocarcinoma 010

Chronic lymphocytic leukemia/CLL 019

Clitoris 013
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Cloacogenic zone (BQF/M and OCF only)* 080

Colon (For use on BQF/M and OCF only) * 080

Colon and some other cancer (For use on BQF/M only)* 886

Colorectum (BQF/M and OCF only)* 080

Colorectum and some other cancer (For use on BQF/M only)* 882

Connective, subcutaneous and other soft tissues, of all body sites, except 
thorax and pelvis.

041

Connective, subcutaneous or other soft tissues of the thorax 009

Cornea 044

Cranial nerves 056

Cul-de-sac of Douglas 030

Di Guglielmo’s disease 019

Diaphragm 009

Digestive system 010

Duct of Santorini 029

Duct of Wirsung 029

Duodenum 015

Endocervix 007

Endocrine gland 042

Endometrium/Endometrial 043

Esophagus 011

Exocervix 007

Extrahepatic bile duct 010

Eye 044

Eyeball 044

Eye lid 033

Face 016

Fallopian tube(s) 012

Female organs,  genital, and other vague responses 013

Foot  016

Foreskin 053

Frontal lobe 005

Gallbladder 045

Gartner’s duct 039

Gastric 034

Site Code
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Gastrointestinal tract 015

Glottis 018

Gluteus maximus muscle 052

Groin 052

Gum 025

Hand 016

Head 016

Heart 046

Heilmeyer-Schoner disease 019

Hematopoetic systems 047

Hip 016

Hodgkin’s Lymphoma 014

Hymen 039

Hypopharynx 025

Ileum 015

Iliac artery 052

Iliac vein 052

Inner ear 051

Intestine 015

Intrahepatic bile duct 020

Islets of Langerhans 029

Jaw 016

Jejunum 015

Joint 004

Kaposi’s sarcoma (regardless of site) 048

Kidney 017

Labia 013

Larynx 018

Leg 016

Lentigo maligna 024

Lentigo maligna melanoma 024

Leukemia 019

Lip 025

Liver 020

Site Code
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Lung (For use on BQF/M and OCF only) * 021

Lung and some other cancer (For use on BQF/M only)* 881

Lymph node, regardless of the body site  022

Lymphoma (regardless of the body site - except Hodgkin’s)  026

Macroglobulemia 047

Male organs, genital, and other vague responses 023

Mammary gland 006

Mediastinum 046

Melanoma, regardless of body site (skin, eye, etc.) 024

Meninges 049

Mesentery 030

Mesocolon 030

Mesothelioma 046

Middle ear 051

More than one non-PLCO cancer (For use on BQF/M only)* 884

More than one PLCO cancer (For use on BQF/M only)* 885

Mouth 025

Multiple myeloma 050

Mycosis fungoides 033

Myeloma 050

Nasal Cavity 051

Nasopharynx 051

Neck 016

Neurofibromatosis 888

Nipple 006

Non-Hodgkin's Lymphoma 026

Nose 051

Nostril 051

Omentum 030

Oral cavity 025

Oropharynx 025

Osteosarcoma 004

Other 888

Ovary (For use on BQF/M and OCF only)* 028

Site Code
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Ovary and some other cancer (For use on BQF/M and OCF only)* 883

Palate 025

Pancreas/pancreatic 029

Parathyroid gland 042

Parotid gland 025

Pelvis 052

Penis/penile 053

Peripheral nerves and autonomic nervous system, regardless of body site. 041

Peritoneum/peritoneal 030

Pharynx 025

Pineal gland 042

Pituitary gland 042

Placenta 054

Plasma cell leukemia 050

Pleura 046

Prostate (For use on BQF/M and OCF only)* 031

Prostate and some other cancer (For use on BQF/M only)* 880

Pyriform sinus 051

Rectouterine pouch 030

Rectum (For use on BQF/M and OCF only)* 080

Rectum and some other cancer (For use on BQF/M only)* 887

Renal 017

Renal pelvis 017

Respiratory system 055

Respiratory tract 055

Reticuloendothelial systems 047

Retina 044

Retroperitoneum 030

Salivary glands (e.g., Sublingual gland, Submaxillary gland, Submandibu-
lar gland)

025

Scrotum 023

Seminal vesicles 023

Sinus 051

Sipple’s syndrome 037

Skin 033

Site Code
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Skin of penis 053

Skin of scrotum 023

Skin of vulva, labia or clitoris 013

Small intestine 015

Spinal cord 056

Spinal meninges 049

Spleen 057

Stomach 034

Temporal lobe 005

Testes 035

Testicles/testicular 035

Testis 035

Throat 025

Thymus 058

Thyroid 037

Tongue 025

Tonsil 025

Trachea 059

Tube(s) 012

Umbilicus 001

Ureter 060

Urethra 060

Urinary organs 060

Uterine 038

Uterine tube(s) 012

Uterus 038

Vagina 039

Vaginal 039

Vas deferens 023

Vocal cord 018

Voice box 018

Vulva 013

Waldenstrom’s macroglobulemia 047

* Refer to the BQF and BQM specifications for instructions for coding multiple cancers 
and PLCO cancers in combination with other cancers.
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I-1-3

Specifications for the Cancer Code List



SPECIFICATIONS FOR CANCER CODE LIST

The Cancer Code List should be used to code responses to Items 21 and 30 on the Baseline
Questionnaire (BQF/BQM), Item 2 on the Annual Study Update (ASU) (what type of cancer
was diagnosed), Item A.12 on the Other Cancer Form (OCF) (Reported Metastases), and a
Missing Data Form (MDF) completed for an OCF.  

The following specifications for using the cancer code list are designed to assist a non-medi-
cal coder in coding participant responses into 3-digit codes. If there is a question regarding
how to code the participant’s response, the SC staff member should consult the SC Coordina-
tor or an appropriate medical professional. 

There are several notes regarding this list that may be useful to the staff member reviewing
and coding cancers. 

• Coding morphology (cancer cell type) vs. topography (cancer site):

In general, when the BQF, BQM, or ASU asks the participant what type of cancer
was diagnosed, we are expecting the response to be a body site (e.g., “brain”,
“carcinoma in stomach”, etc.). Therefore, most of the cancer types in the list are
body sites. In some common situations, however, the participant may provide the
type of cancer in terms of its morphology. Some morphologic types are also pro-
vided in the list: leukemia, Hodgkin’s disease, non-Hodgkin’s lymphoma, Kaposi’s
sarcoma, melanoma, and multiple myeloma. If the participant indicates one of
these morphologic types, code the cancer according to its morphology, regardless
of the body site. 

There are other situations, however, where the participant provides a morphologic
type such as “carcinoma” or “adenocarcinoma” but does not provide the body site.
In such cases, the SC may elect to perform data retrieval to determine the body
site of the cancer, before the BQF, BQM, or ASU is coded and keyed into the SMS,
however this data retrieval is not required. 

Note that if the participant provides the morphologic type of “basal cell” for skin
cancer, this should not be coded, nor entered into the SMS. (Refer to the specifi-
cations for the ASU, MOOP Appendix A-7-1.) 

• The codes for PLCO cancers are to be used on the BQF, BQM, and OCF only. On
the OCF they are to be used to code metastases in cases where the primary site is
unknown.

• The specifications table includes the following columns: 

PLCO Cancer Code: This is the PLCO 3-digit cancer code. 

Site: This is the name of the code. This name will appear on reports that provide
the type of cancer in a decoded (i.e., English) format. The codes are in alphabeti-
cal order in two parts. The codes 001 through 039 were available prior to the most
recent revision and the codes 040 through 060 and 080 are more recent codes.

Use this code for cancers reported as: These are the body sites that are
included in the definition for this code. 

Do not use this code for cancers reported as: These are the body sites that
are not included in the definition for this code. For each site, the appropriate 3-
digit code is provided in parentheses.

Notes: These are notes that may be helpful to the coder in determining whether
or not to use this code.
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• Using the code 888 (Other – specify):

If the staff member is unable to classify the participant’s response into one of the
3-digit codes, s/he should code the response as 888 and the participant’s
response should be keyed verbatim into the SMS. 
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PLCO 
Cancer 
Code

Site
Use this code for 
cancers reported 

as:

Do not use this code 
for cancers reported 
as: (Use the code in 
parentheses instead)

Notes

001 Abdomen Abdomen
Abdominal
Abdominal wall
Umbilicus 

Skin of the abdomen (033)
Skin of the abdominal wall 
(033) 
Stomach (034)

002 Adrenal gland Adrenal gland

003 Bladder Bladder Other urinary organs not 
specified as the bladder 
(060)

004 Bone Bone (regardless of 
the bone site (e.g., 
limbs, pelvis, etc.).
Osteosarcoma
Joint

Bone marrow (047)

005 Brain Brain
Cerebrum
Frontal lobe
Temporal lobe
Cerebellum
Other parts of the 
brain

Meninges (049) 

006 Breast Breast (male or 
female)
Nipple
Mammary gland

Skin of the breast (033).

007 Cervix Cervix/cervical
Endocervix
Exocervix

Do not use this code 
if the cancer reported 
is not clearly cervical 
cancer. If there is any 
question, use Female 
genital, other and 
unspecified (013) or 
Other (888).

008 INACTIVE Colon (080, BQF/M and 
OCF only)
Colorectal (080, BQF/M and 
OCF only)

This code is no 
longer active. The 
code 080 should now 
be used to code 
colon and colorectal 
cancers.
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009 Diaphragm and 
connective tis-
sue of thorax

Diaphragm
Connective, subcuta-
neous or other soft 
tissues of the thorax.

Connective, subcuta-
neous and other soft 
tissues include: adi-
pose tissue, apo-
neuroses, artery, 
blood vessel, bursa, 
connective tissue, 
fascia, fatty tissue, 
fibrous tissue, liga-
ment, lymphatic, 
muscle, skeletal 
muscle, subcutane-
ous tissue, synovia, 
tendon, tendon 
sheath, vein, vessel.

010 Digestive sys-
tem, other and 
unspecified

Digestive system
Extrahepatic bile duct
Bile duct
Biliary tract
Cholangiocarcinoma

Esophagus (011)
Stomach (034)
Gallbladder (045)

011 Esophagus Esophagus Throat (025)

012 Fallopian tubes Fallopian tube(s)
Uterine tube(s)
“tube(s)”

If the response indi-
cates part of the 
female genital tract 
but it is not clear that 
the participant is 
referring to the fallo-
pian tubes, code the 
response as 013 
(female genital, other 
and unspecified).

013 Female genital, 
other and 
unspecified

Vulva
Labia
Clitoris
Skin of vulva, labia or 
clitoris
“female organs”, 
“genital” and other 
vague responses

Ovaries (028, BQF and 
OCF only)
Fallopian tubes (012)
Vagina (039)
Uterus (038)
Cervix (007)
Endometrium (043)
Primary Peritoneal (030)

Use this code for any 
response that refers 
to the female genitals 
or reproductive 
organs, but does not 
have a specific code 
assigned to it.

PLCO 
Cancer 
Code

Site
Use this code for 
cancers reported 

as:

Do not use this code 
for cancers reported 
as: (Use the code in 
parentheses instead)

Notes
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014 Hodgkin’s dis-
ease

“Hodgkin’s 
_________” 

Use this code for any 
cancer reported by 
the participant using 
the term “Hodgkin’s” 
such as Hodgkin’s 
disease, Hodgkin’s 
lymphoma, 
Hodgkin’s sarcoma, 
Hodgkin’s granu-
loma, etc. 

015 Intestine Intestine
Duodenum
Jejunum
Ileum
Gastrointestinal tract
Small intestine

Large intestine (code as 
080, BQF/M and OCF only)
Bowel (code as 080, BQF/M 
and OCF only)

016 Ill-defined sites 
such as head, 
face, jaw, neck, 
back, hip, arm, 
leg, hand, foot

General sites such as 
head, face, jaw, neck, 
back, hip, arm, hand, 
leg, foot. 

If the report is more 
specific – e.g., skin 
on face, pelvis, etc. 
code the more spe-
cific site.

017 Kidney and 
renal pelvis

Kidney
Renal
Renal pelvis

Other urinary organs (060)
Ureter (060)
Urethra (060)

018 Larynx Larynx
Glottis
“Vocal cord”
“Voice box.” 

Throat (025)

019 Leukemia Leukemia
Di Guglielmo’s dis-
ease
Heilmeyer-Schoner 
disease,
Burkitt’s cell leukemia
Chronic lymphocytic 
leukemia/CLL

Plasma cell leukemia (050)

020 Liver Liver
Intrahepatic bile duct

“bile duct” (010)

021 Lung Lung Lung and a non-PLCO can-
cer (881)
Lung and a PLCO cancer 
(885)
Trachea (059)

For use on the BQF/
M and OCF only

PLCO 
Cancer 
Code

Site
Use this code for 
cancers reported 

as:

Do not use this code 
for cancers reported 
as: (Use the code in 
parentheses instead)

Notes
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022 Lymph nodes Lymph node, regard-
less of the body site. 

Lymphoma (014 – 
Hodgkin’s or 026 – Non-
Hodgkin’s)

023 Male genital, 
other and 
unspecified

Scrotum
Vas deferens
Seminal vesicles
Skin of scrotum
“Male organs”, “geni-
tal”, and other vague 
responses.

Penis (053)
Testicles/Testes (035)
Prostate (031, BQM and 
OCF only)

Use this code for any 
response that refers 
to the male genitals 
or reproductive 
organs, but does not 
have a specific code 
assigned to it.

024 Melanoma Melanoma, regard-
less of body site (skin, 
eye, etc.).
Lentigo maligna mel-
anoma
Lentigo maligna

Note: if the partici-
pant reports skin 
cancer and does not 
indicate that it is mel-
anoma, the SC does 
not have to do data 
retrieval. It can be 
coded as skin can-
cer.

025 Lip, oral cavity 
and pharynx

Mouth
Lip
Tongue
Gum
Palate
Parotid gland
Salivary glands (e.g., 
Sublingual gland,
Submaxillary gland, 
Submandibular gland)
Tonsil
Throat
Oropharynx
Hypopharynx

Larynx (018) The code 036 
(Throat) was deleted 
from the cancer code 
list and all cancers 
previously recorded 
as 036 have been 
recoded to 025.

026 Non-Hodgkin’s 
Lymphoma

Lymphoma (regard-
less of the body site - 
except Hodgkin’s) 

Hodgkin’s disease (014)
Lymph node (022)

Use this code if the 
participant reports 
cancer using the 
term “lymphoma” 
unless it is 
Hodgkin’s.

027 INACTIVE Omentum (030) This code is no 
longer active. The 
code 030 should now 
be used to code 
omentum.

PLCO 
Cancer 
Code

Site
Use this code for 
cancers reported 

as:

Do not use this code 
for cancers reported 
as: (Use the code in 
parentheses instead)

Notes
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028 Ovary Ovary Ovary and a non-PLCO 
cancer (883)
Ovary and a PLCO cancer 
(885)

For use on the BQF/
M and OCF only

029 Pancreas Pancreas/pancreatic
Islets of Langerhans
Duct of Santorini
Duct of Wirsung

030 Peritoneum Peritoneum/perito-
neal
Retroperitoneum
Cul-de-sac of Dou-
glas
Omentum
Rectouterine pouch
Mesentery
Mesocolon
Primary Peritoneal

[Changes from the 
last version: The 
code 027 (Omen-
tum) was deleted 
from the cancer code 
list and all cancers 
previously recorded 
as 027 have been 
recoded to 030]

031 Prostate Prostate Prostate and a non-PLCO 
cancer (880)
Prostate and a PLCO can-
cer (885)

For use on the BQF/
M and OCF only

032 INACTIVE Rectum (080) This code is no 
longer active. The 
code 080 should now 
be used to code rec-
tum.

033 Skin Skin
Eye lid

 

Skin of the vulva, labia or 
clitoris (013)
Skin of penis (053)
Skin of scrotum (023)
Melanoma of skin (024) 
Lentigo maligna melanoma 
(024)
Lentigo maligna (024)
Mycosis fungoides (026)

034 Stomach Stomach
Gastric

Abdomen (001) 
Gastrointestinal (015)

035 Testis Testicles/testicular
Testis
Testes

Scrotum (023)

PLCO 
Cancer 
Code

Site
Use this code for 
cancers reported 

as:

Do not use this code 
for cancers reported 
as: (Use the code in 
parentheses instead)

Notes
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036 INACTIVE Throat (025) This code is no 
longer active. The 
code 025 should now 
be used to code 
throat.

037 Thyroid Thyroid
Sipple’s syndrome
 

Parathyroid (042)

038 Uterus Uterus
Uterine

Endometrium (043)
Cervix (007)
 

039 Vagina Vagina
Vaginal
Hymen
Gartner’s duct

Do not use this code 
for any other part of 
the female genital 
tract if not specified 
as vagina.

040 Anus and Anal 
Canal

Anus
Anal canal

Skin of anus (033)
Perianal skin (033)
Anorectum (080, BQF/M 
and OCF only)
Rectum (080, BQF/M and 
OCF only)
Cloacogenic zone (080, 
BQF/M and OCF only)

041 Connective, 
subcutaneous 
and other soft 
tissues and 
peripheral ner-
vous system

Connective, subcuta-
neous and other soft 
tissues, of all body 
sites, except thorax 
and pelvis.

Peripheral nerves and 
autonomic nervous 
system, regardless of 
body site.

Diaphragm (009)
Pelvis (052)

Connective, subcuta-
neous and other soft 
tissues include: adi-
pose tissue, apo-
neuroses, artery, 
blood vessel, bursa, 
connective tissue, 
fascia, fatty tissue, 
fibrous tissue, liga-
ment, lymphatic, 
muscle, skeletal 
muscle, subcutane-
ous tissue, synovia, 
tendon, tendon 
sheath, vein, vessel.

042 Endocrine 
glands

Endocrine gland
Parathyroid gland
Pituitary gland
Pineal gland
Carotid body
Aortic body

Thyroid (037)
Adrenal Gland (002)
Thymus (058)

PLCO 
Cancer 
Code

Site
Use this code for 
cancers reported 

as:

Do not use this code 
for cancers reported 
as: (Use the code in 
parentheses instead)

Notes
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043 Endometrium Endometrium/
Endometrial

Uterus (038)

044 Eye Eye
“Eyeball”
Cornea
Retina

Eye lid (033)

045 Gallbladder Gallbladder

046 Heart, mediasti-
num and pleura

Heart
“_______cardium”
“Cardiac _______”
Mediastinum
Pleura
Mesothelioma

Aortic body (042) Use this code for any 
cancers reported by 
the participant using 
the terms “cardium” 
or “cardiac.”

047 Hematopoetic 
and reticuloen-
dothelial sys-
tems

Blood
Bone marrow
Waldenstrom’s mac-
roglobulemia
Macroglobulemia

Spleen (057)
Leukemia (019)
Lymphoma (026)

048 Kaposi’s sar-
coma

Kaposi’s sarcoma 
(regardless of site)

049 Meninges Meninges
Spinal meninges
Cerebral meninges

Brain (005)

050 Multiple 
myeloma

Myeloma
Multiple myeloma
Plasma cell leukemia

051 Nasopharynx, 
nasal cavity 
and middle ear, 
sinuses

Pyriform sinus
Nasopharynx
Nasal Cavity
Nostril
Middle ear
Inner ear
“Nose”
“_____ sinus”

 Use this code for any 
cancers reported by 
the participant using 
the term “sinus.” 

052 Pelvis Pelvis 
Buttock
Groin
Gluteus maximus 
muscle
Iliac artery 
Iliac vein

Peritoneum (030)
Skin of buttock or groin 
(033)

If the participant 
reports “pelvis” you 
may do data retrieval 
to determine soft tis-
sues of pelvis vs. 
bones of pelvis. If 
data retrieval is not 
performed, code “pel-
vis” as 052.

PLCO 
Cancer 
Code

Site
Use this code for 
cancers reported 

as:

Do not use this code 
for cancers reported 
as: (Use the code in 
parentheses instead)

Notes
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053 Penis Penis/penile
Foreskin
Skin of penis

054 Placenta Placenta Uterus (038)

055 Respiratory 
system

Respiratory system
Respiratory tract

Lungs (021, BQF/M and 
OCF only)
Trachea (059)

056 Spinal cord and 
cranial nerves

Spinal cord 
Cranial nerves

If the participant 
reports “spine”, you 
may perform data 
retrieval to deter-
mine spinal cord vs. 
bones of spine. If 
data retrieval is not 
performed, code 
“spine” as 888 
(Other-specify).

057 Spleen Spleen

058 Thymus Thymus

059 Trachea Trachea

060 Ureter, urinary 
organs

Ureter
Urinary organs
Urethra

Bladder (003)
Kidney (017)

080 Colorectum Colorectum
Colon
Rectum
Appendix
Anorectum
Bowel
Cloacogenic zone
Large intestine

Intestine (015)
Mesocolon (030)
Colorectum and a non-
PLCO cancer (882)
Colorectum and a PLCO 
cancer (885)
Colon and a non-PLCO 
cancer (886)
Colon and a PLCO cancer 
(885)
Rectum and a non-PLCO 
cancer (887)
Rectum and a PLCO cancer 
(885)

For use on the BQF/
M and OCF only

880 Prostate + 
other

Prostate cancer + any 
other non-PLCO can-
cer

For use on the BQF/
M only

881 Lung + other Lung cancer + any 
other non-PLCO can-
cer 

For use on the BQF/
M only

PLCO 
Cancer 
Code

Site
Use this code for 
cancers reported 

as:

Do not use this code 
for cancers reported 
as: (Use the code in 
parentheses instead)

Notes
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882 Colorectum + 
other

Colorectal cancer + 
any other non-PLCO 
cancer

For use on the BQF/
M only

883 Ovary + other Ovarian cancer + any 
other non-PLCO can-
cer

For use on the BQF/
M only

884 >1 non-PLCO More than one non-
PLCO cancer

For use on the BQF/
M only

885 >1 PLCO More than one PLCO 
cancer

For use on the BQF/
M only

886 Colon + other Colon cancer + any 
other non-PLCO can-
cer

For use on the BQF/
M only

887 Rectum + other Rectal cancer + any 
other non-PLCO can-
cer

For use on the BQF/
M only

888 Other Neurofibromatosis Use this code for 
cancers reported in a 
site that is not listed 
in these specifica-
tions, or the SC staff 
cannot determine the 
correct site to code. 

998 Don’t Know Use this code if the 
participant indicated 
that s/he was diag-
nosed with cancer 
but does not know 
the type.

999 Not Ascer-
tained

Use this code if the 
participant indicated 
that s/he was diag-
nosed with cancer 
and either specified 
the site as “unknown 
primary,” or did not 
specify the site and 
the SC was unable to 
contact the partici-
pant to determine the 
site.

PLCO 
Cancer 
Code

Site
Use this code for 
cancers reported 

as:

Do not use this code 
for cancers reported 
as: (Use the code in 
parentheses instead)

Notes
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LOCATION CODES

FOR USE ON BASELINE LOCATOR FORMS ONLY

State Name Letter Code Numeric Code

ALABAMA AL 01

ALASKA AK 02

ARIZONA AZ 04

ARKANSAS AR 05

CALIFORNIA CA 06

COLORADO CO 08

CONNECTICUT CT 09

DELAWARE DE 10

DISTRICT OF COLUMBIA DC 11

FLORIDA FL 12

GEORGIA GA 13

HAWAII HI 15

IDAHO ID 16

ILLINOIS IL 17

INDIANA IN 18

IOWA IA 19

KANSAS KS 20

KENTUCKY KY 21

LOUISIANA LA 22

MAINE ME 23

MARYLAND MD 24

MASSACHUSETTS MA 25

MICHIGAN MI 26

MINNESOTA MN 27

MISSISSIPPI MS 28

MISSOURI MO 29

MONTANA MT 30

NEBRASKA NE 31
October 1, 2003 1 Location Codes
Appendix I-1-4



NEVADA NV 32

NEW HAMPSHIRE NH 33

NEW JERSEY NJ 34

NEW MEXICO NM 35

NEW YORK NY 36

NORTH CAROLINA NC 37

NORTH DAKOTA ND 38

OHIO OH 39

OKLAHOMA OK 40

OREGON OR 41

PENNSYLVANIA PA 42

RHODE ISLAND RI 44

SOUTH CAROLINA SC 45

SOUTH DAKOTA SD 46

TENNESSEE TN 47

TEXAS TX 48

UTAH UT 49

VERMONT VT 50

VIRGINIA VA 51

WASHINGTON WA 53

WEST VIRGINIA WV 54

WISCONSIN WI 55

WYOMING WY 56

U.S. TERRITORIES

PUERTO RICO PR 57

AMERICAN SAMOA AS 58

GUAM GU 59

FEDERATED STATES OF MICRONE-
SIA

FM 60

MARSHALL ISLANDS MH 61

PALAU PW 62

State Name Letter Code Numeric Code
October 1, 2003 2 Location Codes
Appendix I-1-4



FOR USE ON BASELINE AND FOLLOW-UP LOCATOR FORMS ONLY

VIRGIN ISLANDS VI 63

FOREIGN COUNTRY

00

State Name Letter Code Numeric Code

ALABAMA AL 01

ALASKA AK 02

ARIZONA AZ 04

ARKANSAS AR 05

CALIFORNIA CA 06

COLORADO CO 08

CONNECTICUT CT 09

DELAWARE DE 10

DISTRICT OF COLUMBIA DC 11

FLORIDA FL 12

GEORGIA GA 13

HAWAII HI 15

IDAHO ID 16

ILLINOIS IL 17

INDIANA IN 18

IOWA IA 19

KANSAS KS 20

KENTUCKY KY 21

LOUISIANA LA 22

MAINE ME 23

MARYLAND MD 24

MASSACHUSETTS MA 25

MICHIGAN MI 26

MINNESOTA MN 27

State Name Letter Code Numeric Code
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MISSISSIPPI MS 28

MISSOURI MO 29

MONTANA MT 30

NEBRASKA NE 31

NEVADA NV 32

NEW HAMPSHIRE NH 33

NEW JERSEY NJ 34

NEW MEXICO NM 35

NEW YORK NY 36

NORTH CAROLINA NC 37

NORTH DAKOTA ND 38

OHIO OH 39

OKLAHOMA OK 40

OREGON OR 41

PENNSYLVANIA PA 42

RHODE ISLAND RI 44

SOUTH CAROLINA SC 45

SOUTH DAKOTA SD 46

TENNESSEE TN 47

TEXAS TX 48

UTAH UT 49

VERMONT VT 50

VIRGINIA VA 51

WASHINGTON WA 53

WEST VIRGINIA WV 54

WISCONSIN WI 55

WYOMING WY 56

U.S. TERRITORIES

PUERTO RICO PR 57

AMERICAN SAMOA AS 58

GUAM GU 59

State Name Letter Code Numeric Code
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FEDERATED STATES OF MICRONE-
SIA

FM 60

MARSHALL ISLANDS MH 61

PALAU PW 62

VIRGIN ISLANDS VI 63

CANADA

ALBERTA AB 64

BRITISH COLUMBIA BC 65

MANITOBA MB 66

NEW BRUNSWICK NB 67

NEWFOUNDLAND NF 68

NORTHWEST TERRITORY NT 69

NOVA SCOTIA NS 70

ONTARIO ON 71

PRINCE EDWARD ISLAND PE 72

QUEBEC PQ 73

SASKATCHEWAN SK 74

YUKON YT 75

FOREIGN COUNTRY

00

State Name Letter Code Numeric Code
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RELATIONSHIP CODES

FOR USE ON BASELINE QUESTIONNAIRE ONLY
01=MOTHER

02=FATHER

03=PARENT (SEX UNSPECIFIED)

04=SISTER

05=BROTHER

06=SIBLING (SEX UNSPECIFIED)

07=DAUGHTER

08=SON

09=CHILD (SEX UNSPECIFIED)

23=RELATIVE (UNSPECIFIED)

24=HALF-SISTER

25=HALF-BROTHER

88=OTHER (SPECIFY)

98=DON'T KNOW

99=NOT ASCERTAINED

FOR USE ON BASELINE AND FOLLOW-UP LOCATOR FORMS ONLY

01=MOTHER

02=FATHER

03=PARENT (SEX UNSPECIFIED)

04=SISTER

05=BROTHER

06=SIBLING (SEX UNSPECIFIED)

07=DAUGHTER

08=SON

09=CHILD (SEX UNSPECIFIED)

10=AUNT

11=UNCLE

12=NIECE

13=NEPHEW

14=COUSIN (UNSPECIFIED)

15=GRANDDAUGHTER
October 1, 2003 1 Relationship Codes
Appendix I-1-5



16=GRANDSON

17=GRANDCHILD (SEX UNSPECIFIED)

18=FRIEND

19=HUSBAND

20=WIFE

21=SPOUSE

22=PARTNER

23=RELATIVE (UNSPECIFIED)

24=HALF-SISTER

25=HALF-BROTHER

26=SISTER-IN-LAW

27=BROTHER-IN-LAW

28=MOTHER-IN-LAW

29=FATHER-IN-LAW

30=IN-LAW (UNSPECIFIED)

31=STEP SON

32=STEP DAUGHTER

33=STEP CHILD (SEX UNSPECIFIED)

34=STEP MOTHER

35=STEP FATHER

36=NEIGHBOR

37=EMPLOYER/BOSS

38=FIANCE

39=FIANCEE

40=GIRLFRIEND

41=BOYFRIEND

42=DAUGHTER-IN-LAW

43=SON-IN-LAW

88=OTHER (SPECIFY)

98=DON'T KNOW

99=NOT ASCERTAINED
October 1, 2003 2 Relationship Codes
Appendix I-1-5
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Translation of ICD-O-2 and ICD-9-CM into 3-Digit 
PLCO Cancer Codes
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APPENDIX J

Appendix J: Screening Examination Protocols



J-11-1

J-11-1: Protocol for Chest X-Ray Examination



Prostate, Lung, Colorectal and Ovarian Cancer Screening Trial

PROTOCOL FOR CHEST X-RAY EXAMINATION

1. Standardization of the Chest X-Ray

A. Participant Preparation

1. The participant will be told that the examination is a screening examination for
lung cancer, not a routine examination, and that s/he should consult his/her
own physician for evaluation of any symptoms and for routine medical care.

2. The participant will be told that s/he will receive written documentation of the
results of all screening examinations within approximately three weeks. If the
Screening Center plans to report preliminary results to the participant, the
participant will also be told this in advance of the examination.

3. The participant will be instructed to inhale deeply and to hold his/her breath
while the x-ray is being taken.

B. Examination Steps

1. The participant will wear a hospital gown.

2. The technologist will explain the procedure and position the participant.

3. The participant will be instructed to inhale deeply and to hold his/her breath
while the x-ray is being taken.

4. A postero-anterior X-ray will be taken.

C. Requirements for Standardization of the Examination 

1. The examination will be documented on the data collection form. (See Appen-
dix A-11-1 - Chest X-Ray Screening Examination Form).

2. The equipment: The chest X-ray will be taken using dedicated high-kV equip-
ment (approximately 110-140 kV) at a tube-to-film distance of 6 to 10 feet.
The Screening Center will use a wide latitude film with a 12 to 1 standard grid
or higher.

D. Minimum Quality Standards for the Examination

1. The quality of the X-ray will be such that lung vessels are clearly visible and
the mediastinal structures are sufficiently penetrated to allow for adequate
visualization.

E. Minimum Qualifications of Examiners

1. Technologists will be an American Registry of Radiologic Technologists certified
(ARRT) radiologic technician.

2. The radiologist and QA examiner who interpret chest X-rays will be American
Board of Radiology (ABR) board certified or board eligible radiologists. 

3. The Screening Center will report the qualifications and licensure of each tech-
nologist and radiologist to the NCI by submitting a completed Record of Expe-
rience, Credentials and Training (ECT) with copies of relevant diplomas,
certificates, and/or licenses. Any exception to the above minimum qualifica-
tions should be approved by NCI on a case by case basis as stated in Appendix
A, section A.2 of the PLCO Quality Assurance Plan (MOOP Appendix L).
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F. Examiner Training, Certification and Quality Assurance

Training

1. The Screening Center Coordinator will train the technologist and the interpret-
ing radiologist on the use of study forms and Screening Center administrative
procedures.

2. The Screening Center will submit a training plan to the NCI for review and
approval.

Certification

1. No additional certification will be necessary for technologists or radiologists for
the PLCO trial. Documentation of qualifications will suffice as documentation of
certification.

Quality Assurance of Examiners, see Appendix A section C of the PLCO Quality Assur-
ance Plan (MOOP Appendix L) 

Technologists:

1. For each technologist, the Screening Center will monitor the number of and
reason for inadequate examinations.

2. The Screening Center will submit a plan for quality assurance of technologists
to the NCI for approval.

3. The Screening Center will report the results of quality assurance of technolo-
gists to the NCI on a semi-annual basis, including the number of X-rays
repeated due to poor film quality.

Radiologists:

1. In each quarter, a selected sample of all screening x-rays will be re-interpreted
by a second designated qualified radiologist. To the extent possible, partici-
pants with abnormal findings should be included in the sample of examinations
that are re-interpreted. NCI will determine the number of subjects and method
for their selection. Note: If in the process of selecting exams for QA review/
repeat, an exam with a result of Inadequate (IN) is chosen, the QA exam
should not be performed. Such exams should not be selected for QA because
the original reason for inadequacy may be out of the examiner's control and
lead to further inadequate exams. 

2. The Screening Center will submit a plan for quality assurance of radiologists to
the NCI for approval.

3. The Screening Center will report the results of quality assurance of radiologists
to the NCI on a semi-annual basis, including the number of positive (Abnormal
Suspicious) examinations, the number of X-rays re-interpreted and the level of
agreement between the two radiologists.

G. Documentation of the Examination

1. See Appendix A-11-1 - Chest X-ray Screening Examination Form. 

2. See Appendix A-11-2 - Chest X-ray Screening Examination Quality Assurance
Form.

3. 3.The X-ray film will be labeled with the participant's name and ID number. 
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H. Equipment Specifications

1. Equipment used will be high kV (approximately 110-140 kV), dedicated equip-
ment.

2. Quality control of the equipment will be assured by individual institutions, all of
which will be state licensed.

3. Quality control of processors should be performed at least three times a week,
and should include sensitometric testing.

4. Quality control will also include yearly documentation of kV calibration within 5
percent, radiation output assessed by use of an anatomic phantom, documen-
tation of film-screen contact, demonstration that the X-ray spectrum is free of
low energy contaminants through use of half-value layer, collimation, dose
exposure, and function of automatic exposure control.

5. The Screening Center will send the NCI documentation of the equipment used
for the chest x-ray including the film type used (e.g. symmetric or asymmetric
film screen combinations, etc.), and a record of maintenance and quality
checks as demanded by state licensing requirements.

I. Photo Documentation

1. The PA chest film will be the photo documentation.

2. Interpretation of Results of the Chest X-Ray:

A. Criteria for Determination of a Negative or an Inadequate X-ray

1. Negative Screen - No Abnormalities:

Chest x-ray evaluation reveals midline structure and heart to be of normal size
and not displaced or enlarged. Pulmonary parenchyma reveals no suspicious
abnormality for cancer.

2. Inadequate:

An X-ray will be judged to be inadequate if the entire lung and mediastinal struc-
tures are not included on the film. Possible reasons are: excessive rotation, inade-
quate inspiration, motion or processing artifact, and over or under penetration.

The technologist taking the X-ray will make the initial judgment about quality of
the film before the participant has left the Screening Center. If it is felt to be inad-
equate, the X-ray will be repeated. The Screening Centers will do their best to
ensure that when a repeat X-ray is necessary, it will be performed during the first
visit. If the interpreting radiologist finds the X-ray to be inadequate, the partici-
pant will be asked to return for a repeat examination. Note: A QA exam with an
inadequate result should not be repeated as a PLCO screening exam or as a PLCO
QA exam.

B. Classification and Definition of Abnormal Examination Results

1. Positive Screen (Referral Required):

Evaluation reveals any of the following pulmonary abnormalities:

- nodule (a circular opacity < to 3.0 cm in diameter);

- mass (any discrete opacity > 3.0 cm in diameter without regard to contour,
homogeneity or border characteristics);

- hilar or mediastinal lymph node enlargement (exclude calcified nodes);
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- major atelectasis/lobar collapse;

- infiltrate/consolidation/alveolar opacity;

- pleural mass.

2. Negative Screen - Other Abnormalities (Referral Optional):

Evaluation reveals any of the following abnormalities:

- pneumonia (particularly TB)

- marked cardiac enlargement

- pulmonary edema

- congestive heart failure (CHF)

- pericardial effusion

- pleural effusion

- valvular heart disease

- shunt vascularity 

- thoracic aortic aneurysm, dissection

- pneumothorax

- pneumomediastinum

- unexplained foreign body (catheter fragment in heart, etc.)

- granuloma

- rib/spine/shoulder girdle metastases

- plasmacytomas

- acute fractures

- hepatomegaly

- splenomegaly

- old rib fractures

- compression fractures of the spine

- shoulder fractures

- scoliosis

- pleural calcification, pleural thickening, plaques

- previous mastectomies, breast implants

- COPD, emphysema, bullae

- old granulomatous disease, parenchymal calcification, calcified nodes

- pneumoconiosis

- mild to moderate cardiac enlargement

- pulmonary vascular congestion

- interstitial fibrosis, honeycombing, small scars

- pulmonary fibrosis with hilar retraction,
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- radiation fibrosis

- previous lung surgery

- biopsy sites

- changes related to old trauma, retained shrapnel, etc.

- previous cardiac surgery (CABG, valve replacements)

- vascular anomalies (right aortic arch, etc.)

- vascular calcification

- bronchiectasis

- hiatal hernia, gallstones

- linear or plate atelectasis

- enlarging tracheal nodule

C. Reporting of Results to Participants and Physicians

1. The Screening Center will report results in writing to the participant and to the
participant's physician of choice within three weeks of the screening visit.

2. The Study Management System will produce a brief report of results which will
be sent to participants and physicians with a cover letter. Additional findings
may be sent at the discretion of the SC. However, any additional material must
be approved by NCI.

3. The Screening Center may also give the participant a preliminary summary of
results, either verbal or written, during the screening visit.

4. Participants with a result of “Positive Screen” will be referred to their physician
of choice for diagnostic evaluation and possible treatment. Participants with a
result of “Negative Screen - Other Abnormalities” will be referred according to
standard practice at the Screening Center. The Screening Center will continue
to monitor and follow-up all participants who have a positive screening result
that is suspicious for cancer.

5. The examiner will assign the result of the examination exclusively according to
the findings of the examination, without taking into consideration the results
or findings of any previous examinations. If, after the result has been
assigned, the SC wishes to compare the result or findings of the examination
to those of prior examinations (prior PLCO radiographs, or radiographs taken
prior to the participant’s enrollment in the trial), it may do so as an “internal
referral.” The participant will be notified of the results of the internal referral.
If the SC deems it necessary, or the participant requests it, the SC may then
refer the participant “externally” for further evaluation to the participant’s phy-
sician of choice. All internal and external referrals for a positive screen will be
considered part of the diagnostic evaluation of the positive screen.

6. If a quality assurance examination does not have the same findings as the ini-
tial screening examination, referral will be made on the "worst case" abnormal
findings, regardless of whether the original examiner or QA examiner found
the abnormal result. When the Screening Test Results Report (STRR) is gener-
ated, the following hierarchy exists for reporting worst case results: First, the
referral level is taken into account (1-4, with a 1 being the highest level of
referral.) Second, the diagnosis hierarchy is defined as AS, AN, NG, IN, and
RP. For example, if one examiner finds the x-ray negative with a referral code
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of 4 (NG-4) and the other finds it abnormal, not suspicious with a referral code
of 3 (AN-3), the result will be reported based on the highest referral level and
the highest diagnosis code (AN-3).

D. Diagnostic Follow-up Recommendations

1. No formal recommendations for diagnostic follow-up of positive screens will be
given. The Screening Center should refer inquiries to providers they deem to
be expert in the field, and provide the 1-800-4-CANCER hotline number as an
additional source of information. It is expected that diagnostic follow-up will be
state-of-the-art when handled by Screening Center referral providers.

E. Cancer Confirmation

1. The final diagnosis of lung cancer will be based on histopathologic criteria. The
cancer will be coded according to ICD-O codes by a trained medical coder at
the Screening Center. Pathology slides and reports that support the cancer
diagnosis will be obtained for review by a central study pathologist for all par-
ticipants diagnosed with lung cancer. One stained slide will be required by the
NCI for permanent retention. Additional slides may also be required by the
NCI. A final diagnosis based on clinical examination only may also be accepted
in certain circumstances where no pathological examination was done.

F. Treatment Recommendations for Individuals Diagnosed with Cancer

1. No treatment recommendations will be given.
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J-12-1

Protocol for Digital Rectal Examination of the Pros-
tate



Prostate, Lung, Colorectal and Ovarian Cancer Screening Trial

PROTOCOL FOR DIGITAL RECTAL EXAMINATION OF THE PROSTATE

1. Standardization of the Prostate Examination

A. Participant Preparation

1. Written information about the procedure will be provided to the participant.

2. The participant will be asked if he has ever had a prostate examination.

3. The preferred positioning will be described.

4. A description of the complete procedure including the discomfort associated
with it will be given by the examiner and questions will be answered.

5. The participant will be told that a second examiner may repeat the examina-
tion for quality control purposes.

6. The participant will be told that the examination is a screening examination for
prostate cancer, not a routine examination, and that he should consult his own
physician for evaluation of any symptoms and for routine medical care.

7. The participant will be told that he will receive written results for all examina-
tions in approximately three weeks. If the Screening Center plans to report
preliminary results to the participant, the participant should also be told this in
advance of the examination.

B. Examination Steps

1. After the participant has entered the examining room, he will remove his
clothes from the waist down. 

2. The examiner will explain the procedure to the participant. 

3. The examiner will position the participant. The participant may be bent at the
waist over the end of the exam table, in the kneeling knees to chest position,
or in the lateral decubitus position with knees pulled up to chest.

4. The examiner will visualize the anal area.

5. The examiner may request the participant to bear down or perform a valsalva
maneuver.

6. The examiner will apply a lubricated gloved index finger at the 6 o'clock posi-
tion to relax the sphincter, and will then introduce it into the anal area to pal-
pate the prostate.

7. The examiner will examine the anterior portion of the rectal vault, i.e., the
base, apex and lateral lobes of the prostate, and the seminal vesicles.

8. The examiner will then remove the gloved examining finger.

C. Requirements for Standardization of the Examination 

1. The examination will be documented on the data collection form. (See Appen-
dix A-12-1 - Digital Rectal Screening Examination of the Prostate Form).

2. The examination will be performed after the blood draw for the PSA test.

3. The position of the participant may vary depending on examiner's preference
and the participant's capabilities. Positions include: 1) lateral decubitus posi-
tion with knees pulled up to chest; 2) bent at the waist over end of examina-
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tion table; and 3) kneeling, knees to chest position. The position will be
documented on the data collection form.

4. The whole prostate will be palpated, including the base, apex, and lateral lobe
of the prostate, as well as the seminal vesicles.

D. Minimum Quality Standards for the Examination

1. The examiner must document palpation of the prostate on the data collection
form.

2. The examiner must estimate prostate size to the nearest half-centimeter.

3. The examiner must note texture of each portion of the prostate and document
the overall consistency of the gland (e.g. normal, boggy, induration).

4. The examiner must document the number of areas of induration on the data
collection form.

5. The examiner must document the location, type, grade, extent, and approxi-
mate size of the three largest areas of induration (if present) on the data col-
lection form.

E. Minimum Qualifications for Examiners 

1. The examiner will be a R.N., Certified Physician's Assistant, Nurse Practitioner,
Physician, or equivalent. Equivalency is to be determined by the SC Principal
Investigator and documented in a letter to be submitted with a completed ECT
to NCI.

2. The Screening Center will report the qualifications and licensure of each exam-
iner to the NCI by submitting a completed Record of Experience, Credentials
and Training (ECT) with copies of relevant diplomas, certificates and/or
licenses.

F. Minimum Qualifications for QA Examiners

1. The QA examiner will be any licensed physician who is adequately trained and
experienced in the digital rectal examination or a certified PLCO DRE exam-
iner.

2. The Screening Center will report the qualifications and board certification of
each QA examiner to the NCI by submitting a completed Record of Experience,
Credentials and Training (ECT) with copies of board certificates.

G. Minimum Qualifications for Trainers 

1. The trainer will be a board certified urologist.

2. The Screening Center will report the qualifications and board certification of
each trainer to the NCI by submitting a completed Record of Experience, Cre-
dentials and Training (ECT) with copies of board certificates.

H. Examiner Training, Certification and Quality Assurance

Training

1. Examiners will be trained locally at each Screening Center.

2. A non-physician examiner will be taught the correct examination procedure by
the trainer.

3. Imitation models may be used to demonstrate normal and abnormal prostate
texture.
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4. The non-physician examiner and trainer will both perform at least 30 digital
rectal examinations on the same individuals, including 10 examinations on
individuals with abnormal findings. Initially the trainer will demonstrate; the
examiner will follow. As the examiner begins to demonstrate competence, the
trainer will observe the examiner, then confirm examiner findings.

5. The Screening Center Coordinator will train all examiners on the use of study
forms and Screening Center administrative procedures.

6. The Screening Center will submit a training plan to the NCI for review and
approval.

Certification

1. Certification will be conducted at the Screening Center.

2. Of the training examinations, at least 15 examinations (including 10 examina-
tions on individuals with abnormal findings), will be performed successfully for
certification. A successful examination will be one in which the examiner dem-
onstrates to the trainer the ability to examine the prostate, give the size esti-
mate, and document any abnormality on the examining sheet prospectively,
such that, in the judgment of the trainer, there is general agreement in each
of the following categories:

1) result of exam (negative or positive); 

2) size of prostate; 

3) extent of prostate abnormality; and 

4) location of prostate abnormality.

3. The Screening Center will report the results of examiner certification to the
NCI on the Record of Experience, Credentials and Training (ECT). 

Quality Assurance of Examiners see Appendix B section C of the PLCO QA Plan (MOOP
Appendix L)

1. In each quarter, a selected sample of all screening tests performed will be
repeated by the trainer or a similarly qualified professional (QA examiner). To
the extent possible, participants with abnormal findings should be included in
the sample receiving repeat examinations. NCI will determine the number of
subjects and method for their selection. Note: If in the process of selecting
exams for QA review/repeat, an exam with a result of Inadequate (IN) is cho-
sen, the QA exam should not be performed. Such exams should not be
selected for QA because the original reason for inadequacy may be out of the
examiner's control and lead to further inadequate exams. 

2. The Screening Center will submit a plan for quality assurance of examiners to
the NCI for approval.

3. The Screening Center will report the results of quality assurance of examiners
to the NCI on a semi-annual basis, including the number of examinations per-
formed and the level of agreement between the examiner and the QA exam-
iner.

4. The Screening Center will report the prevalence of positive (Abnormal Suspi-
cious) exams by examiner. The prevalence of inadequate exams will also be
reported by examiner and reason for inadequacy.
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I. Documentation of the Examination

1. See Appendix A-12-1 - Digital Rectal Screening Examination of the Prostate
Form.

2. See Appendix A-12-2 - Digital Rectal Screening Examination of the Prostate
Quality Assurance Form.

2. Interpretation of Results of the Digital Rectal Examination

A. Criteria for Determination of a Negative or an Inadequate Examination

1. Negative Screen - No Abnormalities:

- Symmetric, soft, non-nodular prostate.

2. Inadequate:

- Participant unwilling to allow completion of examination;

- Participant unable to tolerate discomfort of examination; 

- Examiner unable to palpate prostate due to participant obesity.

- Examiner unable to palpate the apex, base and lateral lobes of the prostate,
and seminal vesicles, and no abnormality suspicious for cancer is found in the
area palpated;

- Prostate has been previously removed and no abnormalities are identified.

When appropriate, the SC should make every attempt to reschedule inadequate
examinations. However, a duplicate or repeat exam performed for QA purposes with
an inadequate result should not be repeated as a PLCO screening exam or as a PLCO
QA exam.

B. Classification and Definition of Abnormal Examination Results

1. Positive Screen (Referral Required):

- Nodularity or induration of prostate gland;

- Examiner judges the prostate to be suspicious for cancer, in the absence of
nodularity or induration. 

Note: In the event that the examiner judges the prostate to be suspicious for
cancer (i.e., a positive screen) but there is no nodularity or induration, the
examiner is required to describe the basis of this judgement in the comments
section. 

2. Negative Screen - Other Abnormalities (Referral Optional):

- Enlargement;

- Tenderness;

- Bogginess (with no other abnormal findings);

- Asymmetry in a prostate of normal consistency and of normal size or slightly
enlarged;

- Prostate has been previously removed and abnormalities not indicative of a
positive screen are identified.
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C. Reporting of Results to Participants and Physicians

1. The Screening Center will report results in writing to the participant and to the
participant's physician of choice within three weeks of the screening visit.

2. The Study Management System will produce a brief report of results which will
be sent to participants and physicians accompanied by a cover letter. Addi-
tional findings may be sent at the discretion of the SC. However, any addi-
tional material must be approved by NCI.

3. The Screening Center may also give the participant a preliminary summary of
results, either verbal or written, during the screening visit.

4. Participants with a screening result of “Positive Screen” will be referred to their
physician of choice for diagnostic evaluation and possible treatment. Partici-
pants with a screening result of “Negative Screen-Other Abnormalities” will be
referred according to standard practice at the Screening Center. The Screening
Center will continue to monitor and follow-up all participants who have a posi-
tive screening result that is suspicious for cancer.

5. The examiner will assign the result of the examination exclusively according to
the findings of the examination, without taking into consideration the results
or findings of any previous examinations. If, after the result has been
assigned, the SC wishes to compare the result or findings of the examination
to those of prior examinations, it may do so as an “internal referral.” If the SC
deems it necessary, or the participant requests it, the SC may then refer the
participant “externally” for further evaluation to the participant’s physician of
choice.

6. If a quality assurance examination does not have the same findings as the ini-
tial screening examination, referral will be made on the "worst case" abnormal
findings, regardless of whether the original examiner or QA examiner found
the abnormal result. When the Screening Test Results Report (STRR) is gener-
ated, the following hierarchy exists for reporting worst case results: First, the
referral level is taken into account (1-4, with a 1 being the highest level of
referral.) Second, the diagnosis hierarchy is defined as AS, AN, NG, IN, and
RP. For example, if one examiner finds the exam negative with a referral code
of 4 (NG-4) and the other finds it abnormal, not suspicious with a referral code
of 3 (AN-3), the result will be reported based on the highest referral level and
the highest diagnosis code (AN-3).

D. Diagnostic Follow-up Recommendations

1. No formal recommendations for diagnostic follow-up of positive screens will be
given. The Screening Center should refer inquiries to providers they deem to
be expert in the field, and provide the 1-800-4-CANCER hotline number as an
additional source of information. It is expected that diagnostic follow-up will be
state-of-the-art when handled by Screening Center referral providers.

E. Cancer Confirmation

1. The final diagnosis of prostate cancer will be based on histopathologic criteria.
The cancer will be coded according to ICD-O codes by a trained medical coder
at the Screening Center. Pathology slides and reports that support the cancer
diagnosis will be obtained for review by a central study pathologist for all par-
ticipants diagnosed with prostate cancer. One stained slide will be required by
the NCI for permanent retention. Additional slides may also be required by the
NCI. A final diagnosis based on clinical examination only may also be accepted
in certain circumstances when no pathological examination was done.
October 1, 2003 5 Digital Rectal Examination Protocol
Appendix J-12-1



F. Treatment Recommendations for Individuals Diagnosed with Cancer

1. No treatment recommendations will be given.
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J-13-1

J-13-1: Protocol for Flexible Sigmoidoscopy Exami-
nation



Prostate, Lung, Colorectal, and Ovarian Cancer Screening Trial

PROTOCOL FOR FLEXIBLE SIGMOIDOSCOPY EXAMINATION

1. Standardization of the Flexible Sigmoidoscopy Examination

A. Participant Preparation

1. Written information about the procedure will be provided to the participant.

2. The participant will be instructed that if s/he is constipated, s/he should take a
laxative the night before the examination.

3. The participant will be informed of the risks and complications of sigmoidos-
copy and that a physician, physician's assistant or trained nurse will be per-
forming the examination, as appropriate.

4. The participant will be told that the examination is a screening examination for
colorectal cancer, not a routine examination, and that s/he should consult his/
her own physician for evaluation of any symptoms and for routine medical
care.

5. If the Screening Center’s plan for quality assurance includes direct observation
by a gastroenterologist, the participant will be told that such an observation
may take place.

6. The participant will be told that s/he will receive written documentation of the
results of all his/her screening examinations within approximately three
weeks. If the Screening Center plans to report preliminary results to the par-
ticipant, the participant will also be told this in advance of the examination.

7. Physical Preparation: the bowel preparation will include a Fleet enema,
repeated once or twice if necessary on the morning of the exam (at the partic-
ipant's home or in the examination room), and may also include an oral prepa-
ration such as Colyte or Golytely.

B. Examination Steps 

1. Standard medical practice requires that a brief medical history be obtained
prior to sigmoidoscopy. In addition, vital signs will be measured before and
after sigmoidoscopy. The SC will determine the content of the medical history.
It is recommended that in the presence of certain medical conditions, clear-
ance be obtained from a study physician before the sigmoidoscopy examina-
tion can be allowed to proceed. Significant conditions include:

- the presence of heart rhythm irregularity;

- pulse rate below 60/minute or above 100/minute;

- systolic blood pressure below 100 mm Hg or above 180 mm Hg;

- diastolic blood pressure below 60 mm Hg or above 95 mm Hg;

- myocardial infarction or cerebrovascular accident within six months;

- recent fainting spells;

- chest pain within 24 hours; or

- increased shortness of breath.
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2. If the participant has not administered enemas at home prior to coming to the
Screening Center, s/he will be prepped with a disposable enema kit until it
appears the rectum has had all stool evacuated.

3. The examiner will explain the procedure to the participant. The participant will
then lie on his/her left side with the anal/rectal area exposed.

4. Upon agreement of the participant, the examiner will do a digital rectal exami-
nation to exclude any low rectal lesion and to determine the path of the rec-
tum.

5. The examiner will introduce a lubricated flexible scope with capability to 60
centimeters of examination. The examiner will visualize the rectum and the
colon as the scope is advanced. Air for inflation or exposure will be used at the
discretion of the examiner.

6. Once the scope is advanced to the full length or to a distance maximally toler-
ated by the participant, the examiner will withdraw the scope and visualize the
colon and the rectum as the scope is withdrawn. Once the examination is com-
pleted, the participant will be asked to sit briefly.

C. Requirements for Standardization of the Examination 

1. The examination will be documented on the data collection form (See Appen-
dix A-13-1 - Flexible Sigmoidoscopy Screening Examination Form).

2. The bowel preparation: Fleet enema, repeated once or twice if necessary on
morning of exam (at the participant's home or in the examination room).

3. The instrumentation: flexible endoscope and light source.

4. The goal of full insertion of the 60 centimeter scope unless one or more of the
following occur:

- Undue participant discomfort;

- Inadequate preparation with unclear lumen;

- Vasovagal response;

- Palpitations with tachycardia;

- Severe diverticulosis with unclear lumen; or

- Severe ulcerative colitis.

5. For female participants, the flexible sigmoidoscopy will be performed after the
transvaginal ultrasound.

6. Instrument cleaning and disinfection procedures will be performed according
to standard medical practice and pertinent federal and local regulations.

7. Instrument testing: leak testing will be performed daily.

D. Minimum Quality Standards for the Examination

1. An adequate preparation, that is, greater than 90 percent of the mucosa visi-
ble per examiner estimation.

2. An insertion of at least 50 cm unless a specific lesion or other abnormality sus-
picious for cancer is found (for example an obstructing carcinoma). If the
examiner cannot insert the scope to at least 50 cm, the on-call gastroenterolo-
gist should be notified and, if possible, s/he will come and perform the proce-
dure on that individual participant.
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3. If minimal standards are not met for reasons of inadequate preparation, one
additional Fleet enema should be administered and the procedure repeated
during the participant's visit.

 

E. Minimum Qualifications for Examiners 

1. The examiner will be a R.N., Certified Physician's Assistant, Nurse Practitioner,
Physician, or equivalent. Equivalency is to be determined by the SC Principal
Investigator and documented in a letter to be submitted with a completed ECT
to NCI.

2. The Screening Center will report the qualifications and licensure of each exam-
iner to the NCI by submitting a completed Record of Experience, Credentials
and Training (ECT) with copies of relevant diplomas, certificates and/or
licenses.

F. Minimum Qualifications for QA Examiners

1. The QA examiner will be either a PLCO FSG trainer of a PLCO FSG examiner
who has performed at least 240 PLCO FSG examinations in the prior 12
months (average 20 per month) and achieved 50+cm insertion depth in at
least 85 percent of cases with adequate bowel preparation.

2. The Screening Center will report the qualifications and board certification of
each QA examiner to the NCI by submitting a completed Record of Experience,
Credentials and Training (ECT) with copies of board certificates. FSG QA exam-
iner status must be renewed at annual intervals.

G. Minimum Qualifications for Trainers 

1. The trainer will be a board-certified gastroenterologist.

2. The Screening Center will report the qualifications and board certification of
each trainer to the NCI by submitting a completed Record of Experience, Cre-
dentials and Training (ECT) with copies of board certificates.

H. Examiner Training, Certification and Quality Assurance

Training

1. Examiners will be trained locally at each Screening Center.

2. 2.All examiners except board certified gastroenterologists and physicians with
hospital privileges to perform flexible sigmoidoscopies or colonoscopies, will be
trained to perform flexible sigmoidoscopies for the PLCO trial.

Note Regarding Biopsies:

The PLCO study is designed as a screening trial, and the study protocol refers to
screening examinations only. If circumstances require, a biopsy may be performed
during the screening sigmoidoscopy. This is acceptable only if the examiner is a phy-
sician and if a separate informed consent is obtained for the biopsy. The separate
informed consent will specify that biopsy is not part of the PLCO trial and that the
costs of the biopsy will be charged to the participant.

In Screening Centers where physicians may be performing a biopsy during the flexible
sigmoidoscopy procedure, the participant should be instructed about what to do if s/
he is taking aspirin, warfarin, non-steroidal anti-inflammatory drugs or if s/he has
conditions that require prophylactic antibiotic therapy.
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3. Training will include watching the ASGE's tape on flexible sigmoidoscopy and
may include practicing at least two hours on a model where the examiner
manipulates the instrument in the model to gain familiarity with the controls
and hand coordination.

4. The examiner will observe 10 procedures (flexible sigmoidoscopies or
colonoscopies) performed by the trainer who will talk through the procedure.
The examiner will then perform 10 procedures where he/she withdraws the
scope, operates the manual controls, and learns the feel of a sigmoidoscopy
examination. At this point, the trainer will decide whether the examiner may
then begin attempting sigmoidoscopies. The examiner will do enough sigmoi-
doscopies to demonstrate competence as judged by the trainer.

5. The Screening Center Coordinator will train the examiner on the use of study
forms and Screening Center administrative procedures.

6. The Screening Center will submit a training plan to the NCI for review and
approval.

Certification

1. Certification will be conducted at the Screening Center.

2. For certification of all examiners except board certified gastroentrologists, a
minimum of 25 of the training examinations performed by the examiner, must
be judged successful by the trainer.

3. The Screening Center will report the results of examiner certification to the
NCI on the Record of Experience, Credentials and Training (ECT).

Quality Assurance of Examiners see Appendix A, section C of the PLCO QA Plan
(MOOP Appendix L)

1. On a quarterly basis, in Screening Centers with the appropriate video equip-
ment, a selected sample of all sigmoidoscopies will be randomly videotaped
and reviewed by the trainer or a similarly qualified professional (QA examiner).
In those Screening Centers that do not have the appropriate video equipment,
an alternative quality assurance method will be proposed to the NCI. Although
they may be ideal, repeat FSG exams are not practical within the context of
the study. Review of videotape and real-time observation have potential
biases, but either method will be an acceptable option for QA.

To the extent possible, participants with abnormal findings should be included
in the sample of examinations that are reviewed. NCI will determine the num-
ber of samples and the method for their selection. Note: If in the process of
selecting exams for QA review/repeat, an exam with a result of Inadequate
(IN) is chosen, the QA exam should not be performed. Such exams should not
be selected for QA because the original reason for inadequacy may be out of
the examiner's control and lead to further inadequate exams.

2. The Screening Center will submit a plan for quality assurance of examiners to
the NCI for approval.

3. The Screening Center will report the results of quality assurance of examiners
to the NCI on a semi-annual basis, including the number of examinations per-
formed and the level of agreement between the examiner and the QA exam-
iner.
October 1, 2003 4 Flexible Sigmoidoscopy Protocol
Appendix J-13-1



4. The Screening Center will report the prevalence of positive (Abnormal Suspi-
cious) exams by examiner. The prevalence of inadequate exams will also be
reported by examiner and reason for inadequacy.

I. Documentation of the Examination

1. See Appendix A-13-1 - Flexible Sigmoidoscopy Screening Examination Form.

2. See Appendix A-13-2 - Flexible Sigmoidoscopy Screening Examination Quality
Assurance Form.

J. Equipment Specifications

1. Flexible endoscope with capability to 60 cm.; 

2. Light source.

3. The Screening Center will send the NCI documentation of the equipment used
for flexible sigmoidoscopy.

2. Interpretation of Results of the Flexible Sigmoidoscopy Examination

A. Criteria for Determination of a Negative or an Inadequate Examination

1. Negative Screen - No Abnormalities:

An examination in which the examiner is able to advance the scope to the full or
desired length and give a description of negative findings (i.e., no abnormalities
are detected).

2. Inadequate:

An examination in which less than 90 percent of mucosa are visible or the flexible
sigmoidoscope is inserted to less than 50 cm. with no obstructing lesion and no
abnormalities suspicious for cancer in the region visualized. Possible reasons for
an inadequate examination:

- Participant discomfort;

- Participant refusal;

- Equipment malfunction;

- Inadequate preparation with unclear lumen;

- Vasovagal response;

- Palpitations with tachycardia;

- Severe diverticulosis with unclear lumen; and

- Severe ulcerative colitis.

When appropriate, the SC should make every attempt to reschedule inadequate
examinations. However, a duplicate or repeat exam performed for QA purposes
with an inadequate result should not be repeated as a PLCO screening exam or as
a PLCO QA exam.

B. Classification and Definition of Abnormal Examination Results

1. Positive Screen (Referral Required):

Visible or palpable evidence of a mucosal abnormality:

- rectal nodule(s);

- rectal and colon mass(es) and;
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- rectal and colon polyp(s).

2. Negative Screen - Other Abnormalities (Referral Optional):

- External hemorrhoids;

- Rectal tenderness;

- Blood;

- Stricture;

- Fistulas;

- Fissures;

- Diverticulosis;

- Diverticulitis;

- Colitis;

- Vascular lesions;

- Ulcers;

- Melanosis coli;

- Internal hemorrhoids; and

- Anal warts.

C. Reporting of Results to Participants and Physicians

1. The Screening Center will report results in writing to the participant and to the
participant's physician of choice within three weeks of the screening visit.

2. The Study Management System will produce a brief report of results which will
be sent to participants and physicians accompanied by a cover letter. Addi-
tional findings may be sent at the discretion of the SC. However, any addi-
tional material must be approved by NCI.

3. The Screening Center may also give the participant a preliminary summary of
results, either verbal or written, during the screening visit.

4. Participants with a screening result of ”Positive Screen” will be referred to their
physician of choice for diagnostic follow-up and possible treatment. Partici-
pants with a screening result of ”Negative Screen-Other Abnormalities” will be
referred according to standard practice at the Screening Center. The Screening
Center will continue to monitor and follow-up all participants who have a posi-
tive screening result that is suspicious for cancer.

5. The examiner will assign the result of the examination exclusively according to
the findings of the examination, without taking into consideration the results
or findings of any previous examinations. If, after the result has been
assigned, the SC wishes to compare the result or findings of the examination
to those of prior examinations, it may do so as an “internal referral.” This
internal referral is considered follow-up and is not part of the screening pro-
cess. If the SC deems it necessary, or the participant requests it, the SC may
then refer the participant “externally” for further evaluation to the participant’s
physician of choice.

6. If a quality assurance examination does not have the same findings as the ini-
tial screening examination, referral will be made on the "worst case" abnormal
findings, regardless of whether the original examiner or QA examiner found
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the abnormal result. When the Screening Test Results Report (STRR) is gener-
ated, the following hierarchy exists for reporting worst case results: First, the
referral level is taken into account (1-4, with a 1 being the highest level of
referral.) Second, the diagnosis hierarchy is defined as AS, AN, NG, IN, and
RP. For example, if one examiner finds the exam negative with a referral code
of 4 (NG-4) and the other finds it abnormal, not suspicious with a referral code
of 3 (AN-3), the result will be reported based on the highest referral level and
the highest diagnosis code (AN-3).

D. Diagnostic Follow-up Recommendations

1. No formal recommendations for diagnostic follow-up of positive screens will be
given. The Screening Center should refer inquiries to providers they deem to
be expert in the field, and provide the 1-800-4-CANCER hotline number as an
additional source of information. It is expected that diagnostic follow-up will be
state-of-the-art when handled by Screening Center referral providers.

E. Cancer Confirmation

1. The final diagnosis of colorectal cancer will be based on histopathologic crite-
ria. The cancer will be coded according to ICD-O codes by a trained medical
coder at the Screening Center. Pathology slides and reports that support the
cancer diagnosis will be obtained for review by a central study pathologist for
all participants diagnosed with colorectal cancer. One stained slide will be
required by the NCI for permanent retention. Additional slides may also be
required by the NCI. A final diagnosis is based on clinical examination only
may also be accepted in certain circumstances where no pathological examina-
tion was done.

F. Treatment Recommendations for Individuals Diagnosed with Cancer

1. No treatment recommendations will be given.

Note Regarding Biopsies:

In Screening Centers in which polyps are biopsied during the screening procedure, the
biopsy may be considered follow-up. The information obtained from the pathological
examination of the biopsied specimen should be recorded on the Medical Record
Abstract Diagnostic Evaluation Form - Colorectum.
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J-14-1

Protocol for Ovarian Palpation Examination



Prostate, Lung, Colorectal and Ovarian Cancer Screening Trial

PROTOCOL FOR OVARIAN PALPATION EXAMINATION

1. Standardization of the Ovarian Palpation Examination:

A. Participant Preparation

1. The participant will be told that the examination is a screening examination for
ovarian cancer, not a routine examination, and that she should consult her
own physician for evaluation of any symptoms and for routine medical care.

2. The participant will be informed that the ovarian palpation examination is not a
complete gynecologic examination and will not include a Pap smear. If the
Screening Center offers a Pap smear, the participant will be advised that it is
not part of the PLCO trial and that there will be a charge for it. The Screening
Center will obtain a separate written informed consent for the Pap smear.

3. If a second examiner plans to repeat the examination for quality control pur-
poses, the participant must be told this before the primary examination.

4. The participant will be told that she will receive written results for all screening
examinations within approximately three weeks. If the Screening Center plans
to report preliminary results to the participant, the participant will also be told
this in advance of the examination.

5. Physical Preparation: The participant will empty her bladder within 30 minutes
prior to the examination.

B. Examination Steps

1. The participant will be in the dorsal recumbent position, in stirrups and draped.

2. The examiner will explain the procedure to the participant step-by-step as it is
being performed.

3. The examiner will note right and left ovaries separately. The cervix will not be
visualized. The examiner will note if there is gross blood on glove after the
examination.

4. The examiner will perform a rectovaginal examination.

C. Requirements for Standardization of the Examination

1. The examination will be documented on the data collection form (See Attach-
ment A - Ovarian Palpation Screening Examination Form).

2. The participant preparation: an empty bladder.

3. The examiner will be blind to the results of the transvaginal ultrasound and the
sonographer will be blind to the results of the ovarian palpation examination.
In order to maintain the blinding of examiners, no information will be given to
the participant regarding the ovarian palpation examination nor the transvagi-
nal ultrasound examination until both examinations are completed.

D. Minimum Quality Standards for the Examination

1. The examiner must document the palpation of the right and left ovaries.

2. The examiner must document the symmetry of the right and left ovaries.

3. The examiner must note the number of palpable adnexal masses. The location,
size, shape, nodularity, consistency, tenderness and mobility for each palpable
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adnexal mass must also be noted. Cul-de-sac nodularity observed during the
rectovaginal examination will also be noted.

E. Minimum Qualifications for Examiners 

1. The examiner will be a Clinical Nurse Specialist, R.N., a Certified Physician's
Assistant, or equivalent. Equivalency is to be determined by the SC Principal
Investigator and documented in a letter to be submitted with a completed ECT
to NCI.

2. The Screening Center will report the qualifications and licensure of each exam-
iner to the NCI by submitting a completed Record of Experience, Credentials
and Training (ECT) with copies of relevant diplomas, certificates and/or
licenses.

F. Minimum Qualifications for QA Examiners

1. The QA examiner will be any licensed physician with adequate training and
experience in ovarian palpation or a certified PLCO OVR examiner.

2. The Screening Center will report the qualifications and board certification of
each QA examiner to the NCI by submitting a completed Record of Experience,
Credentials and Training (ECT) with copies of board certificates.

G. Minimum Qualifications for Trainers 

1. The trainer will be a board-certified gynecologist or gynecologic oncologist.

2. The Screening Center will report the qualifications and board certification of
trainers to the NCI by submitting a completed Record of Experience, Creden-
tials and Training (ECT) with copies of board certificates.

H. Examiner Training, Certification and Quality Assurance

Training

1. Examiners will be trained locally at each Screening Center.

2. Non-physician examiners will spend at least two full days working with a
trainer.

3. Non-physician examiners will successfully perform a minimum of 40 ovarian
palpation examinations on post-menopausal women, including 10 examina-
tions with abnormal findings. Initially the trainer will demonstrate and the
examiner will follow. As the examiner begins to demonstrate competence, the
trainer will observe the examiner, then confirm examiner findings.

4. The Screening Center may employ professional models, although this will not
be covered under the screening trial budget.

5. The Screening Center Coordinator will train all examiners on the use of the
study forms and Screening Center administrative procedures.

6. The Screening Center will submit a training plan to the NCI for review and
approval.

Certification

1. Certification will be conducted at the Screening Center.

2. The examiner will display competence during training by successfully perform-
ing the ovarian palpation examinations under the supervision of the trainer.
The trainer will document that the examiner successfully performed the exam-
inations.
October 1, 2003 2 Ovarian Palpation Examination Protocol
Appendix J-14-1



3. The Screening Center will report the results of examiner certification to the
NCI on the Record of Experience, Credentials and Training (ECT).

Quality Assurance of Examiners see Appendix D, Section C of the PLCO QA Plan
(Appendix L)

1. In each quarter, a selected sample of all screening tests will be repeated by
the trainer or a similarly qualified professional (QA examiner). To the extent
possible, participants with abnormal findings should be included in the sample
receiving repeat examinations. NCI will determine the number of samples and
the method of their selection. 

2. The Screening Center will submit a plan for quality assurance of examiners to
the NCI for approval.

3. The Screening Center will report the results of quality assurance of examiners
to the NCI on a semi-annual basis, including the number of examinations per-
formed and the level of agreement between the examiner and the QA exam-
iner.

4. The Screening Center will report correspondence measures on comparisons
between OVR and TVU results.

5. The Screening Center will report the prevalence of positive (Abnormal Suspi-
cious) or inadequate exams by examiner and reason for inadequacy.

I. Documentation of the Examination

1. See Attachment A - Ovarian Palpation Screening Examination Form.

2. See Attachment B - Ovarian Palpation Screening Examination Quality Assur-
ance Form.

2. Interpretation of Results of the Ovarian Palpation Examination:

A. Criteria for Determination of a Negative or an Inadequate Examination

1. Negative Screen - No Abnormalities:

- Adequate examination fully completed and no adnexal masses or other
abnormalities detected.

- For non-obese participants with non-palpable ovaries, the examination will
be considered negative.

2. Inadequate:

- The examination was not completed, (including the rectovaginal exam)
(due to participant discomfort, participant refusal, or some other reason),
and no abnormalities indicative of a positive screen are identified;

- Both ovaries are reported by the participant as removed and no abnormal-
ities indicative of a positive screen are identified. 

- Participant so obese that the examiner is unable to adequately examine the
ovaries.

B. Classification and Definition of Abnormal Examination Results

1. Positive Screen (Referral Required):

- Palpable adnexal mass; or

- Cul-de-sac nodularity.
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2. Negative Screen - Other Abnormalities (Referral Optional): An adequate exam,
fully completed and one or more of the following abnormalities detected:

- Abdominal pain or tenderness on examination;

- Vaginal bleeding; 

- Other significant clinical findings noted incidentally while doing the exami-
nation. (For example: lesions on external genitalia, enlarged uterus, or
other non-ovarian pelvic masses).

C. Reporting of Results to Participants and Physicians

1. The Screening Center will report results in writing to the participant and to the
participant’s physician of choice within three weeks of the screening visit.

2. The Study Management System will produce a brief report of results which will
be sent to participants and physicians accompanied by a cover letter. Addi-
tional findings may be sent at discretion of the SC. However, any additional
material must be approved by NCI.

3. The Screening Center may also give the participant a preliminary summary of
results, either verbal or written, during the screening visit.

4. Participants with a result of “Positive Screen” will be referred to their physician
of choice for diagnostic evaluation and possible treatment. Participants with a
result of Negative Screen - Other Abnormalities” will be referred according to
standard practice at the Screening Center. The Screening Center will continue
to monitor and follow-up all participants who have a positive screening result
that is suspicious for cancer.

5. The examiner will assign the result of the examination exclusively according to
the findings of the examination, without taking into consideration the results
or findings of any previous examinations. If, after the result has been
assigned, the SC wishes to compare the result or findings of the examination
to those of prior examinations, it may do so as an “internal referral.” The par-
ticipant will be notified of the results of the internal referral. If the SC deems it
necessary, or the participant requests it, the SC may then refer the participant
“externally” for further evaluation to the participant’s physician of choice. All
internal and external referrals for a positive screen will be considered part of
the diagnostic evaluation of the positive screen.

6. If a quality assurance examination does not have the same findings as the ini-
tial screening examination, referral will be made on the "worst case" abnormal
findings, regardless of whether the original examiner or QA examiner found
the abnormal result.

D. Diagnostic Follow-up Recommendations 

1. No formal recommendations for diagnostic follow-up of positive screens will be
given. The Screening Center should refer inquiries to providers they deem to
be expert in the field, and provide the 1-800-4-CANCER hotline number as an
additional source of information. It is expected that diagnostic follow-up will be
state-of-the-art when handled by Screening Center referral providers.

E. .Cancer Confirmation

1. The final diagnosis of ovarian cancer will be based on histopathologic criteria.
The cancer will be coded according to ICD-O codes by a trained medical coder
at the Screening Center. Pathology slides and reports that support the diagno-
sis of cancer will be obtained for review by a central study pathologist for all
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participants diagnosed with ovarian cancer. One stained slide will be required
by the NCI for permanent retention. Additional slides may also be required by
the NCI. A final diagnosis based on clinical examination only may also be
accepted in certain circumstances where no pathological examination was
done.

F. Treatment Recommendations for Individuals Diagnosed with Cancer

1. No treatment recommendations will be given.
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J-15-1

J-15-1: Protocol for Transvaginal Ultrasound Exami-
nation



Prostate, Lung, Colorectal and Ovarian Cancer Screening Trial

PROTOCOL FOR TRANSVAGINAL ULTRASOUND EXAMINATION

1. Standardization of Transvaginal Ultrasound Examination

A. Participant Preparation

1. The participant will be told that the examination is a screening examination for
ovarian cancer, not a routine examination, and that she should consult her
own physician for evaluation of any symptoms and for routine medical care.

2. If a repeat examination is planned for quality control purposes, the participant
will be told this in advance of the examination.

3. The participant will be told that she will receive written results for all screening
examinations within approximately three weeks. If the Screening Center plans
to report preliminary results to the participant, the participant will also be told
this in advance of the examination.

4. Prior to beginning the examination, the sonographer will briefly explain the
procedure. A sample script follows:

“Your bladder should be empty. The exam involves the insertion of a small
probe, which is covered with a protective sheath, into the vagina. The probe
lets me see your pelvic organs. The sensations from the probe and the specu-
lum used for the pap smear test are very similar. Sometimes, participants
experience some discomfort during this part of the test. (To make sure that
the test results are correct, a second sonographer or doctor may ask your per-
mission to repeat the exam.) Your test results will be sent to your home within
three weeks.”

5. Physical Preparation: The participant will empty her bladder prior to the exam-
ination.

B. Examination Steps

1. The sonographer will image both the left and right ovary in two planes and will
record the transverse, longitudinal, and anteroposterior diameters for both the
left and right ovary.

2. Using calipers, the sonographer will take measurements on the image along
the major and minor axes in both transverse and longitudinal planes.

C. Requirements for Standardization of the Examination 

1. The examination will be documented on the data collection form. (See Appen-
dix A-15-1 - Transvaginal Ultrasound Screening Examination Form).

2. The examiner will search no less than five minutes per ovary for each ovary, to
ensure an adequate search for the ovaries; however, if the iliac vessels are
visualized and no ovaries are visualized, the examiner may conclude the
search for the ovaries.

3. The equipment: 5-7.5 MHz transvaginal probe.

4. The participant preparation: an empty bladder.

5. The transvaginal ultrasound will be performed prior to the flexible sigmoidos-
copy.
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D. Minimum Quality Standards for the Examination

1. Every reasonable attempt will be made to image and photograph both ovaries
in two perpendicular planes (four images total).

2. Complete documentation of the ovarian dimensions will be required for each
examination.

3. In those participants who have had an ovary removed, a complete examina-
tion would indicate visualization of the remaining structures. 

4. If one or both ovaries are not visualized appropriately in an adequate exami-
nation, the examination should be considered negative.

E. Minimum Qualifications for Examiners 

1. The examiner will be a sonographer who is registered by the American Regis-
try of Diagnostic Medical Sonographers (ARDMS), has passed the OB/Gyn sec-
tion of the ARDMS certification examination, and has performed 50-100 prior
transvaginal ultrasound examinations. The examiner may also be a physician
who is adequately trained in transvaginal ultrasonography as determined by
the Principal Investigator.

2. The Screening Center will report the qualifications and licensure of each exam-
iner to the NCI by submitting a completed Record of Experience, Credentials
and Training (ECT) with copies of relevant diplomas, certificates and/or
licenses.

F. Minimum Qualifications for QA Examiners

1. The QA examiner will be either a PLCO TVU trainer or a PLCO TVU examiner
who has performed at least 240 TVU examinations in the prior 12 months
(average 20 per month) and detected one or both ovaries in at least 60 per-
cent of those exams deemed adequate. 

2. The Screening Center will report the qualifications and board certification of
each QA examiner to the NCI by submitting a completed Record of Experience,
Credentials and Training (ECT) with copies of board certificates. The TVU QA
examiner status should be renewed at annual intervals. 

G. Minimum Qualifications for Trainers 

1. The trainer will be a certified radiologist with specific training in ultrasonogra-
phy.

2. The Screening Center will report the qualifications and licensure of each trainer
to the NCI by submitting a completed Record of Experience, Credentials and
Training (ECT) with copies of relevant diplomas, certificates and/or licenses.

H. Examiner Training, Certification and Quality Assurance

Training

1. Sonographers will be trained locally on performing the transvaginal ultrasound
examination and ovarian measurements. Prior to acting as a PLCO sonogra-
pher, the individual must have performed 50-100 transvaginal ultrasound
examinations. These may be done as training exams or prior to PLCO involve-
ment.

2. The sonographer will demonstrate competence by successfully performing
accurate examinations.
October 1, 2003 2 Transvaginal Ultrasound Protocol
Appendix J-15-1



3. The Screening Center Coordinator will train the sonographer and the trainer on
the use of study forms and Screening Center administrative procedures.

4. The Screening Center will submit a training plan to the NCI for review and
approval.

Certification

1. The sonographer will display competence by successfully performing examina-
tions accurately during training.

2. The Screening Center will report the results of examiner certification to the
NCI on the Record of Experience, Credentials and Training (ECT).

Quality Assurance of Examiners see Appendix E, Section C of the PLCO QA Plan
(MOOP Appendix L)

1. On a quarterly basis, a selected sample of all screening tests performed will be
randomly selected to be repeated by the trainer or a similarly qualified profes-
sional (QA examiner). Where available, in lieu of repeat examinations, a
review of films may be performed by the QA examiner. To the extent possible,
participants with abnormal findings should be included in the sample of exam-
inations that are repeated or reviewed. NCI will determine the number of sam-
ples and method for their selection. Note: If in the process of selecting exams
for QA review/repeat, an exam with a result of Inadequate (IN) is chosen, the
QA exam should not be performed. Such exams should not be selected for QA
because the original reason for inadequacy may be out of the examiner's con-
trol and lead to further inadequate exams. 

2. The Screening Center will submit a plan for quality assurance of examiners to
the NCI for approval.

3. The Screening Center will report the results of quality assurance of examiners
to the NCI on a semi-annual basis including the number of examinations per-
formed and the level of agreement between the examiner and the QA exam-
iner.

4. The Screening Center will report correspondence measures on comparisons
between the OVR and TVU results.

5. The Screening Center will report the prevalence of positive (Abnormal Suspi-
cious) or inadequate exams by examiner and reason for inadequacy.

I. Documentation of the Examination

1. See Appendix A-15-1 - Transvaginal Ultrasound Screening Examination Form.

2. See Appendix A-15-2 - Transvaginal Ultrasound Screening Examination Quality
Assurance Form.

3. The following items will be documented on the data collection form:

a. Presence or absence of a sonographically detectable left and right ovary;

b. Left and right ovary size (volume calculated using the prolate ellipsoid for-
mula: width x height x thickness x 0.523);

c. Presence or absence of morphologic abnormality in each adnexal area;

d. Description of every identified discrete adnexal abnormality; and

e. Description of discrete abnormalities in terms of:

- location (right or left adnexal area);
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- maximum diameter;

- volume (calculated using (maximum diameter)3 x 0.523);

- solid areas; 

- septal structure;

- cyst outline;

- cyst wall thickness; and

- echogenicity.

J. Equipment Specifications

1. 5-7.5 MHz transvaginal probe.

2. Equipment must meet FDA guidelines and institution and state licensure regu-
lations.

3. The Screening Center will send the NCI documentation of the equipment used
for transvaginal ultrasound.

K. Photo Documentation

1. A photograph, computerized image, or thermal printout will be obtained for
documentation of all adequate examinations, regardless of whether or not the
ovaries were visualized, and will be retained as part of the permanent record.
It is acceptable to store transvaginal ultrasound images on thermal paper,
radiographic film, or digitally. If digital storage is chosen a back-up copy
should also be maintained. The storage method should meet requirements of
20-year storage with no decrease in the quality of the image and with the
capability to retrieve a film or paper image at any time during the 20-year
storage period.

2. Interpretation of Results of the Transvaginal Ultrasound

A. Criteria for Determination of a Negative or an Inadequate Examination

1. Negative Screen - No Abnormalities:

An adequate examination in which no abnormalities or any kind are found
(regardless of whether or not the ovaries are visualized).

2. Inadequate:

- Participant discomfort or pain which prevents completion of the examina-
tion;

- Participant refusal to complete examination;

- Inability to insert the probe;

- Equipment malfunction; 

- Bowel interference; or

- Some other condition.

When appropriate, the SC should make every attempt to reschedule inade-
quate examinations. However, a duplicate or repeat exam performed for QA
purposes with an inadequate result should not be repeated as a PLCO screen-
ing exam or as a PLCO QA exam.
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B. Classification and Definition of Abnormal Examination Results

1. Positive Screen (Referral Required):

The Screening Center will use the prolate ellipsoid formula (width x height x thick-
ness x 0.523) to calculate the volume of each ovary or cyst. For cysts, the maxi-
mum diameter of the cyst will be used in volume calculations [(maximum
diameter)3 x 0.523]. An abnormal (positive) transvaginal ultrasound will consist
of an examination with one or more of the following features:

- Any ovary or cyst greater than 10 cubic cm in volume;

- Any solid area or papillary projection extending into the cavity of a cystic
ovarian tumor of any size;

- Any mixed (solid/cystic) component within a cystic ovarian tumor.

2. Negative Screen - Other Abnormalities (Referral Optional):

An adequate examination that reveals one or more abnormalities that do not
satisfy the criteria for a positive screening examination. 

Note: If the examiner notes a nabothian cyst, defined as a cyst of the naboth-
ian gland (located on the cervix), the examiner can make the decision whether
to code the result as either Negative Screen - No Abnormalities or Negative
Screen - Other Abnormalities.

C. Reporting of Results to Participants and Physicians

1. The Screening Center will report results in writing to the participant and to the
participant's physician of choice within three weeks of the screening visit.

2. The Study Management System will produce a brief report of results which will
be sent to participants and physicians accompanied by a cover letter. Addi-
tional findings may be sent at the discretion of the SC. However, any addi-
tional material must be approved by NCI.

3. The Screening Center may also give the participant a preliminary summary of
results, either verbal or written, during the screening visit.

4. Participants with a result of “Positive Screen” will be referred to their physician
of choice for diagnostic evaluation and possible treatment. Participants with a
result of “Negative Screen - Other Abnormalities” will be referred according to
standard practice at the Screening Center. The Screening Center will continue
to monitor and follow-up all participants who have a positive screening result
that is suspicious for cancer.

5. The examiner will assign the result of the examination exclusively according to
the findings of the examination, without taking into consideration the results
or findings of any previous examinations. If, after the result has been
assigned, the SC wishes to compare the result or findings of the examination
to those of prior examinations, it may do so as an “internal referral.” The par-
ticipant will be notified of the results of the internal referral. If the SC deems it
necessary, or the participant requests it, the SC may then refer the participant
“externally” for further evaluation to the participant’s physician of choice. All
internal and external referrals for a positive screen will be considered part of
the diagnostic evaluation of the positive screen.

6. If a quality assurance examination does not have the same findings as the ini-
tial screening examination, referral will be made on the "worst case" abnormal
findings, regardless of whether the original examiner or QA examiner found
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the abnormal result. When the Screening Test Results Report (STRR) is gener-
ated, the following hierarchy exists for reporting worst case results: First, the
referral level is taken into account (1-4, with a 1 being the highest level of
referral.) Second, the diagnosis hierarchy is defined as AS, AN, NG, IN, and
RP. For example, if one examiner finds the exam negative with a referral code
of 4 (NG-4) and the other finds it abnormal, not suspicious with a referral code
of 3 (AN-3), the result will be reported based on the highest referral level and
the highest diagnosis code (AN-3).

D. Diagnostic Follow-up Recommendations 

1. No formal recommendations for diagnostic follow-up of positive screens will be
given. The Screening Center should refer inquiries to providers they deem to
be expert in the field, and provide the 1-800-4-CANCER hotline number as an
additional source of information. It is expected that diagnostic follow-up will be
state-of-the-art when handled by Screening Center referral providers.

E. Cancer Confirmation

1. The final diagnosis of ovarian cancer will be based on histopathologic criteria.
The cancer will be coded according to ICD-O codes by a trained medical coder
at the Screening Center. Pathology slides and reports that support the cancer
diagnosis will be obtained for review by a central study pathologist for all par-
ticipants diagnosed with ovarian cancer. One stained slide will be required by
the NCI for permanent retention. Additional slides may also be required by the
NCI. A final diagnosis based on clinical examination only may also be accepted
in certain circumstances where no pathological examination was done.

F. Treatment Recommendations for Individuals Diagnosed with Cancer

1. No treatment recommendations will be given.
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APPENDIX K

Appendix K: General Interviewing/Abstracting Techniques



K-17-1

General Interviewing Techniques



PLCO Cancer Screening Trial

GENERAL INTERVIEWING TECHNIQUES

1. Types of Questions

In using the Baseline Questionnaire, you will encounter different types of questions. These
are precoded, open-ended, and dependent questions.

A. PRECODED QUESTIONS. A precoded or closed-ended question is one in which the
choice of answers is provided with the question. The simplest form of a precoded
question requires a "yes/no" answer:

Other precoded questions are written so they include all possible answers:

Although precoded questions are written so that the suggested answers are both
exhaustive and mutually exclusive, there may sometimes be an overlap between
given categories. In such cases, respondents must choose the one that is closest
to what they think or do.

B. OPEN-ENDED QUESTIONS. Open-ended questions, which are also called "free
answer" questions, are those which are followed by a blank space, and which do
not list possible answers.

The typical open-ended question requires at least a sentence or two to answer,
and often more. However, there is a special type of short open-ended question
that may best be described as a cross between a precoded and open-ended ques-
tion that need to be considered briefly. This is a question that simply asks the
respondent to name an amount, or perhaps a date ("How long?" "How much?"

Have you ever smoked cigarettes regularly for six months or longer?

O No

O Yes

What is your marital status?

O MARRIED

O SEPARATED/DIVORCED

O WIDOWED

O NEVER MARRIED

What has been your usual adult occupation?
____________________________________________________________

____________________________________________________________
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"When?") Sometimes, these short questions are followed by code boxes to fill in
the answer.

C. DEPENDENT QUESTIONS. Dependent questions are those which are asked only of
some respondents. The determination of who is to be asked the question is
"dependent" upon the answer to a previous question. You will be instructed in the
questionnaire by what we call "skip" instructions, when this kind of question is to
be omitted based on a previous response. Questions can be either precoded or
open-ended. An example of a dependent question is:

In this case, the instructions after Question 10 direct you to ask Question 11 only
of those respondents who said yes to smoking regularly for six months or longer.
Therefore, Question 11 is dependent upon the answer to Question 10.

It is surprisingly easy to begin to ask a dependent question before you suddenly
realize that it should not have been asked. To avoid this, you should mentally
review the instructions before starting the interview. If it should happen that you
ask a dependent question when you should not, simply excuse your error and go
onto the next possible questions.

2. Asking the Questions

Here are some principles and techniques that you must follow while administering the
questionnaire.

A. REVIEW THE QUESTIONNAIRE BEFORE STARTING. Before you start, you must feel
at ease with the questions. If you do not feel comfortable, you may transmit
uncertainty to the respondent. It is important to remember that the questions are
there for specific reasons.

B. ALWAYS REMAIN NEUTRAL. You must maintain a neutral attitude with your
respondents. You must be careful that nothing in words or vocal tone implies crit-
icism, surprise, approval or disapproval of either the questions asked or of the
respondent's answers and comments.

Through your relaxed, professional attitude, you can put the respondent at ease
and gain his/her confidence. You must not influence the respondent's answers in
any way, directly or indirectly. Another interviewer should be able to obtain the
same answers from the same respondent.

Practice asking all questions in an interested yet "matter of fact" way. By doing so,
you will find in most cases neither you nor your respondent will feel sensitive
about any questions asked.

C. ASK ALL QUESTIONS IN THE ORDER PRESENTED IN THE QUESTIONNAIRE. Never
change the order of the questions in the questionnaire. The questions follow one
another in a carefully designed sequence; to change that sequence would subvert

10. Have you ever smoked cigarettes regularly for six months or longer?

O No (GO TO QUESTION 16)

O Yes

11. At what age did you start smoking cigarettes regularly?

|__|__| In years
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the intent of the questionnaire and the research objectives of the study. Some
questions may be asked after certain other questions so as not to affect the
answers to the earlier questions.

If your respondent is talking freely, s/he may answer some questions before you
get to them. If this happens: DO NOT SKIP OVER ANY OF THE QUESTIONS
(UNLESS YOU ARE INSTRUCTED TO DO SO), EVEN THOUGH YOU THINK THERE
MAY BE SOME REPETITION. If a respondent should get a little annoyed and say, "I
just told you that," you can always say something pleasant like:

- "I have to make sure that I had your full answer to that," or

- "I didn't know whether you would have others things to say on the subject," or

- “You may have already told me this, but let me make sure I have your answer
correctly."

D. ASK ALL QUESTIONS EXACTLY AS WORDED. Do not change even one little word in
the question that is printed out for you. Many times, the smallest change can
affect the whole meaning of the question. Simply repeat the question if the need
arises. If you do repeat the question, read all the words in the question.

EVEN THOUGH YOU FEEL THAT THE QUESTION COULD BE WORDED MUCH MORE
SIMPLY, DO NOT IMPROVISE ON THE METHOD OF ASKING THE QUESTION. EVERY
WORD IS THERE FOR A PURPOSE. Emphasize only those words which are under-
lined, and pause only at commas or after each answer category when they are
included in the question itself. Read everything in a natural, even-toned manner.

In order for all the interviewers' work to be combined, there must be no doubt
that each respondent heard exactly the same question before answering.

Sometimes respondents will ask you to define words in a question or explain some
part of a question. Unless a definition or explanation is provided, do not provide
one. Simply let respondents know that they should answer using their own defini-
tion. Say, "Whatever it means to you—just answer that way."

E. DISCOURAGE UNRELATED CONVERSATION WHILE ASKING QUESTIONS. Occa-
sionally a particular question may cause the respondent to reminisce or relate a
lengthy story illustrating the point just made, especially among older, lonely, or
more talkative respondents.

You'll do both yourself and the respondent a favor if you keep the interview busi-
nesslike in tone. If you hit upon a rambling respondent, or one who launches into
irrelevant conversation, don't hesitate to interrupt and politely bring him/her back
to the point of the question by repeating what you want to know. At the same
time, of course, you must be careful not to antagonize the respondent, though
you may find that talkative persons are the ones who least mind being inter-
rupted. You can always say something like: "That's very interesting..." and repeat
the question.

3. Instructions in the Questionnaire

In addition to the questions you must ask, the questionnaire will also contain instructions.
They are there to help you use the questionnaire correctly and must be followed closely. The
following are some of the more common rules relating to instructions in the questionnaire.

A. "SKIP INSTRUCTIONS." Many answer categories are followed by skip instruction,
either in parentheses or in a box. These tell you what questions to ask next. In
most instances, you will be referred to a specific question.
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Skip instructions in parentheses are used primarily in situations where you skip to
different places, depending upon how the respondent answers the question you
have just asked. In instances where the answer is not followed by a skip instruc-
tion, you simply proceed to the next question after you have recorded the answer.

B. WORDS IN PARENTHESES FOLLOWING THE QUESTION. Occasionally you will find
a word or phrase in parentheses following the question. These are additional
instructions to help the participant correctly answer the question.

C. INSTRUCTIONS ON HOW TO RECORD ANSWERS. Where appropriate, questions
are followed by an instruction about how to record the answer, e.g., OTHER
(SPECIFY).

4. Probing

Probing is the technique used by the interviewer to obtain more information when a respon-
dent's answer is not clear or is incomplete, or does not adequately answer the question. On
the Baseline Questionnaire there are critical data items that require data retrieval when an
answer is incomplete, unclear or not answered. These questions will usually require probing
during data retrieval.

4.1. Probing Precoded and Open-Ended Questions

A. PROBING PRECODED QUESTIONS. Although open-ended questions more often
require probing, you may also need to probe on a precoded question. Sometimes
the best probe for a precoded question is repeating the original question or giving
the non-directive probe, "Well, which comes closest?"

Another situation may occur in precoded questions when the respondent gives
additional information or explains his/her choice. In this case write down (in the
blank space) relevant comments the respondent volunteers while answering a
precoded question. However, do not probe for clarification of these comments.

B. PROBING OPEN-ENDED QUESTIONS. In the case of the longer open-ended ques-
tions, the techniques of probing must be used to the fullest, for frequently the ini-
tial answers given by the respondent will fall far short of the being specific, clear,
and complete.

4.2. Probing Methods Should be Neutral

It is very important to always use neutral probes. By this we mean you should not imply to
the respondent that you expect a specific answer or that you are dissatisfied with an answer.

Remember the reason for probing is to motivate the respondent to answer more fully or to
focus the answer, without introducing bias. The potential for bias is great in the use of
probes. Under the pressure of the interviewing situation, the interviewer may quite uninten-
tionally imply that some answers are more acceptable than others or may hint that a respon-
dent might want to consider this or include that in giving responses.

4.3. Kinds of Probes

There are several different neutral probes, which appear as part of a normal conversation
that can be used to stimulate a fuller, clearer response.

A. AN EXPRESSION OF INTEREST AND UNDERSTANDING. By saying such things as
"uh-huh" or "I see" or "yes," the interviewer indicates that the response has been
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heard, that it is interesting and that more is expected. Be very careful how you
say these; avoid sounding approving or disapproving.

B. REPEAT THE QUESTION. When the respondent does not seem to understand the
question, misinterprets it, seems unable to decide, or strays from the subject, it is
often useful to repeat the question. Many respondents, when hearing the question
for the second time, realize what kind of answer is needed. You can preface the
question by saying, "Let me repeat the question."

C. REPEATING THE RESPONDENT'S REPLY. Simply repeating what the respondent
has said is often an excellent probe. Hearing the response just given often stimu-
lates the respondent to further thought. You can say something like: "Let me
make sure I have this correctly. You said, (REPEAT RESPONSE)." Make sure your
approach to this does not sound incredulous. Think of it as a verification.

D. A NEUTRAL QUESTION OR COMMENT. Neutral questions or comments are often
used to obtain clearer and fuller responses. The following are some suggestions
for probing questions that may help you explore may types of insufficient
answers.

PROBES USED TO OBTAIN CLEARER RESPONSES

"What do you mean exactly?"

"What do you mean by...?"

"Could you please explain that a little? I don't think I quite understand."

PROBES USED TO OBTAIN SPECIFIC RESPONSES

"Could you be more specific about that?"

"Tell me about that."

PROBES USED TO OBTAIN MORE RELEVANT RESPONSES

"I see. Well, let me ask you again...(REPEAT EXACT QUESTION)."

"Would you tell me how you mean that?"

PROBES USED TO OBTAIN COMPLETE RESPONSES

"What else?"

"What else can you think of?"

4.4. The Don't Know (DK) Response

The "I don't know" answer can mean a number of things. For instance:

- The respondent doesn't understand the question and says "don't know" to
avoid saying s/he doesn't understand;

- The respondent is thinking the question over, and says "don't know" to fill the
silence and give himself/herself time to think;

- The respondent may be trying to evade the issue because s/he feels unin-
formed, or is afraid of giving a wrong answer, or because the question seems
too personal; or
Octobet 1, 2003 5 Interviewing Techniques
Appendix K-1



- The respondent may really not know or really may have no opinion on the
question.

Try to decide which of the above may be the case. Don't be in too big a rush to settle for a
"don't know" reply. If you wait expectantly your respondent will usually think of something
further to say. Pausing and waiting are frequent probes for a "don't know." You'll also find
that other useful probes are: "Well, what do you think?" or "I just want your own ideas on
that."

If you feel the respondent has answered "don't know" out of fear of admitting ignorance, you
may act reassuring by saying "There's really no right answer to this question -- we're just
interested in your opinion."

You must always try at least once to obtain a reply to a "don't know" response, before
accepting it as the final answer. But be careful not to antagonize the respondents or force an
answer if they say again that they don't know.

4.5. When to Stop Probing

When you have obtained as much information from the respondent as possible and when you
have encouraged the respondent to clarify the meaning of his or her own words to that you
know exactly what s/he had in mind—only then do you have a complete answer and only
then should you stop probing. However, if at any time the respondent becomes irritated or
annoyed, discontinue probing. We do not want the respondent to refuse the rest of the inter-
view.

5. Recording Answers

The following are some general rules for recording answers.

A. PLEASE ERASE IF IT IS NECESSARY TO CHANGE A CODE. However, the only time
you should change a code is if you discover an error while interviewing or editing
from the same source. Do not erase during data retrieval attempts.

B. RIGHT JUSTIFY ALL NUMBERS. The term "right justify" means that numerical
information should be entered in the rightmost coding boxes available for a given
item and any coding boxes to the left of the number should be filled with zeros.
That is, whenever there are more coding boxes available than numerals to fill
them, put the number(s) in the rightmost boxes and put zeros in the unused
boxes on the left. For example:

Month of July-two coding boxes -- July = |__|__|

                                              MM

C. FRACTIONS MUST BE ROUNDED. When figures are represented in fractions, the
following rules apply:

- If fraction is equal to .5 (1/2) or more, round up. E.g., 2.5 = 3

- If fraction is less than .5 (1/2), round down. E.g., 2.3 = 2

D. RECORDING VERBATIM. The key word in recording open-ended questions is "ver-
batim." This means writing down everything relevant the respondent says in his/
her own words. Here are a few important rules, which will help you.

- BE READY TO WRITE. Have your pencil poised when you ask your question.
Start writing immediately; otherwise you'll be far behind from the beginning.
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- USE ABBREVIATIONS. However, look over the abbreviations you have used
after you hang up. If any abbreviations would be confusing to the people who
have to read the responses, spell out the term completely while going over
your work.

- ASK THE RESPONDENT TO SLOW DOWN.

- VERBATIM RECORDING, OF COURSE, MEANS THAT YOU SHOULD USE THE
RESPONDENT'S OWN LANGUAGE WORD FOR WORD -- Don't correct or sum-
marize what respondents say; let them speak for themselves!
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K-17-2

General Abstracting Techniques



PLCO Cancer Screening Trial

GENERAL ABSTRACTING TECHNIQUES

These are general guidelines that should be followed when abstracting medical records.

The abstractor’s goal is to collect accurate information by using the abstract form according
to sound data collection practices. To fulfill this goal, the abstractor needs to understand the
format of the abstract form and the principles for using it.

Always review the entire medical record thoroughly before completing the abstract. Some
items may require interpretation and other items can be abstracted exactly as it is given in
the record. If interpretation is required, it should be based on sound reasoning with avoid-
ance of guessing. When recording, bear in mind that regardless of how carefully you have
researched a medical record for needed data, all your efforts will have been wasted if you fail
to record the answer properly or legibly. Record all numbers carefully and print letters.

1. Types of Items

You will find the following types of items on the Medical Record Abstract Forms.

A. PRECODED ITEMS. A precoded or closed-ended question is one in which the
answer choices are contained in the question. The simplest form of a precoded
question requires a “no”/“yes”/“unknown” answer, while other precoded questions
may offer several possible answers.

Some of the precoded questions are written so that the suggested answers are
both exhaustive and mutually exclusive—that is, they provide for all possible
answers and do not duplicate each other. Only one answer is allowed. Other pre-
coded questions may list all possible answers and ask for “all that apply.” More
than one answer is allowed.

B. OPEN-ENDED ITEMS. Open-ended items do not list possible answers, but are fol-
lowed by a line or box in which to record the answer. There are two kinds of open-
ended items in this abstract form.

Some open-ended items are a hybrid of precoded and open-ended items for which
the range of possible answers can be anticipated. This type of question is called a
short open-ended question and usually asks for a number, an amount, or a date.
The correct number of boxes is given on the form and you can enter the appropri-
ate numbers.

The other type of open-ended item requires you to record information on a desig-
nated line. It is important to write clearly and contain your entry within the space
allotted. Examples of open-ended items are the “verbatim descriptions” and
“specify” items.

2. Instructions in the Medical Records Abstract Forms

Instructions may appear in the abstract forms in several ways, e.g., in a parentheses or in a
box. The instructions are there to remind you how to use the abstract form correctly. The fol-
lowing are some of the common rules relating to instructions in the questionnaire.

A. WORDS IN PARENTHESES. Instructions in parentheses may follow an item name
or a response category.

B. “SKIP INSTRUCTIONS.” Many of the items have skip instructions, either in paren-
theses or in a box. These tell you which item to go to next. For example, many of
the items direct you to complete a table if the item was answered “yes.”
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C. INSTRUCTIONS ON HOW TO RECORD ANSWERS. Many of the items include
instructions on how to record an answer. For example, an item may direct you to
a list of codes from which to choose the appropriate response(s).

3. General Rules for Recording Answers

The following are some general rules for recording answers.

A. CAREFULLY ENTER ONLY ONE CODE NUMBER IN EACH BOX. 

B. ERASE IF IT IS NECESSARY TO CHANGE A CODE AND ENTER THE CORRECT CODE
IN ITS PLACE.

C. RIGHT JUSTIFY ALL NUMBERS. The term “right justify” means that numerical
information should be entered in the rightmost coding boxes available for a given
item and any coding boxes to the left of the number should be filled with zeros.
That is, whenever there are more coding boxes available than numbers to fill
them, put the number(s) in the rightmost boxes and zeros in the unused boxes on
the left. For example:

Month of July-two coding boxes -- July =   |__|__|

                                                             MM

D. FRACTIONS MUST BE ROUNDED. When figures are represented in fractions, the
following rules apply:

- If the fraction is equal to .5 (1/2) or more, round up. For example, 2.57 = 2.6,
3.5 = 4

- If the fraction is less than .5 (1/2), round down. For example, 1.23 = 1.2, 2.3
= 2.

E. RECORDING VERBATIM. Recording “verbatim” means writing down everything
exactly as it appears in the medical record. Here are a few important rules to fol-
low:

- USE ABBREVIATIONS AS THEY APPEAR IN THE MEDICAL RECORD. However,
look over the abbreviations you have used after you have finished. If any
abbreviations would be confusing to the people who have to read the
responses, spell-out the term completely while going over your work.

- VERBATIM RECORDING, OF COURSE, MEANS THAT YOU RECORD DATA FROM
THE MEDICAL RECORD WORD FOR WORD. Don't correct or summarize what is
written in the medical record. The exact words and phrases should be used.

F. COMMENTS SECTION: Use this section to record any overflow information. Place
an asterisk (*) beside the item number which is being referenced. In the Com-
ments Section, reference the item on which you are commenting. Initial and date
your comments. If more space is needed, use the back of the abstract form or
additional paper. If you reference the medical record, do not correct or summarize
what is written in the medical record. Record the exact words and phrases used.

Discrepant information should no longer be recorded in Comments. If an item
being abstracted has conflicting or discrepant information, the SC Lead Abstractor,
SC Coordinator and/or the Principal Investigator should review the discrepant
information for the appropriate coding decision prior to calling the MRA Coordina-
tor.
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4. Editing the Abstract Form

As soon as possible after abstracting a medical record, review the completed abstract form
while it is still fresh in your mind. Make sure the form is filled out accurately and completely.
This procedure is known as EDITING and, though it doesn't take long, it is an important part
of an abstractor's job. Some of the purposes of editing are:

A. TO CATCH AND CORRECT ERRORS AND OMISSIONS IN RECORDING. Common
errors that can be caught in editing are: omitted codes and errors in entering
codes. Check to make sure that no information is missing.

B. TO LEARN FROM MISTAKES SO THEY ARE NOT REPEATED.

C. TO CLARIFY HANDWRITING AND WRITE OUT ABBREVIATIONS MORE FULLY. Go
over all illegible handwriting, and fill in all but the most common abbreviations.

5. Photocopying

Whenever portions of medical records are photocopied, it is necessary to identify properly all
photocopies. Identify pages to be photocopied by clipping the page(s) with paper clips. Be
sure to follow these rules:

A. Label each page with the Participant ID, and number each page, e.g., 1 of 3, 2 of
3, etc.

B. Reference the specific item number for which the photocopy was made, e.g., the
pathology report for an ovarian cancer is identified in Item 14 of the Medical
Record Abstract Form--Diagnostic Evaluation for Ovary.

C. ALWAYS attach the photocopied pages to the abstract form with a clip, or insert in
the Medical Record Abstract Form Booklet.

6. Definitions and Synonyms for Diagnostic/Staging Procedures

Following is a list of many of the diagnostic and staging procedures that are named as Proce-
dure Codes on the DEP, DEL, DEC, and DEO forms. The list of procedures is in alphabetical
order and is not arranged by cancer type. A definition/explanation is provided for each of the
procedures. Also, if a particular procedure is commonly referred to by a different term or
terms, the other term(s) is/are provided.

Abdominal flat plate (plain film): Radiographic examination requiring a frontal
projection of the abdomen with the patient in a supine position. Also known as a KUB
film.

Abdominal/Vaginal Hysterectomy: This is the surgical removal of the uterus. The
approach is either through the vagina or the abdomen.

Abdominal Ultrasound: The use of sound waves (ultrasound) on the abdomen to
differentiate composition differences in organs, cysts, or tissues.

Barium enema/Barium enema radiograph: The administration of barium, a radio-
paque medium, for x-ray study of the lower intestinal tract. A hypaque enema radio-
graph would not be included here.

Biopsy: The procedure of removing tissue for gross and microscopic examination and
diagnosis. Biopsies can be described by the location or approach to the tissue
obtained. When possible, try using an existing code rather than specifying as "other"
for the type of biopsy.
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The following describe various techniques to obtain a biopsy of the lung or adjacent
structures. Generally the type of biopsy will be indicated either in a procedure note,
operation note, or pathology note. The following refer specifically to biopsies of the
lung, lung tissue, or of pulmonary fluid:

- Biopsy, endobronchial: Biopsy obtained from within bronchial tubes via
bronchoscopy.

- Biopsy, needle aspiration (SPECIFY): Removal of cells, fluid, and tissue
fragments from tissue with a needle for cytologic analysis to check for cancer.
This is a general term, so could be used if endobronchial, transbronchial, TNA,
TBNA (biopsy) would not apply.

- Biopsy, surgical, open: Tissue obtained during surgery, typically through a
thoracotomy incision.

- Biopsy, transbronchial: A needle biopsy into the lung tissue or lymph nodes
during a bronchoscopy. The tissue being biopsied is accessible during the
bronchoscopic procedure and implies a central lesion.

- Biopsy, transbronchial needle aspiration (TBNA): During a bronchos-
copy, a needle is used to sample nodal or tissue areas immediately adjacent to
the central airways to obtain fluid, tissue fragments, and cells for cytologic
analysis. TBNA is also known as Wang Needle Aspiration. Note that a fine nee-
dle aspiration (FNA) is a type of TBNA.

- Biopsy, transthoracic needle aspiration (TNA): A needle is inserted
through the skin (percutaneous) into the chest. Cells and tissue fragments are
aspirated through the needle for cytologic analysis. Note that a fine needle
aspiration (FNA) is a type of TNA. Also known as percutaneous transthoracic
needle aspiration.

The following describe biopsies of specific organs:

- Biopsy, liver: This is the percutaneous sampling of the liver with a needle/tro-
char inserted through the skin;

- Biopsy, lymph node - other (SPECIFY): Use this if only one lymph node is
removed. Specify the type of lymph node such as cervical, mediastinal, iliac,
etc. Do not use if multiple lymph nodes are obtained, instead for multiple
lymph node biopsies use lymphadenectomy or lymph node sampling.

- Biopsy, other (SPECIFY); and

- Biopsy, scalene (supraclavicular) lymph node: Biopsy of the suproclavic-
ular lymph nodes above the clavicle or collar bone.

- Bone radiograph: X-ray of a bone. Use this for one bone; use radiograph-
other if a film of multiple bones taken and specify, such as rib series or L-S
spine.

Bronchoscopy: Examination of the bronchi through a flexible fiberoptic broncho-
scope or a rigid bronchoscope.

Chest radiograph: X-ray of the chest cavity for the evaluation of the lungs and tho-
racic bones. This may also be referred to as CXR, PA, PA and LAT CXR. Record only
those chest x-rays that are screening/diagnostic for cancer, and not those to check
for complications post procedures.

Clinical Evaluation: A clinical evaluation is defined as a visit to a health care pro-
vider for medical care and should include a history and physical exam related to the
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organ of interest. If a history includes information about the PLCO Screen only, this is
to be considered a clinical evaluation. It does not include a telephone conversation to
a health care provider. A clinical evaluation that only serves to repeat or confirm a
previous finding should not be recorded. On the DEP3 and DEC3 forms, if a clinical
evaluation includes a DRE, only the DRE gets recorded on the DEP3 and DEC3 forms
and not the clinical evaluation.

Color Doppler: This procedure provides color flow maps for characterizing flow dis-
turbances. Useful in identifying characteristics of pelvic masses. This procedure is also
known as color flow Doppler, color flow mapping, or color flow imaging.

CT scan - (abdominal, brain, chest, liver, pelvic, other, etc.): Computed Tomog-
raphy or Computed Transaxial Tomography. Procedure wherein a computerized
tomography scanner is used to scan and produce an axial image of an organ or area
of the body.

- An abdominal CT scan may include the liver, spleen, kidneys, pancreas,
aorta, retroperitoneum, gastrointestinal tract, and pelvis for the purpose of
diagnosis and/or evaluation of cysts, tumors, masses, aneurysm, metastates,
abscesses, and trauma.

- An abdominal and pelvis CT combined is one CT scan of the abdomen
which is extended to include the pelvic region as one procedure, rather than
viewing the abdomen and pelvis as two separate CT scans. See definitions for
both pelvic and abdominal CT scans.

- A brain CT scan may be used to evaluate known or suspected primary or sec-
ondary neoplasm, cystic lesions, seizure disorder, etc.

- A chest CT scan may extend from the lung apices to the posterior costo-
phrenic sulci for the purpose of evaluating abnormalities of the lungs, medi-
astinum, pleura, and chest wall.

- A chest and upper abdominal CT scan, combined may extend from the
lung apices to the mid-abdominal area as one procedure. It evaluates not only
the chest contents but also the upper part of the abdomen, particularly lymph
node abnormalities as well as the liver and spleen.

- A liver CT scan can provide detailed information as to the presence, extent,
and vascularity of a lesion.

- A pelvic CT scan may include the bladder, prostate, ovaries, uterus, lower ret-
roperitoneum, and iliac lymph node chains for the purpose of evaluating cysts,
tumors, masses, metastasis, inflammatory processes, and lymphadenopathy.

- A spiral CT of the chest is a technique used to visualize small abnormalities,
particularly in screening for cancer of the lung. “Spiral” refers to the technique
in how the CT is taken. A reference to a helical technique also means that the
CT done was a spiral CT.

Culdocentesis: Obtaining material from the posterior vaginal cul-de-sac by aspira-
tion or surgical incision through the vaginal wall.

Cystogram: Examination in which contrast material goes into the bladder, and then a
x-ray is taken. This is another way of looking for tumor involvement of the bladder,
either directly in the wall, or by a mass pressing against the surface.

Cystoscopy: Examination inside the bladder using a scope with a lighted end piece (a
cystoscope).
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Cystourethroscopy/cystopanendoscopy: Examination of the lining of the urethra
and all the contents to the superior part of the bladder by inserting an instrument
with a lighted end piece.

Cytology (sputum, bronchial washing/brushing): The study of the anatomy,
physiology, pathology, and chemistry of cells obtained from sputum, bronchial wash-
ing, or bronchial brushing.

- Sputum is material, especially mucus or mucopurulent material, that is
expelled by coughing and then spitting out what came up with the cough. Spu-
tum cytology is also known as pulmonary cytology series.

- Bronchial washings cytology, also known as bronchial wash cytology and
bronchial aspirate cytology, involves the collection of washings or aspirates
during endoscopic examination. The procedure routinely involves the evalua-
tion of smears and cell block, and may include cytocentrifuge or filter prepara-
tions.

- Bronchial brushing cytology involves the brushing of suspected lesions via a
flexible fiberoptic bronchoscope or other endoscopic device. Prepared smears
or cytocentrifuge preparations are then examined.

DRE (Digital Rectal Examination): Palpation of the prostate and/or examination of
the anterior portion of the rectal vault with the examiner’s finger. On the DEP3 and
DEC3 forms, if a clinical evaluation includes a DRE, only the DRE gets recorded on the
DEP3 and DEC3 forms.

Fluoroscopy: Radiographic examination to view the thoracic contents with a fluoro-
scope. This is another way to look at the chest contents besides CT, MRI, and plain
films (such as the standard chest x-ray.)

Gallium Scan: Nuclear medicine procedure in which a radioactive isotope (gallium) is
injected into the blood to find an area of inflammation, infection or a tumor. A film
shows where the gallium is concentrated.

Hemicolectomy: The surgical removal of half of the colon (which is also called the
large bowel or large intestine.) For the removal of approximately half of the colon, as
in right or left hemicolectomy. Do not use for local excision, APR, or polypectomy.

Hysteroscopy: The visualization of the uterine lining with an endoscope.

Internal Referral: An internal referral is performed when a SC radiologist compares
the current PLCO screening chest x-ray to a previous PLCO screening chest x-ray and
detects a new finding so that additional follow-up outside the PLCO screening trial is
recommended.

Intra-abdominal washings (peritoneal or pelvic): A large volume of a balanced
salt solution is used to wash the region of interest and is then collected for cytologic
analysis.

Intravenous pyelography (IVP)/excretory urography: Radiography of the kid-
neys, ureters, and bladder following injection of contrast medium into a peripheral
vein. IVP is also known as intravenous urography.

Laparoscopic Lymph node biopsy: Removal of a lymph node specimen for gross
and microscopic examination and diagnosis with the use of a laparoscope. A laparo-
scope is an endoscope for examining the peritoneal cavity.

Laparoscopy: Insertion of a scope with a lighted end piece into a body cavity or hol-
low organ to directly visualize organs, tissue surfaces, or lining. The laparoscope is
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inserted through the skin through a small incision into abdominal or peritoneal cavity/
space.

Laparotomy: Incision through any part of the abdominal wall.

Lymphadenectomy/Lymph Node Sampling: Excision of lymph nodes. 

Lymphangiogram: Radiographic visualization of the lymphatic vessels and lymph
nodes following the injection of contrast medium for the purpose of evaluating the
lymph nodes for possible involvement with primary or metastatic cancer. Also known
as bipedal lymphangiography.

Mediastinoscopy/mediastinotomy: Mediastinoscopy is the endoscopic examina-
tion of the mediastinum. Mediastinotomy is a surgical incision of the mediastinum.
The mediastinum is the median partition of the thoracic cavity, covered by the medi-
astinal pleura and containing all the thoracic viscera and structures except the lungs.
These procedures are used for the staging of lung cancer. 

MRI scan (abdominal, brain, chest, liver, pelvic, other): Magnetic Resonance Imag-
ing. Procedure in which the patient is placed in a strong magnetic field and radiofre-
quency pulses are transmitted into the patient in an extremely controlled and defined
manner. An MRI provides 3-D images of the body’s interior, delineating muscle, bone,
blood vessel, nerve, organ, and tumor tissue.

Needle aspiration: Withdrawal of fluid from a cavity using a hollow needle. This is
considered a biopsy if performed for diagnostic reason. If this is done for therapeutic
reasons only, such as a withdrawal of fluid in someone with a malignant pleural effu-
sion, do not record. Do not record as a diagnostic procedure unless the fluid is sent
for cytology review.

Omentectomy, complete/NOS: The surgical removal of the entire omentum, which
is a fold of peritoneum hanging like an apron in front of the intestines or bowels. Syn-
onym: Total omentectomy. Omentectomy, NOS is included in this category.

Omentectomy, partial: The surgical removal of part of the omentum, which is the
fold of peritoneum hanging like an apron in front of the intestines or bowels. Syn-
onym: Infracolic omentectomy.

Oophorectomy/Salpingo-oophorectomy: The surgical removal of one or both
ovaries, with or without the fallopian tubes. Also known as an ovariectomy, salpingo-
ovariectomy.

Other (SPECIFY): A diagnostic or staging procedure other than those listed in the
procedure codes. Use the SPECIFY line to record the type of procedure. When possi-
ble, use an existing code rather than using free text to describe.

Other biopsy (SPECIFY): Removal of tissue from an organ for microscopic exami-
nation. The SPECIFY line should be used to record the site of the biopsy, not the
method of the biopsy. Before using this, review the existing list of biopsy types to
determine if one could be used.

Other endoscopy (SPECIFY): This procedure is performed using a long tube with a
lighted viewer on the end piece to observe the surface of a hollow organ or canal.
Record the type of endoscopy on the SPECIFY line.

Other radiograph (SPECIFY): This term includes any type of x-ray film study.
Record the type of x-ray on the SPECIFY line. Use this when one of the existing radio-
graphic procedures does not apply, such as for "rib series", L-S spine series, etc.

Paracentesis: Procedure by which a needle is introduced into the peritoneal space of
a patient with free ascites, and the fluid is sampled for diagnostic and/or therapeutic
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purposes. This procedure is also known as abdominal paracentesis and ascites fluid
tap.

PET scan (Position Emission Topography): This is an imaging study usually per-
formed during cancer staging to look for metastasis.

Preoperative carcinoembryonic antigen (CEA): CEA is an oncofetal protein that
may be detected in the serum of patients with colon cancer. It may also be identified
in the cells of the colon and other carcinomas. Preoperative CEA levels, in general,
reflect the tumor burden in patients with colon cancer, and so, serve as a prognostic
indicator. CEA lab tests done after the surgical treatments of cancer are performed for
surveillance of colon cancer progression or recurrence and would therefore not be
recorded on DEC3 form.

Preoperative prostatic acid phosphatase (PAP): PAP is an enzyme that serves as
a biochemical marker for prostate cancer. Preoperative PAP is used for the diagnosis,
staging, and monitoring of a patient with prostate cancer.

Proctosigmoidoscopy: Visual examination of the rectum and sigmoid colon by use
of a sigmoidoscope.

Prostatectomy: Surgical removal of a part or the entire prostate.

Pulmonary function tests/ Spirometry: The record indicates that the participant
had spirometry, which is also know as a pulmonary function test (PFT). What follows
is a listing of the components of a PFT for completeness. Do not record the separate
components as individual procedures. The FVC and FEV1 provide much of the infor-
mation about the pulmonary parenchyma and airways.

- TLC: Total lung capacity is the volume of air in the lungs after maximal inspi-
ration.

- VC: Vital capacity is the maximum volume of air exhaled from the point of
maximum inspiration.

- FVC: Forced vital capacity is the vital capacity measured during a maximally
forced expiratory effort.

- FRC: Functional residual capacity is the volume of air remaining in the lungs at
the end-expiratory position.

- RV: Residual volume is that volume of air remaining in the lungs after maxi-
mal exhalation.

- IC, ERV: Dividing the vital capacity into portions above and below the func-
tional residual capacity defines the inspiratory capacity and expiratory reserve
volume.

- VT: Tidal volume is the volume exhaled during normal breathing, and may
increase, during exercise, to a large fraction of vital capacity.

- FEV1: Forced expiratory volume in 1 second is the volume of air exhaled in
the first second of the forced vital capacity.

- FEV1/FVC%: The FEV1-to-FVC ratio, expressed as a percentage.

- FEF75: Instantaneous forced expiratory flow after 75% of the FVC has been
exhaled.

- MVV: Maximal voluntary ventilation. The volume of air expired in a specified
period during repetitive maximal respiratory effort, expressed as L/min.
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- PO2, PCO2: Partial pressure of the indicated gas in air, blood, or other liquid,
expressed in the same units as barometric pressure (mm Hg or kP).

- FIO2: Fractional inspired oxygen concentration, e.g., the FIO2 of air is 0.21.

Radiograph, other (SPECIFY): This term includes any type of x-ray film study
other than those listed in the procedure codes. Record the type of x-ray on the SPEC-
IFY line.

Radioisotope bone scan: The use of radiopharmaceutical agents to visualize bones.
This procedure is useful in delineating metastases to the bone. For the DEP3, this is
also known as a radionuclide scan of the bone.

Radionuclide scan (bone, brain, liver): The use of radiopharmaceutical agents to
visualize the bones, brain, or liver.

- Radionuclide scan of the bone is also known as bone scan, bone scintigra-
phy, and whole body bone scan.

- Radionuclide scan of the brain is also known as brain scintigraphy, Ceretec
brain scan, and Spectamine brain scan.

- Radionuclide scan of the liver is also known as liver scintigraphy, liver and
spleen scan, liver-spleen scan, radioisotope hepatic scan, and spleen scan.

Record Review: A record review involves the review of a record by a health care
provider for the purpose of determining if the conclusions and diagnoses are appropri-
ate and/or if anything else should be considered. A record review may include a
review of other doctors’ notes, diagnostic procedures performed, or another review of
the pathology slides.

Resection: Removal of part or all of a bone, organ, or other tissue.

Sentinel Lymph Node Biopsy: The selective removal of one or several lymph nodes
from mapping out the lymphatic distribution of a cancer primary done in conjunction
with nuclear medicine to reduce the need for extensive lymph node sampling.

Sigmoidoscopy/Colonoscopy: An endoscopic examination of the interior/lining of
the sigmoid colon and rectum (sigmoidoscopy) or the large intestine or colon from the
rectum to the cecum (colonoscopy).

Spirometry: See Pulmonary Function Tests.

Stool occult blood: The presence of blood in the feces in amounts too small to be
seen. Occult blood is usually detected only by chemical tests or by microscopic or
spectroscopic examination. Specimens of stool with no visible blood may be tested for
the presence of hemoglobin (occult blood), using guaiac-impregnated paper. When
treated with a developing solution guaiac turns blue if hemoglobin is present. The test
for occult blood is also known as Colo-Rect®; Colo-Screen®; Fecal Occult Blood Test;
Hema-Chek®; HemeSelect®; Hemoccult® II Sensa; Hemoccult® II, Stool; Hemo-
Quant®; Quick-Cult®. Synonyms: Stool Guaiacs, FOBT

Surgical open biopsy: Biopsy of tissue obtained during a surgical procedure.

Thoracentesis: The insertion of a hollow trocar or needle with a cannula into the
pleural cavity/lung space to remove fluid from the lung. Also known as pleuracentesis.

Thoracoscopy: Examination of the pleural cavity with an endoscope. The pleural
cavity is the space between the parietal and visceral layers of the pleura. The pleura
is the serous membrane enveloping the lungs and lining the walls of the thoracic cav-
ity.
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Thoracotomy: Surgical incision of the chest wall.

Transabdominal/pelvic ultrasound or sonogram: The imaging of tissue or
organs in the transabdominal or pelvic region, including the uterus, fallopian tubes,
ovaries, bilateral adnexa, and appendix, by means of soundwaves or ultrasonic ech-
oes. This procedure is also known as a lower abdomen ultrasound.

Transabdominal/pelvic and transvaginal ultrasound combined: The imaging of
tissue or organs in the abdominal or pelvic region by means of sound waves applied
both from the exterior abdomen and from within the vagina.

Transvaginal ultrasound: The imaging of tissue or organs in the transvaginal
region, including the uterus, ovaries, and adnexa, by means of soundwaves.

TURP: Transurethral Resection of the Prostate. Partial excision of the prostate.

Ultrasound (SPECIFY): This is the use of sound waves to distinguish different types
of tissue within a section of the body. For example, the reflection or transmission of
sound waves by different types of tissues is the method that determines whether a
mass is a solid tumor or a fluid filled cyst. Record the type of ultrasound on the SPEC-
IFY line.

Upper GI evaluation--endoscopic/radiographic: Examination of the upper part
of the gastrointestinal tract. This can be performed either directly or indirectly. A
direct approach uses an endoscope to view the esophagus, stomach, and first part of
the small intestine to look at the surface. An indirect approach is a radiographic tech-
nique that has the participant swallow barium, with a film taken to note abnormali-
ties. This radiographic technique is also known as a barium swallow or an upper GI
series.

Ureterogram: Visualization of the ureter by injecting contrast material and taking a
film to observe the flow of urine from the kidneys to the bladder.

Ventilation perfusion lung scan/scintigraphy: This is a nuclear medicine/radiol-
ogy study whereby a radioactive isotope is given by vein and films are taken to check
for pulmonary/ventilation mismatch. This is used to determine the likelihood for a pul-
monary embolus.

7. Definitions and Synonyms for Medical Complications of Diagnostic Evaluation
and Staging

Acute/chronic respiratory failure: The record indicates that the participant had an
acute or chronic respiratory failure as a result of a diagnostic or staging procedure.
This is a decline in lung function so that breathing must be assisted.

Adhesions: The record indicates that the participant developed adhesions as a result
of a diagnostic or staging procedure. Adhesions are the development of scar tissue
binding two structures together. Record this as a medical complication only if inter-
vention is required.

Allergic reaction: The record indicates that the participant experienced an allergic
reaction, including swelling, itching, or rash (with or without local redness and
warmth) that required treatment as a result of a diagnostic or staging procedure.

Anaphylaxis: The record indicates that the participant experienced anaphylaxis as a
result of a diagnostic or staging procedure. Anaphylaxis is a severe allergic reaction
with a dramatic drop in blood pressure, severe wheezing, or dramatic swelling and
requiring immediate treatment with supplemental oxygen, possible intubation, and
intravenous fluids.
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Atelectasis: The record indicates that the participant experienced atelectasis, a col-
lapsed or airless condition of a part or all of the lung(s). Record this as a medical com-
plication only if intervention is required.

Bladder neck contracture: The record indicates that the participant had a bladder
neck contracture as a result of a diagnostic or staging procedure. In a bladder neck
contracture significant scarring of the bladder outlet occurs, affecting the bladder
capacity and function.

Blood in stool: The record indicates the participant had blood in the stool as a result
of a diagnostic or staging procedure. Any amount of blood warrants inclusion as a
medical complication if intervention is required.

Blood loss requiring transfusion: The record indicates the participant had blood
loss related to a diagnostic or staging procedure, requiring blood transfusion.

Bowel injury: The record indicates that the participant had a bowel injury as a result
of a diagnostic or staging procedure. If it is noted in the record, it is significant
enough to warrant recording as a medical complication.

Bronchopulmonary fistula: The record indicates that the participant had a bron-
chopulmonary fistula as a result of a diagnostic or staging procedure. A bronchopul-
monary fistula is a connection or communication between the lung tissue (pleural)
and the bronchus, usually from an infection or pus collection.

Bronchospasm: The record indicates that the participant had bronchospasm, a spas-
modic contraction of smooth muscle of the bronchi, as a result of a diagnostic or stag-
ing procedure. Record as a medical complication only if medical intervention was
required.

Cardiac arrest: The record indicates that the participant’s heart stopped beating as a
result of diagnostic or staging procedure.

Cardiac arrhythmia: The record indicates that the participant had an abnormal
heart rhythm as the result of a diagnostic or staging procedure.

Cerebral Vascular Accident (CVA)/ Stroke: The record indicates that as a result
of a diagnostic or staging procedure the participant had a cerebral vascular accident
(CVA) or stroke, which is inadequate flow of blood to part of the brain.

Congestive heart failure (CHF): The record indicates that the participant had con-
gestive heart failure or a heart-pumping malfunction, which caused fluid to back up,
as a result of a diagnostic or staging procedure.

Deep venous thrombosis (DVT): The record indicates that the participant devel-
oped a blood clot in a vein, usually in the leg, as a result of a diagnostic or staging
procedure.

Diarrhea: The record indicates that the participant developed diarrhea or loose, fre-
quent, and/or watery stools as a result of a diagnostic or staging procedure.

Diminished potency: The record indicates that the participant had diminished
potency, which is a reduced or inadequate ability to perform sexually as a result of a
diagnostic or staging procedure.

Extraperitoneal leakage from the bladder: The record indicates that the partici-
pant had extraperitoneal leakage from the bladder as a result of a diagnostic or stag-
ing procedure. This is leakage of urine through a hole or tear in the bladder wall.
October 1, 2003 11 Abstracting Techniques
Appendix K-2



Fever requiring antibiotics: The record indicates that the participant had a fever
(or temperature elevation) as a result of a diagnostic or staging procedure that
required treatment with antibiotics.

Hemoptysis: The record indicates that the participant had a hemoptysis, spitting up
of blood from the lungs or bronchial tubes, as a result of a diagnostic or staging pro-
cedure.

Hemorrhage: The record indicates that hemorrhage occurred as a result of a diag-
nostic or staging procedure. This is a significant blood loss and may necessitate a
blood transfusion.

Hemothorax: The record indicates that the participant had a hemothorax, an accu-
mulation of blood in the pleural cavity, as a result of a diagnostic or staging proce-
dure. Record as a medical complication only if medical intervention was required.

Hospitalization: The record indicates that the participant needed to be admitted to
the hospital as a result of a diagnostic or staging procedure. Use only if the reason for
the hospitalization is not another selected condition.

Hypotension: The record indicates that the participant had hypotension or low blood
pressure as a result of a diagnostic or staging procedure.

Hypokalemia: The record indicates that the participant had hypokalemia or a low
blood level of potassium as a result of a diagnostic or staging procedure.

Ileus: The record indicates that the participant had an ileus as a result of a diagnostic
or staging procedure. An ileus is a temporarily inactive bowel/intestine segment.

Impotence: The record indicates that the participant had impotence or significant
sexual dysfunction as a result of a diagnostic or staging procedure.

Incontinence—partial/stress: The record indicates that the participant had inconti-
nence—partial/stress or some loss of control over bladder function as a result of a
diagnostic or staging procedure.

Incontinence—total: The record indicates that the participant had incontinence—
total or a loss of bladder control as a result of a diagnostic or staging procedure.

Infection (SPECIFY): The record indicates that the participant developed an infec-
tion us as a result of a diagnostic or staging procedure. Indicate the site of the infec-
tion on the SPECIFY line. A fever or a high white blood cell count does not always
accompany an infection. Excludes urinary tract infection and wound infection on the
DEO3.

Myocardial infarction: The record indicates that the participant had a myocardial
infarction or heart attack as a result of a diagnostic or staging procedure. This is dif-
ferent than a cardiac arrest, in which the heart stops beating.

Pain requiring referral to a pain specialist/anesthesiologist: The record indi-
cates that the participant had pain that required a consultation with a pain specialist
or anesthesiologist, as a result of a diagnostic or staging procedure.

Perforation: The record indicates that the participant had a perforation as a result of
a diagnostic or staging procedure. A hole develops through the wall of an organ that
allows either contents or free air (in the case of the bowel) to escape. This can be
spontaneous or result from surgery.

Peritonitis: The record indicates that the participant developed peritonitis as a result
of a diagnostic or staging procedure. This is an infection or inflammation of the perito-
neum.
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Pneumonia: The record indicates that the participant developed pneumonia as a
result of a diagnostic or staging procedure.

Pneumothorax: The record indicates that the participant had a pneumothorax, an
accumulation of air or gas in the pleural cavity, as a result of a diagnostic or staging
procedure. A pneumothorax may be considered a medical complication that required
intervention when the medical record indicates one or more of the following condi-
tions: (1) chest tubes are inserted into the thorax following a diagnosis of pneu-
mothorax, (2) the patient remained in the hospital additional days for observation
because of the pneumothorax, and/or (3) special diagnostic procedures (non-stan-
dardized radiographic views or serial chest x-rays for several days) were required
before the patient was discharged from the hospital.

Pulmonary embolus/emboli: The record indicates that the participant had a pul-
monary embolus (blood clot to the lung) as a result of a diagnostic or staging proce-
dure.

Rectal damage: The record indicates that the participant had rectal damage as a
result of a diagnostic or staging procedure. Record as a complication only if this
required some medical intervention or further follow-up.

Respiratory arrest: The record indicates that the participant had a respiratory arrest
or stopped breathing as a result of a diagnostic or staging procedure.

Rib fracture(s): The record indicates that the participant had one or more rib frac-
tures as a result of a diagnostic or staging procedure.

Small Bowel obstruction, partial or complete: The record indicates that the par-
ticipant had a partial or complete small bowel obstruction as a result of a diagnostic or
staging procedure. In the small intestine, a blockage either impairs (in partial) or
stops (in complete) the passage of intestinal contents.

Urethral stricture: The record indicates that the participant had an urethral stricture
as a result of a diagnostic or staging procedure. A urethral stricture is a narrowing
that impedes urine flow.

Urinary tract infection (UTI): The record indicates that the participant had a uri-
nary tract infection as a result of a diagnostic or staging procedure. This is also called
a bladder infection.

Vocal cord immobility/paralysis: The record indicates that the participant had
vocal cord immobility or paralysis as a result of a diagnostic or staging procedure.

Wound dehiscence: The record indicates that the participant had a wound dehis-
cence as a result of diagnostic or staging procedure. This is a breakdown (separation,
gaping, or opening) of a skin incision site.

Wound infection: The record indicates that the participant developed a wound infec-
tion as a result of a diagnostic or staging procedure.

8. Definitions and Synonyms for Surgical Procedures in the Treatment of Cancer

Abdominal/vaginal hysterectomy: The record indicates that the participant had a
hysterectomy, or removal of the uterus with an approach through the abdomen or the
vagina.

Adhesiolysis: The record indicates that the participant had a lysis (or cutting) of
adhesions.

Anatomic (bilateral nerve sparing) prostatectomy, retropubic: The record indi-
cates that the participant had a retropubic approach to a prostatectomy with bilateral
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nerve sparing. This is done to preserve uro-genital function when removing the pros-
tate.

Anatomic (unilateral nerve sparing) prostatectomy, retropubic: The record
indicates that the participant had a retropubic approach to a prostatectomy, sparing
only one of the nerves to maintain normal uro-genital function.

Appendectomy: The record indicates that the participant had an appendectomy per-
formed as a treatment of cancer.

Bilateral salpingo-oophorectomy: The record indicates that the participant had
both ovaries and fallopian tubes removed.

Bilobectomy: The record indicates that the participant had two lobes of a lung
removed as a cancer treatment procedure.

Bowel resection: The record indicates that the participant had a resection (removal)
of the bowel.

Bypass surgery or palliative resection: The record indicates that the participant
had bypass surgery or palliative resection as a cancer treatment procedure. Part of
the bowel is cut and reattached beyond the tumor, or part of the tumor is excised to
improve the patient’s symptoms. The intent of the procedure is to improve the quality
of life when curative surgery is not possible.

Chest wall resection: The record indicates that the participant had some of the
chest wall removed as part of a cancer treatment procedure.

Cryosurgery: The record indicates that the participant had cryosurgery as a cancer
treatment procedure. Cryosurgery uses freezing to resect or destroy tissue in the
treatment of cancer.

Exploratory thoracotomy without resection: The record indicates that the partic-
ipant had a thoracotomy done as part of a cancer treatment procedure, but nothing
from the chest was removed.

Laser ablation: The record indicates that the participant had laser ablation as a can-
cer treatment procedure. This is the use of laser to destroy tissue/tumor.

Laser prostatectomy: The record indicates that the participant had a laser prostate-
ctomy as a cancer treatment procedure. See laser ablation, above.

Lobectomy: The record indicates that the participant had a removal of a lobe of the
lung as a cancer treatment procedure.

Local excision (including local transanal excision): The record indicates that the
participant had a local excision as a cancer treatment procedure. This is the resection
or surgical removal of a small or limited amount of tissue.

Lymphadenectomy/Lymph node sampling: The record indicates that the partici-
pant had either lymph node sampling or lymphadenectomy as a cancer treatment
procedure. This is the removal of lymph nodes. This is usually a diagnostic procedure,
looking for the spread of the cancer, but could be considered treatment if the purpose
is to remove cancer that has spread to the lymph nodes. For PLCO, lymphadenec-
tomy/lymph node sampling is considered a treatment as well as a diagnostic/staging
procedure.

Median sternotomy: The record indicates that the participant had a median sterno-
tomy as a cancer treatment procedure. This is the approach to the chest by cutting
through the midline of the sternum (breastbone).
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Omentectomy, complete/NOS: The record indicates that the participant had a
resection of the complete omentum (or that the amount resected is not otherwise
specified). The omentum is a fold of peritoneum hanging like an apron in front of the
intestines. Synonym: Total omentectomy. Omentectomy, NOS is also included in this
category.

Omentectomy, partial: The record indicates that the participant had a partial resec-
tion of the omentum. The omentum is a fold of peritoneum hanging like an apron in
front of the intestines. Synonym: Infracolic omentectomy.

Other (SPECIFY): The record indicates that the participant had a surgical treatment
of cancer procedure not listed among the procedure codes. Record the procedure on
the SPECIFY line.

Partial pleurectomy: The record indicates that the participant had removal of part
of the pleura, which is the membrane that lines the chest cavity over the lungs, as a
cancer treatment procedure.

Pelvic exenteration, partial or total: The record indicates that the participant had
removal of all or part of the pelvic organs such as the uterus, ovaries, fallopian tubes,
urinary bladder, and rectum.

Pelvic node dissection (lymphadenectomy), laparoscopic: The record indicates
that the participant had laparoscopy to remove pelvic lymph nodes as a cancer treat-
ment procedure.

Pelvic node dissection (lymphadenectomy), surgical: The record indicates that
the participant had a surgical approach to pelvic node dissection, which is removal of
the lymph nodes (lymphadenectomy), as a cancer treatment procedure.

Pneumonectomy: The record indicates that the participant had a lung removed as a
cancer treatment procedure.

Prostatectomy, NOS: The record indicates that the participant had a prostatectomy,
or removal of the prostate, as a cancer treatment procedure, but the procedure is not
otherwise specified (NOS).

Radical prostatectomy, perineal: The record indicates that the participant had a
perineal approach to a radical prostatectomy, or complete removal of the prostate, as
a cancer treatment procedure.

Radical prostatectomy, retropubic: The record indicates that the participant had a
retropubic surgical approach to a radical prostatectomy, or the complete removal of
the prostate, as a cancer treatment procedure.

Resection (SPECIFY): The record indicates that the participant had resection or
removal of all or part of a bone, organ, or other tissue. Use the SPECIFY line to record
what was resected.

Segmental resection: The record indicates that the participant had a removal of a
segment of a lobe of the lung as a cancer treatment procedure.

Subtotal/simple prostatectomy with lymph node dissection: The record indi-
cates that the participant had a subtotal or simple prostatectomy with lymph node
dissection as a cancer treatment procedure.

Subtotal/simple prostatectomy without lymph node dissection: The record
indicates that the participant had a subtotal or simple prostatectomy without lymph
node dissection (removal) as a cancer treatment procedure.
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Surgical resection with reanastomosis: The record indicates that the participant
had surgical resection with reanastomosis as a cancer treatment procedure. This is
the surgical removal of section of bowel with reattachment of the remaining sections
to make a functioning bowel.

Surgical resection with colostomy: The record indicates that the participant had a
surgical resection with colostomy as a cancer treatment procedure. This is the surgi-
cal removal of part of the large bowel, with a diversion of the remaining bowel to the
outside of the abdominal wall (the colostomy), rather than reattachment to the
remainder of the colon or rectum.

Thoracentesis: The record indicates that the participant had a thoracentesis as a
cancer treatment procedure. This is the insertion of a hollow trocar or needle with a
cannula into the pleural cavity/lung space to remove fluid from the lung.  Also known
as pleuracentesis.

Transurethral resection: The record indicates that the participant had a transure-
thral resection of the prostate (TURP) as a cancer treatment procedure. Usually this
procedure is performed to treat benign prostatic hypertrophy (BPH), whereby a blade
in a cannula/trocar is inserted up the urethra into the prostate.

Tumor debulking (Cytoreductive surgery): The record indicates that the partici-
pant had a tumor debulking, which is the removal of as much macroscopic tumor as
possible from the abdomen and pelvis. Synonyms: Cytoreductive surgery, tumor
reduction surgery, debulking.

Unilateral salpingo-oophorectomy: The record indicates that the participant had a
unilateral salpingo-oophorectomy, which is the removal of one fallopian tube and
ovary.

Wedge resection: The record indicates that the participant had a removal of a
wedge shaped section of the lung as a cancer treatment procedure.

9. Definition of Nodal vs. Extra-Nodal Lymphomas

Although lymphoma is considered a systemic (generalized) disease in contrast to solid
tumors, such as breast or stomach cancer, the majority of lymphomas arise in lymph
nodes (ICD-O-2 Topography – C77._) or lymphatic tissue, such as tonsils, spleen,
Waldeyer’s ring or thymus. These are all called “nodal” lymphomas. The rest of the
NHL (25%) is extranodal, arising from lymphatic cells in organs such as stomach,
intestine or breast. Extranodal Hodgkin’s disease is uncommon.

Review the medical record carefully to determine the primary site of the lymphoma.
Look for references to the primary site of origin, or the site from which the lymphoma
arises.

For lymphomas, any mention of lymph nodes is indicative of involvement. Any refer-
ence to lymph nodes as enlarged, palpable, rubbery, “shotty,” “matted,” “fixed,” or
with visible swelling, enlargement, or lymphadenopathy, should be considered
involvement by lymphoma. If one of the involved lymph node sites is designated as
the primary site, code to this site in C77._. If the lymphoma is arising in more than
one of the involved sites, code to C77.8, lymph nodes of multiple regions. Note: A ref-
erence to “rock hard” lymph nodes may mean involvement by carcinoma instead of
lymphoma.

When a lymphoma arises in an extranodal site, with or without regional lymph node
involvement, the primary site is the extranodal site. For example, a lymphoma arising
in the stomach is considered to be primary of that site and coded to the appropriate
subsite in C16._
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Common extranodal primary sites are stomach, small intestine, large intestine, skin,
uterus, breast, bone and brain. Sites that probably are not extranodal primaries, but
more likely involved with metastases or spread of disease, are bone, lung, pleura,
liver and bone marrow. For bone lesions, determine whether there is a single lesion
(possibly primary in bone) or multiple lesions (probably metastasis from another
site).

The following sites are lymphatic tissue and are not extranodal primary sites: Spleen,
tonsil, Waldeyer’s ring, thymus, Peyer’s patches.

When referring to nodal vs. extranodal lymphomas it is the primary site of the tumor
that is considered and not the place of biopsy or the site of spread or metastasis. If
only lymph nodes are involved, determine which lymph node chain is the origin of the
lymphoma. The lymph node chain that is biopsied is not necessarily the one where
the lymphoma originated. For example, cervical lymph nodes are easier to biopsy
than mediastinal or retroperitoneal nodes. The primary site is where the lymphoma
originated.

Sources: ICD-O-2, 1990, p. xxxv, SEER Program Code Manual, 3rd Edition, January
1998, p. 91, The Registrar’s Key to Abstracting.
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L-1

Quality Assurance Plan



PLCO CANCER SCREENING TRIAL
QUALITY ASSURANCE PLAN

The main objectives of the Prostate, Lung, Colorectal and Ovarian Cancer Screening Trial
Quality Assurance program are collection of high quality data and consistency of data collec-
tion across Screening Centers and for the duration of the trial. The responsibility for quality
assurance activities belongs to all participating institutions and groups, i.e., the National Can-
cer Institute, the Coordinating Center, each Screening Center, the Laboratory, the Bioreposi-
tory and the Monitoring and Advisory Panel. This document provides a description of the
components of the quality assurance program including standardization of study protocols
and procedures, training and certification of examiners, monitoring adherence to the study
protocol, and data editing and analyses.

1. Standardization and Maintenance of Study Protocol

• Steering Committee and Subcommittees 

The Steering Committee is made up of the National Cancer Institute (NCI) Project
Officers, the Principal Investigators of the Screening Centers (SC), the Laboratory and
the Coordinating Center (CC). This committee provides overall scientific direction for
the study and serves as the major decision-making body for the operational aspects
of the study. Several subcommittees have been designated to address specific aspects
of the trial. These subcommittees are described below:

Protocol Subcommittee - The Protocol Subcommittee will address development issues
regarding eligibility determination, randomization, central pathology review, central
death data review and quality assurance. This subcommittee will also review major
protocol changes and monitor operational aspects of the trial. 

Prostate Subcommittee - The Prostate Subcommittee will develop the protocols for
the screening examinations related to the prostate and monitor these protocols on an
ongoing basis. This subcommittee will resolve questions regarding the protocol, pro-
cedures and forms for the prostate examinations. It will also regularly review data
regarding the prostate examination and prostate cancer ascertainment, evaluate the
progress and quality of these activities, and make suggestions for additional investi-
gation and/or protocol revisions. This committee will initiate ideas for publications,
direct supporting data analyses and produce manuscripts.

Lung Subcommittee - The Lung Subcommittee will develop the protocols for the
screening examination related to the lung and monitor this protocol on an ongoing
basis. This subcommittee will resolve questions regarding the protocol, procedures
and forms for the lung examination. It will also regularly review data regarding the
chest x-ray examination and lung cancer ascertainment, evaluate the progress and
quality of these activities, and make suggestions for additional investigation and/or
protocol revisions. This committee will initiate ideas for publications, direct supporting
data analyses and produce manuscripts.

Colon/Colorectum Subcommittee - The Colon Subcommittee will develop the proto-
cols for the screening examination related to the colon and monitor this protocol on
an ongoing basis. This subcommittee will resolve questions regarding the protocol,
procedures and forms for the colon examination. It will also regularly review data
regarding the colon/colorectal examination and colon/colorectal cancer ascertain-
ment, evaluate the progress and quality of these activities, and make suggestions for
additional investigation and/or protocol revisions. This committee will initiate ideas for
publications, direct supporting data analyses and produce manuscripts.
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Ovary Subcommittee - The Ovary Subcommittee will develop the protocols for the
screening examinations related to the ovaries, and monitor these protocols on an
ongoing basis. This subcommittee will resolve questions regarding the protocol, pro-
cedures and forms for the ovary examinations. It will also regularly review data
regarding the ovarian examinations and ovarian cancer ascertainment, evaluate the
progress and quality of these activities, and make suggestions for additional investi-
gation and/or protocol revisions. This committee will initiate ideas for publications,
direct supporting data analyses and produce manuscripts.

Ancillary Studies Subcommittee - The Ancillary Studies Subcommittee will review and
approve/disapprove letters of intent for ancillary studies that will use PLCO partici-
pants and/or PLCO data.

Publications Subcommittee - The Publications Subcommittee will facilitate preparation
of manuscripts and peer reviews of papers prior to publication. This subcommittee will
also evaluate publications and presentations about the PLCO Trial.

Modeling and Simulation Subcommittee - The Modeling and Simulation Subcommittee
will serve to coordinate mathematical and statistical modeling projects involving PLCO
data. This subcommittee will serve as a resource for PLCO investigators interested in
utilizing modeling techniques to address questions of scientific or public health inter-
est and act to encourage such utilization where appropriate. The subcommittee will
help to disseminate the results of modeling efforts among the investigators.

• PLCO Monitoring and Advisory Panel

The PLCO Monitoring and Advisory Panel is an oversight committee composed of out-
side experts in mass screening, clinical trials, appropriate medical specialties, medical
ethics, biostatistics and other appropriate disciplines who meet periodically during the
course of the trial to review its progress. They specifically address issues such as suc-
cess of participant recruitment and results of other screening trials or medical
research which might impact on the appropriateness of the screening protocols. They
review suggested protocol changes and may also suggest such changes as appropri-
ate. As the trial progresses, their function includes data monitoring to determine
whether significant benefit or harm has been demonstrated for any of the screening
modalities. They also provide advice regarding the possible termination of any aspect
of the trial should this be deemed necessary.

• Development of the PLCO Manual of Operations and Procedures (MOOP) -
Protocol, Procedures and Forms

An initial protocol document developed by NCI outlined the activities of the trial and
the PLCO Concept Statements. It also served as the basis for the development of the
MOOP. The Coordinating Center then drafted procedures and data collection forms for
all activities such as eligibility determination, obtaining informed consent, randomiza-
tion, screening, and follow-up. All procedures and data collection forms related to eli-
gibility determination and randomization were reviewed by the Protocol
Subcommittee. Individual protocols and data collection forms drafted for each screen-
ing examination and medical record abstraction activities were reviewed by the
appropriate organ subcommittees. All procedures and forms were approved and final-
ized by NCI. The protocols and procedures became the basis for Chapters 1-18 of the
MOOP. The data collection forms and specifications for their completion, the system
reports, and other miscellaneous items, such as sample introduction letters or con-
sent forms, were incorporated into Appendices A-M of the MOOP. The first version of
the MOOP was issued in September, 1993. Since 1993, the MOOP has been updated
nine times (usually on an annual basis).
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• PLCO MOOP Updates

The Coordinating Center provides all holders of the MOOP with updated pages which
reflect changes to protocols, procedures, data collection forms and specifications, as
detailed in the PLCO Decision Logs, as well as correction of errors, such as typograph-
ical errors. With the distribution of each update, MOOP holders are requested to
replace the appropriate pages in their MOOP. All pages are dated, and a list of effec-
tive pages for the entire MOOP (chapters and appendices) is distributed with each
MOOP update. Unless instructed otherwise by NCI, the Coordinating Center will
update the MOOP at least annually.

• PLCO Decision Logs

The Coordinating Center organizes and documents all protocol, procedural, and forms
questions, suggestions for changes and Screening Center or laboratory administrative
and management issues in a numbered and dated list (Issues for PLCO Decision Log)
for review by NCI. NCI provides an immediate resolution or recommends that a par-
ticular question or issue be addressed by a subcommittee or consultant. The Coordi-
nating Center coordinates distribution of the issue to the subcommittee members
and/or consultant, and arranges and conducts conference calls, as necessary. The
Coordinating Center coordinates and develops a final resolution which is presented to
NCI for approval. Upon NCI approval, resolutions are documented in a numbered,
dated list (PLCO Decision Log) and distributed regularly to all study collaborators.

• Forms Revisions

Changes in protocol resulting from pilot evaluations, as well as comments and sug-
gestions from the Screening Centers, Principal Investigators, Coordinators and Data
Managers and from the Monitoring and Advisory Panel may prompt revisions to the
data collection forms.

Revisions to opscan forms - The Coordinating Center organizes and documents all
suggested revisions, drafts a new version of the form using Design Expert (a tool for
designing opscan forms), and presents them to the Screening Centers, appropriate
subcommittees, and NCI for review and approval. 

Revisions to non-opscan forms - The Coordinating Center organizes and documents
all suggested revisions, drafts a new version of the form using a word processor, and
presents them to the Screening Centers, appropriate subcommittees, and NCI for
review and approval.

For both opscan and non-opscan forms, the specifications for completion of the form
are also revised. The Coordinating Center sends the updated forms and specifications
with an explanatory memo to the Screening Center Principal Investigators and Coor-
dinators. The revised forms and specifications are incorporated into the PLCO MOOP
with the annual update.

2. Screening Center Systems Development and Maintenance

• Development - Data Management Plan, Study Management System (SMS)
Functional Requirements, SMS Specifications, Data Entry and Editing System
(DEES) Specifications, DEES System Documentation, SMS/DEES Configura-
tion Management Plan and Tracking, PLCOnet Design and Implementation
Plan, SMS, DEES, and Network User's Guides

The Coordinating Center designs and implements all systems following the Federal
Information Processing Standards and provides the documents for NCI review and
comment prior to development. All decisions, approaches, algorithms, etc. are docu-
mented. Following programming, all systems are tested by a third party testing group
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that has not been involved in the programming. Programs are tested against require-
ments and for functionality. The results of all tests are documented, along with any
actions taken to address issues and the final acceptance test. User documentation is
produced in conjunction with each release of software. All software is released in runt-
ime versions only—no source code is made available to Screening Centers. On the
network, Screening Centers cannot access the directories that carry code without
leaving an audit trail and they do not have write access.

• Maintenance - Configuration Management Plan (Software Change Request
Forms, Mainframe Request Forms, Access Control Forms, Hardware Change
Request Form, Screening Center-Specific Software: Change Request Form)

All requests for changes from NCI, Screening Centers, and the Coordinating Center
are documented and logged into a tracking system, according to a strict Configuration
Management Plan. Prior to decisions on whether to incorporate the change or not,
impacts are considered. Each request is then prioritized and assigned a version for
inclusion (or marked as “no action necessary”). When critical systems issues are iden-
tified in the field, they go through the same process but with a Very High priority. An
interim upgrade is released, if necessary, to correct the problem. Reports listing each
request, its status, assigned version/priority, and testing status are reviewed regu-
larly by systems and project staff.

In conjunction with each system update, the system version number is changed and
full documentation listing all changes associated with the upgrade are distributed to
the screening centers.

• Randomization System - Blinded, Variable Blocking, Stratified on Age/Gen-
der.

The software is provided in a runtime version (compiled) only - no source code is ever
made available to Screening Centers. Blocking factors and stratification algorithms
are contained only in the protected code and blocking tables are password protected.
Design and specification documents have never been given to Screening Centers for
review and the blocking factors are not known to them. On the network, Screening
Centers cannot access the directories that carry code without leaving an audit trail.
Systems went through full third-party testing before release and prior to release of
any upgrades.

• Optical Scanning

Optical mark readers with an error read rate of less than 0.1% have been placed at all
screening centers. The error rate is significantly better than a data entry error rate
that is typically 1-2% if full double entry verification is employed. Standards for ongo-
ing maintenance, calibration, and scanner diagnostics have been established to
ensure that the scanner performs optimally at all times. Following the scanning of
each form, computer edits are run detailing inconsistencies, misreads, non-
responses, skip errors, etc.

• Screening Center System Security - Documented in the Network Users Guide
to include: Automatic virus checks, automatic disk checks, encrypted/pass-
word protected tables with Privacy Act considerations, password protected
data tables, password controlled access to network, appearance of Privacy
Act notifications on all reports carrying a name, address, phone, household
members, contacts, and/or social security number, periodic diagnostics on
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network, protected PSA/CA125 data, protected administrator functions on
network and within applications.

System security has been implemented by the Coordinating Center within all screen-
ing center networks, as described in the cited document. Specifically, screening cen-
ters are unable to change functions associated with system administration, programs,
or data that is not generated at the center (e.g., UCLA blood test results). All informa-
tion covered by the Privacy Act of 1974 (P.L. 93-579) is accessible only by ID/pass-
word and any hardcopy reports that are printed carrying this information
automatically carry a Privacy Act disclaimer on both the top and bottom of each page
of the report. Names and SSNs are carried only in a table that is physically separate
from other data, is password protected (in addition to the login password), and
encrypted. All backups are further protected by a second encryption before writing to
the removable device. Systems are also in compliance with requirements of the Com-
puter Matching and Privacy Protection Act of 1988 (P.L. 100-503). The study arm
(intervention or control) is similarly protected (password protected, encrypted, read-
only access to screening centers) to ensure that, once assigned, no revisions can be
made.

• Training/Retraining

To ensure that systems are used properly and that the data contained in the system
correctly represents study activities, staff at all screening centers received a 3-day
on-site training session on the systems, including the interpretation and use of edits
and other reports. The training included hands on experience using the equipment in
place at the center. Training was supported by a Training Manual that included exer-
cises, a User's Guide for the Study Management System, a User's Guide for the Data
Entry and Editing System, and a PLCOnet User's Guide.

Retraining is conducted after major system changes, emphasizing system changes in
support of protocol changes and new features. A full refresher course is also included.

• User Helpline

Emergency systems assistance from Coordinating Center staff is available from 9:00
a.m.- 6:00 p.m. Monday through Friday. In addition, screening centers can call the
Helpline with questions on use of the system, interpretation of reports or edits,
requests for ad hoc data summaries, diagnosis of computer problems, or any other
issues regarding the computer support systems from 1:00 p.m.- 6:00 p.m. Monday
through Friday.

• Audit Trails 

Numerous auditing features have been incorporated into the applications provided to
the screening centers including, but not limited to: tables carrying information on
every form deleted including the staff ID of the person who deleted it and the date,
date of last update (and staff ID) for every record in every table, date of creation for
most tables, tables logging the access (and duration of use) by staff members, ID of
the person who performed randomization as well as the ID of the person who
approved eligibility, date and time of randomization, flags indicating that computer
edits have been run against the record and whether or not it passed those edits, etc.

3. Training and Retraining

• Initial Training of Screening Center Coordinators on Protocols, Procedures
and Forms

The initial training of Screening Center Coordinators was conducted September 20-
24, 1993. The main objective of the week-long training session was to give the
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Screening Center Coordinators a thorough understanding of the trial objectives, pro-
tocol, and schedule, including the Biorepository component of the trial. Sessions con-
centrated on implementation of the PLCO protocol for recruitment, eligibility
determination, randomization, scheduling screening visits, performing screening
examinations, reporting results to participants and physicians, and cancer and vital
status ascertainment. It also included training on forms completion. The foundation
for these training sessions was the Manual of Operations and Procedures (MOOP)
which was initially presented at the training. Discussions of quality assurance mea-
sures and administrative matters were included in every training session.

During the initial training session, the medical personnel who were to supervise the
collection and processing of blood for the PSA/C125 assays and for the Biorepository,
were trained in the proper collection and processing procedures.

• Periodic Retraining on Revised Protocols, Procedures and Forms

Periodic in-person retraining of Screening Center coordinators on protocols, proce-
dures and forms is conducted in conjunction with annual Steering Committee meet-
ings or in separate meetings, as necessary. In addition, each change to PLCO
protocols, procedures, and forms is documented in the Decision Log or in a memo to
the Screening Centers. The Coordinating Center staff reviews these changes with the
Screening Center coordinators prior to or upon implementation.

• Directed Retraining on Problem Areas

When problems are identified at the Screening Centers, the Coordinating Center
determines whether retraining of the SC staff is needed. If the problem is identified at
a number of Screening Centers, the retraining may be conducted as part of a confer-
ence call with all Screening Centers, during the annual Steering Committee Meeting,
or during a separate meeting. If the problem is individual to one center, the Coordi-
nating Center staff retrains the Screening Center staff by phone, or if possible during
a site visit to the Screening Center.

4. Security Issues

• Consent Form

The PLCO consent form(s) (individual to each center), outline the voluntary nature of
participation, the lack of penalty for non-participation and the assurance of confidenti-
ality. An individual may not be enrolled into the Trial unless s/he or his/her legal
guardian has understood and signed the consent form.

• Privacy Act

All documents containing Privacy Act data (such as names, addresses, and social
security numbers) are maintained in participant files in locked cabinets or a locked
room at the Screening Centers. The following warning and disclosure statement is
printed on all reports containing Privacy Act data:

“This report contains data protected under the Privacy Act of 1974. Distribute only to
authorized staff and store and dispose in a proper manner.”

All Privacy Act data are maintained at the Screening Centers and are not transmitted
to the NCI or to the Coordinating Center.

• Requirements for Screening Center Security

All participant files are maintained in a locked area at the Screening Center (such as a
locked cabinet or a locked room). Access is limited to the staff working on the study,
and the Screening Center Coordinator controls access to this area.
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Each Screening Center maintains fire protection equipment such as fire extinguishers
and sprinklers as required by their local jurisdiction.

• Requirements for Coordinating Center Security

Access to study documents is restricted to Coordinating Center personnel working on
the study. Files are maintained in a secure building at the Coordinating Center.

5. Communication

• Scheduled Calls

The Coordinating Center conducts regularly scheduled (weekly or bi-monthly) calls to
the Screening Centers. The purpose of these calls is to:

- Collect and document information regarding Screening Center performance of
study procedures. For example: Poll Screening Center to collect information
regarding the issues that arise when determining eligibility based on Screener
data, medical record data, or interview data. Determine if all Screening Centers
are faced with same issues and if they are all making decisions in the same way.

- Obtain information regarding protocol violations and procedural errors.

- Convey changes in policy and procedures.

- Maintain telephone logs.

- Prepare monthly status sheet for Screening Centers to document calls and opera-
tional issues.

• Daily Communication Via Telephone, FAX, E-Mail to Convey Information,
Answer Questions, Resolve Problems, etc.

• Periodic Conference Calls to Discuss Screening Center Coordinator Issues,
Address Problem Issues as Identified Through Regular Monitoring Reports,
Forms Review, and Communication.

On a periodic basis (bi-monthly), the Coordinating Center conducts conference calls
with the Screening Center coordinators and NCI. The agenda for these calls is pro-
posed jointly by the Screening Center coordinators and by the Coordinating Center,
and is approved by NCI. The first part of each call is devoted to one or more issues of
concern to the coordinators (e.g., how to increase the enrollment of women, how to
present detailed examination findings to participants, etc.). The coordinators describe
the procedures at their centers and exchange ideas for improvement. In the second
part of each call, the Coordinating Center addresses problem issues, and may retrain
the coordinators on various study procedures.

• Steering Committee Meetings

On at least an annual basis, NCI, the Coordinating Center, the Screening Center Prin-
cipal Investigators and Coordinators, as well as other supporting staff from the
Screening Centers, convene to discuss the progress of the trial and to resolve issues
related to the PLCO protocol, ancillary studies, and data analysis and publications.

• Subcommittee Meetings and Conference Calls

When issues arise that are related to the procedures for recruitment and enrollment,
the screening examinations, medical record abstracting, or cancer or death ascertain-
ment, the appropriate subcommittee (Protocol, Prostate, Colorectal, Ovarian, or
Lung) convenes in person or by telephone for discussion and resolution of the issues.
In addition, the Ancillary Studies subcommittee meets (in person or by phone) on an
as-needed basis to review and evaluate ancillary study proposals. The Publications
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Subcommittee meets (in person or by phone) on a regular basis to review proposed
publications.

6. On-Site Monitoring

Site visits to the Coordinating Center, the Laboratory and the Screening Centers are
conducted at least annually by NCI staff and designated consultants. The rational and
a detailed description of on-site monitoring of Screening Centers is given here:

• History and Purpose

- Background

As the world's largest sponsor of randomized clinical trials, the National Cancer
Institute (NCI) must ensure that research data generated under its sponsorship
are of high quality, reliable, and verifiable. NCI’s monitoring policies for clinical tri-
als have been evolving since the late 1950's.

- Clinical Trial Quality Assurance

Because clinical trials are generally implemented through more than one institu-
tion (e.g., laboratories, clinics, and repositories) and are located at more than one
site, quality assurance efforts must target all groups and sites. In addition,
because clinical trials involve a large variety of activities (e.g., staff training, prep-
aration of a manual of operations and procedures, protocols, rules and practices,
certification of examiners, and data management) quality assurance efforts must
cover all aspects of the trial.

• Conduct of On-site Monitoring

- Purpose

The purposes of on-site monitoring are:

1) to enhance the delivery of accurate and reliable clinical trials data and results;

2) to verify the accuracy of data and to monitor protocol compliance using source
documents on-site;

3) to verify adherence to regulatory requirements, including protection of human
subjects and handling of biomaterials;

4) to verify adherence to established procedures through observation; and

5) to provide education and support to clinical centers regarding data manage-
ment and protocol adherence.

- Process Assumptions, Definitions, and General Comments

A critical element of quality assurance for a clinical trial is on-site monitoring. On-
site monitoring includes two basic processes: 1) auditing primary data records,
and 2) observing trial practices and procedures. This document describes the on-
site monitoring processes used for the PLCO trial.

The record audit includes a review of those records which are related to all aspects
of a site's responsibility. For example, for a clinical center the audit includes a
review of records dealing with all aspects of participant involvement, from recruit-
ment to screening to follow-up.

Study participant source documents generally form the basis for clinical trial
record audits. Documents related to all major study endpoints are carefully
reviewed. These generally include eligibility screeners, baseline questionnaires,
consent forms, examination results forms, medical record abstracts, and biomate-
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rials inventories as appropriate for the various institutions (screening centers, lab-
oratories, and repositories).

- Composition of the PLCO On-site Monitoring Team

Monitoring team composition will vary according to the elements of the site visit.

Record audits may be done independently by NCI project managers as part of site
visits, by Coordinating Center staff as part of site visits (to Screening Centers),
and by special audit teams under contract. The elements of the record audit in all
three cases are the same, but the intensity of the audit may differ depending upon
specific needs or concerns.

NCI project managers include project officers, project coordinator, and affiliated
scientific staff. Coordinating center staff conducting audits could include coordina-
tors, data managers, and the network administrator. Independent contractors
doing audits must include professionals with extensive experience in conducting
screening trials. Experience in coordination, data management, and screening
practices is essential.

As needed, consulting specialists may be included on on-site monitoring teams for
specific purposes.

- On-site Monitoring of the Primary Institution

All institutions are monitored on-site and audited at least once every 12 months
but are at risk for random selection audit at any time.

Clinical Centers are monitored on-site and audited no longer than 18 months after
entry of the first participant to ensure that performance standards are being met
and as an educational experience for the new investigators and their staff. The ini-
tial monitoring and audit may be sooner if feasible, based on accrual. Clinical Cen-
ters remain at risk for audit even if their membership in the trial is terminated
since they have made a commitment to long term follow-up of participants on
study with provision of good quality data according to the protocol.

- On-site Monitoring of the Affiliate Institution

Affiliate institutions are monitored and audited as if they were primary institu-
tions.

• Preparation for On-site Monitoring

- Notification

The institutions/investigators to be monitored on-site are notified not more than 3
months prior to the selected date. Upon notification of the institutions, the moni-
toring team meets to establish a general plan for the visit and highlight the areas
of priority for the audit. Team members are aware of individual responsibility
according to their expertise. A detailed agenda is prepared and distributed to all
team members and the institution.

Institutions being audited do not know in advance which case records will be
audited.

- Selection of Cases for Audit

Fixing a percentage of cases to be audited would be inappropriate. Cases are ran-
domly selected by the audit team in sufficient numbers to assure compliance with
protocol requirements. In case selection for audit, an emphasis is placed on accru-
als since the previous audit. Additional cases for audit may also include those
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identified (through quality review) with missing, inconsistent and inaccurate data
and those with associated protocol violations.

- Selection of Material for Audit

Complete participant files are audited for eligibility, data entry, missing data, date
consistencies, proper referral, and follow-up. Consent forms must be reviewed at
all clinical centers.

• Elements of On-Site Monitoring

A series of standard checklists have been developed for record audits and observation
of study procedures and processes to ensure that all elements are reviewed. The
PLCO Manual of Operations and Procedures (MOOP) is the reference point for all
audits and the checklists are maintained from this document. Any problems or dis-
crepancies found such as protocol violations, record errors or missing information are
noted on the checklist, and the checklist is signed by the chief monitor and included
as an attachment to the site visit report.

During audits, forms appropriate to the case which are listed in the Manual of Opera-
tions and Procedures (MOOP) are reviewed. Attention is given to accuracy, complete-
ness, consistency, and the overall quality of record keeping. Missing forms are sought
from Screening Center coordinators since these may be separated from a file for data
entry, retrieval or follow-up. The inability of a Screening Center coordinator to find
missing records is noted. Consent forms must be present, dated, and signed by the
participant.

Auditors verify adherence to established trial procedures through observation of
recruitment, randomization, screening and follow-up activities such as obtaining and
abstracting medical records and obtaining death certificates. Forms processing,
results reporting and data entry and editing procedures are observed. Auditors also
observe Screening Center practice of procedures for maintaining data security in the
following areas: 1) personnel control; 2) physical object control; 3) disaster prepared-
ness; 4) control of data access; and 5) telecommunications and hardware.

The responsible investigator and staff should be available throughout the visit to
answer questions and help the monitors to locate necessary information and charts.

At the conclusion of the visit, the team conducts an exit interview with the responsible
investigator and staff to review the preliminary findings and to discuss any recom-
mendations of the team. This interview provides the opportunity for immediate dia-
logue and feedback and/or clarification by personnel at the institution.

• On-site Monitoring Reports

- Internal Review and Actions

A written report is submitted by monitoring team members to NCI and shared with
the monitored institution through NCI. All research and regulatory elements
described in “Elements of On-site Monitoring” noted above must be addressed in
the report.

Where the findings indicate significant protocol deviations for non-compliance with
regulations, the monitored institution may take a variety of actions depending on
the scope and severity of the findings: 1) the responsible investigator and staff
are notified of the problems and instructed in ways to improve performance; 2) a
re-audit may be performed to evaluate improvement; and 3) in cases where
severe multiple problems are noted, recruitment or other activities may be sus-
pended pending a more in-depth review or until the institution has demonstrated
that it has effectively modified its practices to correct these deviations. If NCI is
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not satisfied that the problems are correctable, it may choose to terminate the
contract of the institution.

- NCI Notification

A final single report summarizing the findings of the monitoring team and recom-
mendations must be submitted to NCI within 1 month of the audit.

Major headings for this report are: Name of Institution, Contract Number, Principal
Investigator, Date of Monitoring, Names and Affiliations of Monitors, Names and
Responsibilities of Investigator Staff and Institutional Representatives, Records
Audited (by PID), Major Findings, and Recommendations. Signed checklists are
attached to the report.

- Follow-up

All protocol violations, record errors, and instances of missing data or forms are
followed up by NCI, and thorough and complete explanations and evidence of cor-
rections of both instances and contributing practices provided by the institution.

7. Monitoring Protocol Violations

Screening Centers are required to report all protocol violations in a Screening Center Report
Protocol Violation form to Coordinating Center. The completed report describes the error, the
circumstances, the method of discovery, recommended corrections or actions, and steps that
will be taken to prevent the error in the future. Upon receipt of the report, the Coordinating
Center contacts the Screening Center to make the appropriate corrections in the Screening
Center database, as necessary, or to give detailed instructions for the Screening Center to
make the appropriate corrections in its database. If the requested correction does not follow
protocol guidelines, the Coordinating Center must obtain NCI approval before making any
changes to the Screening Center database.

Protocol violations are identified by the Screening Centers or by the Coordinating Center or
NCI during data review or on-site monitoring. The Coordinating Center logs all violations,
assists with investigation and resolution and documents appropriate follow-up and closure.

8. Screening Examination Quality Assurance

Standard protocols were developed for each screening examination by the organ subcommit-
tees to the Steering Committee. Specific guidelines were documented in the PLCO MOOP for
each of the following areas:

- Examiner, Trainer Qualifications

- Training and Certification

- Equipment Specifications and Maintenance

- Preparation of Participant for the Examination

- Performance of Examination Procedures

- Quality Assurance of Examination Procedures (Repeat Examinations)

- Reporting of Examination Results

- Acquisition of Information Regarding Diagnostic Follow-Up for Positive Screening
Exams

- Cancer Confirmation

Each Screening Center was required to develop a Quality Assurance Plan describ-
ing how it would meet the requirements of the screening examination protocols.
The plans were reviewed by the Coordinating Center and submitted to NCI with a
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summary of the review for NCI approval. NCI gave conditional approval for use of
Screening Center QA plans during the pilot phase and subsequent years until
implementation of a final PLCO QA plan.

Because of the wide variety of approaches to QA documented by the Screening
Centers, a Quality Assurance Subcommittee was assembled to oversee screening
exam quality assurance. The Quality Assurance Subcommittee met to develop
structural, procedural, and outcome measures to monitor and evaluate examiner
performance and Screening Center adherence to the examination protocols. Each
plan addressed the following areas:

- Examiner, Trainer Qualifications;

- Examiner Training and Certification;

- Equipment Specifications and Maintenance;

- Repeat Examinations;

- Central Audit; and

- Data Analyses 

Individual QA plans for each screening examination modality are given as Attach-
ments to this document. All Screening Centers are expected to comply with the
requirements of the attached screening examination QA plans.

9. Blood Collection and Analysis

• Screening Center Quality Assurance

Standard protocols were developed for blood collection, processing, storage and ship-
ment and are described in chapter 10 of the PLCO MOOP. Each Screening Center was
required to develop a QA plan which included minimum qualifications of the examiner,
completion of training, monitoring of examiner performance and quality control of
equipment and supplies. All plans were reviewed, revised as necessary, and finally
approved by NCI. As the trial progresses, SCs must submit any proposed revisions to
NCI for approval prior to implementation. SCs must also complete an ECT for all new
phlebotomists, blood processors, trainers and/or supervisors and receive NCI
approval before the new staff member begins work. Minimum qualification for blood
collection and processing staff are provided in Chapter 10 of the PLCO MOOP. Current
versions of each SC blood QA plan and examiner credentials are kept on file at NCI,
the Coordinating Center and the Screening Centers.

• UCLA Quality Assurance

The UCLA laboratory maintains strict QC procedures for PSA and CA-125 assays.
Assays are performed by licensed technologists who have satisfied training and per-
formance requirements. Assay procedures are performed as specified by the manu-
facturer. 

Each test run includes both a reagent kit control and a Bio-Rad tumor marker bi-level
control, which are commercially prepared specifically for use in tumor marker testing.
Samples with out of range results are retested.

QC data for assay runs are stored, and control statistics are reported in a report to
NCI each quarter.

10. Biorepository QC 

Procedures for the Screening Center collection, aliquoting, temporary storage, and shipment
of biologic samples to the Biorepository are described in Chapter 10 of the MOOP. Procedures
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for receipt, inventory, storage, and discrepancy resolution are described in the Manual for
Receipting Frozen Blood Component Samples at the Biorepository (NOVA Research Company,
May 1995).

Management systems are in place to monitor and resolve discrepancies in identification num-
ber for receipted vials. Samples received by the Biorepository that are not in conformance
with established protocol are identified by special code and retained by the Biorepository for
non-study use by NCI.

Receipted material is monitored to identify incompletely filled or incomplete vial sets. Pat-
terns of incompleteness have been identified by Screening Centers, and, as needed, modifi-
cations to the collection protocol are being implemented to meet study requirements.

11. Quality Assurance of Medical Record Abstracting

• Overview

The National Cancer Institute, the Coordinating Center (CC) and Screening Centers
(SCs) will implement procedures to monitor the quality of cancer ascertainment activ-
ities. The main goals of the medical records quality assurance (MRQ) program are:

- to ensure that medical records abstractors and Certified Tumor Registrars (CRTs)
or CTR-eligible individuals utilize standard procedures;

- to ensure a high level of accuracy for critical data elements;

- to evaluate the quality of data abstracted in the cancer ascertainment process;

- to continuously improve the quality of data abstracted by providing feedback and
training to SCs in areas where problems are identified.

The MRQ program will use a multi-level approach to achieve the goals outlined above.
The following are the components of the MRQ program:

- Regular Communication 

- Registration, Training and External Quality Assurance

• Review of qualifications

• Training

• External Quality Assurance

- Internal Quality Assurance 

- Workshops and Conference Calls

- Problem Resolution

- Response to Medical Record Abstraction (MRA) Issues

• Regular Communication

The SC will appoint a Lead Abstractor. The responsibilities of the Lead Abstractor will
include staffing, training, quality assurance, and communicating with SC staff (Coordi-
nator, PI, Collaborating Physicians) and the CC. The CC will appoint a MRA Coordina-
tor. The responsibilities of the MRA Coordinator will include review and tracking of SC
abstractor and nosologist credentials, training, external quality assurance, responding
and coordinating the resolution process of all SC MRA issues and communicating all
MRA issues and decisions to the SCs through documentation.
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• Registration, Training and External Quality Assurance

- Review of Qualifications

The Coordinating Center will review the qualifications of all abstractors and nosol-
ogists to ensure they meet the criteria described below. NCI will approve the cre-
dentials of all medical record abstractors and nosologists after the CC review. In
addition, the abstractor at the CC who is completing the key for the external qual-
ity assurance abstracts will possess all of the qualifications of Medical Record
Abstractor and Nosologist.

The Record of Credentials for Medical Record Abstractor and Nosologist Registra-
tion form (CAN) is the form used to verify and document the credentials of
abstractors. The CAN is to be completed by the SC Principal Investigator or Coor-
dinator for all individuals who are to perform medical record abstraction and/or
medical coding for the PLCO trial. The CAN form and specifications for its comple-
tion can be found in appendix A-17-10 of the MOOP.

The following sections describe the qualifications for medical record abstractors.

• Minimum Qualifications of Abstractors

The abstractor should have a medical background, including knowledge of
medical terminology, anatomy and physiology, and concepts of disease, in
addition to basic medical coding instruction and a minimum of 2 years experi-
ence abstracting and coding medical records. The abstractor should also be
trained on the PLCO medical record abstraction forms.

The abstractor should also possess at least one of the following credentials
from each list below for ICD-9-CM and ICD-O-2 coding:

For ICD-9-CM coding (in order of desirability):

1) Certified Coding Specialist (CCS) - This individual has obtained sufficient
coding expertise either through education, experience, or a combination of
the two to pass an advanced coding exam and become certified.

2) Registered Health Information Technician (RHIT) - A RHIT has at least an
Associate's degree in Medical Record Science and has passed an accredita-
tion exam. This individual must meet RHIT continuing education require-
ments to maintain accreditation.

3) Registered Health Information Administrator (RHIA) - A RHIA has at least a
Bachelor's degree in Medical Record Science and has passed a registration
exam. This individual must meet RHIA continuing education requirements
to maintain registration. If a person is a RHIA and is currently doing medi-
cal coding, then he/she may be qualified to conduct medical coding. If,
however, a RHIA is doing supervisory work, then he/she may not be up-to-
date on medical coding.

For ICD-O-2 coding and TNM staging:

Certified Tumor Registrar (CTR or CTR-eligible) - A CTR is an individual who
has passed the Certification Examination for Cancer Registrars, which is
offered by the National Cancer Registrars Association (NCRA). To maintain a
certified status, a CTR must meet current continuing education requirements
of the National Cancer Registrars Association (NCRA). To be eligible to take the
Certification Examination, an individual must meet one of the following
requirements as of the test date:

1) Two years full-time equivalent experience in the cancer registry field.
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2) Successful completion of a college level curriculum in cancer data manage-
ment/cancer registry, and a work experience component composed of 120
hours in a CTR staffed computerized cancer registry or 240 hours in a non-
CTR staffed computerized cancer registry.

3) One year full-time equivalent experience in the cancer registry field and
successful completion of college level curriculum in medical records, nurs-
ing, or other allied health field.

4) One year full-time equivalent experience in the cancer registry field and
credentialed or licensed status in a recognized allied health field as deter-
mined by NBCR.

• Approval Process for Abstractors and Nosologists

The process for the review and approval of abstractor and nosologists qualifi-
cations is as follows:

1) For each abstractor and nosologist, the SC completes a separate CAN form
and sends one copy to the MRA Coordinator and one copy to NCI.

2) The MRA Coordinator reviews the qualifications and forwards the documen-
tation to NCI with any comments. 

3) NCI reviews the qualifications and comments and sends an approval/disap-
proval letter to the SC Coordinator. 

4) If the staff member is disapproved, but the SC wishes to use him/her for
abstracting or coding, the SC PI must send a letter to NCI documenting the
individual’s pertinent qualifications and requesting a special exception. NCI
will give conditional approval for an abstractor or nosologist requiring that
their work be checked by a qualified staff member until they have success-
fully completed an External Quality Assurance cycle and/or qualifications
are met.

5) If a CTR-eligible individual is approved by NCI, it is expected that this indi-
vidual will sit for and pass the next certification examination, which is given
by the NCRA. SCs who would like exemption from this requirement must
submit a letter to NCI and a copy to the CC discussing the justification for
this exemption.

New Abstractor Training

New Abstractor Training at the SC involves two phases as outlined below:

• The SC Lead Abstractor will train new abstractors on PLCO procedures and
forms. The CC has recommended that a standard case should be used for
training on each form type.

• 100% of the abstractor’s work will be checked by a qualified staff member until
ten forms of each type with a non-cancer diagnosis and five forms of each type
with a cancer diagnosis meet the criteria outlined below:

1) All critical data elements on each form type (DEP, DEL, DEC, DEO, TIP, TIL,
TIC, TIO and OCF) are without error (See Attachments F-1 through F-5 for
a listing of critical data items), and

2) the total error rate for all remaining non-critical data elements on each
form type does not exceed 20%.

Checking may be review, re-abstraction or independent verification of coding.
The CC recognizes that the SCs receipt more medical records with a non-can-
cer diagnosis than those with a cancer diagnosis. Consequently, checking
October 1, 2003 15 Appendix L-1: Quality Assurance Plan



requirements are different for both types of medical records. In addition, the
abstractor or nosologist may complete training for one form type before
requirements for all form types are met.

The CC will conduct an annual 1-day training session for new abstractors. This
training session will cover the goals and the protocol for the PLCO medical
records abstraction process. The specifications for all medical record abstrac-
tion data collection forms will be reviewed. A standard case will be presented
for each form type. All new abstractors must attend this training within the
first year of work on PLCO. The Lead Abstractors from each SC must also
attend this training. Nosologists are not required to attend the training ses-
sions conducted by the CC.

- External Quality Assurance

There will be three External Quality Assurance cycles per year. The CC will annu-
ally provide a MRA External Quality Assurance Schedule, which will list the dates
relevant to each cycle as well as the types of cases to be completed during each
cycle. Throughout one year, all PLCO cancers will be covered. The External Quality
Assurance package for each cycle will include 5 medical records and 7 data collec-
tion forms as follows:

On an annual basis, the CC will request a pre-determined amount of cases from
each SC to establish a case library from which to select cases for the EQA cycles.
SCs will be asked to submit records for the case library and to remove the identifi-
ers from the records.

All PLCO abstractors and nosologists must complete the quarterly PLCO External
Quality Assurance process. Each abstractor will receive a packet of test abstrac-
tions for completion from the CC. Each abstractor or nosologist should complete
separate abstract forms for each case. While the abstract forms should be com-
pleted independently by the abstractor or nosologist, individual SC abstractors
may discuss completion of the specific items with other abstractors at their SC for
clarification or item resolution. Abstractors or nosologists who are not available to
complete the External Quality Assurance cycle on schedule, should notify the SC
Lead Abstractor and Coordinator. The SC should contact the MRA Coordinator
regarding abstractors or nosologists who will not be able to complete abstract
forms within the time period for that cycle. The SC and the CC will determine
another reasonable schedule for the abstractor to complete the test abstractions.

When the abstractor has completed the External Quality Assurance abstracts, the
completed forms should be submitted to the CC for evaluation and determination
of successful completion of test records. The CC will develop the key for each

Type of Medical Record Data Collection Forms to be 
Completed

2 records representing participants with a 
PLCO cancer

2 Diagnostic Evaluation Forms
2 Treatment Information Forms

2 records representing participants who 
underwent a workup for a positive screen, but 
PLCO cancer was not diagnosed

2 Diagnostic Evaluation Forms

1 record representing a participant who was 
diagnosed with a non-PLCO cancer

1 Other Cancer Confirmation Form
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External Quality Assurance abstract with support from PLCO subcommittee
experts and NCI as needed. A successful abstract is one in which the total error
rate for all data elements on each form type does not exceed 20%. 

The CC will provide a detailed report of test abstraction results for each abstractor
or nosologist to the SC Coordinator and Lead Abstractor who will review the
results with individual abstractors and nosologists. If the performance of an
abstractor or nosologist is not successful, the Lead Abstractor will provide re-train-
ing on forms that were not successfully abstracted. Re-abstraction, by a qualified
staff member, will be required for each type of form that was not successfully
abstracted. Five cases per form type with a non-cancer diagnosis and two cases
per form type with a cancer diagnosis should be re-abstracted until the total error
rate for all data elements does not exceed 20%:

If the Lead Abstractor at the SC does not successfully complete abstraction of test
records, the SC Coordinator and Principal Investigator will need to evaluate per-
formance problems and develop a plan to maintain quality assurance of medical
record abstraction at their SC. The SC Principal Investigator is required to docu-
ment, in a memo to NCI and the CC, the plan for proposed corrective action.

On a semi-annual basis, the CC will send the abstractor or nosologist the summary
of his or her qualifications as reported to the CC. The abstractor or nosologist will
be requested to update the information with additional experience or certifications
received since the last update.

• Internal Quality Assurance 

The SC Coordinator and Lead Abstractor should use results of the External Quality
Assurance Process to monitor the Internal Quality Assurance process at the SC. Lead
Abstractors should evaluate systematic errors by abstractors at their SC to guide in-
service training and/or seminars.

• Workshops and Conference Calls

The CC will conduct an annual 1-day workshop for current abstractors that will take
place the day after the new abstractor training. This workshop will be an opportunity
for abstractors to share information, ask questions, and raise issues in order to
improve the medical record abstraction process. This workshop may involve some
training on changes in the protocol and NCI decisions since the previous workshop.
Workshops will also be the forum for invited guest speakers to provide information to
abstractors on issues of medical relevance. Attendance at this workshop is open to all
abstractors, but attendance is mandatory for the SC Lead Abstractor.

There will be quarterly abstractor conference calls. The times and topics for these
calls will be determined with the input of the SC medical record abstracting staff and
representatives from NCI and the CC.

• Problem Resolution

The SC Abstractor should discuss all questions and/or problems internally with the
Lead Abstractor, SC Coordinator, PI, and Collaborating Physicians. If the question and/
or problem cannot be resolved internally, then the Lead Abstractor should contact the
CC. The Lead Abstractor should direct all questions to the MRA Coordinator at the CC
if there are forms completion issues or procedures. The MRA Coordinator at the CC
will coordinate the problem resolution through various groups, (i.e., MRA Working
Group; NCI Project Officers, Consultants, Collaborators, CTR; CC CTR, PA-C, Data
Management; PLCO Subcommittees). The CC will document and distribute all resolu-
tions to the SC Coordinators and Lead Abstractors through e-mail or a Decision Log.
Systems Issues and Edit Issues should be directed to User Support at the CC.
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• Response to MRA Issues

12. Central Pathology Review (NCI)

Development of procedures for central review of all cancer pathology is under discussion at
NCI. 

13. Central Death Data Review (NCI)

The procedures for the central death data review are provided in Chapter 9 of the MOOP enti-
tled Vital Status Ascertainment and the Central Death Review Process. 

14. Monitoring Reports

Reports

The Coordinating Center develops SAS reports to monitor Screening Center progress
and performance in recruitment, enrollment, screening and follow-up activities on a
monthly, quarterly or semi-annual basis. These reports are reviewed by the Coordi-
nating Center and NCI and copies are sent to Screening Centers each quarter. Prob-
lems are identified and Screening Centers are contacted for explanation and
resolution.
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15. Coding Decision Logs

Each Screening Center maintains a Coding Decision Log to document decisions made in edit-
ing forms (in particular Baseline Questionnaires). On this log, the Screening Center staff
record the date, the PID, the form type, the item number, what the participant recorded, and
what they coded or changed. 

On a quarterly basis, each Screening Center sends its Coding Decision Log to the Coordinat-
ing Center for review. Coordinating Center staff review the logs to determine whether the
decisions are appropriate and provide written and verbal feedback to the Screening Center.
The Screening Center may be asked to send supporting documentation to the Coordinating
Center for review.

The Coordinating Center also determines whether a decision made at one Screening Center
should become a study-wide decision. If such a determination is made, the decision is
reviewed by NCI and incorporated into the PLCO Decision Log which is distributed to all
Screening Centers.

Review of Screening Center Coding Decision Logs was discontinued early in Year 3. Coding
decisions are now reviewed during Screening Center site visits.

16. WORKING DATA QUALITY ASSURANCE PLAN

• DATA QA INITIATED BY THE SC

- Scan OPSCAN Forms in DEES 

At the end of a scanning/data entry session, the SCs run the DEES edits and dupli-
cates report. The edits are reviewed and updates made, as appropriate. Any
changes made to the data collection form as a result of the computer edits are
marked directly on the original form and the form is rescanned. After a form is
rescanned, the computer edit is regenerated. Once the SC Coordinator is satisfied
that the form is as clean as possible, a final disposition code (final complete or
final incomplete) is assigned. The system will automatically assign final disposition
of FCM (final complete) to forms with no errors at the end of an edit session.

It may not always be possible to correct the errors flagged by the DEES edit pro-
grams. An edit is intended to be a signal to the SC to investigate and determine
the cause of the error. If, for example, the examiner simply could not ascertain a
piece of information and left it blank on the form, a DEES error will be generated,
but will not be able to be fixed, and the form should be coded "Final Incomplete."
If, on the other hand, the examiner did not follow a skip pattern correctly, the
DEES errors should alert SC staff to contact the examiner to correct the form.

- Run Production Edits Reports in SMS 

• SMS intra-forms edit report

• SMS inter-forms edit report

The SCs run production edit reports in the SMS that list errors and inconsistencies
within a single data collection form and among forms of different types. For opti-
mal data quality, SCs should run production edits, at a minimum, before their
monthly data transmission.

- DEES/SMS Quality Assurance Reports 

The SC coordinator is responsible for monitoring all data collection activities
including the quality assurance of the data. This is done using several reports gen-
erated from DEES/SMS. 
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• WESTAT MONITORING OF SC DATA QA

- Semi-Annual Data Editing Reports to CC 

Beginning in FY 99, Westat requested each SC to generate the following data edit
reports on a semi-annual basis for review at Westat.

• DEES DEES/SMS Comparison Report - identifies discrepancies between like
fields in DEES and SMS data for opscan forms only

• SMS Inter-form Edits Report - lists errors and inconsistencies among forms of
different types

• SMS Intra-form Edits Report - lists errors and inconsistencies within a single
data collection form

• DEES Duplicates Report - identifies duplicate forms of the same form type

• DEES Match Forms Report - identifies forms scanned in DEES and not
receipted in SMS and forms receipted in SMS and not scanned in DEES

• DEES Final Disposition Report - identifies forms scanned into DEES that do not
have a final disposition

The objective of generating these reports is to provide an additional mechanism to
ensure the quality of the data. Westat reviews and summarizes the data semian-
nually.

- Reports Generated for Site Visit 

As part of the onsite monitoring, SCs are asked to generate specific reports from
the DEES and SMS for review at the site visit. Westat provides feedback to the SCs
during the site visit as well as written documentation summarizing the output
from these reports and recommended follow up. 

• WESTAT DATA QA ACTIVITIES

To ensure the integrity, consistency and accuracy of the PLCO trial data, Westat
performs and oversees numerous data investigation activities and data changes. A
detailed description of each data QA activity is below. 

- Quarterly Data Investigation Forms (DIFs) 

Westat has programmed a variety of quality assurance reports over the course of
the trial. Data anomalies that have been identified as a result of this reporting
have been investigated to resolve the discrepancies on a quarterly basis. These
errors may have been the result of protocol changes, changes to form completion
specifications and additional edit checks added to forms processing. It was
decided to formalize the process of identifying and correcting these errors using
data investigation forms. Specific reports have been and will continue to be
designed to identify potential errors for items of high importance that we feel
additional data checks are warranted.

Reports are (or will be) reviewed for data errors and inconsistencies using data
from the SMS and DEES. Following identification of errors or inconsistencies, DIFs
are completed and sent to SCs for resolution. Some reports have been discontin-
ued because the data have been cleaned and the SMS and DEES functions have
been modified to eliminate the introduction of new errors or the SCs have the
tools to run similar reports to identify and correct errors. Westat tracks the resolu-
tion and follow-up of these DIFs in an Access database at the SC level.
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• Medical Complications Investigation and Cleanup

The PLCO trial generates a large volume of verbatim data including medical com-
plications verbatim data. The medical complications data are presented annually
to the MAP. In preparation for the MAP meeting, the medical complications verba-
tim responses on exam, QA exam, DE, and TI forms are reviewed and cleaned
through the DIF process. 

- Data from Exam, QA Exam Forms

Each verbatim medical complication response on the Exam and QA forms is
reviewed: 1) to identify mismatches of expected verbatim responses and vice
versa, 2) to determine if each verbatim response meets the definition of a medical
complication, and 3) to assess the necessity for recoding the responses. Westat
provides recommendations to the SC to review and cleanup the verbatim
responses. The verbatim exam medical complications are cleaned at the SCs
through the DIF process. After the SCs complete data cleanup, the remaining ver-
batim responses are grouped according to coding schemes Westat developed.
Upon completion of the data cleanup initiative, Westat collaborates with a MAP
member, NCI and IMS to develop data tables summarizing the medical complica-
tions data in preparation for the annual MAP meeting. 

- Data from DE Forms

Each verbatim medical complication response on the DE form is reviewed: 1) to
identify mismatches of expected verbatim and vice versa, 2) to determine if each
verbatim response meets the definition of a medical complication as defined by
the version 3 DE specifications, and 3) to assess the necessity for recoding the
responses. Data cleanup occurs through the DIF process. Westat provides recom-
mendations to the SC for data cleanup for each verbatim response. If it is deter-
mined that the verbatim is a medical complication according to the version 3 DE
specifications, the SC is instructed to document the number corresponding to the
complication in the other "specify" field using the r### coding scheme. It was
also decided to leave the verbatim response "as is" in the database, if it does not
comply with the version 3 specifications to minimize SC burden. 

Beginning in 2004, Westat is systematically reviewing and cleaning all the codes
to ensure they comply with the coding scheme in preparation for data analysis.
Cleanup will occur through the DIF process. During analysis, only properly coded
verbatim responses will be summarized and the remaining verbatim text will be
ignored. 

- Data from TI Forms

As of August 2001, TI medical complications data are no longer being collected;
therefore, no DIFs related to TI medical complications have been sent to the SCs.

• Forms Completion and Finalization 

With the completion of baseline data collection on July 31, 2002, Westat imple-
mented a plan to complete and finalize all the baseline data forms, including the
baseline questionnaires, T0 exam forms, T0 DE and TI forms, as well as the DHQ
and DQX. 

- Baseline Questionnaires

1) Completeness. All BQs should either be receipted or MDFs entered for all
expectations. DIFs for all outstanding BQs are sent to the SCs in for them to
investigate participants' BQ status and receipt MDFs as needed.
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2) Finalized. All BQs without a final disposition are identified and DIFs sent to the
SCs. The purpose of this DIF is to investigate and finalize BQ data.

3) Mismatched verbatim. All BQs with expected verbatim but none listed and vice
versa are identified and DIFs sent to the SCs. DIFs are separated for those
with a final disposition and those without.

4) Targeted review of "Other Specify" verbatim. Once the mismatched verbatim
DIFs are returned, discrepant or invalid relative gender/cancer type codes are
identified. The inconsistent data are cleaned up through the DIF process.

5) Westat reviews the data identified for cleaning and prepare the DIFs based on
the priorities set by NCI. The DIFs are then sent to the SCs. 

6) Rerun the regularly scheduled DIFs specifically related to the BQs. DIFS are
sent to the SCs.

- T0 Exam Forms 

1) Completeness. All T0 exam forms are receipted or MDFs entered for all expec-
tations. DIFs for all outstanding T0 exam forms are sent to the SCs in for them
to receipt MDFs.

2) Finalized. All T0 exam forms without a final disposition are identified and DIFs
are sent to the SCs..

3) Mismatched verbatim. All T0 exam forms with expected verbatim but none
listed and vice versa are identified and DIFs sent to the SCs. DIFs are sepa-
rated for those with a final disposition and those without.

4) Westat reviews the data identified for cleaning and prepares the DIFs. Then
the DIFs are sent to the SCs. 

5) Rerun the routinely scheduled DIFs specifically related to the exams.

Note: medical complications data for T0 exam forms have been addressed in pre-
vious DIFs.

- T0 DE/TI/OCF

1) Completeness. All T0 DE/TI/OCF forms are either receipted or MDFs entered
for all expectations. DIFs for all outstanding T0 DE/TI/OCF forms are sent to
the SCs for them to receipt MDFs.

2) Finalized. All T0 DE/TI/OCF forms without a final disposition are identified and
DIFs sent to the SCs.

3) Mismatched verbatim. All T0 DE/TI/OCF forms with expected verbatim but
none listed and vice versa are identified and DIFs sent to the SCs. DIFs are
separated for those with a final disposition and those without.

Note: medical complications data for T0 DE/TI forms have been addressed in
previous DIFs.

4) Westat reviews the data identified for cleaning and prepares the DIFs. Then
the DIFs are sent to the SCs.

5) Rerun the routinely scheduled DIFs specifically related to DE/TI/OCF forms. 

- DHQ/DQX

1) DQX Completeness: All DQXs are either receipted or MDFs entered for all
expectations. A memo identifying all outstanding DQXs is sent to the SCs for
them to receipt MDFs. 
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2) DQX DR for Selected Items: All items requiring DR are identified and DIFs are
sent to the SCs.

3) DHQ Completeness: All DHQs are either receipted or MDFs entered for all T0
expectations. DIFs for all outstanding DHQs are sent to the SCs.

4) DHQ DR for Selected Items: All items requiring DR are identified. 

This initiative will be systematically repeated for exam and MRA forms in the
remaining study years. 

17. Cancer Related Data Investigation and Cleanup Activities

• Cancer Related Data Problems

In early 2002, NCI prioritized categories of cancer related data problems for inter-
vention participants that require cleanup. These data problems include biopsy with
no biopsy date; no biopsy but expected; problem diagnosis dates; missing diagno-
sis dates; missing TNM/stage, type, grade, and Gleason Score; and mismatched
expectations for flexible sigmoidoscopy and colonoscopy. The cleanup effort
begins with T0 data in the following site specific order: colon, lung, ovary, and
prostate. 

Westat identifies PIDs with discrepant data for a specific PLCO site, reviews each
case using a Problem Category Information Form (PCIF) and synthesizes recom-
mendations for cleanup. The PCIF provides a chronological history of events for
each PID requiring review. It includes screening, diagnostic, as well as treatment
procedures and results. The PCIFs and the corresponding recommendations are
then sent as DIFs to the SCs. 

Westat continues to work with IMS and NCI to identify data problems that require
cleanup. 

• Cancer Related Verbatims

Starting in Yr 11, NCI prioritized the cleanup of all cancer related verbatim data in
Section C of the version 1 and 2 DE form as well as other "specify" diagnostic/
staging procedures. The verbatim procedures will be recoded when possible
according to the version 3 specifications using the r### coding scheme. This
cleanup initiative occurs in conjunction with the cleanup of cancer related data
problems described above. A PCIF is generated for each PID with cancer related
verbatims. Westat proceeds to develop recommendations to cleanup inappropriate
or inconsistent verbatims through the DIF process. 

• Data Inquiry Process

In response to data inquiries received from Principal Investigators working on
PLCO publications, Westat has developed a process to track and respond to these
requests. All inquiries will initially be sent to NCI for review, and any that require
accessing the original source of data are forwarded to Westat. Westat proceeds to
gather the pertinent information to respond to each inquiry. The inquiry is subse-
quently logged in a tracking spreadsheet and its resolution is monitored. 

The data inquiry is then incorporated into a data investigation form (DIF) that is
sent to the SCs. The SCs are instructed to investigate the data in question, docu-
ment their findings on the DIF and return it to Westat. The findings are subse-
quently forwarded to the investigator and Westat logs the date the data were sent.
Additional requests for information often follow the initial data inquiry and are pro-
cessed in a similar manner. 
October 1, 2003 23 Appendix L-1: Quality Assurance Plan



In 2003, Westat received a high volume of requests for data investigations and
cleanup from the site specific Subcommittees as they prepared T0 papers for pub-
lication. The DIFs were sent to the SCs in an expedited manner to meet the Sub-
committees' tight deadlines. All the expedited DIFs that resulted from the data
inquiries are being incorporated into the cancer related data cleanup initiative for
the remaining study years. 

• Monitoring data activities with DIMS

As previously mentioned, Westat performs and oversees numerous data investiga-
tion activities and data changes to ensure the integrity, consistency and accuracy
of the PLCO trial data. These data investigation activities are electronically moni-
tored by Westat at the SC level. However, Westat is developing the Data Investi-
gation and Management System (DIMS), a comprehensive application and
database that will provide organizational and system support for documenting and
tracking Westat's data QA activities at the PID/study year level. The status of each
data QA investigation will be monitored in the database, as well as the outcome
for auditing and reporting purposes. Tracking outcomes will enable Westat to ver-
ify whether the data have in fact been corrected for each case, based on its rec-
ommendations.

DIMS will provide automated support for DIF communications between Westat and
the SCs. Previously, hardcopy DIFs were sent to the SCs, the SCs documented
their outcomes on the forms, and returned the completed DIFs to Westat. With
the implementation of DIMS, DIFs will be sent to the SCs, the SCs will enter the
outcome of each investigation in the electronic document and email it back to
Westat. The outcomes are then imported into DIMS for auditing and reporting pur-
poses. A substantial amount of historical data that have already been investigated
and cleaned through the DIF process will also be stored in DIMS.  

18.  DATA REVIEW INITIATED BY OTHER SOURCES

• Review of Potential Problems with Cancer Related Data

In early 2002, NCI prioritized categories of cancer related data problems that require
cleanup. These data problems were identified in analysis programs generated by IMS
and include biopsy with no biopsy date; no biopsy but expected; problem diagnosis
dates; missing diagnosis dates; missing TNM/stage, type, grade, and Gleason Score;
and mismatched expectations for flexible sigmoidoscopy and colonoscopy. For each of
the identified data problems, DIFs were developed and sent to the SCs.

Participant profiles were generated for each PID with discrepant cancer related data.
In its review of each participant profile, Westat identified and highlighted the discrep-
ant cancer related data, as well as inconsistent verbatim (specify) procedures and any
other discrepant information. Recommendations were then synthesized to clean up
the discrepant data.

To document and track this cleanup initiative, Westat developed a spreadsheet listing
the PIDs requiring cleanup, the discrepant data corresponding to the PIDs, and its
recommendations for data cleanup. The PIDs were organized in the spreadsheets
according to screening center, cancer type, and problem type. Westat also instructed
the SCs to report their cleanup efforts on the spreadsheet. As additional analyses are
brought to our attention, Westat will continue to work with NCI to identify data prob-
lems that require clean up.

• Cancer Related Verbatim Responses in Section C

NCI has also prioritized the cleanup of all cancer related verbatim data. Westat will
work with IMS to identify all the cancer related verbatim responses in Section C on
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the version 1 and 2 DE forms, as well as verbatim diagnostic/staging procedures.
Westat will then review all the verbatim responses and develop recommendations to
cleanup inappropriate or inconsistent information. The verbatim responses will be
cleaned up through the DIF process. Each DIF will include participant profiles, which
provide a complete case history including screening, diagnostic, as well as treatment
procedures and results for the PIDs in question. This initiative will be organized by
study year starting with 10 and cancer type in the following order: colon, lung, ovary,
and prostate to verify that the data have been changed in accordance with the
screening center’s documentation.

A QA process for the participant profiles has been developed. Upon completion of the
participant profile, DIFs for a specific cancer site and a sample of participant profiles
with an unresolved data problem will be rerun. The data on the participant profiles will
be compared with the screening center’s documented clean-up efforts. Any data dis-
crepancies will be rectified at the SCs through the DIF process.

• Data Inquiry Process

In response to data inquiries received from Principal Investigators working on PLCO
publications, Westat has developed a process to track and respond to these requests.
All inquiries will initially be sent to NCI for review, and any that require accessing the
original source of data are forwarded to Westat. Westat then faxes a data inquiry
request form to the investigator to gather the pertinent information. The information
can also be collected over the phone. Once the form has been reviewed for complete-
ness and any missing information retrieved, the inquiry is logged in a tracking spread-
sheet.

The information on the form is then incorporated into a data investigation form (DIF)
that is sent to the SCs. The SCs are instructed to investigate the data in question,
document their findings on the DIF and return it to Westat. The findings are subse-
quently forwarded to the investigator and Westat logs the date the data were sent.
Additional requests for information often follow the initial data inquiry and are pro-
cessed in a similar manner. 
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APPENDIX L: ATTACHMENT A
QUALITY ASSURANCE—CHEST X-RAY EXAMINATION (XRY)

(11-01-99)

A. Using Structural Measures to Assess Technician/Radiologist Qualifications:

The following sections describe current protocol requirements for chest x-ray technicians
and radiologists and measures for assessing the extent to which Screening Center staff
conform to the written protocol.

1. The Radiologist, Interpreter and QA Examiner:

The protocol indicates that the radiologist who interprets the chest x-ray is an ABR
board certified or board eligible radiologist. (Protocol for Chest X-Ray Examination,
Item 1.E.2).

2. The Technician:

The protocol specifies the following minimum requirement, the technician will be an
ARRT certified radiologic technician. (Protocol for Chest X-Ray Examination, Item
1.E.1).

3. Minimum Training/Certification Requirements:

Not Applicable.

4. Registration of Radiologists:

Screening Centers submit a completed Record of Experience, Credentials and Training
(ECT) with copies of relevant board certificates to NCI. NCI reviews submitted docu-
mentation to determine if the proposed staff member credentials meet protocol
requirements. If there is any deviation from the protocol, NCI transmits copies of the
ECT and board certificates to a designated member of the Ovarian/Lung Subcommit-
tee. The subcommittee member informs NCI about the adequacy of the documents
submitted to establish each radiologist qualifications. NCI conveys the subcommittee
member's judgments to Screening Center Coordinators, and to the Coordinating Cen-
ter. The Coordinating Center maintains a central register of qualified trainers. This
register includes the identity (name) of Radiologists and Technicians, the date of
board certification, the date of registration by the Coordinating Center, and the identi-
fication number assigned at the Screening Center. A physician may not function as a
radiologist until approved by NCI, and registered by the Coordinating Center.

5. Initial Registration/Certification of Technicians:

Screening Centers submit a completed ECT along with copies of relevant diplomas,
certificates, and/or licenses to NCI. NCI reviews submitted documentation to deter-
mine if the proposed technician credentials meet protocol requirements. If there is
any deviation from the protocol, NCI transmits copies of these documents to a desig-
nated member of the Ovarian/Lung Subcommittee. The subcommittee member
informs NCI about the adequacy of documents submitted to establish each techni-
cian's qualifications and preparation. NCI conveys the subcommittee member's judg-
ments to the Screening Center Coordinators, and to the Coordinating Center. The
Coordinating Center maintains a central register of technicians. This register includes
the identity (name) of technicians, the date of graduation, certification or licensure,
the type of document establishing minimum qualifications, the date of registration by
the Coordinating Center, and the technician identification number assigned at the
Screening Center. An individual may not function as a chest x-ray technician until
approved by NCI, and registered by the Coordinating Center.
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B. Using Structural Measures to Assess Adherence to Protocol for Equipment Use 
and Maintenance:

The equipment: The chest x-ray is taken using dedicated high-kV equipment (approxi-
mately 110-149 kV) at a tube-to-film distance of 6 to 10 feet. The Screening Center uses
a wide latitude film with a 12 to 1 standard grid or higher.

Quality control of the equipment is assured by individual institutions, all of which are
state licensed. Quality control also includes yearly documentation of kV calibration within
5 percent, radiation output assessed by use of an anatomic tomcat phantom, documenta-
tion of film-screen contact, demonstration that the x-ray spectrum is free of low-energy
contaminants through use of half-value layer, collimation, dose exposure, and function of
automatic exposure control.

The Screening Center sends to NCI documentation of equipment used for the chest x-ray,
including film type used (e.g., symmetric or asymmetric film-screen combinations, etc.),
and a record of maintenance and quality checks as demanded by state licensing require-
ments. NCI reviews documentation for completeness, then submits it to the appropriate
Ovarian/Lung Subcommittee member for review and approval. NCI conveys Ovarian/
Lung Subcommittee approval to the Screening Center.

C. Monitoring Technician Performance Using Outcome Performance Measures:

Every quarter, the Coordinating Center prepares monitoring reports summarizing the per-
formance of each Screening Center and Screening Center technicians and radiologists.
These reports are distributed to NCI and individual Screening Centers. Using these
reports, NCI judges the adequacy of each Screening Center performance. See items 1
and 2 below for a summary of outcome performance measures. For those Screening Cen-
ters judged to have inadequate performance in one or more areas, NCI will communicate
with the Screening Center Principal Investigator to resolve performance problems. The
Screening Center Principal Investigator is required to document, in a memo to NCI, his/
her interpretation of the data and proposed corrective action. If necessary, NCI will
arrange for a designated expert to visit the Screening Center and consult on problem
issues.

1. Positive and Inadequate Exams

The prevalence of positive (Abnormal Suspicious) chest x-ray examinations is
reported by screening center, radiologist and three-month time interval. The preva-
lence of inadequate chest x-ray examinations is reported by screening center, techni-
cian, reason for inadequate exam, and three-month time interval.

The Coordinating Center distributes these displays to NCI and the Principal Investiga-
tor at each Screening Center. The Principal Investigator shares these analyses with
radiologists and technicians. NCI uses these data for decisions regarding performance
of Screening Centers and Screening Center technicians and radiologists.

2. Agreement Between Two Examiners

Using the protocols, procedures, and definitions developed for the trial, a second des-
ignated qualified radiologist (QA examiner) reinterprets chest x-ray films for 9 partici-
pants each month. These chest x-ray films are reviewed by a second radiologist within
3 weeks of the first interpretation. In SCs where there is a QA system in place where
some examiners review their own film, a letter should be submitted to NCI explaining
this system and justifying the level of blinding. The number of subjects and method
for the selection are determined by NCI through consultation with the individual
Screening Centers. 

If in the process of selecting exams for QA review/repeat, an exam with a result of
Inadequate (IN) is chosen, the QA exam should not be performed. Such exams should
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not be selected for QA because the original reason for inadequacy may be out of the
examiner's control and lead to further inadequate exams. If upon QA review of an
"adequate" exam, the QA examiner determines that it was actually inadequate, the X-
ray procedure should not be repeated, that is, a new X-ray should not be obtained. 

Only chest x-ray radiologists registered with the Coordinating Center performs the
second confirmatory interpretation of the chest x-ray. Second radiologists are blinded
to the results of the initial interpretation. The second radiologist completes the Chest
X-ray Screening Examination Quality Assurance Form. Screening Centers base referral
recommendations on the most abnormal examination test result.

NCI performs statistical analyses which compare the screening test results provided
by the primary and secondary radiologists. The results of these analyses are shared
with the Screening Centers.

D. Centralized Review of Chest X-Rays

A centralized audit of chest x-rays is under consideration.
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APPENDIX L: ATTACHMENT B
QUALITY ASSURANCE—DIGITAL RECTAL EXAMINATION OF THE PROSTATE 

(DRE)
(11/01/99)

A. Using Structural Measures to Assess Examiner/Trainer Qualifications:

The following sections describe current protocol requirements for digital rectal examina-
tion of the prostate (DRE) examiners and trainers, and measures for assessing the extent
to which Screening Center staff conform to the written protocol.

1. The Trainer:

The protocol indicates that the trainer is a board certified urologist. (PLCO MOOP,
Appendix J, Protocol for Digital Rectal Examination of the Prostate Item 1.G.1). For
any individual who is not a board certified urologist, the Screening Center Principal
Investigator must document adequate training and experience in a letter to be sub-
mitted with a completed ECT to NCI.

2. The Examiner:

The protocol specifies the following minimum requirement, the examiner is an R.N.,
Certified Physician's Assistant, Nurse Practitioner, Physician or equivalent (PLCO
MOOP, Appendix J, Protocol for Digital Rectal Examination of the Prostate, Item
1.E.1). Equivalency is to be determined by the Screening Center Principal Investigator
and documented in a letter to be submitted with a completed ECT to NCI.

3. The QA Examiner:

The protocol specifies the following minimum requirement, the QA examiner is any
licensed physician who is adequately trained and experienced in the digital rectal
examination as determined by the Screening Center Principal Investigator or a certi-
fied PLCO DRE examiner (PLCO MOOP, Appendix J, Protocol for Digital Rectal Exami-
nation of the Prostate, Item 1.F.1). For any individual who is not a PLCO DRE
examiner or a board certified urologist, the Screening Center Principal Investigator
must document adequate training and experience in a letter to be submitted with a
completed ECT to NCI.

4. Minimum Training/Certification Requirements:

A non-physician examiner must successfully perform at least 15 of 30 examinations,
including 10 examinations with abnormal findings, under the supervision of a trainer
(PLCO MOOP, Appendix J, Protocol for Digital Rectal Examination of the Prostate, Item
1.H.).

5. Registration of Trainers:

Screening Centers submit a completed Record of Experience, Credentials and Training
(ECT) with copies of relevant board certificates to NCI. NCI reviews submitted docu-
mentation to determine if the proposed staff member's credentials meet protocol
requirements. If there is any deviation from the protocol, NCI transmits copies of the
ECT and board certificates to a designated member of the Prostate/Colorectal Sub-
committee. The subcommittee member informs NCI about the adequacy of the docu-
ments submitted to establish each trainer qualifications. NCI will convey the
subcommittee member's judgments to Screening Center Coordinators and the Coordi-
nating Center. The Coordinating Center maintains a central register of qualified train-
ers. This register includes the identity (name) of trainers and examiners, the date of
board certification, the date of registration by the Coordinating Center, and the identi-
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fication number assigned at the Screening Center. An individual may not function as a
trainer until approved by NCI, and registered by the Coordinating Center.

6. Initial Registration/Certification of Examiners and QA Examiners:

Screening Centers submit a completed ECT along with copies of relevant diplomas,
certificates, and/or licenses to NCI. Also, a registered trainer prepares, signs, and
submits a letter which affirms satisfactory completion of minimum training require-
ments. NCI reviews submitted documentation to determine if the proposed exam-
iner's credentials and training meet protocol requirements. If there is any deviation
from the protocol, the NCI transmits copies of these documents to a designated mem-
ber of the Prostate/Colorectal Subcommittee. The subcommittee member informs NCI
about the adequacy of documents submitted to establish each examiner's qualifica-
tions and preparation. NCI conveys the subcommittee member's judgments to the
Screening Center Coordinators and the Coordinating Center. The Coordinating Center
maintains a central register of certified examiners and QA examiners. This register
includes the identity (name) of examiners, the date of graduation, certification or
licensure, the type of document establishing minimum qualifications, the date of reg-
istration by the Coordinating Center, and the examiner identification number assigned
at the Screening Center. An individual may not function as DRE examiner or DRE QA
examiner until approved by NCI, and registered by the Coordinating Center.

B. Using Structural Measures to Assess Adherence to Protocol for Equipment Use 
and Maintenance:

Not applicable.

C. Monitoring Examiner Performance Using Outcome Performance Measures:

Every quarter, the Coordinating Center will prepare monitoring reports summarizing the
performance of each Screening Center and Screening Center examiner. These reports are
distributed to NCI and individual Screening Centers. Using these reports, NCI judges the
adequacy of each Screening Center performance. See items 1 and 2 below for a summary
of outcome performance measures. For those Screening Centers judged to have inade-
quate performance in one or more areas, NCI communicates with the Screening Center
Principal Investigator to resolve performance problems. The Screening Center Principal
Investigator is required to document, in a memo to NCI, his/her interpretation of the data
and proposed corrective action. If necessary, NCI arranges for a designated expert to
visit the Screening Center and consult on problem issues.

1. Positive and Inadequate Exams

The prevalence of positive (Abnormal Suspicious) DRE examinations is reported by
Screening Center, DRE examiner, and three-month time interval. The prevalence of
inadequate DRE examinations is reported by Screening Center, DRE examiner, reason
for inadequate exam, and three-month time interval. The Coordinating Center distrib-
utes these displays to NCI and the Principal Investigator at each Screening Center.
The Principal Investigator shares these analyses with trainers. NCI uses these data for
decisions regarding performance of Screening Center and Screening Center examin-
ers.

2. Agreement Between Two Examiners

The protocol developed for the pilot phase of the PLCO Cancer Screening Trial recog-
nizes the importance of direct measurements of the reliability of DRE physical exami-
nations.

Using the protocols, procedures, and definitions developed for the trial, a second
examiner attempts to repeat the examination for 7 participants each month. The
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number of subjects and method for selection are determined by NCI through consul-
tation with the individual Screening Centers.

If in the process of selecting exams for QA repeat, an exam with a result of Inade-
quate (IN) is chosen, the QA exam should not be performed. Such exams should not
be selected for QA because the original reason for inadequacy may be out of the
examiner's control and lead to further inadequate exams.

Only DRE QA examiners or trainers registered with the Coordinating Center may per-
form the second confirmatory DRE examination. Second examiners are blinded to the
results of the initial examination. The second examiner will complete the DRE Quality
Assurance Form. Screening Centers base referral recommendations on the most
abnormal examination test result.

NCI performs statistical analyses which compares the screening test results provided
by the primary and secondary examiners. The results of these analyses are shared
with the Screening Centers.

D. Central Audit

Not applicable.
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APPENDIX L: ATTACHMENT C
QUALITY ASSURANCE—FLEXIBLE SIGMOIDOSCOPY EXAMINATION (FSG)

(11/01/99)

A. Using Structural Measures to Assess Examiner/Trainer Qualifications:

The following sections describe current protocol requirements for flexible sigmoidoscopy
examiners and trainers and measures for assessing the extent to which Screening Center
staff conform to the written protocol.

1. The Trainer:

The protocol indicates that the trainer is a board certified gastroenterologist. (Protocol
for Flexible Sigmoidoscopy Examination, Item 1.G.1). For any individual who is not a
board certified gastroenterologist, the Principal Investigator must document and cer-
tify adequate training and experience in a letter to be submitted with a completed ECT
to NCI.

2. The Examiner:

The protocol specifies the following minimum requirement, the examiner is an R.N.,
certified Physician's Assistant, Nurse Practitioner, Physician or equivalent (Protocol for
Flexible Sigmoidoscopy Examination, Item 1.E.1). Equivalency is to be determined by
the Screening Center Principal Investigator and documented in a letter to be submit-
ted with a completed ECT to NCI.

3. The QA Examiner:

The protocol specifies the following minimum requirement, the QA examiner is either
a PLCO FSG trainer or a PLCO FSG examiner who has performed at least 240 PLCO
FSG examinations in the prior 12 months (average 20 per month) and achieved
50+cm insertion depth in at least 85 percent of cases with adequate bowel prepara-
tion (Protocol for Flexible Sigmoidoscopy Examination, Item 1.F.1). For any individual
who is not a board-certified gastroenterologist, the Principal Investigator must docu-
ment and certify adequate training and experience in a letter to be submitted with a
completed ECT to NCI. FSG QA examiner status must be renewed at annual intervals. 

4. Minimum Training/Certification Requirements:

A non-physician or physician who is not a board certified gastroenterologist or who
does not have hospital privileges to perform flexible sigmoidoscopies or colonoscopies
must successfully perform at least 25 examinations under the supervision of a trainer
(Protocol for Flexible Sigmoidoscopy, Item 1.F).

5. Registration of Trainers:

Screening Centers submit a completed Record of Experience, Credentials and Training
(ECT) with copies of relevant board certificates to NCI. NCI reviews submitted docu-
mentation to determine if the proposed staff member credentials meet protocol
requirements. If there is any deviation from the protocol, the NCI transmits copies of
the ECT and board certificates to a designated member of the Prostate/Colorectal
Subcommittee. The subcommittee member informs NCI about the adequacy of the
documents submitted to establish each trainer qualifications. NCI conveys the sub-
committee member's judgments to Screening Center Coordinators and the Coordinat-
ing Center. The Coordinating Center maintains a central register of qualified trainers.
This register includes the identity (name) of trainers and examiners, the date of board
certification, the date of registration by the Coordinating Center, and the identification
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number assigned at the Screening Center. A physician may not function as a trainer
until approved by NCI, and registered by the Coordinating Center.

6. Initial Registration/Certification of Examiners and QA Examiners:

Screening Centers submit a completed ECT along with copies of relevant diplomas,
certificates, and/or licenses to NCI. Also, a registered trainer prepares, signs, and
submits a letter which affirms satisfactory completion of minimum training require-
ments. NCI reviews submitted documentation to determine if the proposed examiner
credentials and training meet protocol requirements. If there is any deviation from
the protocol, NCI transmit copies of these documents to a designated member of the
Prostate/Colorectal Subcommittee. The subcommittee member inform NCI about the
adequacy of documents submitted to establish each examiner's qualifications and
preparation. NCI will convey the subcommittee member's judgments to the Screening
Center Coordinators and the Coordinating Center. The Coordinating Center maintains
a central register of certified examiners and QA examiners. This register will include
the identity (name) of examiners, the date of graduation, certification or licensure,
the type of document establishing minimum qualifications, the date of registration by
the Coordinating Center, and the examiner identification number assigned at the
Screening Center. An individual may not function as a flexible sigmoidoscopy exam-
iner or an FSG QA examiner until approved by NCI, and registered by the Coordinat-
ing Center.

B. Using Structural Measures to Assess Adherence to Protocol for Equipment Use 
and Maintenance:

The equipment: The equipment is a flexible endoscope with capability to 60 cm and a
light source.

Screening Centers are required to submit the following documentation for scope and light
source: make, model number, serial number and type of scope/light source. Screening
Centers submit documentation of video equipment. In addition, Screening Centers submit
a description of the cleaning and disinfection procedures that are performed according to
standard medical practice and pertinent federal and local regulations. The documentation
is submitted to NCI to review for completeness. NCI submits the documentation to a des-
ignated member of the QA subcommittee for approval. NCI conveys the subcommittee
member's approval to the Screening Center.

C. Monitoring Examiner Performance Using Outcome Performance Measures:

Every three months, the Coordinating Center prepares monitoring reports summarizing
the performance of each Screening Center and Screening Center examiner. These reports
are distributed to NCI and individual Screening Centers. Using these reports, NCI judges
the adequacy of each Screening Center performance. See items 1 and 2 below for a sum-
mary of outcome performance measures. For those Screening Centers judged to have
inadequate performance in one or more areas, NCI communicates with the Screening
Center Principal Investigator to resolve performance problems. The Screening Center
Principal Investigator is required to document, in a memo to NCI, his/her interpretation of
the data and proposed corrective action. If necessary, NCI arranges for a designated
expert to visit the Screening Center and consult on problem issues.

1. Positive and Inadequate Exams

The prevalence of positive (Abnormal Suspicious) flexible sigmoidoscopy examina-
tions is reported by Screening Center, examiner, and three-month time interval. The
prevalence of inadequate exams is reported by Screening Center, examiner, reason
for inadequate exam and three-month time interval. The Coordinating Center distrib-
utes these displays to NCI and the Principal Investigator at each Screening Center.
The Principal Investigator shares these analyses with trainers and examiners. NCI
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uses these data for decisions regarding performance of Screening Center and Screen-
ing Center examiners.

2. Agreement Between Two Examiners

Using the protocols, procedures and definitions developed for the trial, a second
examiner performs a quality assurance review of the flexible sigmoidoscopy examina-
tion using one of the following methods: 1) review videotapes of flexible sigmoidos-
copy examinations; 2) repeat flexible sigmoidoscopy examinations, or 3) real-time
observation. Although they may be ideal, repeat FSGs are not practical within the
context of the study. Review of videotape and real-time observation have potential
biases, but either method will be an acceptable option for FSG QA.

A sample of 4 participants will be selected each month. The number of subjects and
method for selection are determined by NCI through consultation with the individual
Screening Centers.

If in the process of selecting exams for QA review/repeat, an exam with a result of
Inadequate (IN) is chosen, the QA exam should not be performed. Such exams should
not be selected for QA because the original reason for inadequacy may be out of the
examiner's control and lead to further inadequate exams.

Only flexible sigmoidoscopy QA examiners or trainers registered with the Coordinating
Center may perform the QA review. Second examiners are blinded to the results of
the initial examination to the extent possible. The second examiner completes the
Flexible Sigmoidoscopy Screening Examination Quality Assurance Form. Screening
Centers base referral recommendations on the most abnormal examination test
result.

NCI performs statistical analyses which compares the screening test results provided
by the primary and secondary examiners. The results of these analyses are shared
with the Screening Centers.

D. Centralized Review of FSG Tapes

Centralized review will be considered if at some point all Screening Centers have video-
tape capability.
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APPENDIX L: ATTACHMENT D
QUALITY ASSURANCE—PHYSICAL EXAMINATION OF THE OVARIES (OVR)

(11-01-99)

A. Using Structural Measures to Assess Examiner/Trainer Qualifications:

The following sections describe current protocol requirements for ovarian palpation
examiners and trainers and measures for assessing the extent to which Screening Center
staff conform to the written protocol.

1. The Trainer:

The protocol indicates that the trainer is a board certified gynecologist or gynecologic
oncologist. (PLCO MOOP, Appendix J, Protocol for Ovarian Palpation Examination,
Item 1.G.1). For any individual who is not a board certified gynecologist or gyneco-
logic oncologist, the Screening Center Principal Investigator must document adequate
training and experience in a letter to be submitted with a completed ECT to NCI.

2. The Examiner:

The protocol specifies the following minimum requirement, the examiner is a clinical
nurse specialist, R.N., certified Physician's Assistant, or equivalent (PLCO MOOP,
Appendix J, Protocol for Ovarian Palpation Examination, Item 1.E.1). Equivalency is to
be determined by the Screening Center Principal Investigator and documented in a
letter to be submitted with a completed ECT to NCI.

3. The QA Examiner:

The protocol specifies the following minimum requirement, the QA examiner is any
licensed physician with adequate training and experience in the ovarian palpation
examination as determined by the Screening Center Principal Investigator or a PLCO
certified PLCO OVR examiner (PLCO MOOP, Appendix J, Protocol for Ovarian Palpation
Examination, Item 1.F.1). For any individual who is not a board certified gynecologist
or gynecologic oncologist, or a PLCO certified OVR examiner the Screening Center
Principal Investigator must document adequate training and experience in a letter to
be submitted with a completed ECT to NCI.

4. Minimum Training/Certification Requirements:

A non-physician must spend at least two full work days with a trainer and must suc-
cessfully perform at least 40 examinations in post-menopausal women, including 10
examinations with abnormal findings.

5. Registration of Trainers:

Screening Centers will submit a completed Record of Experience, Credentials and
Training (ECT) with copies of relevant board certificates to NCI. NCI reviews submit-
ted documentation to determine if the proposed staff member's credentials meet pro-
tocol requirements. If there is any deviation from the protocol, NCI transmits copies
of the ECT and board certificates to a designated member of the Ovarian/Lung Sub-
committee. The subcommittee member informs NCI about the adequacy of the docu-
ments submitted to establish each trainer qualifications. NCI conveys the
subcommittee member's judgments to Screening Center Coordinators and the Coordi-
nating Center. The Coordinating Center maintains a central register of qualified train-
ers. This register includes the identity (name) of trainers and examiners, the date of
board certification, the date of registration by the Coordinating Center, and the identi-
fication number assigned at the Screening Center. An individual may not function as a
trainer until approved by NCI, and registered by the Coordinating Center.
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THE PHYSICAL EXAMINATION OF THE OVARIES WAS DISCONTINUED 
AS OF DECEMBER 1998
6. Initial Registration/Certification of Examiners and QA Examiners:

Screening Centers submit a completed ECT along with copies of relevant diplomas,
certificates, and/or licenses to NCI. Also, a registered trainer will prepare, sign, and
submit a letter which affirms satisfactory completion of minimum training require-
ments. NCI reviews submitted documentation to determine if the proposed exam-
iner's credentials and training meet protocol requirements. If there is any deviation
from the protocol, NCI transmits copies of these documents to a designated member
of the Ovarian/Lung Subcommittee. The subcommittee member informs NCI about
the adequacy of documents submitted to establish each examiner's qualifications and
preparation. NCI conveys the subcommittee member's judgments to the Screening
Center Coordinators and the Coordinating Center. The Coordinating Center maintains
a central register of certified examiners and QA examiners. This register includes the
identity (name) of examiners, the date of graduation, certification or licensure, the
type of document establishing minimum qualifications, the date of registration by the
Coordinating Center, and the examiner identification number assigned at the Screen-
ing Center. An individual may not function as an OVR examiner or OVR QA examiner
until approved by NCI, and registered by the Coordinating Center.

B. Using Structural Measures to Assess Adherence to Protocol for Equipment Use 
and Maintenance:

Not applicable.

C. Monitoring Examiner Performance Using Outcome Performance Measures:

Every three months, the Coordinating Center prepares monitoring reports summarizing
the performance of each Screening Center and Screening Center examiner. These reports
are distributed to NCI and individual Screening Centers. Using these reports, NCI judges
the adequacy of each Screening Center performance. See items 1-3 below for a summary
of outcome performance measures. For those Screening Centers judged to have inade-
quate performance in one or more areas, NCI communicates with the Screening Center
Principal Investigator to resolve performance problems. The Screening Center Principal
Investigator is required to document, in a memo to NCI, his/her interpretation of the data
and proposed corrective action. If necessary, NCI arrange for a designated expert to visit
the Screening Center and consult on problem issues.

1. Positive and Inadequate Exams

The prevalence of positive (Abnormal Suspicious) or inadequate ovarian examinations
is reported by screening center, ovarian examiner, reason for inadequate exam, and
six-month time period. The Coordinating Center distributes these displays to NCI and
the Principal Investigator at each Screening Center. The Principal Investigator shares
these analyses with trainers and examiners. NCI uses these data for decisions regard-
ing performance of Screening Center and Screening Center examiners.

2. Correspondence Between Physical Examination and Transvaginal Ultrasound 
Findings

The protocol blinds the ovarian physical examiner to the results of the transvaginal
ultrasound examination. The protocol also blinds the transvaginal ultrasonographer to
the results of the ovarian physical examination. The independence of these two exam-
inations allow study of the correspondence between manual detection of the ovaries
and visualization of the ovaries, stratified according to screening site, ovarian physical
examiner, and/or time.

At three month intervals, the Coordinating Center displays correspondence measures
on comparisons between the manual detection of the ovaries and visualization of the
ovaries. Separate displays allow comparisons across screening centers, across ovarian
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examiners, and across time periods. The Coordinating Center distributes these dis-
plays to NCI and the principal investigator at each screening center. The principal
investigator shares these analyses with trainers and examiners. NCI uses these data
for decisions regarding performance of Screening Centers and Screening Center
examiners.

3. Agreement Between Two Examiners

Using the protocols, procedures, and definitions developed for the trial, a second
examiner attempts to repeat the examinations for 14 participants each month. The
number of subjects and method for selection are determined by NCI through consul-
tation with each Screening Center. Only OVR QA examiners or trainers registered with
the Coordinating Center may perform the second confirmatory physical examination.
Second examiners are blinded to the results of the first examination. The second
examiner completes the Ovarian Palpation Screening Examination Quality Assurance
Form. Screening Centers base referral recommendations on the most abnormal
examination test result.

NCI performs statistical analyses, which compare the screening test results provided
by the primary and secondary examiners. The results of these analyses are shared
with the Screening Centers.

D. Central Audit:

Not applicable.
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APPENDIX L: ATTACHMENT E
QUALITY ASSURANCE—TRANSVAGINAL ULTRASOUND EXAMINATION (TVU)

(11/01/99)

A. Using Structural Measures to Assess Examiner/Trainer Qualifications:

The following sections describe current protocol requirements for transvaginal ultrasound
examiners and trainers/supervisors and measures for assessing the extent to which
Screening Center staff conform to the written protocol.

1. The Trainer/Supervisor:

The protocol indicates that the trainer/supervisor is a board certified radiologist with
specific training in ultrasonography (PLCO MOOP, Appendix J, Protocol for Transvagi-
nal Ultrasound Examination, Item 1.G.1). For any physician who is not a board certi-
fied radiologist with specific training in ultrasonography, the Screening Center
Principal Investigator must document adequate training and experience in a letter to
be submitted with a completed ECT to NCI.

2. The Examiner:

The protocol indicates the following minimum requirement, the examiner is a sonog-
rapher certified by the American Registry of Diagnostic Medical Sonographers
(ARDMS) who has passed the OB/GYN section of the ARDMS certification examina-
tion. The examiner may also be a physician who is adequately trained (and experi-
enced) in transvaginal ultrasonography as determined by the Screening Center
Principal Investigator. Examiners should be supervised by a PLCO qualified Trainer/
Supervisor (PLCO MOOP, Appendix J, Protocol for Transvaginal Ultrasound Examina-
tion, Item 1.E.1). For any individual who is not a sonographer registered by ARDMS,
the Screening Center Principal Investigator must document adequate training and
experience in a letter to be submitted with a completed ECT to NCI.

3. The QA Examiner:

The protocol indicates the following minimum requirement, the QA examiner is either
a PLCO TVU trainer or a PLCO TVU examiner who has performed at least 240 PLCO
TVU examinations in the prior 12 months (average 20 per month) and detected one
or both ovaries in at least 60 percent of those examinations deemed adequate (PLCO
MOOP, Appendix J, Protocol for Transvaginal Ultrasound Examination, Item 1.F.1). For
any individual who is not a board certified radiologist with specific training in ultra-
sonography, the Screening Center Principal Investigator must document adequate
training and experience in a letter to be submitted with a completed ECT to NCI. The
TVU QA examiner status should be renewed at annual intervals.

4. Minimum Training/Certification Requirements:

All examiners should have prior experience performing 50 to 100 examinations to be
certified.

5. Registration of Trainers/Supervisors:

Screening Centers submit a completed Record of Experience, Credentials and Training
(ECT) with copies of relevant board certificates to NCI. NCI reviews submitted docu-
mentation to determine if the proposed staff member's credentials meet protocol
requirements. If there is any deviation from the protocol, the NCI transmits copies of
the ECT and board certificates to a designated member of the Ovarian/Lung Subcom-
mittee. The subcommittee member informs NCI about the adequacy of the documents
submitted to establish each trainer qualifications. NCI conveys the subcommittee
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member's judgments to Screening Center Coordinators and the Coordinating Center.
The Coordinating Center maintains a central register of qualified trainers/supervisors.
This register includes the identity (name) of trainers/supervisors and examiners, the
date of board certification, the date of registration by the Coordinating Center, and
the identification number assigned at the Screening Center. A physician may not func-
tion as a trainer until approved by NCI, and registered by the Coordinating Center.

6. Initial Registration/Certification of Examiners and QA Examiners:

Screening Centers submit a completed ECT along with copies of relevant diplomas,
certificates, and/or licenses to NCI. Also, a registered trainer will prepare, sign, and
submit a letter which affirms satisfactory completion of minimum training require-
ments, including centralized training. NCI reviews submitted documentation to deter-
mine if the proposed examiner's credentials and training meet protocol requirements.
If there is any deviation from the protocol, the NCI transmits copies of these docu-
ments to a designated member of the Ovarian/Lung Subcommittee. The subcommit-
tee member informs NCI about the adequacy of documents submitted to establish
each examiner's qualifications and preparation. NCI conveys the subcommittee mem-
ber's judgments to the Screening Center Coordinators and the Coordinating Center.
The Coordinating Center maintains a central register of certified examiners and QA
examiners. This register includes the identity (name) of examiners, the date of grad-
uation, certification or licensure, the type of document establishing minimum qualifi-
cations, the date of registration by the Coordinating Center, and the examiner
identification number assigned at the Screening Center. An individual may not func-
tion as a TVU examiner or TVU QA examiner until approved by NCI, and registered by
the Coordinating Center.

B. Using Structural Measures to Assess Adherence to Protocol for Equipment Use 
and Maintenance:

Equipment must be a 5-7.5 MHz transvaginal probe. A photograph, computerized image,
or thermal printout is obtained for documentation. It is acceptable to store transvaginal
ultrasound images on thermal paper and radiographic film. Digital storage is also accept-
able but a back-up copy should also be maintained. The storage method should meet
requirements of 20-year storage with no decrease in the quality of the image and with
capability to retrieve a film or paper image at any time during the 20-year storage period.

Screening Centers are required to submit to NCI the following documentation for trans-
vaginal ultrasound equipment: make, model, serial number and type of transducer; and
type, name, and manufacturer of documentation material. In addition, Screening Centers
submit a description of cleaning and disinfection procedures that are performed according
to standard medical practice and pertinent federal and local regulations. NCI reviews sub-
mitted documentation to determine if the equipment specifications meet protocol require-
ments. If there is any deviation from the protocol, NCI transmits copies of these
documents to a designated member of the Quality Assurance Subcommittee. The sub-
committee member informs NCI about the adequacy of the equipment. NCI conveys the
subcommittee member's judgments to the Screening Center Coordinators.

C. Monitoring Examiner Performance Using Outcome Performance Measures:

Every three months, the Coordinating Center prepares monitoring reports summarizing
the performance of each Screening Center and Screening Center examiner. These reports
are distributed to NCI and individual Screening Centers. Using these reports, NCI judges
the adequacy of each Screening Center performance. See items 1-4 below for a summary
of outcome performance measures. For those Screening Centers judged to have inade-
quate performance in one or more areas, NCI communicates with the Screening Center
Principal Investigator to resolve performance problems. The Screening Center Principal
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Investigator is required to document, in a memo to NCI, his/her interpretation of the data
and proposed corrective action. If necessary, NCI arranges for a designated expert to
visit the Screening Center and consult on problem issues and train sonographers.

1. Positive and Inadequate Exams

The prevalence of positive (Abnormal Suspicious) or inadequate transvaginal ultra-
sound examinations is reported by screening center, examiner, reason for inadequate
exam, and three-month time interval. The Coordinating Center distributes these dis-
plays to NCI and the Principal Investigator at each Screening Center. The Principal
Investigator shares these analyses with trainers/supervisors. NCI uses these data for
decisions regarding performance of Screening Center and Screening Center examin-
ers.

2. Correspondence Between Physical Examination and Transvaginal Ultrasound 
Findings

The protocol blinds the ovarian physical examiner to the results of the transvaginal
ultrasound examination. The protocol also blinds the transvaginal ultrasonographer to
the results of the ovarian physical examination. The independence of these two exam-
inations allow study of the correspondence between palpation of the ovaries and visu-
alization of the ovaries, stratified according to screening site, transvaginal ultrasound
examiner, and/or time.

At three-month intervals, the Coordinating Center displays correspondence measures
on comparisons between the manual detection of the ovaries and visualization of the
ovaries. Separate displays allow comparisons across screening centers, across ovarian
examiners, and across time intervals. The Coordinating Center distributes these dis-
plays to NCI and the principal investigator at each screening center. The principal
investigator shares these analyses with trainers/supervisors and examiners. NCI uses
these data for decisions regarding performance of Screening Centers and Screening
Center examiners.

3. Agreement Between Two Examiners

The protocol developed for the pilot phase of the PLCO Cancer Screening Trial recog-
nizes the importance of direct measurements of the reliability of transvaginal ultra-
sound examinations.

Using the protocols, procedures, and definitions developed for the trial, a second
examiner attempts to repeat the examination for 14 participants each month. The
number of subjects and method for selection are determined by NCI through consul-
tation with the individual Screening Centers.

If in the process of selecting exams for QA review/repeat, an exam with a result of
Inadequate (IN) is chosen, the QA exam should not be performed. Such exams should
not be selected for QA because the original reason for inadequacy may be out of the
examiner's control and lead to further inadequate exams.

Only TVU trainers/supervisors or QA examiners registered with the Coordinating Cen-
ter may perform the second confirmatory TVU examination. Second examiners are
blinded to the results of the initial examination. The second examiner completes the
Transvaginal Ultrasound Screening Examination Quality Assurance Form. Screening
Centers base referral recommendations on the most abnormal examination test
result.

NCI performs statistical analyses which compare the screening test results provided
by the primary and secondary examiners. The results of these analyses are shared
with the Screening Centers.
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4. Additional Analyses

Additional outcome quality measures recommended for the TVU exam include:

1) tracking the proportion of exams in which one or both ovaries are identified;

2) monitoring the mean ovarian size recorded by each of the examiners and com-
paring it to the mean for all examiners; and

3) monitoring the proportion of ovaries with small cyst as a corollary to presence
of the ovary.

D. Centralized Review of TVU Films:

There are currently no plans to conduct a centralized review of TVU films.
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ATTACHMENT F-1

CRITICAL DATA ITEMS FOR DEP

PART A DIAGNOSTIC EVALUATION AND STAGING

A.1 Diagnostic Procedures Performed

A.8 Medical Complications of Diagnostic Evaluation and Staging 

A.9 Result of Diagnostic Evaluation for Prostate Cancer 

PART B DIAGNOSIS INFORMATION FOR SPECIFIC CONDITION OTHER THAN PROSTATE CANCER

B.10 Specific Prostate Diagnosis

B.11 Other Cancer Diagnosis

PART C PRIMARY CANCER DIAGNOSIS INFORMATION

C.12 Date of Primary Prostate Cancer Diagnosis 

 ICD-O-2 Cancer Classification

C.14a   Topography

C.14b   Morphology

C.14c   Behavior

C.14d   Grade

C.16 Histopathologic Type for Primary Prostate Cancer

C.17 Histopathologic Grade for Primary Prostate Cancer

C.18 Gleason Score

  TNM Staging for Primary Prostate Cancer

C.19a   TNM Clinical Staging

C.19b   TNM Pathologic Staging

CRITICAL DATA ITEMS FOR TIP

PART A INITIAL TREATMENT INFORMATION

A.1 Radiation Treatment for Prostate Cancer 

A.2 Surgical Treatment for Prostate Cancer 

A.3 Hormonal Treatment for Prostate Cancer
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ATTACHMENT F-2

CRITICAL DATA ITEMS FOR DEL

PART A DIAGNOSTIC EVALUATION AND STAGING

A.1 Diagnostic Procedures Performed

A.4 Medical Complications of Diagnostic Evaluation and Staging 

A.5 Result of Diagnostic Evaluation for Lung Cancer 

PART B DIAGNOSIS INFORMATION FOR SPECIFIC LUNG CONDITIONS 

B.6 Specific Lung Diagnosis

B.7 Other Cancer Diagnosis

PART C PRIMARY CANCER DIAGNOSIS INFORMATION

C.8 Date of Primary Lung Cancer Diagnosis 

 ICD-O-2 Cancer Classification

C.10a   Topography

C.10b   Morphology

C.10c   Behavior

C.10d   Grade

C.12 Primary Tumor Location

C.13 Histopathologic Type for Primary Lung Cancer

C.14 Histopathologic Grade for Primary Lung Cancer

TNM Staging for Primary Lung Cancer

C.15a   TNM Clinical Staging

C.15b   TNM Pathologic Staging

CRITICAL DATA ITEMS FOR TIL

PART A INITIAL TREATMENT INFORMATION

A.1 Radiation Treatment for Lung Cancer 

A.2 Surgical Treatment for Lung Cancer

A.3 Chemotherapeutic Treatment for Lung Cancer
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ATTACHMENT F-3

CRITICAL DATA ITEMS FOR DEC

PART A DIAGNOSTIC EVALUATION AND STAGING

A.1 Diagnostic Procedures Performed

A.6 Medical Complications of Diagnostic Evaluation and Staging 

A.7 Result of Diagnostic Evaluation for Colorectal Cancer 

PART B DIAGNOSIS INFORMATION FOR CANCERS OTHER THAN COLORECTAL CANCER 

B.8 Other Cancer Diagnosis

PART C PRIMARY COLORECTAL CANCER DIAGNOSIS INFORMATION

C.9 Description of Colorectal Carcinoma

C.10 Date of Primary Colorectal Cancer Diagnosis

ICD-0-02 Cancer Classification

C.12a   Topography

C.12b   Morphology

C.12c   Behavior

C.12d   Grade

C.14 Histopathologic Type for Primary Colorectal Cancer

C.15 Histopathologic Grade for Primary Colorectal Cancer

 TNM Staging for Primary Colorectal Cancer

C.16a   TNM Clinical Staging 

C.16b   TNM Pathologic Staging

CRITICAL DATA ITEMS FOR TIC

PART A INITIAL TREATMENT INFORMATION

A.1 Surgical Treatment for Colorectal Cancer 

A.2 Radiation Treatment for Colorectal Cancer

A.3 Chemotherapeutic Treatment for Colorectal Cancer 
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ATTACHMENT F-4

CRITICAL DATA ITEMS FOR DEO

PART A DIAGNOSTIC EVALUATION AND STAGING

A.1 Diagnostic Procedures Performed

A.5 Medical Complications of Diagnostic Evaluation and Staging

A.6 Result of Diagnostic Evaluation for Ovarian Cancer

PART B DIAGNOSIS INFORMATION FOR SPECIFIC CONDITIONS OTHER THAN OVARIAN CANCER

B.7 Specific Ovarian Diagnosis

B.8 Other Cancer Diagnosis 

PART C PRIMARY OVARIAN CANCER DIAGNOSIS INFORMATION

C.9 Date of Primary Ovarian Cancer Diagnosis 

 ICD-O-2 Cancer Classification

C.11a.   Topography

C.11b   Morphology

C.11c   Behavior

C.11d   Grade

C.13 Histopathologic Type for Primary Ovarian Cancer

C.14 Histopathologic Grade for Primary Ovarian Cancer

TNM Staging for Primary Ovarian Cancer

C.15a   TNM Clinical Staging

C.15b   TNM Pathologic Staging

CRITICAL DATA ITEMS FOR TIO

PART A INITIAL TREATMENT INFORMATION

A.1 Surgical Treatment for Ovarian Cancer 

A.2 Radiation Treatment for Ovarian Cancer 

A.3 Chemotherapeutic Treatment for Ovarian Cancer 
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ATTACHMENT F-5

CRITICAL DATA ITEMS FOR OCF

PART A CONFIRMATION OF CANCER

A.6 Result of Confirmation of Reported Non-PLCO Cancer

A.6a Type of PLCO Cancer

A.7 Date of Cancer Diagnosis 

ICD-O-2 Cancer Classification of Primary Cancer

A.8a Topography

A.8b Morphology

A.8c Behavior

A.8d Grade

A.10 Basis of Diagnosis

A.12 Reported Metastatic Sites
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Central Review of Cancer Diagnosis and Staging 
Data



CENTRAL REVIEW OF CANCER DIAGNOSIS AND STAGING DATA

Introduction

The primary objective for the proposed central review of cancer diagnosis and staging data is
to ensure a high level of accuracy for TNM staging of PLCO cancers.  Individuals from the
Coordinating Center (CC) will make up the Cancer Data Review Committee (CDRC).  The SCs
will provide medical records and the CC will review the records and independently stage and
code cancers as well as coordinate the activities of the SCs.  The request for and review of
the medical records will be done quarterly.  Descriptions of the CDRC and the proposed pro-
cedures for the central review of cancer diagnosis and staging data are described in the fol-
lowing sections. 

Central Review

The CDRC will be composed of Certified Tumor Registrars (CTRs) and one physician from the
CC.  The CC CTRs and the CC physician are actively staging cancers for the PLCO Screening
Trial.  

The responsibility of each CDRC member is to review, code, and stage Prostate, Lung, Col-
orectal, and Ovarian cancer cases accurately.  Coding will be done according to the ICD-O-2
guidelines and in accordance with all related PLCO specifications.  The TNM staging will be
done according to AJCC TNM Cancer Staging guidelines for clinical and pathologic staging.
Cases that have been previously selected and reviewed will also be excluded to avoid a
repeat review.  

Qualifications of Committee Members

The CTR representatives from the CC are actively involved in cancer staging of cases for the
PLCO Screening Trial and are certified by an exam which is offered by the National Board for
Certification of Registrars (NBCR), a component of the National Cancer Registrars Association
(NCRA).  Active certified status for CTRs should be annually maintained by meeting the con-
tinuing education requirements of the NCRA.  The CC physician is board certified in Internal
Medicine and has been staging PLCO cancers for over 2 years.  

Selection of Cases for Review 

While Phase 1 Staging Pilot study showed strong concordance in staging when comparing the
original data to the results of the PLCO Cancer Staging Committee, NCI decided to continue
to monitor and review cancer staging data for the duration of the trial.  To get an adequate
sampling of the cancer staging work completed by SC CTRs, the selection of medical records
for review will come from all Screening Centers and from all study years.

One additional task that will be performed as a component of the central review will be the
verification of the cancer coding for each case.  Cancer site and type verification is an inte-
gral component of cancer staging and uses the same health record reports that are used in
cancer staging, resulting in minimal additional effort.  The CDRC will review cases with a
diagnosis of prostate, lung, and colorectal cancer for which a finalized Diagnostic Evaluation
(DE) form is completed.  Since only a sample of cases is being used, NCI will develop the
sample selection criteria.  The CC will then identify the cases for review and will notify the
SCs.  The number of cases to be reviewed each year will be approximately 225, with 55-60
cases to be reviewed each quarter.  The number of cases per organ site per year will be:
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• 100 Prostate Cancer Cases 

• 50 Lung Cancer Cases 

• 50 Colorectal Cancer Cases 

• 20-25 Ovarian Cancer Cases

The quarterly review will include cases from the same PLC organ site and approximately 5-10
ovarian cases.  In this plan, all lung cases will be reviewed in one quarter, all colon cases in
another, and the prostate cases will divided among two separate quarters.  Since the number
of ovarian cases is relatively small, all will eventually be reviewed, at a rate of 5 to 10 cases
each quarter.

Collection of Medical Records

Following receipt of the list of cancer cases selected for review, the SC will edit the case doc-
umentation and delete any personal identifying information.  The SC will make a copy of the
medical records and submit a labeled copy.  The SC will also send a copy of screen view of
the DEES Data View for each case. All case documentation will be batched and shipped to the
CC.

Receipt and Preparation of Cancer Coding and Staging Materials

Upon receipt of the case documentation from the SCs, the copy of DEES Data View from the
SC completed DE form will be removed and retained in a separate file. The medical records
will be forwarded to a CC CTR who will review each case to ensure that all required informa-
tion is present and that all identifiers have been deleted.  The CC will produce copies of each
case for internal use as needed.  A blank copy of Part C of the organ specific DE form will be
included with each case for the reviewer to document the cancer stage and coding.

CDRC Review of Cases

A CC CTR will review the cancer cases and independently complete Part C of the DE form for
each case.  This staff will code and stage each case as appropriate.   If additional information
is needed to complete the review of a case, a request for the information will be sent to the
SC.  The CC CTR will complete the quarterly review of cases within a six-week time period.

Evaluation of CDRC Results

Another CC staff  will review the results from the re-coding and re-staging of each case and
compare to the data in the DEES Data View that the SC had sent.  If there are no discrepan-
cies, the review is complete.  If there are any discrepancies, a different person at the CC,
either the physician or a second CTR, will re-abstract the case.  This will also be compared to
the initial re-abstraction to check for consistency.  The CC staff who is assigned to review and
adjudicate any differences for each case will review the results from the two re-abstractions
and mediate any differences through a meeting.  This meeting will serve the purpose of fur-
ther review and open discussion of discordant responses and to develop a final result that will
be used for comparison to the original SC data.  Differences will be resolved each quarter.

Reporting Results of the CDRC Review to the SC

The CC will compare the final staging and coding results of the CDRC review to the SC data
for each case.  Discordant results will be provided to the SC with recommended changes.  If
the SC agrees with the recommendations, the SC will edit and rescan the DE form.  If the SC
CTR disagrees with the CDRC recommendations, the CC will arrange a teleconference to dis-
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cuss the results to reach an agreement for any differences.  If the differences cannot be
resolved, the CC will refer the issue to the appropriate sub-committee for further review and
recommendations.  The SC CTR will be expected to reconcile the data from this review and
update the database. 

Reporting and Evaluation 

The CC will produce regular reports of the progress of the cancer data review.  The reports
will include the number of cases per SC that are being reviewed, the status of the request for
copies of the medical records, the number of cases that have been reviewed, and the number
of cases that must be adjudicated. 
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PUBLICATION AND PRESENTATION POLICY

The PLCO trial is a contract-based randomized screening trial directed by the National Cancer
Institute. By law, by delegation from the Contracting Officer, the Project Officer is responsi-
ble for the scientific direction and daily management of the trial. 

The Steering Committee and its subcommittees provide substantial scientific input. The Pub-
lications Subcommittee of the Steering Committee plays a key role in decisions regarding the
release of information about the trial. The independent Monitoring and Advisory Panel (the
PLCO data and safety and monitoring board) advises NCI on the timing and content of data
publication. The NCI Project Officer is ultimately responsible for decisions regarding publica-
tion of data and other information regarding the trial.

The PLCO trial is dually focused. The primary clinical/public health goal of the trial is to deter-
mine the mortality impact of screening for PLCO cancers. Critical associated clinical/public
health goals include assessment of quality of life and cost implications. 

The accumulation of clinical data and collection of additional biologic materials facilitates,
through the collaboration of the Division of Cancer Epidemiology and Genetics with the Divi-
sion of Cancer Prevention, an integral and important basic and applied science focus on
behavioral/environmental and molecular research regarding cancer etiology and early detec-
tion. 

1. Publication Opportunities:

PLCO investigators are encouraged to collaborate in all phases of analysis and publication
deriving from the trial and to initiate publication ideas. 

Several avenues for the proposal of publications are available. All subcommittees of the PLCO
trial have as one of their goals development of analysis questions and publication ideas and
the appointment of writing teams to develop analysis outlines and manuscripts. Individual
investigators may also propose ideas, and, in order to assure wide collaboration and appro-
priate coordination, should make every effort to pass ideas through subcommittees. Publica-
tion proposals are expected also from PLCO approved ancillary studies. 

The National Cancer Institute established for the PLCO trial an Analysis Plan which provides a
time line of analysis and associated publications to be developed from PLCO data. This Plan is
not exhaustive, but provides a framework for data analysis and publication in a timely fash-
ion according to a projected calendar of anticipated availability of appropriate, quality
checked and stable clinical and behavioral data. This plan is included in the MOOP and
reflects both the clinical/public health and etiology/molecular markers foci of the trial. All
proposals will be reviewed against these references and the availability of resources for prior-
itization of data analysis. 

The two different foci of the PLCO trial provide distinctly different opportunities for publica-
tion. The Analysis Plan provides a fairly clear topical perspective regarding the clinical/public
health focus. And the periodic reviews of accumulating clinical and behavioral data by inves-
tigators naturally facilitate the development of additional analysis questions. But, due to the
more basic and highly dynamic nature of etiology/molecular markers research, specificity for
this focus is not provided in the Analysis Plan. In fact, the continuing scientific development
of this focus is the work of a team of intramural NCI scientists. The Etiology/Early Markers
Research Policy provided in the MOOP clarifies how investigators can participate in and ini-
tiate research activity leading to scientific publication within this focus. 
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2. Responsibilities of the Publication Subcommittee:

a. To ensure that abstracts, presentations, and manuscripts (collectively, publications)
are accurate and objective and do not compromise the scientific integrity of the trial.

b. To maintain a complete and up-to-date list of PLCO publications (proposed, approved,
and in print) available to all investigators.

c. Further Responsibilities of the Chair of the Publications Subcommittee:

1. To expedite timely presentations of pertinent data from the trial to the scientific
and clinical communities.

2. To assure all investigators opportunity to participate and be recognized in trial
publications.

3. Formulation of a Publication Proposal:

Proposed publications must be approved by the Project Officer and the Chair of the Publica-
tions Subcommittee. A rapid response will be provided to the proposing investigator.
Approved proposals may include recommendations for refinements, enhancements, or dele-
tions. In these instances, proposals should be resubmitted for final approval with suitable
responses. 

The final publication format will be dictated by the specific journal or other venue of publica-
tion. For internal discussion, the following format is recommended:

1. Title

2. Authorship/writing team

3. Introduction/background

4.Analysis plan and methods (including table shells and proposed graphs)

5. Anticipated results/conclusions

6. Anticipated time line

7. References

8. Initiating author’s name and affiliation

4. Data Analysis:

The PLCO Chief Statistician is responsible for coordinating/overseeing the analysis of data
sets established and refreshed periodically from accumulated trial data through collaboration
with the PLCO Coordinating Center (Westat), and the PLCO Computing Support Center
(IMS). This assures that publications are based on standardized quality controlled and reli-
able data sets at all points in time. 

Publication of screening center specific data will be subordinate to publication of trial-wide
data. This will ensure that an accurate picture of overall trial results will precede any local
subset into the public domain, thus avoiding possible misinterpretations. This does not pre-
clude the publication of screening center specific data that clearly will not misrepresent or
otherwise adversely affect the trial.

For etiology/early marker research, data derived from ad hoc laboratory analyses of biologi-
cal samples are key. The analysis of biological specimens requires approval of the Bioreposi-
tory Scientific Review Group (see Etiology/Molecular Markers Research Policy). Analysis of
resulting data is the responsibility of the investigators conducting the research. 
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5. Authorship:

Authorship should be as broad as practicable. This is especially important since the PLCO trial
is a huge endeavor requiring major long term investments of a great many people. However,
authorship requires demonstrated substantial contribution to the publication. Recognition of
the broader PLCO trial team is expected on all publications by explicit acknowledgment that
the authors are writing “for the PLCO Investigators.”

Team members who fail to sustain an active intellectual investment in the project may be
asked to leave the team. If preparation of the manuscript languishes, the writing team may
be reorganized. Such decisions will fall primarily to the writing team and only secondarily to
the Project Officer and the Chair of the Publications Subcommittee, as appropriate.

Lead authorship by other than PLCO investigators/staff will require explicit exception by the
Project Officer and Chair of the Publications Subcommittee.

6. Tracking:

The NCI PLCO Information Officer, for the Publications Subcommittee, will maintain an up-to-
date list of publications and their status. It is the responsibility of the lead author as head of
the writing team to keep the Publications Subcommittee informed on progress. 

7. Approval for Publication:

Final approval for submission of manuscripts, abstracts, and presentations must be obtained
from the Project Officer, the Chair of the Publications Subcommittee, and the Chair of the
Monitoring and Advisory Panel prior to submission. For this purpose, final documents must be
submitted at least one month prior to the scheduled submission date to ensure that thorough
review is possible. All submissions will be reviewed by Chair-assigned members of the Publi-
cations Subcommittee. The Publications Subcommittee will have 14 days to complete its
review. The NCI Project Officer will have 30 days to obtain all necessary NCI reviews. All
comments will be sent to the first author. The writing group is encouraged to incorporate
reviewers’ comments into the publication, but may offer counter arguments. In addition to
comments, reviewers will classify publications as one of the following:

a. Approved

1. as written

2. with suggested revisions

3. with required revisions

Or

b. Not approved

1. lacks scientific merit or content

2. inadequate data analysis

3. writing defects

4. premature or misrepresents the trial

If not approved, correspondence with the first author will include adequate detail for revision
and resubmission. 

8. Archival Publications:

The NCI PLCO Information Officer, for the Publications Subcommittee, will maintain an
archive of all final publications. This will include abstracts, presentations, and manuscript
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reprints. Beyond these scientific publications, archival holdings will include copies of news
letters, news articles, and scientific publications referencing PLCO.
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Using the Browsable MOOP

 

 

Quick
Reference

Print selected pages from the MOOP

Copy/paste text from the MOOP

Find text in the MOOP

Navigating the MOOP

Go directly to the PLCO MOOP 12
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Print selected pages from the MOOP
1. You must first determine the print range that you desire. To do this, rely upon the

Acrobat page numbers located at the bottom of the Acrobat window. Ignore the
page numbers on the MOOP itself.

1. Click the Print icon on the Acrobat toolbar.

The Print window will appear.

2. Select the Pages button, and type the page range into the from and to boxes.

3. Click OK. 

MOOP document 
page number 

indicates page 3. 
Ignore this.

The Acrobat page 
number indicates 
page 5. Use this.

Indicate the page 
range you wish to 

print here.
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Copy/paste text from the MOOP
You can easily copy text from the MOOP and paste into a word processing document. 

1. Click the Text Select Tool on the Acrobat toolbar at the top of the window.

2. Select the desired text with the mouse.

3. From the Edit menu, select Copy.

4. Open the target application (e.g., Microsoft Word).

5. From the Edit menu of the target application, select Paste.

The Text Select Tool
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Find text in the MOOP
The MOOP is a very large document. One of the advantages of the browsable MOOP is that
you can quickly find any desired text.

1. Click the Find icon on the Acrobat toolbar at the top of the window.

The Find window will appear.

2. Type the text you wish to find in the Find What box.

3. Click Find.

4. To find the same word or phrase again, press the F3 key on the keyboard. Con-
tinue pressing the F3 button to find additional instances of the same word or
phrase.

NOTE: If you want to find the exact word (i.e., Chapter, but not Chapters), select the
Match Whole Word Only box. 

The Find icon
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Navigating the MOOP
In addition to finding specific text, the browsable MOOP allows you to go directly to a desired
Chapter, Section, or Appendix with a single mouse click. There are several ways to do this.

Using in the Navigation bar

You can always go directly to a specified destination by clicking an entry in the Acrobat Nav-
igation bar on the left side of the screen. Use the Navigation bar as you would a table of con-
tents that is always visible on the screen.

Using the Table of Contents

The browsable MOOP contains a Table of Contents similar to the print version. However, the
entries in the browsable MOOP’s Table of Contents are active links. Click an entry to go
directly to the named Section, Chapter, or Appendix.

Using cross-references

The MOOP contains hundreds of cross-references to other Chapters, Sections, and Appen-
deces. In the browsable version, these cross-references are active links indentified by blue,
underlined text. Clicking a cross-reference takes you to the named destination.

Returning to the starting point using the Back button

The active links in the browsable MOOP found in the Navigation bar, Table of Contents, and
cross-references behave just like hypertext links on a web page. You may find that you wish
to return to a previous Section, Chapter, or Appendix in the MOOP after having clicked a link.
To return to a previous location, just click the Back button on the Acrobat toolbar.

Navigating through pages

You can also browse through the pages of the MOOP one at a time or go directly to the first
or last page using the Page buttons on the Acrobat toolbar shown below.

The Acrobat 
Back button

First | Previous | Next | Last 
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