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1. Summary of the study

Cancer surivors have limited knowledge about second primary cancer (SPC) screening and
suboptimal r ates of c ompletion of s creening pr actices for S PC. O ur obj ective is totestthe
efficacy of an educational material on the knowledge, attitudes, and screening practices for SPC
among cancer survivors. Randomized, controlled trial among cancer survivors from 6 oncology
care o utpatient ¢ linics in K orea will b e conducted. Patients willb e randomizedt oa n
intervention or an attention control group. The intervention is a photo-novel, culturally tailored
to increase knowledge about SPC screening. Knowledge and attitudes regarding SPC screening
will be assessed two weeks after the intervention, and screening practices will be assessed after

one year.

2. Objectives

® Primary objective: To a ssess the imp act o f an ed ucational m aterial regarding second

primary cancer screening on screening practice among cancer survivors

® Secondary objective: To assess the impact of an e ducational material on knowledge and

attitudes toward second priamry cancer screening among cancer survivors.

3. Background and significance
® Higher incidence of second primary cancer was reported in cancer survivor.

® The standardized incidence ratio for s econd primary cancer w ere r eported to be 2.3

times higher in male cancer survivors in Korea (Park SM et al, 2006,)
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® (Cancer screening practice of cancer survivors are reported to vary, but usually less than

optimally recommended level Wilkins, 2008)

® The 3™ round o fK orean N ational H ealth and Nutrition S urvey s howed t hat ¢ ancer
survivors had better screening rates than non-cancer controls, but the absolute screening
rates were around 50% meaning screening rates in cancer survivors were still suboptimal

(Ministry of Health and Welfare)

® According t ot he c ohort s tudy p erformed a mong K orean c ancer s urvivors i n 2007,
doctors usually focus on the follow-up of primary index cancer, and rarely recommend

the screening for second primary cancer (National Cancer Center Report).

® Above study also showed that most cervical, breast, and stomach cancer survivors did
not have recommendation for the second primary cancer screening from their doctor. In
addition, fear of detecting a new cancer and screening cost are among barriers to second

primary cancer screening practice. (National Cancer Center Report).

® According t o p revious qualitative s tudy, cancer s urvivors had hi gh interest in th eir
health and were very receptive to their doctors’ health recommendation, they frequently
had not he ard a bout second primary cancer or s creening forit. Lack of know ledge
seemed to b e th e critical b arrier for S PC s creening in th is p opulation, a nd it w as
suggested t hat simple in tervention, such as an e ducational m aterial r egarding s econd

primary cancer screening, would be effective.
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® Other barriers identified were the high cost of private cancer screening program, and the

concern for quality of National Cancer Screening program.

® Considering above study results, we hypothesized that simple intervention, such as an
educational m aterial r egarding s econd p rimary cancer and s creening for it, would be
effective in increasing the knowledge, attitude, and behaviors regarding second primary

cancer screening.

4. Methods
A. Trial design

INTERVENTION GROUP

Educational material on
S

i POST
g ENROLLMENT second primary cancer \
E /v INTERVENTION
E > AND
FOLLOW-UP

'}' RANDOMIZATION |
N CONTROL GROUP / (2week, lyear)
G

Educational material on

health supplement use

All p articipants ¢ ompleted a s elf-administered p re-intervention s urvey andr eceived t he

corresponding i ntervention m aterials. A pr e-intervention t est e valuated t heir kno wledge,

attitudes, and practice regarding SPC screening.

Two w eeks a fter r eceiving t he i ntervention m aterials, w e c onducted phone interviews w ith
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study p articipants to e valuate know ledge and attitudes regarding S PC screening. One y ear
after the initial contact, we performed a telephone interview to assess SPC screening practice.
After the final interview, we mailed the intervention material on SPC screening to the attention

control group, and the control material on health supplement use to the intervention group.

B. Study population - eligibility criteria

Inclusion Criteria:

Age >=18, <80

e pathologically confirmed cancer diagnosis

e >=1] year from primary treatment (surgery, radiotherapy, chemotherapy)
e No evidence of recurrence, metastasis, and second primary cancer

e No evidence of hereditary cancer

« ECOGO,!I or2

Ability in reading and understanding Korean

Exclusion Criteria:
e« ECOG3or4

o Disagree with the investigators study purpose

C. Intervention

The intervention primarily targets the knowledge deficits of cancer survivors regarding SPC
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screening, but a lso p rovides encouraging m essages andi nformationons creening
participation to address attitudes and self-efficacy. We adopt a photo-novel format for the
intervention be cause of t he 1 ow unde rstanding of S PC a mong t he s tudy population a nd
because this format fits our social cognitive model framework and our purpose to increase

interest among cancer survivors.

The development process of the photo-novel follows the National Cancer Institute guidelines
for designing printed educational materials for screening. The printed material is 21 pages in
length and featured colorful graphics and easy-to-read text. It is designed to enable 100%

comprehension at the 10™ grade level and use amateur actors instead of real cancer survivors.
The ma terial in cludes a 17 -page phot o-novel withthe s tory o fa female b reast ¢ ancer
survivor who attends a support group meeting and heard from a friend that another survivor
is recently diagnosed with colorectal cancer. The main character is confused about the nature
of the new cancer and thought that it could be a breast c ancer m etastasis, but the friend
clarifies that it is a newly d eveloped co lorectal cancer. The main character then begin to
worry about the occurrence of a new cancer and consults her physician to find out how to
address t his pr oblem. T he ph ysician explains the de finition of S PC a nd r ecommended
routine s creening for o ther common can cers. T he main character then gets routine c ancer

screening tests and is reassured by the physician. The printed materials also includes brief
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summaries of t he f ollowing t opics: 1) t he di stinction be tween S PC a nd r ecurrence or
metastasis; 2) the risk of developing cancer in survivors compared to the general population;
3) the early detection of SPC; 4) the prevention of SPC; and 5) information on the Korean

National Cancer Screening Program.

Patients in the attention control group receive an educational material on the use of health
supplement products. The material is almost the same design, format, and graphics as the
intervention m aterials, but di ffered in the c ontents. A female br east ¢ ancer s urvivor w ho
attends a support group meeting and hear from a friend about a health supplement which is
good for cancer survivors. The main character is confused about the safety and effectiveness
of the supplement. She thinks that it is o.k. to take as it is made of natural herb, but a friend
of her recommend her to reconsider it. Then the main character consults her p hysician to
find out w hether to take the supplement or not. T he physician e xplains the de finition of
health supplements and recommends health diet instead of taking supplements. In addition,
he explains the patient how to choose health supplement such as ingredients, side e ffects,
and s afety. T he printed materials also include brief s ummaries a bout how to take he alth

supplement.

Both intervention and control education material are supplemented at the end of the study
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protocol.

D. Outcome

The primary outcome measure of the study is completion of all appropriate screening within
2 years for cancers other than the survivor’s primary cancer. S pecific criteria are defined
considering t he N ational C ancer S creening P rogram i n Korea, t he cancer s creening
guidelines i n K orea, epidemiological e vidence fro m ¢ ancer s urvivors a nd fro m A sian
populations, an d cu rrent can cer s creening p ractices i n K orea. S creening t ests ai m at
detecting t he s pecific p rimary ¢ ancer f or e ach ¢ ancer s urvivor is excluded f rom each

calculation.

Questions on screening practices address whether individuals had ever had exams for breast
cancer (mammogram or br easts onography), s tomach ¢ ancer (endoscopy orupp er
gastrointestinal series), cervical cancer (Papanicolaou test) or colorectal cancer (fecal occult
blood test, sigmoidoscopy, colonoscopy or barium enema). As patients have difficulties with
the description of different screening tests, the questions include relevant explanations and
are simplified so that patients do not have to identify the specific type of screening test (e.g.,
we asked “Have you ever had as tomach s creening test? S tomach can cer s creening t ests
include g astrofibroscopy or uppe r g astrointestinal s eries”). A tt he ba seline s urvey, t he

patients are also provided with relevant pictures (e.g., patients getting gastrofibroscopy). A
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positive answer to any screening question is followed by questions about the timing of the

most recent exam (less than 1 year, 1-2 years, 2-5 years, >5 years, or none).

The secondary outcome measures are the knowledge and attitude regarding SPC screening at
the 2-week interview. The questionnaires on know ledge and attitudes are developed based
on our qualitative studies and are pre-tested on 5 survivors. T he know ledge qu estionnaire
included 5 t rue-false q uestions co vering: 1) o ccurrence of S PC; 2 ) d ifference b etween
‘routine s urveillance t est’ and ‘ second c ancer s creening’; 3 ) ¢ ancer s creening n eeds and
recommendations for cancer survivors; 4) risk of developing SPC; and 5) meaning of routine
surveillance tests (blood test and chest X-ray). Correct answers are given 1 point, and “Don’t
know” responses are treated as incorrect. T he Cronbach a for the baseline assessment of
knowledge is 0.23, r eflecting the heterogeneity of the items and the lack of familiarity of
survivors w ith t he t opic. T he s cores for all que stions on a ttitude are averaged for ea ch

participant.

The a ttitude que stionnaire includes six que stions on: 1) ne eds f or ¢ ancer s creening; 2)
intentiont o ha ves creening; 3) 1 ntentiont oha ves creening following ph ysicians’
recommendation; 4) perceived health benefits; 5) perceived benefits for the family; and 6)

perceived b enefits o f cancer s creening. R esponses are recorded on 4 -point s cale (strongly
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agree = 3, agree = 2, disagree = 1, strongly disagree = 0) and the scores for all questions on

attitude are averaged for each participant.

In addition, we also conduct a brief process evaluation among participants two weeks after

the intervention. Intervention exposure is assessed by asking whether the respondent have

looked a t t he m aterial. P otential r esponses are ‘did not havea lookatall’, “ browsed it

quickly’, ‘read it through’, and ‘read it c arefully in detail’. Follow-up interviewers are not

blinded to intervention assignment.

E. Sample size

Based on published s creening rates, we assume the S PC screening completion rate in the

cancer survivors would be approximately 40%. We determined that 326 subjects would be

required to detect an absolute difference of 20% in completion of all appropriate screening

with a power of 90%, a two-tailed a of 0.05, and 20% of losses to follow-up.

F. Randomization

Eligible c ancer survivors will be approached during their regular follow-up visits, and

subjects w ho agreed t o pa rticipate i nt he s tudy will be i ndividually randomizedtoan
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intervention or an a ttention ¢ ontrol g roup according t o r andomization t ables w hich w as

generated using a randomization program stratified by oncologist with blocks of size four.

G. Statistical Methods

We compare the baseline characteristics of study participants in the intervention and control
groups us ing x* tests f or cat egorical v ariables an d t -tests f or ¢ ontinuous va riables. All
analysis of study outcomes are performed by intention-to-treat. W e co mpare t he p rimary
outcome (i.e. screening behavior) in the intervention and control groups using x* tests and
secondary out come m easures ( i.e. know ledge a nd a ttitudes) us ing t -tests. A tw o-sided P
value of <0.05 is used to determine statistical significance. All analyses are conducted using

SAS 9.1.3 statistical software (SAS institute, Cary, NC).

5. Human subjects

Individual participants in this study gave written informed consent. The study protocol was
approved b y t he Institutional R eview B oard of N ational C ancer C enter a nd S amsung

Medical Center. All participants signed a written informed consent.

10
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