
 

   

 
 
 
 
 
June 15, 2011 
 
TO: ALL SWOG MEMBER, CCOP CCOP AND CGOP MEDICAL 

ONCOLOGISTS, RADIATION ONCOLOGISTS AND PATHOLOGISTS 
 
FROM: Megan M. Wardeski, Protocol Coordinator 
 
RE: SWOG-8736, "Treatment of Localized Non-Hodgkin's Lymphoma:  

Comparison of Chemotherapy (CHOP) to Chemotherapy Plus Radiation 
Therapy."  Study Coordinators:  Drs. T. Miller, J.R. Cassady, and C. Spier. 

 
REVISION #14 

 
Study Coordinator:  Thomas P. Miller, M.D. 
Phone number:  520/626-2667 

 
IRB Review Requirements 

 
(   ) Full board review required.  Reason: 

(   ) Initial activation (should your institution choose to participate) 
(   ) Increased risk to patient 
(   ) Complete study redesign  
(   ) Addition of tissue banking requirements 
(   ) Study closure due to new risk information 

 
( √ ) Expedited review allowed 

 
(    ) No review required 

 
 

REVISION #14 
 
 

The study referenced above has been revised as follows: 
 
1. Page 14, Section 7.64:  The following sentence has been added to the end of 

this section because follow-up is no longer deemed necessary:  "(Note:  It has 
been determined that follow-up until death is unnecessary, therefore, all follow-up 
on this study has ended effective 7/1/2011.)". 

 
Please append this notice to the front of your copy of the protocol, insert the replacement 
pages and forward to the responsible Institutional Review Board. 
 
This memorandum serves to notify the NCI and SWOG Statistical Center. 
 
cc: PROTOCOL & INFORMATION OFFICE 

Michael LeBlanc, Ph.D. 
Joseph Unger, M.S. 
Bryan Goldman, M.S. 
Iris Syquia 
Jeri Jardine 



TO: ALL SOUTHWEST ONCOLOGY GROUP, CCOP AND CGOP MEDICAL 
ONCOLOGISTS, RADIATION ONCOLOGISTS AND PATHOLOGISTS 

FROM: Tamra N. Oner, Protocol Coordinator 

RE: SWOG-8738, “Treatment of d 
Comparison of ChemotherapyA 
Therapy.” Study CoordinatoK 

%a 3, on-Hodgkin’s Lymphoma: 
otherapy Plus Radiation 

$&Vaf, and C. Spier. 

bef, M.D. replaces J. Robert Cassady, 
for this study. This change is reflected 

mation for Drs. Miller and Spier has been 

c 
The study referenced aboveas bet 
M.D. as the Radiation 
on the face page. Ad 

9 updated on the face p 

This study remains 

A replacement page is enclosed for the face page. Please append this notice to the front of 
your copy of the protocol and insert this replacement page. 

This memorandum serves to notify the NCI and Southwest Oncology Group Statistical 
Center. 

cc: PROTOCOL & INFORMATION OFFICE 
Michael LeBlanc, Ph.D. 
Joseph Unger, M.D. 
Susan Carlin 
Tracy Maher 

Operations Office 
14980 Omicron Drive-San Antonio, TX 78245-3217 l Telephone 210-677-8808 0 FAX 210-677-0066 l hftp://www.oo.saci.org 



Southwest 
Oncology Group 
A National Clinical Research Group 

May 1,1997 

TO: ALL SOUTHWEST ONCOLOGY GROUP, CCOP AND CGOP MEDICAL 
ONCOLOGISTS, RADIATION ONCOLOGISTS AND PATHOLOGISTS 

FROM: Tamra N. Oner - Protocol Coordinator 

RE: SWOG-8736, “Treatment of Localized Non-Hodgkin’s Lymphoma: 
Companson of Chemotherapy (CHOP) to Chemotherapy Plus Radiation 
Therapy.” Study Coordinators: Drs. T. Miller, J.R. Cassady, and C. Spier. 

AMENDMENT #2 

The study referenced above has been amended to no longer requrre patient follow-up at 3 
month intervals until death. 

Section 9.0 (Study Calendars ARM I and ARM II) has been amended as follows: Follow-up 
will still be required every 3 months while the patient is on treatment. After treatment is 
completed, follow-up will be required once every 6 months for the first 2 years, and then 
once annually after 2 years. Note: These follow up times are for the purposes of data 
collection for research purposes on this study. Patients may still need to be followed more 
closely than this for medical reasons at the discretion of their physcian. 

This study remains permanently closed. 

Replacement pages are enclosed for pages 16 and 17. 

This memorandum serves to inform the NCI and Statistical Center. 

cc: PROTOCOL AND INFORMATION OFFICE 
Michael LeBlanc, Ph.D. 
Joseph Unger, M.D. 
Diana Lowry 
Evonne Mize 
Susan Carfin 

Operations Office 
14980 Omicron DriveGan Antonio, TX 78245-3217 l Telephone 210-677-8808 l FAX 210-677-0006 l http://www.oo.saci.org 



Southwest 
Oncology Group 
A National Clinical Research Group 

February 15, 1996 

TO: All Southwest Oncology Group, CCOP and CGOP Medical Oncologists, Radiation 
Oncologists and Pathologists 

FROM: Dana 6. Sparks, M.A.T. - Protocol Coordinator 

RE: SW 0 G-8736, “Treatment of Localized Non-Hodgkin’s Lymphoma: Comparison of 
Chemotherapy (CHOP) to Chemotherapy Plus Radiation Therapy.” Study Coordinators: 
Drs. T. Miller, J.R. Cassady, and C. Spier. 

REVISION #12 

Sectrons 12.114, 12.12, 12.13, and Sectron 14.6 were revrsed to Indicate that pathology matenals 
must be sent directly to the pathology reviewer, Dr. Thomas Grogan, rather than the 
Southwest Oncology Group Pathology Off ice. 

Please note that materials must be identified with a hot pink “SWOG Pathology Materials” label affixed 
to the outside of each package. lf this label is missing, the materials will not be able to be reviewed, 
rendering the patient ineligible. An initial supply of labels, will be sent to your institution for your use. 
To obtain additional labels, please call 206/ 667-4623 and ask for the Data Operations Technical 
Manager. 

Also, the Study Specific Pathology Submission Form which includes the protocol number is also 
included and should be inserted into the Master Forms Set. This is reflected in Section 18.24. 

This study is permanently closed. 

Replacement pages are enclosed for pages 20, 22 and 29, as well as the new Study Specific 
Pathology Submission Form. Please insert them Into your copy of the protocol. 

This memorandum serves to inform the NCI and Statistical Center. 

cc: PROTOCOL AND INFORMATION OFFICE 
Michael LeBlanc, Ph.D. 
Joseph Unger, M.D. 
Diana Lowry 
Evonne Mize 
Susan Carlin 

Operations Off ice 

14980 Omicron DriveeSan Antonio, TX 782453217oTelephone 21 O-677-8808eFAX 21 o-677-0006 



A NatIonal Clintcal Research Group 

June 15, 1995 

TO: All Southwest Oncology Group, CCOP and CGOP Medical Oncologists, Radiation 
Oncologists and Pathologists 

FROM: Dana E3. Sparks, M.A.T. - Protocol Coordinator 

RE: SWOG 8736 . “Treatment of Localized Non-Hodgkin’s Lymphoma: Comparison of 
Chemotherapy (CHOP) to Chemotherapy Plus Radiation Therapy.” Study Coordinators: 
Drs. T. Miller, J.R. Cassady, and C. Spier. 

PERMANENT CLOSURE 

The study referenced is permanently closed effective immediately as it has met its accrual 
goal and the closure has been approved by the Data and Safety Monitoring Committee. 

This memorandum serves to notify the NCI and the Statistical Center. 

CC: PROTOCOL AND INFORMATION OFFICE 
Steve Dahlberg, M.S. 
Danika Lew, M.A. 
Diana Lowry 
Evonne Mize 
Susan Carfin 

Operations Office 
14980 Omicron Drive l San Antonto, TX 78245-3217 l Telephone 21 o-677-8808 l FAX 21 o-677-0006 



Southwest 
Oncology Group 
A Natfonal Climcal Research Group 

February 15, 1995 

TO: All Southwest Oncology Group, CCOP and CGOP Medical Oncologists, Radiation 
Oncologists and Pathologfsts 

FROM: Dana B. Sparks, M.A.T. - Protocol Coordinator 

RE: SWOG 8736 - “Treatment of Localized Non-Hodgkrn’s Lymphoma: Comparison of 
Chemotherapy (CHOP) to Chemotherapy Plus Radiation Therapy.” Study Coordinators: 
Drs. T. Miller, J.R. Cassady, and C. Spier. 

TEMPORARY CLOSURE 

The study referenced above will be temporarily closed effective 311195 as it has reached its 
accrual goal. 

This memorandum serves to notify the NCI and the Statistical Center. 

cc: PROTOCOL AND INFORMATION OFFICE 
Steve Dahlberg, M.S. 
Danika Lew, M.A. 
Diana Lowry 
Evonne Mize 
Susan Carlin 

Operations Office l 14980 Omrcron Drive l San Antonlo. Texas l 7824532 17 
PHONE 21 O/677-8808 l FAX 21 O/677-0006 



Southwest 
Oncology Group 
A Natronal Clinical Research Group 

January 1,1995 

TO: All Southwest Oncology Group, CCOP and CGOP Medical Oncologists, Radiation 
Oncologists and Pathologists 

FROM : 

FE: 

Dana B. Sparks, M.A.T. - Protocol Coordinator 

SWOG 8736 e “Treatment of Localized Non-Hodgkin’s Lymphoma: Comparison of 
Chemotherap; (CHOP) to Chemotherapy Plus Radiation Therapy.” Study Coordinators: 
Drs. T. Miller, J.R. Cassady, and C. Spier. 

REVISION #ll 

The Radiation Therapy Quality Assurance Center (QAC) for the Southwest Oncology Group has 
been moved to the new Chairman’s office. 

Effective January 1, 1995. all materials submltted for OAC review should be sent to the following 
address: 

Jeffrey D. Forman, M.D. 
Department of Radiation Oncology 
3990 John R 
Detroit. MI 48201 
Phone: 31317452593 

Sections 12.237 has been revised to reflect this change. 

Revised page 21 is included for replacement into your copy of the study. 

This memorandum serves to notify the NCI and the StatistIcal Center. 

CC: PROTOCOL AND INFORMATION OFFICE 
Steve Dahlberg. M.S. 
Danika Lew, M.A. 
Diana Lowry 
Evonne Mize 
Susan Carlin 

Operations Office l f4960 Omcron Drive l San Anton/o. Texas l 78245-3217 
PHONE 2 1 O/677-8808 FAX 2 1 O/677-0006 



Southwest 
Oncology Group 
A NatIonal Clinical Research Group 

October 1, 1994 

TO: All Southwest Oncology Group, CCOP and CGOP MedIcal Oncologists. Radiation 
Oncologtsts and Pathologrsts 

FROM : Dana B. Sparks, M.A.T. - Protocol Coordinator 

RE: SWOG-8736, “Treatment of Localized Non-Hodgkin’s Lymphoma: Comparison of 
Chemotherapy (CHOP) to Chemotherapy Plus Radiation Therapy.” Study Coordinators: 
Drs. T. Miller. J.R. Cassady, and C. Spier. 

AMENDMENT #l 

The drug information sections and consent form toxicity sections for all the drugs in this study have 
been updated to include the most current information. Specifically the sections for Adriamycin, 
cyclophosphamide and vincristine have been updated to include information regarding the posstble 
occurrence of acute leukemia in patients treated with anthracycline/alkylator combinatron 
chemotherapy. 

This change was made as a result of a recent “Investigator’s Letter” which was distributed by the 
Cancer Therapy Evaluation Program (CTEP) of the NCI. 

Additionally, the Study Calendar for Arm II has been amended to correct the reference In the ++ 
footnote from “7.32” to “7.221”. (The symbol for the footnote has also been changed from ++ to v.) 
Also, the Operations Office telephone number in Section 16.41 was updated, and the form name on 
page 27 was updated from Form FDA 1639 to Form FDA 3500. 

Replacement pages are enclosed for pages 4 - 6,26 - 27 and 30 - 33. Please insert them into your 
copy of the protocol.To prevent extensive repagination, pages 6a. 6b and 33a have been added. 

This memorandum serves to inform the NCI and Statistical Center. 

cc: PROTOCOL AND INFORMATION OFFICE 
Steve Dahlberg, MS. 
Diane Lowry 
Evonne Mize 
Susan Beatty 

Operations office l 14980 Omicron Drive l San Antonro. Texas l 7824532 17 
PHONE 2 1 O/677-8808 l FAX 2 1 O/677-0006 



Ooeratlorls Off Ice- 

October 15, 1991 

!%I30 keder!cKSburq h 

Suite 618 

San Antomo. Texas 

782294197 

Phone 512/366-9300 

1-o: 
FAX 512/349-4330 

All Southwest Cncology Group, CCOP arld CGOP Medical Oncologists, Radiation 
Theraprsts and Pathologm 

FROki: Dana 6. S;)arks. Protocol Coord:nator 

HE. SWOG-0736. “Treaiment cf Localized Nx-tlzdgkin’s Lymphoma: Comparison ct 
Chemotherapy (CHOP) to Chenlclharapy Pius Radiation Therapy.” Study 
Coordinarors: Drs. T Miller, J.R. Cassady, and C. Spie:. 

REVISION IrlO 

The study referenced above has been revised to a!low stibmission of radiottlcrzpy rex)rd,c for 
CAC review to be within 48 hours of initiation of treatment rather :hm 24 hours. 

This revision is reflected in Section 12.23. A replacement pge 12 encld.seJ fur page 2G snd 
should be inserted into your copy of the protocol. 

This memorandum serves ?o inform ttle NCI a11d Slatistizal Center. 

cc: PROTOCOL AND INFORl/l/\ t-KIN OFFICE 
Steve Dahlberg, M.S. 
Michael Wo;f, M.S. 
Evonne Mize 
Susan Beatty 

Statistical Center - 
Fred Hutchmson Cancer Research Center 
1124 Columbta St LIP-557 
Seattle. Washmgton 
98104-2092 

Pi-me 206k67-4623 
FAX 206/667-44@3 



iloerarlons OffIce- 

5430 Freaermsour 

February 15, 1991 
hoe 618 

San Anromo iexa: 

78229-6 137 

TO: 

FROM: 

All Southwest Oncology Group, CCOP and CGOP Medical Oncologists. Radiation ““” 5i2’366~g2 
TherapIsts and Pathologists ‘AX 51 Z/349-433i 

Dana B. Sparks, Protocol Coordinator 

RE: SWOG-8736, “Treatment of Localized Non-Hodgkin’s Lymphoma: Comparison of 
Chemotherapy (CHOP) to Chemotherapy Plus Radiation Therapy.” Study 
Coordinators: Drs. T. Miller, J.R. Cassady, and C. Spier. 

REVISION #9 

The study referenced above has been editorially revised as follows: 

The columns in the tables on pages 9 and 10 have been correctly aligned. 

Section 14.3 was revised to correct the number of copies of forms to be sent to the 
Statistical Center. 

Section 14.7 was revised to change the reference from Section 13.2 to the correct 
Section 12.2 (radiotherapy review). 

Replacement pages are enclosed for pages 9, lo,22 and 23. Please insert them into your copy 
of the protocol. 

This memorandum serves to inform the NCI and Statistical Center. 

cc: PROTOCOL AND INFORMATION OFFICE 
Steve Dahlberg, M.S. 
Michael Wolf, M.S. 

Statmcal Center- 
Fred Hutchmson Cancer Research Center 
1124 Columbia St, MP-557 
Seattle. Washmgton 
981c4-2092 

Patlent Regtstratlon 206/467-4623 
Phone 2ow467-2927 
FAX 2OW467-4400 



?oe:atlons Oihce- 

November 1, 1990 
Sdre 618 

San Antonto iPxa< 

76229-6137 

TO: 

FROM : 

RE: 

Phone 51 X366-9: 
All Southwest Oncology Group, CCOP and CGOP Medical Oncologists, Radiation 
Therapists and Pathologists FAX SlD349.433: 

Dana 6. Sparks, Protocol Coordinator 

SWOG-8736 “Treatment of Localized Non-Hodgkin’s Lymphoma: Comparison of 
Chemotherapy (CHOP) to Chemotherapy Plus Radiation Therapy.” Study 
Coordinators: Drs. T. Miller, JR. Cassady, and C. Spier. 

REVISION #8 

The study referenced above has been revised to correct an editorial error. Section 7.2222 
(maximum radiotherapy dose to the small bowel) now reads as follows: 

Significant volumes of small bowel (greater than 1500 cm2) should not be irradiated to 
more than 4000 cGy. Small volumes of bowel (225 cm2 or less) may be treated to a 
maximum of 4600 cGy. 

In addition, the ADR reporting guidelines have been revised to correctly reflect the guidelines for 
reactions occurring with commercial agents. 

Enclosed, please find a replacement page for page 11 and page 27. 

This memorandum serves to inform the NCI and Statistical Center. 

cc: PROTOCOL AND INFORMATION OFFICE 
Steve Dahlberg, M.S. 
Michael Wolf, M.S. 
Evonne Mize 
Susan Beatty 

Stabstxal Center- 
Fred Hutchmson Cancer Research Center 
1124 Columbra St MP-557 
Seattle, Washmgron 
98104-2092 

Pattent Regrstratron 206/467-4623 
Phone 206/467-2927 
FAX 206/467-4408 



~Ioerarlons Offlce- 

5430 Freoerlctsour 

A?1glls: 15. 19so 
Gn Anionlo Texa, 

;9229-6137 

Phone 5 i 2/36&9C 

TO: All Group, CCOP and CGOP Medical Oncologists, Radiation TherapIsts and 
Pathologists 

FROM : Southwest Oncology Group Operations Office 

RE: SWOG-8736 Treatment of Localized Non-Hodgkin’s Lymphoma: Compzrcsn of 
Chemotherapi (CHOP) to Chemotherapy Plus Radlatlon Therapy. 

MEMORANDUM 

As a result of the Board of Governors action at the Spring 1930 Group Meeting, a clarificatlcn of 
the 14 day time limit on pretreatment tests follows: 

In calculating days of tests and measurements, the day the test or measurement is done !s 
considered Day 0. Theie!ore. if a test is done on a Lionday, the Monday two weeks later 
would be considered Day 14. This allows for efficient patient scheduling witfvut 
exceeding the guidelines. 

Please attach this memo to the front of your protocol. 

Statrstlcal Center- 
Fred Hutchmson Cancer Research Center 
! 124 Columbia St. MP-557 
Seattle, Washmgton 
98104-2092 

Patrent Regstratron X%/467-4623 
Phone 206/467-2927 
FAX 206/46744o8 



Southwcn i: NatIonal 

Oncology ?;ra;c, 

Group Group 
Ooeratlons Ofke- 

5430 Frederwourc 

San Anton10 Texas 

December 1, 1989 78229-V 97 

Phone 51X366-9X 

TO: All Group, CCOP and CGOP Medical Oncologists, Radiation Therapists and FAX 512/349-433o 
Pathologists 

FROM: Mary Adams 

RE: SWOG 87% m Treatment of Localized Non-Hodgkin’s Lymphoma: Comparison of 
Chemotherapy (CHOP) to Chemotherapy Plus Radiation Therapy. 

REVISION #7 

This protocol is being revised at this time because of the following radiation-therapy-related 
concerns: 1) adequacy of field: 2) difficulties in assessing adequacy of fields because of missing 
forms or inadequate documentation of extent of disease prior to any treatment (including surgery) 
on forms submitted and 3) an unsatisfactory time lag between patient registration and availability of 
radiation therapy planning and treatment information for radiation therapy study coordinator review 
and feedback. 

To try to address these problems, a mechanism for early study coordinator review of sites of 
involvement and proposed radiation treatment plan has been defined. Changes in procedures 
will involve a more detailed documentation of the preregistration radiation therapy consultation 
already required for the study, as follows: 

1) Submission of the radiation therapy initial consult note describing the proposed 
treatment plan (sites of involvement, doses, radiation portals, and technical 
factors) and 

2) Mapping of proposed radiation therapy fields on the same lymphoma prestudy 
form diagrams used to indicate all initial sites of disease (in cases of head and 
neck location, the Lymphoma Head and Neck Radiotherapy Form should be 
used). 

An error has been corrected in the Radiation Therapy Section (7.2234), the second sentence of 
which now states that, “the volume should be determined by the tumor status prior to the initiation 
of therapy (including surgical resection).” 

Statwcal Center- 
Fred Hutchmson Cancer Research Center 
1124 Columbia St , MP-557 
Seattle. Washmgton 
96104-2092 

Patlent Reglstratton 206/467-4623 
Pham 206/467-2927 
FAX 206f467-4406 



SWOG-8736 
Revision #7 
paw 2 

In eligibility, bulk of disease has been problematic for several Stage II patients registered thus far. 
Patients need to be carefully selected at the institutional level because of the increased chance 
for systemic spread with bulky stage II disease and treatment volumes needed for involved field 
radiation therapy. To section 5.2 has been added the sentence: “Staging and evaluation of bulk 
of disease for registration on this study are defined at the time of diagnosis, pnor to any treatment, 
including surgical resection.” 

To section 5.11 has been added the sentence, “The radiation therapy consultation is to be 
documented as detailed in Sectron 7.221.” 

Other changes relating to this revision have been made in sections 7.221, 7.2234, the study 
calendars, sections 12.2, 14.0, 15.0 and 18.0. 

Please note that, due to the method in which this protocol was originally prepared, it has been 
necessary to completely repaginate this study and recirculate it in its entirety. All previous 
revisions have been incorporated into this version. Please destroy old copies of the protocol. 

This memo notifies the NCI and Statistical Center. 

CC: Protocol and Information Office 
Steve Oahlberg 
Evonne Mize 



‘%erarlons tifixce- 

5430 Frecerlcksoi, 

$dfl hron10 irxa 

March 1, 1989 

TO: 
FAX siz’3<9.43: 

All Group, CCOP and CGOP Medical Oncologtsts, Radiation Therapists and 
Pathologists 

FROM : Mary Adams, Protocol Coordinator 

RE: SWOG 87% s Treatment of Localized Non-Hodgkin’s Lymphoma: Comparison of 
Chemotherapy (CHOP) to Chemotherapy Plus Radiation Therapy. 

REVISION #e 

The protocol referenced above has been revised in conjunction with the activation of SWOG- 
8819, Central Lymphoma Repository Tissue Procurement Protocol. Participants on SWOG-8736 
may now submit lymphoma specimens for Group credit. The model consent form (page 32) now 
refers to the laboratory testing of tissue samples. 

Also, copies of the Radiation Therapy Lymphoma form and Change in Planned Radiotherapy form 
are attached: they were omitted from the protocol when it was activated. 

This memorandum serves to notify the NCI and Statistical Center. 

CC: Protocol and Information Off ice 
Steve Oahlberg 
Evonne Mize 
Phyllis Goodman 

Stattstlcal Center- 
Fred Hutchmson Cancer Research Center 
I I 24 Columbia St MP-557 
Seattle. Washmgton 
98104-2092 

Patlent Regwatnn 206N67-4623 
Phone 206/467-2927 
FM 2cw67-4408 



ioerartons OffIce- 

I430Fredwcmu: 

Ue618 

San Anron~o iexa 

November 15, 1988 ;a229-6197 

%one 5i 2066.9: 

TO: 
‘AX 512/349-433’ 

All Group, CCOP and CGOP Medical Oncologists, Radiation Therapists and 
Pathologists 

FROM : Mary Adams, Protocol Coordinator 

RE: SWOG a736 w Treatment of Localized Non-Hodgkin’s Lymphoma: Comparison of 
Chemotherapy (CHOP) to Chemotherapy Plus Radiation Therapy. 

REVISION #s 

Stratification factors in both the Eligibility Checklist and Section 6.0 of the protocol referenced 
above have been clarified. Question #3 under the Stratification section of the checklist now asks 
whether the patient’s Working Formulation diagnosis is either G or H. Question #5 regarding 
disease status now includes residual non-measurable disease; this is reflected in Section 6.15 
(page 10) of the protocol. 

A new checklist and corresponding pages of the protocol are attached for your use. 

This memorandum serves to notify the NCI and Statistical Center. 

CC: Protocol and Information Off ice 
Steve Dahlberg 
Evonne Mize 
Phyllis Goodman 

StatIstIcal Center- 
Fred Hutchrnson Cancer Research Center 
1124 Columbia St MP-557 
Seattle. Washmgton 
98104-2092 

Patlent Regmration 206/467-4623 
PIlone 206/46?-2927 
FAX 2cw6744oa 



September 1, 1988 

TO: 

FROM: 

RE: 

Joerarms i:: ce- 

5430 Freaerwxx 

Sulte618 

San Anron~o TDX, 

x!29-6197 

Phone 512/366-E 

All Group, CCOP and CGOP Medical Oncologists, Radiation Therapists and FAX 5\2/34g-a3: 
Pathologists 

Mary Adams, Protocol Coordinator 

3G Treatment of Localized Non-Hodgkin’s Lymphoma: Comparison of 
Chemotherap; (CHOP) to Chemotherapy Plus Radiation Therapy. 

REVISION #4 

Attached for your use are new versions of the lymphoma prestudy and restaging forms (dated 8- 
88). Please discard the lorms originally provided with this protocol and begin using the new ones 
as of this date. Instructions for using the forms may be found in the Data Managers Manual. 

This memorandum serves to notify the NCI and Statistical Center. 

cc: Protocol and Information Office 
Steve Dahlberg 
Evonne Mize 
Phyllis Goodman 

Stat~stcal Center- 
Fred Hutchmson Cancer Research Center 
t 124 Columbia St.. MP-557 
Seattle. Washmgton 
981042092 

Patient Regrstration 206/467-4623 
Phone 206/467-2927 
FAX 2tWW-4408 



Ooeratrons 

5430 Frederlcksburr 

San Anionto 

August 1, 1988 
78229-6197 

Phone 

TO: All Group, CCOP and CGOP Medical Oncologists, Radiation Therapists and FAX 51m49-433o 
Pathologists 

FROM: Mary Adams, Protocol Coordinator 

RE: SWOG 8736 m Treatment of Localized Non-Hodgkin’s Lymphoma: Comparison of 
Chemotherapi (CHOP) to Chemotherapy Plus Radiation Therapy. 

REVISION #3 

To avoid confusion, allopurinol has been removed both study calendars (pages 17 and 18) as well 
as the flow sheet, as it is not documented elsewhere in the study. Copies of the revised pages 
are enclosed for inclusion in your version of the protocol. 

This memorandum serves to notify the NCI and Statistical Center. 

cc: Protocol and Information Office 
Steve Oahlberg 
Evonne Mize 
Susan Beatty 

Statiswal Center- 
Fred Hutchmson Cancer Research Center 
1124 Columbra St MP-557 
Seattle. Washmgton 
98104-2092 



Operations Offlce- 

5430 ‘+derlcksburc 

Sulle618 

July 1, 1966 San Antonlo. Texas 

78229-6197 

Phone 512/366-93C 

TO: All Group, CCOP and CGOP Medical Oncologists, Radiation Therapists andFAX ~~zmg-m 
Pathologists 

FROM: 

RE: 

Mary Adams, Protocol Coordinator 

36 Treatment of Localized Non-Hodgkin’s Lymphoma: Comparison of 
Chemotherapy (CHOP) to Chemotherapy Plus Radiation Therapy. 

REVISION #2 

The Southwest Oncology Group Pathology Office has recently moved from Salt Lake City, Utah to 
Seattle, Washington. The office’s new address appears in Section 12.12 (page 21) of this 
protocol. Sections 5.10 (page 9) and 14.6 (page 23) have also been modified in response to this 
change. Replacement pages are attached for inclusion in your copy of the study. 

This memorandum serves to notify the NCI and Statistical Center. 

cc: Protocol and Information Office 
Steve Dahlberg 
Evonne Mize 

Statwzal Center- 
Fred Hutchinson Cancer Research Center 
I 124 Columbta St.. MP-557 
Seattle. Washmgton 
98iw2092 

Pattent Regwation zaw467-4623 
Phone 206/467-2927 
FAX 2aw467-4408 



southwest A National 

Oncology ;;:;ic” 

Group Grow 

June 1, 1988 

3oeratlons OffIce- 

5130 fE?d~~lCKSOLI~C 

Sm618 

San Anron~o iexas 

X229-6197 

;hone 51 Z/366-93C 

LAX 512/349-4330 

TO: All Group, CCOP and CGOP Medical Oncologists, Radiation Therapists 

FROM: Mary Adams, Protocol Coordinator 

RE: SWOG 8736 s Treatment of Localized Non-Hodgkin’s Lymphoma: Comparison of 
Chemotherapy (CHOP) to Chemotherapy Plus Radiation Therapy. 

REVISION #l 

This protocol is being revised to correct an error in the dose of prednisone occurring in the study 
calendars and flow sheet. The dose now reads 100 mg/day, days l-5. Replacement pages for 
the calendars (pages 16 and 17) and a new flow sheet are enclosed for inclusion in your copy of 
the protocol. 

This memorandum serves to notify the NCI and Statistical Center. 

cc: Protocol and Information Office 
Steve Dahlberg 
Evonne Mize 
Sally Boynton 

Stat6tlcal Center- 
Fred Hutchmson Cancer Research Center 
1124 Columbia St, MP-557 
Seattle. Washwon 
98104-2092 

Pattent Reglstratron 206/467-4623 
Phone 206Mi'-2921 
FAX 206/467-44@9 



Southwest Oncology Group 
78229-3533, (512) 366-9300 

Ooerauons OfTtcc, SU’lO Frcderwkcburg Road, Suite 618. San Antonlo. TX 

March 15, 1988 

Revised December 1,1989 

S WOG Statistical Center 
Fred i~utchinson Cancer Research Center 
I I24 Columbia Street MP5.57 
Seattle. WA 98104-2092 
Patient registration (206) 467-4623 

Patient name 

Patient’s zip code 

Institution 

Investigator 

investigator No. 

SWOG 8736 Treatment of Localized Non-Hodgkin’s Lymphoma: Comparison of 
Chemotherapy (CHOP) to Chemotherapy Plus Radiation Therapy 

SWOG Patient No. 

Treatment No. 

Patient birthdate 

Patient sex and rncc 

Date of IRR approval 

Date of inforrncd consent 

I’rojcctcd start dntc nf treatment 

Patients registered to this pro&xol may also be rcgistercd to the lymphoma 
tissue procurement protocol, SWOG 8819. Please refer to SWOG 8819 for dctaiis. 

Eligibility Checklist 

Each of the questions in the following two sections must be answered appropriately for a patient to be 
considered eligible for registration. The checklist should bc entirely filled out and should be referred to 
during the phone registration. A copy must be submitted with the prestudy form and initial flow sheet. 

Criteria for Eligibility (ALI responses must he yes ) 
Yes No 

- - 1. 

2. 

3. -- 

4. 

Have all pretreatment laboratory values (blood work and x-rays/scans/uitrasounds) 
which will be utilized for tumor measurement hecn obtained within 14 days prior to 
registration, and have baseline exams for screening (ITK(;, M1JGh, etc.) and x- 
rays/scans/ultrasounds of uninvolved organs which arc not utilized for tumor meas- 
urement been performed within 42 days prior to registration? 

Does the patient have biopsy proven non-IIodgkin’s lymphoma of intermediate or 
high grade histology (Working Formulation Categories 1) through II and J) EXCEPT 
lymphoblastic lymphoma (Category I)? 
H.istology 

Does the patient have ciinicai or pathologic Stage I or I,, or non-bulky stage 11 or II, 
disease? 

Note: Stage II patients must have non-bulky disease. Rulky disease is defined as 
mediastinal mass > l/3 chest diameter or any mass 2 10 cm. 

Does the patient have a performance status of 0. 1 or 2 according to Southwest 
Oncology Group criteria? 
Performance Status 
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Yes No 

5. 

6. -- 

7. -- 

8. 

Is the patient at least 16 years of age? 

Does the patient have adequate myocardial function to begin treatment at full doses 
and potentially receive 400 mgiMZ of doxorubicin? 

If the patient’s history of cardiac disease is qucstionablc, did the baseline MUGA scan 
show an ejection fraction of zz 50?&7 ;MUGA ‘?A 
Indicate N/A if this question dots not apply to your patient. 

Will adequate diagnostic tissue specimen be availablc for pntholoa review? 

Iias the patient been seen in consultation hy both a mcdlcal oncologist and radiation 
therapist (Southwest Oncology Group members) PRIOR to this registration and will 
proposed radiotherapy ficlds bc mapped on the appropriate prcstudy diagram? 

Criteria for Exclusion (AII responses must be no ) 

Yes No 

1. -- Has the patient had prior chemotherapy or radiation therapy for any condition? 

2. -- Is the patient known to have central nervous system discasc? 

3. Is the patient known to have AIDS syndrome or IIIV associated complex? 

Stratification (Response does not affect eligibility) 

Yes No 

1. -- Is the patient age 65 or aider? 

2. -7 Does the patient have non-bulky stage II or IIe disease? 

3. Is the patient’s Working Formulation diagnosis either G or II? 

4. Location of Involvement: 

GI 

Nor&I, Abdominal 

Non-GI, Other (specify) 

5. Disease Status: 

All disease resected 

Residual measurable disease 

Residual non-measurable disease 
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SWOG 8736 Treatment of Non-Hodgkin’s Lymphnma: Comparison of Chemother- 
apy (CHOP) to Chemotherapy Plus Radiation Therapy. 

Radiotherapy Checklist 

Each of the questions in the following two sections must be answered appropriately for a patient to be 
considered eligible for registration. The checklist should he entirely filled out and should be referred to 
during the phone registration. 

Criteria for Eligibility (All responses must be YES) 

Yes No 

1. -- 1. Has the patient completed the third cycle of CIIOI’ on SWOG Study 8736? 
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Southwest Oncology Group Protocol 8736 

Schema 

Stratifications: All patients will be stratified at the time of initial registration by each of the following: 
1) Age ( < 65 years vs L- 65 years) 
2) Stage (I or I e vs non-bulky II or II c ) 
3) Histology (Diffuse large CeLl vs Other) 
4) Location of disease (GI involved vs non-Gl, abdominal vs non-GI, other) 
5) All disease resected vs residual mcasurablc disease 

Treatment: 

CHOP 
x8 

.W 

l Re-register prior to otarting RT 

CHOP: 
Cyclophosphamide, 750 mg/M2 IV,day I. 
Doxorubicin, SO mg/M2 IV, day I. 
Vincristine, 1.4 mg/M2 IV, day I (max 2.0). 
Prednisonc, 100 mg/day po x 5 days (days l-5). 

Radiotherapy: 
Doses of 180 to 200 cGy given 5 days per week for a minimum 
total tumor dose of 4000 cGy. 
Radiotherapy to start immediately after completion of the third 
course of CHOP (normally week 10). 
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1.1 The primary study objective is to evaluate, in a cooperative group setting. the 
difference in survival, time to treatment failure and toxicity of two curative approaches to 
the treatment of patients with localized, intermediate or high grade, non-Hodgkm’s 
lymphoma. The first treatment approach is chemotherapy using Cyclophosphamlde. 
Doxorubicin, Vincristine and Prednisone (CHOP) for eight cycles. The second uses 
CHOP for three cycles followed by involved field radiation therapy. 

1.2 Secondary study objectives are: 

1.21 To establish the complete response rate (CR%) by treatment arm for this 
population of localized non-Hodgkin’s lymphoma patients. 

1.22 To determine if differences in the CR rate translate into longer survival and time 
lo treatment failure. 

1.23 To establish the response rate, survival duration, time to treatment failure and 
toxicities for separate localized histologies (diffuse large cell, diffuse small 
cleaved, diffuse mlxed, follicular large cell and diffuse undifferentiated). 

1.24 To determine d any subgroups (based on location of disease, histology, age, 
stage) have significant prognostic importance with regard to complete response 
per cent, survival duration. time to treatment failure and toxicity. 

2.0 BACKGROUND 

2.1 initial Chemotherapy: This study proposes 10 use some initial chemotherapy for all 
patients with non-bulky Stage I or Ii unfavorable non-Hodgkin’s lymphomas (NHL). That 
decision is primarily based on several pilot studies demonstrating large differences in 
relapse-free survival and overall survival for patients receiving some initial chemotherapy 
compared to historical trials of radiation therapy alone, and on consideration of the 
known clinical biology of these diseases. The rationale for using initial chemotherapy 
has been discussed previously (1,Z) and is summarized here. Unfavorable NHL’s are 
characterized by relatively rapid growth, and a propensity for early hematogenous 
spread making predictions of patterns of dissemination unreliable. Initial systemic 
treatment (chemotherapy) obviates the need for aggressive surgical staging, an 
important consideration for this group of patients who are frequently elderly. Initial 
chemotherapy reduces or eliminates the spread of disease in IO - 20% of patients who 
ate treated with initial regional radiation therapy. (3.4) In addition, the results of several 
large prospective trials using initial chemotherapy has resulted in consistent 
improvements in relapse-free survival (2.3.5) compared to trials of radiation therapy 
abne. (6,7) These differences have been large with at least a doubling of long-term 
SUnriVal in patients treated with initial chemotherapy. 

2.2 Chemotherapy Regimen: The CHOP regimen (cyclophosphamide, doxorubicin. 
vincristine and prednisone) has been chosen for initial chemotherapy based on the 
following considerations. First, all reported series testing initial chemotherapy in 
patients with localized unfavorable NHL have used either CVP (cyclophosphamide. 
vinctistine and prednisone) or CHOP and CHOP-like regimens. The Milan group has 
shown a survival advantage for patients treated with BACOP compared to those treated 
with CVP. (3) Furthermore. CHOP has a proven curative potential in unfavorable NHL, 
whereas CVP does not. (8) There is no published data to indicate that more aggressive 
regimens (second and third generation combinations) are more effective or safe for this 
elderly group of patients (median age approximately 60 years). Furthermore, it is 
unlikeiy that third generation regimens will improve the proportion of patients cured 
compared to results obtained with CHOP for several reasons. First, treatment with initial 



SWOG-8736 
Page 4 

Amended 1 O/l t94 

2.3 

chemotherapy usrng CHOP (wcth or wlthout radiatton therapy) results in a very hrgh 
proportton of patients apparently cured. For example. a recent update of two series 
(2,5) resulted in a 98% CR rate in 142 patients with Stage 1 and II diffuse large cell NHL. 
Only 22 patients have relapsed resulting In a relapse-free survival of 80% at five years 
with a median follow-up time of 3.5 years. Among 61 patients wtih Stage I disease. 
there have only been six relapses and two deaths. It is unlikely that more aggressive 
treatment can be proven to improve these rest&s. and it is likely that more aggressive 
treatment would not be tolerated by the significant proportion of elderly pattents. 
Finally, there IS no compelling proof that more aggressive regimens improve the 
outcome of patients wdh advanced unfavorable NHL compared to results achieved with 
CHOP in a cooperative group setting. (70) 

Role of Radiotherapy: The role of radiotherapy when combined with Initial 
chemotherapy is largely undefined. (7,9) However. several clinical observations 
suggest the combination of initial chemotherapy followed by consolidative radiation 
therapy may improve outcome and reduce toxicity (especially in elderly patients). First. 
radiation therapy alone IS known to cure a proportion of patients with unfavorable NHL. 
(6,7) In the largest series reported (148 patients from Stanford), that proponion was 
approximately 50%. (6) The proportion can be increased with careful patient selection 
and aggressive surgical stagtng. (17) Second. the addition of consolldative radiation 
therapy to initial chemotherapy may decrease the amount of initial chemotherapy 
necessary to achieve cure (2.59) , an important consideration for elderly patients. 
Third, consolidative radiation therapy may increase the proportion cured compared to 
chemotherapy alone. This last possibility is suggested by the selection process used to 
determine treatment in the non-randomized series from Arizona. (2) Patients who 
could not tolerate full doses of CHOP, or who failed to achieve a CR within a few cycles 
of CHOP, generally received consolidative radiation therapy resulting In identical 
outcomes for patients receiving CHOP alone. Finally, chemotherapy with CHOP in 
patients with advanced disease results in an age dependent probability of cure. (72) 
Since a high proportion of patients with localized NHL are elderly, CHOP alone may 
result in a high relapse rate. 

2.4 Duration of Chemotherapy: The current study is designed to compare the 
effectiveness and toxicity of two known curative approaches to patients with localized 
NHL. This study is not a test to determine if radiation therapy adds to chemotherapy 
(such a trial is currently underway by ECOG and compares eight cycles of CHOP to eight 
cycles of CHOP followed by radiation therapy). From pilot data. it would appear that 
radiation therapy adds to chemotherapy by at least allowing fewer cycles of 
chemotherapy to be given with equivalent results, by reducing the toxicity of 
chemotherapy, by allowing chemotherapy to be given to older patients (less 
chemotherapy), and possibly improving results after considering selection criteria of 
previous studies.(2,5,9) The optimal number of chemotherapy doses to be given prior 
to radiation therapy is not known (2) , but three cycles appear to result in a high 
proportion of patients cured, and is well tolerated by older patients.(5,9) In general, the 
relevant clinical question is not how to improve on the results of eight cycles of CHOP 
using additional treatment but how to make treatment acceptable to a wider spectrum of 
patients and still result in a high proportion of cures. Because less chemotherapy when 
combined with radiation therapy will be applicable and tolerable to larger numbers of 
patients. the proportion of all patients cured may increase. 

3.0 !2E!JG INFORMATION 

3. 1 Adriamycin (Doxorubicin) (NSC-123127) 

a DESCRIPTION 

Mechanism of Action: Adriamycin is a cytotoxic anthracycline antibiotic different 
from daunorubicin by the presence of a hydroxyl group in the C-14 position. 
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Adriamycin is produced by fermentation from S. Peucetius var. caeslus. Its 
mechanism of action is thought to be the binding of nucleic acids. preventmg 
DNA and possibly RNA syntheses. 

b. TOXICOLOGY 

Human Toxicology: Studres with Adriamycin have shown that the mayor toxic 
effects of this drug are alopecia, which is often total but always reversible: nausea 
and vomiting, which develops shortly after drug admintstratron. occasronally 
persisting for 2 - 3 days: fever on the day of admrnrstration: and phlebitis at the 
site of the drug’s injectron. Extravasation of the drug will lead to soft tissue 
necrosis. Phlebosclenosrs. cellulitis. vesication and erythematous streaking have 
also been seen. Mucositis may be seen 5 - 10 days after administration. 
Ulceration and necrosis of the colon. particularly the cecum. with bleeding and 
severe infection have been reported with concomitant administration of 
cytarabine. Anorexia and diarrhea have also been observed. Hyperprgmentatron 
of nailbeds and dermal creases, onycholysis and recall of skin reaction from pnor 
radiotherapy may occur. Cardiac toxicity manifested as acute left ventricular 
failure, congestive heart failure, arrhythmia or severe cardiomyopathy has been 
reported. but appears to occur predomrnantly In pattents who receive total doses 
in excess of 550 mg/M2. Myelosuppressron. predommantly neutropenta. IS 
common with nadir occurnng approxrmately two weeks after a single rntection: 
lesser degrees of anemra and thrombocytopenia have been reported. Rapld 
recovery of the blood counts approxrmately two and a half weeks after a srngle 
injection generally permits an every three week schedule. Patients with 
obstructive liver disease have more severe myelosuppression due to impaired 
drug excretion. Thus, patients with hepatic dysfunction may need to have 
reduced dosage or to be excluded from therapy. Renal excretion of Adriamycrn is 
minimal, but enough to color the urine red: thus impaired renal function does not 
appear to increase the toxicity of Adriamycin. Other side effects include fever, 
chills, facial flushing, itching, anaphylaxis. conjunctivitis and lacrimation. The 
occurrence of acute leukemia has been reported rarely in patients treated with 
anthracycline/alkylator combination chemotherapy. 

C. PHARMACOLOGY 

Kinetics: Intravenous administration IS followed by a rapid plasma clearance wrth 
significant tissue binding. Urinary excretion is negligible: biliary excretion 
accounts for 40 to 50% of the administered dose being recovered in the bile or 
the feces in 7 days. The drug does not cross the blood-brain barrier. 

m: Adriamycin is supplied in 10, 20 and 50 mg single-use vials, and 
150 mg multidose vials as a red-orange, lyophiliied powder which has a storage 
stability of at least two years - see expiration date on vial. Adnamycin should be 
reconstituted with 5, 10, 25 and 75 ml respectively, of Sodium Chloride Injection. 
USP (0.9%) to give a final concentration of 2 mg/ml. 

. _ 
-and The reconstituted doxorubicin is stable for 24 hours at 
room temperature and 48 hours under refrigeration (2” - 8” C). It should be 
protected from exposure to sunlight. Discard any unused solution from the vials. 
Bacteriostatic diluents with preservatives are NOT recommended as they might 
possibly worsen the reaction to extravasated drug. 

. . . 
B: Adriamycin may be further diluted in 5% dextrose or sodium 
chloride injection and should be administered slowly into tubing of a freely flowing 
intravenous infusion with great care taken to avoid extravasation. 
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w: This drug IS commercially available for purchase by the third party. This 
drug will OQt be supplied by the NCI. 

3.2 Cyciophosphamide (Cytoxar@) (NSC-26271) 

a. DESCRlPTlON 

2-[bis(2-chioroethyi)amino]tetrahydro-2H-1.3,2-oxazaphosphorme 2-oxide 
monohydrate. Cyciophosphamide IS biotransformed pnncipaiiy In the liver to 
active aikyiating metaboiites which cross-link to tumor ceil DNA. 

b. TOXICOLOGY 

Toxicoioay: Toxicity from cyciophosphamlde includes bone marrow 
suppression which usually occurs 10 to 12 days after administratlon. nausea. 
vomiting, anorexia, abdominal discomfort. diarmea. stomatifis. hemorrhagic colitis. 
jaundice. reversible alopecia. hemorrhagic cystitis which can frequently be 
prevented with increased hydration. hematuria. ureteritis, tubular necrosis. 
fibrosis of the bladder. cardiac toxicity which may potentiate doxorubicin-induced 
cardiotoxtcrty, rare anaphylactic reaction. skin rash. hyperplgmentation of the skin 
and nails. lnterstrtiai pulmonary fibrosis. and cross sensitivity with other akiyiating 
agents. Treatment wtth cyciophosphamide may cause significant suppresslon of 
the immune system. 

Second malignancies. most frequently of the urinary bladder and hematoiogic 
systems, have been reported when cyciophosphamide IS used alone or with 
other anti-neoplastic drugs. It may occur several years after treatment has been 
discontinued. It interferes with oogenesis and spermatogenesis and may cause 
sterility in both sexes which is dose and duration related. It has been found to be 
teratogenic, and women of childbearing potential should be advised to avoid 
becoming pregnant. Increased myeiosupresslon may be seen with chronic 
administration of high doses of phenobarbital. Cyciophosphamide inhibits 
cholinesterase activity and potentiates effect of succinyichoiine chloride. If 
patient requires general anesthesia within 10 days after cyciophosphamide 
administration, the anesthesiologist should be alerted. Adrenal insufficiency may 
be worsened with cyciophosphamide. Cyclophosphamide is excreted in breast 
milk, and it is advised that mothers discontinue nursing during cyciophosphamide 
administration. The occurrence of acute leukemia has been reported rarely in 
patients treated with anthracyciine/aikyiator combination chemotherapy. 

C. PHARMACOLOGY 

Kinetics: Cyclophosphamide is activated principally in the liver by a mixed 
function microsomal oxidase system. PO administration is well absorbed. with 
biiavailability greater than 75%. Five to twenty-five percent of unchanged drug is 
excreted in the urine. Several active and inactive metabolites have been 
identified with variable plasma protein binding. There appears to be no evidence 
of clinical toxicity in patients with renal failure, although elevated levels of 
metabolites have been obsenred. 

Formulation: Cyclophosphamide is supplied in 100 mg, 200 mg, 500 mg, 1 gram 
and 2 gram vials as a white powder. The drug should be reconstituted with Sterile 
Water for injection, USP. and may be diluted in either normal saline or D5W. The 
PO form is supplied as 50 rng and 25 rrg tablets. 
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. . 
-and Atthough the reconstituted cyclophosphamide is stable for 
six days under refrigeration. d contains no preservatives and therefore should be 
used within 6 hours. Tablets are stable at room temperature. 

. 
mn: The drug should be diluted in about 150 cc of normal sallne or 
DSW and infused IV. An added dose of IV fluids may help prevent bladder 
toxicity. The tablet form of the drug may also be administered PO. 

v: This drug is commercially available for purchase by the third party. This 
wdl not be s-d bv the NCL. 

3.3 Prednisone (NSC-10023) 

a. DESCRIPTION 

Prednisone IS a glucocortlcold rapldly absorbed from the GI tract. 

b. TOXICOLOGY 

liumari Tox~coloqy: Possible adverse effects assocrated wtth the use of 
prednisone are: fluid and electrolyte disturbances. congestive heart failure In 
susceptible persons. hypertension. euphoria. personality changes, insomnia. 
mood swings, depression, exacerbation of infectlon (e.g., tuberculosis). 
exacerbation or symptoms of diabetes. psychosls. muscle weakness. 
osteoporosis, vertebral compression fractures, pancreatitis. esophagitis. peptic 
ulcer, dermatologic disturbances. convulsions, vertigo and headache, endocrine 
abnormalities. ophthalmic changes, and metabolic changes. Some patients have 
experienced itching and other allergic. anaphylactic or other hypersensitivity 
reactions. Withdrawal from prolonged therapy may result in symptoms Including 
fever, myalgia and arthralgia. Phenytoin phenobarbitol and ephedrin enhance 
metabolic clearance of corticosteroids. 

Corticosteroids should be used cautiously in patients with hypothyroidism. 
cirrhosis, ocular herpes simplex. existing emotional instability or psychotic 
tendencies, nonspecific ulcerative colitis, diverticulitis, fresh intestinal 
anastomoses, peptic ulcer, renal insufficiency, hypertension. osteoporosis and 
myasthenia gravis. lmmunlzation procedures (especially smallpox vaccmation) 
should not be undertaken in patients on corticosterotds. 

C. PHARMACOLOGY 

Kinetics: Natural and synthetic glucocorticoids are readily and completely 
absorbed from the GI tract. Prednisone is very slightly soluble in water. 
Glucocorticoids have salt-retaining properties. The anti-inflammatory property of 
this drug is its ability to modify the body’s immune system. On the other hand, 
glucocorticoids suppress the body’s response to viral as well as bacterial 
infections. Equivalent doses are as follows: 

Dexamethasone Methyl-prednisolone Prednisoione Hydrocortisone 
Cortisone 

8 and P&lrsone 

0.75 mg 4mg 5mg 20 mg 25 mg 

Formulation: Prednisone is available in 2.5 mg, 5 mg, 10 mg, 20 mg and 50 mg 
tablets. 
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. 
-and Predntsone should be stored at room temperature. 

m: Prednisone is commerctaily available and should be purchased by third 
party. Prednune will not be s-d bv the NCj. 

3.4 Vincnstine (Oncovin) (NSC-67574) 

a. DESCRIPTION 

m: Vincnstine IS one of the so-called vinca-alkaloids and is extracted from 
the plant -us rose= (vinca rosea). 

m: This drug appears to produce the arrest of mitosis in antmai ceils by 
interfering with mrcrotubule function. 

b. TOXICOLOGY 

an Tom: The primary toxic effects of vincnstine are neurological wdh 
paresthesia. weakness. muscle wasting, motor difficulties includmg difficulty 
walking and slappmg gart. loss of deep tendon reflexes. sensory loss. neuntic 
pain. paraiytfc rleus. bladder atony. and constrpatlon. Rarely, rt produces 
myeiosuppression. Other side effects may include alopecia. allergic reactions. 
(including rare anaphyiaxis. rash and edema), jaw pam, hypertension. 
hypotension. nausea. vomiting, diarrhea, fever. headache. oral ulceration, optic 
atrophy with blindness, ptosis. diplopia and photophobia. The occurrence of 
acute leukemia has been reported rarely in patients treated with 
anthracycline/alkylator combination chemotherapy. 

C. PHARMACOLOGY 

m: After IV administration, a tnphasic serum decay pattern follows with haif- 
lives of 5 minutes. 2-3 hours, and 85 hours. The range of terminal half-life is 19- 
155 hours. Excretion is 80% in the feces and 1 O-20 % in the urine. 

The liver is the major excretory organ in humans and animals, and biliary 
obstruction causes increased toxicity in man. 

m: 1 mg!l ml, 2 mg/2 ml. and 5 mg/5 ml vials containing solution. It is 
also available in 1 mg/ml and 2 rng/2 ml disposable syringes. 

** . v. It should be stored under refrigeration. Vincristine is 
available with and without preservatives so the time-frame for use once the vial 
has been entered varies. The intact vials have a labelled expiration date. Protect 
from light. Parenterai drug products should be inspected visually for particulate 
matter and discoloration prior to administration. 

. . 
B: Vincristine should be administered intravenously through a 
freely-running IV. If it extravasates, it produces a severe local reaction with skin 
slough. FATAL IF GIVEN INTRATHECALLY, FOR INTRAVENOUS 
USE ONLY. 

m: Vincristine is commercially available, and should be purchased through 
a third party. This drug will Hopi be supplied by the NCI. 
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4.0 G/HISTQI C)GY Cm 

4.1 All patients must have any Stage I or IE, or non-bulky Stage 2 or 2E disease. The 
following standard tests must be performed in order to determme stage of disease: 1) 
Complete history and physical; 2) Routine peripheral blood counts: 3) Liver Enzyme 
tests: 4) Chest radiograph: 5) Abdominal CT scan: and 6) Bone marrow biopsy. 

4.11 Any additional radiographic tests that may be required to rule out a symptom as 
being caused by iymphoma must be performed. For example, bone pam 
should be followed with a bone scan: central nervous system complaints should 
be assessed using a CT scan of the brain and lumbar puncture. 

4.2 Patients must have intermediate or high grade histoiogies. GrOupS D through H and .I 
except iymphobiastic iymphoma as defined below: 

IN= NFW V’KFMlNG FQBIiUl ATlON OF MAI GNANT I YMPHOMAS (Ml 1 
(with Rappaport classification equivalent) 

NEW TYPE NOMENCLATURE OLDER TERM (RAPPAPORT-) 

FAVORABLE 

A 

8 

Low-Grade Malignancy 

ML. Diffuse, small, lymphocytic 
(= piasmacytic features) 

ML, Foiiicuiar, small, cleaved 

DLWD 

NLPD 

C ML. Follicuiar, mixed. small 
deaved and large ceil 

NM 

UNFAVORABLE lntermedlate-Grade Malignancy 

0 ML. Foiiicuiar, large ceil NH 

E ML. Diffuse, small, cleaved DLPD (some) 

F ML, Diffuse, mixed, small, cleaved DM 
andiZQZCX?il 

(includes Lennert’s iymhoma) 

G ML, Diffuse, large ceil (cleaved. DH 
non-cleaved = sclerosis) 

UNFAVORABLE High-Grade Malignancy 

H ML, Diffuse, immunobiastic 
spyroninophiiic (6): clear ceil (T) DH 
spleomorphic 

I ML, Diffuse, lymphoblastic 
(convoluted, nonconvoluted) 

DLPD 

J ML, small. noncieaved (follicuiar 
rare, diffuse) Bufkitt% 

DUor Burl&t% 
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5.0 PATIENT ELIGIBILITY 

5.1 

5.2 

5.3 

5.4 

5.5 

5.6 

5.7 

5.8 

5.9 

5.10 

5.11 

5.12 

5.13 

5.14 

5.15 

All patients must have biopsy proven non-Hodgkin’s lymphoma of intermediate and 
high grade histologies (Working Formulation, Groups D through H and J) exceDt 
lymphoblastic lymphoma. (See Section 4.2, Working Formulation) 

Stage: Patients must be clinically or pathologically staged, with any Stage I or IE, or 
non-bulky Stage II or ltE disease eligible. (For disease 2 10 cm largest diameter or a 
mediastinal mass greater than one-third the maximum chest diameter, refer to SWOG- 
8516.) Staging and evaluation of bulk of disease for registration on this study are 
defined at the time of diagnosis. prior to any treatment including surgical resection. 

Prlor Treatment: No prior chemotherapy or radiation therapy will be allowed. 

Performance Status: All patients must have a performance Status of 0, 1 or 2 
according to Southwest Oncology Group criteria (see Section 10.8). 

Age: Patients must be at least 16 years of age. 

Sltes of Dlsease: Patients wtth known central nervous system disease are not 
eligible. 

Excised Tumor: Patients having all visible tumor removed (excisional biopsy) are 
eligible. Response will not be measured. 

Organ Impairment: Patients must have clinically adequate liver and myocardial 
function to begin treatment at full doses and to potentially receive 400 mg/M2 of 
doxorubicin. If the patient’s history of cardiac disease is questionable, a MUGA scan 
should be performed (patients having an abnormal ejection fraction on MUGA scan are 
ineligible). 

Previous Cancer: Patients having a previous cancer with a possibility for a 
recurrence which might effect survival are ineligible. Previous chemotherapy or 
radiation therapy for any condition is not allowed (see Section 5.3). 

Pathology Review: Adequate diagnostic tissue for expert review is required. Send 
diagnostic sections to the Southwest Oncology Group’s Pathology Office as outlined in 
Section 12.0. 

Consultation: Patients must be seen in consultation by both a medical oncologist 
and radiation therapist (Southwest Oncology Group members) prior to registration. The 
radiation therapy consultation is to be documented as detailed in Section 7.221. 

Patients with known AIDS syndrome or HIV associated complex are not eligible. 

Pretreatment laboratory values (blood work) and x-rays/scans/uttrasounds which wilt be 
utilized for tumor measurement must be obtained within 14 days of patient registration. 
Baseline exams for screening and x-rays/scans/uttrasounds of uninvolved organs which 
are not utilized for tumor measurement must have been performed within 42 days of 
registration. 

All patients must be informed of the investigational nature of this study and give written 
informed consent in accordance with institutional and FDA guidelines. 

The date of institutional review board approval must be provided at the time of 
registration. Failure to provide the approval date will render the patient ineligible. 
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6.0 STRATlFiCATlCNS/DFSCRlPTlVF FACTORS 

6.1 A dynamic patient allocation schema will be used to randomize patients equally between 
two treatment arms: ARM I - CHOP (eight cycles); or ARM II - CHOP (three cycles) plus 
involved field radiation therapy. The method of Pocock and Simon (13) will be used to 
balance patients across the following stratification factors: 

6.11 

6.12 

6.13 

6.14 

6.15 

Age (65 years or older versus younger than 65). 

Stage (I or 1~ versus non-bulky II or 11~). 

Histology (Diffuse large cell versus others). 

Location of disease (Gf involved versus non-G1 abdominal versus other). 

All disease resected versus residual measurable disease vs. residual non- 
measurable disease. 

7.0 TRFATMENT Pt AN 

7.1 m OP a (all patients randomized to this arm will initially receive full 
starting doses of CHOP except as indicated below): 

REm 
AGENT DOSE ROUTE DAYS INTERVAL NOTES 

Cyclophosphamide 750 mgIM2 Iv 1 Q21 days 

Doxorubicin 50 mg/M2 Iv 1 Q 21 days 

Vincristine 1.4 mgfM2 Iv 1 Q 21 days Maximum dose of 
2.0 mg 

Prednisone 100 mg PO l-5 Q 21 days Omit il active peptic 
ulcer disease is 
present. 

7.11 A complete course of chemotherapy will consist of the administration of CHOP 
every 21 days for eight consecutive cycles unless progressive disease 
develops. 

7.2 ARM II - CHOP + RADIATION THERAPY (all patients randomized to this arm will 
initially receive full starting doses of CHOP except as indicated below): 
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7.21 Chemotherapy: 

RETX 
AGENT DOSE ROUTE DAYS INTERVAL NOTES 

Cyclophosphamide 750 lngd IV 1 021 days 

Doxorubicin 50 mgd IV 1 Q 21 days 

Vincristine 1.4 mgM2 IV 1 Q 21 days Maximum dose of 
2.0 mg 

Prednisone 100 mg PO l-5 021 days Omd if actwe peptrc 
ulcer disease IS 
present. 

7.211 A complete course of chemotherapy will consist of the administration of 
CHOP every 21 days for three consecutive cycles unless progresswe 
disease develops. 

7.22 Radiation Therapy (to begin after the completion of the third cycle of CHOP, 
approximately week 10 of study) (Patients should be re-reaistered at Statistical 
Center as in Section 13.4): 

. 7.221 General of Trs 

Multiagent chemotherapy is to be relied on to treat potential 
microscopic disease. Therefore, an involved field approach with 
irradiation is to be used. Lymph node regions or organs known to have 
been involved by overt disease prior to initiation of therapy are to be 
treated. It is therefore required that the attending radiation oncologist 
examine the patient prior to initiation of therapy (see Section 5.10). 
The radiation oncologist and medical oncologist should then jointly 
agree on the necessary treatment volume to treat clinically involved 
lymph node groups or regions. Clinical examination, radiographic 
evaluation and use of other imaging modalities (i.e., magnetic 
resonance imaging) are all suitable techniques for assessment of overt 
disease - see Section 9.0, Study Calendar). 

All lymph node regions or organs known to be involved prior to any 
treatment (including surgical resection) and all proposed treatment 
volumes are to be mapped on pages 4 and 6 of the new Lymphoma 
Prestudy Form to be submitted with 14 days of registration (in cases of 
head and neck location, the SWOG Radiotherapy Head and Neck Form 
should be added to more clearfy demonstrate anatomic location of the 
tumor and structures to be included in the fields). A copy of the written 
radiation therapy consultation note describing the proposed treatment 
plan (sites of involvement, doses, radiation portals and technical 
factors) is to be submitted along with the prestudy form. 
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7.222 wall doses to be calculated at rnidplane of target volumes): A 
minimum tumor dose of 4000 cGy should be delivered to the tumor 
volume and dose maximum to this volume should be 4600 cGy. A small 
boost volume may be treated to a maximum of 5000 - 5500 cGy if overt 
disease remains following chemotherapy and initial irradiation. 

7.2221 Tumor Dose: A minimum of 4000 cGy WIII be 
delivered to the tumor volume (See Section 7.223). 
A small boost volume may be taken to a maximum of 
5000-5500 cGy If overt disease remains followlng 
chemotherapy and initial irradiation. 

Doses to the following sites will be calculated if 
included in the treatment field: 

Right Neck -- at midplane 
Left neck -- at midplane 
Right supraclavicular -- at 3 cm depth 
Left supraclavicular -- at 3 cm depth 
Mediastinum -- at midplane 
Right axlIla -- at mrdplane 
Left axdla -- at midplane 
Para-sonic nodes -- at midplane 
Right iliac -- at mfdplane 
Left iliac -- at midplane 
Right inguinal -- at 3 cm depth 
Left inguinal -- at 3 cm depth 

7.2222 Maximum Dose to Critical Structures 

Spinal Cord: Spinal cord dose is not to exceed 
4500 cGy delivered at fraction sizes specified in 
Section 7.3245. Where possible, exclusion of the 
spinal cord after it has received 4000 cGy is 
desirable. 

Heart: Total dose to a portion of the heart is not to 
exceed 4000 cGy. When a substantial (> 50%) 
portion of the heart must be encompassed by 
treatment fields, the total dose to this volume should 
be kept less than 3500 cGy. 

Lungs: It is permissible to treat lung volumes 
proximate to known tumor sites with full radiation 
doses (i.e., margin of 1 - 2 cm). When oblique or 
lateral field techniques are utilized, the transit normal 
lung dose should be maintained at less than 1500 
cGy where possible and should not exceed 1800 
cGy. (uncorrected for lung inhomogeneity.) 

Small Bowel: Significant volumes of small bowel 
(greater than 1500 cm2)should not be irradiated to 
more than 4000 cGy. Small volumes of bowel (225 
cm2 or less) may be treated to a maximum of 4600 
GY. 
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Kidney: It is desirable to maintain renal doses less 
than 2000 cGy where possible. When both kidneys 
are to be treated, maximum renal dose to one normal 
kidney is 1800 cGy. Calculation is made at mid-plane 
of the kidney. 

7.223 m Portals fVolume be Irrq&&& 

7.2231 

7.2232 

7.2233 

7.2234 

7.2235 

7.2236 

All radiation fields will be simulated. Radiation fields 
will be planned to minimize irradiation of normal 
(transit) tissue not deemed to be affected by overt 
lymphoma. As an illustration of this, a patient wrth 
clinical unrlateral pre-auricular disease should be 
treated by a photon or electron technique designed 
to exclude the unaffected pre-auricular region (and 
parotid gland) and, thereby, prevent treatment 
associated xerostomia. 

Please refer to Appendix II for examples of radiation 
fields. 

When two lymph node groups are affected with an 
intervening region of clinically unmvolved iymph 
nodes, it is acceptable to encompass the entire 
volume within the treatment portals. As an example, 
when the left cervical and left axillary lymph nodes 
have been clinically involved initially, it is acceptable 
to irradiate the left supraclavicular fossa in addition to 
the axilla and cervical region. 

Treatment planning approaches and blocking 
techniques will be utilized to minimize normal tissue 
irradiation. 

A minimum margin of 1 - 1.5 cm of normal tissue 
should be included in the treatment volume carried 
to the minimum specified dose. The volume should 
be determined by the tumor status prior to the 
initiation of therapy (including surgical resection). 

When an organ such as the stomach is the primary 
disease site, radiation fields are to encompass that 
organ and any regionally affected lymph nodes. 
However, no attempt at routine treatmentof-the 
entire peritoneal contents should be made in this 
situation. 

When primary lymphoma of the bone is to be treated, 
the initial field will encompass the entire bone (and 
any overt regionally affected lymph node regions). 
Smaller volumes of clinically and/or radiographically 
affected tissues may be boosted to higher doses 
(see Section 7.2245). 
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7.224 Technical 

7.2241 

7.2242 

7.2243 

7.2244 

7.2245 

7.2246 

7.2247 

7.2248 

Beam Energy: Megavoltage equipment is 
required. Minimal acceptable energy will be 60C0 or 
2 MV or greater x-rays. If treatment of lymph node 
sites located close to the surface of the skin is 
necessary (i.e., supraclavicular fossa) and beam 
energies of greater than 8-10 MV are be used, care 
must be taken (i.e.. by use of bolus) so that 
superficial structures are not underdosed. For 
certain sites, electron beams of adequate energy 
may be appropriate (i.e., pre-auricular region). 
Electron doses should be calculated at the 90% 
isodose line. 

Treatment Dlstance: The minimal treatment 
distance should be 80 cm for either SSD or SAD 
technique. 

Blocking: Individually contoured blocks will be 
routinely used to protect areas not requiring 
irradiation from treatment. Thickness of blocks 
should be equal or greater than 6 half value layers (2 
6 HvL) and blocks should be fabricated so that 
divergence is appropriate to treatment set-up. 

Compensatlng Filters: When difference in 
separation within the treatment volume is sufficient to 
produce dose heterogeneity of greater than 10% at 
the isocenter or mid-plane, compensating filters 
should be utilized. 

Fractlonatfon: Each field will be treated daily, five 
days a week. Daffy doses will be 180-200 cGy. 

Therapy Interruption: Should skin or mucosal 
irritation, myelosuppression, bowel symptoms (i.e., 
diarrhea) or similar normal tissue difficulty develop, 
short interruptions in treatment may take place. 
When possible, these should be limited to less than 
one week: should interruptions of more than two 
weeks be necessary, the radiation oncology Study 
Coordinator must be informed and the “Change in 
Planned Radiation Therapy” form should be 
completed and submitted to the Statistical Center. 

Treatment Planning: All fields will be simulated 
and simulation fields utilized for fabrication of 
individualized blocks. 

Localizstlon Films: Localization films taken on 
simulators and portal films taken on treatment 
machines will be necessary in all cases. Polaroid 
pictures of portals in treatment position are required. 

PrODhvlaxls: There will be no CNS prophylaxis for patients randomized to 
either treatment arm. 
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7.4 Duration of Therapy: 

 
7.41 Patients with documented progressive disease at any time may be taken off 

protocol treatment.  It is important that all patients be allowed to complete six 
weeks of therapy on their assigned treatment arm unless life-threatening 
progression or toxicity precludes completion of the trial period. 

 
7.42 Patients will be restaged upon completion of the treatment program to assess 

response.  Patients whose clinical disease (e.g., palpable adenopathy, 
mediastinal mass, etc.) has disappeared and who thereafter appear to be in 
complete remission should undergo a complete and thorough laboratory and 
radiographic search for evidence of persistent lymphoma approximately one 
month after the completion of therapy. 

 
7.43 Patients with less than a complete response at restaging will be removed from 

protocol treatment. 
 
7.5 Treatment at Progression or Relapse: 
 

7.51 Patients who develop objective evidence of disease progression during 
treatment, patients who relapse following a complete remission, and patients 
who fail to achieve a complete remission after completing the specified protocol 
treatment may be treated according to physician preference (consider Southwest 
Oncology Group studies of bone marrow transplantation or new agents). 

 
7.6 Criteria for Removal From Protocol Treatment: 

 
7.61 Treatment may be discontinued if disease progression is documented at any 

time (see Section 7.51) or if a complete response is not obtained upon 
completion of the treatment program. 

 
7.62 Unacceptable toxicity -- this must be documented on the flow sheet. 
 
7.63 A patient may withdraw from protocol treatment at any time.  Reasons must be 

documented on the flow sheet. 
 
7.64 All patients will be followed until death.  (Note:  It has been determined that 

follow-up until death is unnecessary, therefore, all follow-up on this study has 
ended effective 7/1/2011.) 

 
 

8.0 TOXICITIES TO BE MONITORED AND DOSAGE MODIFICATIONS 
 

8.1 CHOP: 
 
8.11 Dose Modifications for Hematologic Toxicity:  The CHOP regimen should be 

given by the above schedule if both the WBC is ≥3,000 cells/µl (granulocytes ≥ 
1,500 cells/µl) and the platelets are ≥ 75,000 cells/µl by the time the next cycle 
is due.  If the blood counts have not recovered, treatment should be delayed one 
week and counts repeated.  If, after two weeks, counts have not yet recovered, 

the patient should be treated at 75% of the dose of doxorubicin (37.5 mg/M2) 

and cyclophosphamide (562.5 mg/M2).  No change in the dosage of vincristine 
or prednisone should be made for hematologic toxicity. 

 
Severe infection due to chemotherapy related neutropenia would necessitate a 
decrease in the doses of doxorubicin and cyclophosphamide to 75% of the 
baseline. 



8.12 

8.13 

8.14 

8.15 

8.16 
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Cyclophosphamide will be discontinued if hemorrhagic cystitis resulting from 
this drug occurs. Adequate fluid intake is recommended during therapy. 
Continue on protocol treatment with HOP only (doxorubicin, vincristine and 
prednisone). 

Doxotubicin will be administered by rapid IV push or infusion. A total dosage of 
550 mg/M2 should not be exceeded. Doxorubicin should be discontinued if 
evidence of congestive heart failure develops. 

Impaired Hepatic Function: All eligible patients should be able to receive a full 
initial dose of doxontbicin. If the bilirubin is > 1.2 mg/ml, the doxorubicin dose 
must be reduce to 25 mg/M2 to avoid undue myelotoxicity. With subsequent 
cycles of treatment and with improved hepatic function, escalation of the 
doxorubicin dose by 12.5 mg/M2 increments (e.g., from 25 mg/M2 to 37.5 
rrg/M2) should be made. 

Vincristine should be given at a dose of 1.4 mg/M2 (maximum 2.0 mg). 
Vincristine should be reduced by 50% (.7 mg/M2) if the patient develops 
moderate (Grade 2) neuropathy and interrupted only if the patient becomes 
incapacitated. Paresthesias or loss of deep tendon reflexes alone is not 
sufficient reason to justify a vincristine dosage reduction. With the 
improvement of neuropathy or symptoms, a gradual escalation of the dose 
(50% increments) towards the targeted amount should be administered. 

Prednisone will only be employed during the first five days of each treatment 
cycle at 100 mg daily in single or divided doses. Prednisone should be omitted 
if the patient has a history of recent active peptic ulcer disease or if peptic ulcer 
symptoms occur during treatment. The flow sheets must include the reason for 
stopping this drug. 

8.2 Unexpected or fatal toxicities must be reported to the Operations Office (Mary Adams) 
and the NCI (including sllsDected reactions). The procedure for reporting adverse 
reactions is outlined in Section 16.0. 
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9.0 STUDY CALENDAR - ARM II (CHOP + RADIOTHERAPY) 

REQUIRED STUDIES 
f 

PRE Wk Wk Wk Wk Wk Wk Wk Wk Wk Wk Wk Wk Wk Wk Wk Wk Wk Wk Wk Wk Every3 

STUDY I 2 3 4 5 6 7 8 9 
PHYSICAl. 

IO It I2 I3 I4 I5 16 I7 I8 I9 20 Months 
--__ - _-._- I I I I I I 

1x1 I I Ix1 
I 
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_)RY I I 
lets & Differential X X xl 1 
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1x1 I 1x1 I 
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1x1 I I l 

I I I I I I I I 

ILDH & SGOT 

- 
X - 

- 

@ Not required. Obtain additional x-rays/scans if needed IO measure response. 

#I Perform pretreatment; repeat only as indicated. 

‘I Not required unless patient history of cardiac disease is questionable (see Section 5.8). SWOG-8736 

**Repeal as necessary for tumor measurement. Page 17 
THE SAME SCANNING PROCEDURE MUST BE USED TtiROlJGHOUT THE PATIENT’S CLINICAL COtJRSE TO ALLOW UNIFORMITY OF RESULTS. Reused 6/l I00 
d Radiation therapy dose and duration, and trealment volume wilt be determined jointly by the radiation oncologist and medical oncologist. (see 7.221) Revised 8/l/88 
A complete course of chemotherapy consists of CHOP given every 21 days for three consecutive cycles unless progressive disease develops Revised 12/i/89 
f ALL PATIENTS ARE FOLLOWED AT Q 3 MONTH INTERVALS UNTIL TREATMENT IS COMPLETED, THEN ONCE EVERY 6 MONTHS FOR TWO Amended lo/V94 
YEARS, THEN ONCE ANUALLY UNTIL DEATH Amended 5/l/97 
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10.0 CRITERIA FOR FVALUATION ANDENDPOINT DEFINITIONS 

10.1 All tumor measurements must be recorded in centimeters using the same tests 
throughout and should consist of the longest diameter and the perpendicular diameter 
at the widest portion of the tumor. Liver size measurements should be recorded at the 
xiphoid line and 8 cm lateral to the xiphoid lines, both sides. 

10.2 Complete Disappearance of all clinical evidence of active tumor. The 
patient must be free of any symptoms of cancer. Patients with all disease resected are 
not evaluable for complete response. (Single bone lesion: Some radiographic 
evidence of healing, no new lesions, and normal enzymes.) 

10.3 Partial 50% or greater decrease in the sum of the products of all diameters 
of measured lesions. No simultaneous increase in the size of any lesion or appearance 
of any new lesions may occur. Patients with all disease resected are not evaluable for 
partial response. 

10.4 Stable Steady state or response less than a partial remission or progression. 
There may be no appearance of new lesions and no worsening of the symptoms. 

10.5 Proaression, Unequivocal increase of at least 25% in the srze of any measurable 
lesions or appearance of new lesions. 

10.6 RelaDse: 

10.61 The appearance of new lesions for patients in complete or partial remission. 

10.62 The reappearance of old lesions in patients who were in complete remission. 

10.63 For patients in partial remission, an increase of 50% or more in the sum of the 
products of the diameters of all measured tumors over than which was obtained 
at the time of maximum regression. 

10.7 Perfarmance Patients will be graded according to the current Southwest 
Oncology Group grading scales: 

2 

3 

4 

5 

. 

0 Fully active: able to carry on all predisease activities 
without restriction. (Kamofsky 90-l 00) 

1 Restricted in physically strenuous activity but 
atnbufatory and able to carry out work of a light or 
sedentary nature, e.g., light housework, office work. 
(Kamofsky 70-80) 

Ambutatory and capable of all self-care but unable to 
carry out any work activities. Up and about more than 
50% of waking hours. (Kamofsky 50-60) 

Capable of only limited se&care; confined to bed or 
chair more than 50% of waking hours. (Kamosfky 30- 
40) 

Completely disabled. Cannot carry on any self-care. 
Totally confined to bed or chair. (Kamofsky 1 O-20) 

Dead 
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11 .O STATISTICAL CONSIDERATIONS 

11 .l 

11.2 

11.3 

11.4 

. m: The primary objective is to assess the difference in survival of 
patients with localized. intermediate or high grade NHL treated with chemotherapy 
using eight cycles of CHOP compared to patients treated with three courses of CHOP 
followed by radiotherapy. Evaluation of early and late toxicities as well as the estimation 
of the relapse-free survival for each treatment regimen is also a primary study objective. 

. 
m: Each patient will be randomly assigned to one of the two treatment 
regimens prior to the start of any therapy. The method of Pocock and Simon (73) will be 
used to balance patient accrual across the stratification factors defined in Section 5.0. 
Institution will also be used as an additional stratification factor. Therefore, each 
institution and each stratification factor will have approximately equal numbers of 
patients in each treatment arm. 

t: It is anticipated that at least 80 eligible patients per 
year will be registered on this study. Long term (five-year) survival of 75% is consrstent 
with previous experience using chemotherapy in this disease. Five years of patient 
accrual and two years of additional follow-up WIII provide 200 patients for each of the 
treatment arms and statistical power of approximately 0.80 to detect a difl erence in long 
term survival from 75% to 86% (two-sided test with critical alpha level = 0.05). This 
power calculation is based on the use of a parametric test to compare duration of 
survival, which is exponentially distributed. This provides an adequate approximation to 
the power of the logrank test which will be used in the final analysis. 

11.41 Study results will be monitored throughout the accrual and follow-up period by 
the Data Monitoring Committee which includes the Southwest Oncology Group 
Chairman, Lymphoma Committee Chairman, Study Coordinator(s) and Study 
Biostatistician. 

11.42 Three formal interim analyses of survival will be performed at approximately two 
years, four years and five years after the start of patient accrual. These times are 
detetined by when approximately equal numbers of deaths may be expected 
to be observed. The Data Monitoring Committee will consider the results of 
these interim analyses when determining either early study termination or early 
disclosure of study results. 

To insure the overall two-sided critical level of alpha = 0.05, the three interim 
analyses will be done at the 0.0017, 0.0019 and 0.0023 critical levels. 
respectively, and the final analysis at the 0.0484 level. The probability that an 
interim test wiii indicate an apparently significant difference when the probability 
of survival of the two treatment groups is equivalent is 0.05. 

11.43 The group-sequential boundaries described previously will be used by the Data 
Monitoring Committee as guidelines to be carefully considered, not as strict 
rules which solely determine whether the study is terminated early. Such a 
decision will also take into consideration the characteristics of the patients 
treated, type and degree of toxicity, quality of remissions obtained and other 
pertinent information. Interim results will not be presented outside the Data 
Monitoring Committee unless a decision is made to terminate accrual and report 
the study findings early. 
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11.44 Secondary study objecttves tnclude examinatron of subsets of patients base on 
histology, location of disease, age and stage. Endpoints of CR%, survival, 
relapse-free survival and time to progression will be analyzed. interpretation 
and reportrng of results from these analyses will incorporate multiple 
comparison and sample size considerations. 

12.0 DISCIPLINE REVIEW 
12.1 Pathology Review: 

12.11 Pathology review for this study is mandatory. The following pathology matenais 
must be submitted within 30 days of registration: 
12.1 11 Representative H&E stained slides from the original diagnostic 

specimen. 
12.112 One representative paraffin block which wrli be conserved (no more 

than eight additional slides will be cut) and returned to the submitter. 
12.113 A copy of the operative and pathology report. 
12.114 A copy of the Southwest Oncology Group Lymphoma Prestudy Form 

and a copy of the Study Specrfic Pathology Submission Form. 

12.12 The matenais are to be fonnrarded to: 
Thomas M. Grogan, M.D. 
Dept of Pathology 
Arizona Cancer Center 
1501 N. Campbell Ave 
Tucson, AZ 85724-0001 
Phone: 602/626-2212 

A copy of the Study Specific Pathology Submission Form must be 
submitted to the Statistical Center each time submissions are 
made to Dr. Grogan. 
The materials must be identified with a “SWOG Pathology 
Materials” label on the outside of each package. If this label is 
missing, the materials will not be reviewed, rendering the patient 
ineligible. These labels will be provided by the Statistical Center. 
To obtain additional labels, please call 206/667-4623 and ask for 
the Data Operations Technical Manager. 

12.13 Each slide (and block) must be numbered with the surgical pathology number or 
date obtained. 

12.14 Pathology materials should be reviewed by the institutional pathologist prior to 
initial patient registration and submission to Dr. Grogan. Tumors must fit into the 
nomenclature designated for this protocol. 

12.2 Radiation Therapy Review: (see Section 7.22 for treatment guidelines) 
12.21 Early radiation therapy study coordinator review of sites of involvement and 

proposed treatment plan will be performed on the basis of materials submitted 
at the time of registration on study. Review results will be forwarded to QAC. 
Institutions will also be notified directly if there are any problems with the 
proposed radiation therapy treatment plan. (NOTE: The name and phone 
numbers of the SVVOG radiation therapist and the data manager should be 
clearly indicated.) 

12.22 Dosimetry Monitoring: The Radiological Physics Center may conduct a field 
survey and may do equipment quality control in the participating radiotherapy 
facilities. 

12.23 Submission of Radiotherapy Records to QAC for Early Review (within 43 hours 
of initiation of treatment): 
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12.231 

12.232 

12.233 

12.234 

12.235 

12.236 

12.237 

Treatment prescription and date of first treatment. 

Copies of daily treatment sheets documentrng treatment to date. 

Calculation of tumor doses and computer assisted dosimetry 11 
performed: Pertrnent patient data, depth, field size, SSD and SAD. 
tray factors, machine lD#, machine energy, etc. 

Copy of port and simulator films of treatment port used for therapy 
with tumor volumes outlined. 

Copy of Southwest Oncology Group Lymphoma Prestudy Form and, 
if a head and neck site, a copy of the Lymphoma Head and Neck 
Radiotherapy Form. 

Name, institution and telephone number of the treating radiotheraplst 
and data manager. 

The QAC will forward all films to the StatIstical Center to avoid 
unnecessary duplicatron of the films. 

All data should be forwarded to the Quality Assurance Center: 

Jeffrey 0. Forman, M.D. 
Department of Radiation Oncology 
3990 John R 
Detroit, MI 48201 
Phone: 31317462593 

12.24 Submcssion of completed Radiotherapy Records to the Statistical Center (within 
30 days of completion of radiation therapy): 

12.241 Copy of daily dose records. 

12.242 Copy of pertinent port and simulation films (If not previously sent). 

12.243 Copy of any films showing any changes during therapy. 

12.244 Treatment plan computations. 

12.245 Photographs of patient with fields indicated. 

12.246 Radiation Therapy Lymphoma Form. 

12.25 Change in Radiotherapy Plans: If a patient receives the planned radiotherapy, if 
the patient receives radiotherapy at a non-Southwest Oncology Group 
approved radiotherapy facility, if the patient will not complete the planned 
radiotherapy course or if there will be a delay of 14 days or more in the 
completion of radiotherapy, the Change in Radiotherapy Plans Form should be 
completed and submitted to the Statistical Center. 



SWOG-8736 
Page 22 

Revised 2/l 5/91 
Revised 2/l 5/96 

13.0 REGISTRATION GUIDELINES 

13.1 All patients must be registered through the Statistical Center by phoning 2061467-4623 
during normal working hours. Patients WIII be stratified as follows: 

13.11 Age (65 years or older versus younger than 65). 

13.12 Stage (I or IE versus non-bulky II or IIE). 

13.13 Histology (Diffuse large cell versus others). 

13.14 Location (GI involved versus abdomtnal non-G1 involved versus others). 

13.15 All disease resected versus restdual measurable disease. 

13.2 At the time of regrstration, the caller must be prepared to answer every question on the 
Eligibility Checklist, and provide descriptive factor/stratificatron Information. 

13.3 Exceptrons to the current regrstratron polcies WIII not be permrtted. Therefore. late 
registrations (after Initiation of treatment), exceptrons to eligibility requirements, 
partrctpation by an institution/member not identified as eligible AND/OR 

cancellations will not be allowed. 

13.4 Patients initially randomized to ARM II (CHOP plus radiation therapy) must be m-registered 
with the Statistical Center a second time and the Radiotherapy Eligibility Checklist 
completed prior to the start of radiation therapy (on or about Week 10 on protocol 
treatment). 

14.0 DATA SUBMISSION SCHEDULE 

14.1 

14.2 

14.3 

14.4 

14.5 

14.6 

Data must be submitted according to the protocol requirements for ALL patients 
registered, whether or not assigned treatment is administered, including patients 
deemed to be ineligible. 

Patients with inadequate documentation to determine eligibility will be deemed ineligible. 

Group members, full member CCOP’s (Community Clinical Oncology Program) and CGOP 
members (Cooperative Group Outreach Program) must submit three copies of all forms 
directly to the Statistical Center in Seattle. 

Copies of all forms used for this study are included in the Master Forms Set in Section 
18.0. These forms should be photocopied, completed and submitted for all patients. 

The Lymphoma Prestudy Form must be completed and submitted along with a copy of 
the Eligibility Checklist, operative and pathology report, and the initial flow sheet 
documenting initial doses and dose calculations within 14 days of registration. NOTE: 
The Lymphoma Prestudy must include documentation of all disease sites and all 
proposed radiation therapy treatment volumes as detailed in Section 7.221. A copy of 
the written radiation therapy consult note must also be submitted at this time. 

Histopathologic materials along with a copy of the operative and pathology reports are to 
be forwarded to Dr. Thomas Grogan within 30 days of registration (see Section 12.0). 

A copy of the Study Specific Pathology Submission Form must be submitted to the 
Statistical Center each time submissions are made to Dr. Grogan. 
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14.7 All radiotherapy materials must be submitted for patients randomized to ARM II as 
outlined in Section 12.2 (Discipline Review). 

14.8 The Study Specific Solid Tumor Flow Sheets must be completed and submltted (with 
results of the inital staging studies recorded) on active protocol patients at 
monthlyintervals. 

14.9 An Off Treatment Notice must be completed and submitted to summarize a patient’s 
treatment and document why a patient was taken off study (completion of treat- 
ment,progressive disease or relapse, patient refusal of further treatment or to report a 
patient’s death). Any other survival status information should be documented in 
supplemenral flow sheets. The Off Treatment Notice must be submitted within 14 days 
of the event outlined. A Notice of Death should be submitted when the patient dies. 

16 .O DlSTRl8UTlON OF MATERIALS FOR ANALYSIS 

15.1 Dr. Miller, Medical Oncology Coordinator, will receive the following from the Statistical 
Center for analysis: 

15.11 Lymphoma Prestudy Forms (copies to be forwarded to Dr. Cassady) 

15.12 Eligibility Checklists. 

15.13 Study Specific Solid Tumor Flow Sheets (copies to be forwarded to Dr. 
Cassady) 

15.14 Off Treatment Notice and Notice of Death. 

15.15 Copies of operative and pathology reports. 

15.16 Radiation Therapy Consult Note (copies to be forwarded to Dr. Cassady) 

15.2 Dr. Cassady, Radiation Therapy Coordinator, will receive the following from the 
Statistical Center for analysis: 

15.21 Radiation Therapy Films/Materials. 

16.0 -L AND REGUJTORY CO~ATlOb& 

The following must be observed to comply with Food and Drug Administration regulations for 
the conduct and monitoring of clinical investigations: they also represent sound research 
practice: 

16.1 lnfarmed Consea 

The principles of informed consent are described by Federal Regulatory Guidelines 
(Federal Register Vol. 46, No. 17, January 27, 1981, part SO). They must be followed to 
comply with FDA regulations for the conduct and monitoring of clinical investigations. In 
seeking informed consent, the following information shall be provided in a language 
understandable to the subject. 

16.11 Basic Elements of Informed Consenf: The following are the basic 
elements of informed consent which should be provided to each subject: 



16.111 

16.112 

16.113 

16.114 

16.115 

16.116 

16.117 

16.118 
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A statement that the study involves research, an explanation of the 
purposes of the research and the expected duration of the subjects 
participation, a description of the procedures to be followed, and 
identification of any procedures which are experimental. 

A description of any reasonably foreseeable risks or discomforts to 
the subject. 

A description of any benefits to the subject or to others which may 
reasonably be expected from the research. 

A disclosure of appropriate alternative procedures or courses of 
treatment, if any, that might be advantageous to the subject. 

A statement describing the extent, if any, to which confidentiality of 
records identifying the subject will be maintained and that notes the 
possibility that the FDA may inspect the records. 

For research involving more than minimal risk, an explanatfon as to 
whether any compensation and an explanation as to whether any 
medical treatments are available if injury occurs and, if so, what they 
consist of, or where further tnformation may be obtained. 

An explanation of whom to contact for answers to pertinent questions 
about the research and research subject’s rights, and whom to 
contact in the event of a research-related injury to the subject. 

A statement that participation is voluntary, that refusal to participate 
will involve no penalty or loss of benefits to which the subject is 
otherwise entitled, and that the subject may discontinue participation 
at any time without penalty or loss of benefits to which the subject is 
otherwise entitled. 

16.12 Addltlanal of lnfqrmed Cm: When appropriate, one or 
more of the following elements of information shall also be provided to each 
subject: 

16.121 

16.122 

16.123 

16.124 

16.125 

16.126 

A statement that the particular treatment or procedure may involve 
risks to the subject (or to the embryo or fetus, is the subject to or may 
become pregnant) which are currently foreseeable. 

Anticipated circumstances under which the subjects participation 
may be terminated by the investigator without regard to the subject’s 
consent. 

Any additional costs to the subject that may result from participation in 
the research. 

The consequences of a subjects decision to withdraw from the 
research and procedures for orderly termination of participation by 
the subject. 

A statement that significant new findings developed during the 
course of the research which may relate to the subject’s willingness to 
continue participation will be provided to the subject. 

The approximate number of subjects involved in the study. 
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16.13 A subject (or the subject’s legally authorized representative) must give his/her 
wrftten consent to participate in the study. This consent must be witnessed and 
dated and retained by the investigator as part of the study records. 

16.14 If Experimental Subject’s Bill of Rights is applicable in your state, this form must 
aIS0 be prepared and signed by each subject and retarned as part of the 
required study records. 

16.15 A copy of the proposed consent form must be submitted to the Institutional 
Review Board together with the protocol for approval. Each subject’s signed 
informed consent form must be kept on file by the Investigator for FDA 
inspection at any time. 

16.2 institutional Rev& 

16.21 This study must be approved by an appropriate institutional review commlttee 
as defined by Federal Regulatory Guidelines (Ref. Federal Register Vol. 46, No. 
17, January 27,1981, part 56). 

16.22 The protocol and informed consent form for this study, must be approved in 
writing by the appropriate Institutional Review Board (IRE). The IRE3 must be 
from an institution which has a valid Multiple Project Assurance, Single I%leCt 
Assurance or Cooperative Oncology Group Assurance on file with the Office for 
Protection from Research Risks. National Institutes of Health. The institution 
must be in compliance with regulations of the Food and Drug Administration 
and the Department of Health and Human Services. 

16.23 Significant changes to the protocol, as well as a change of principal investigator, 
must also be approved by the Board and documentation of this approval 
provided to the study monitor. Records of the Institutional Review Board review 
and approval of all documents pertaining to this study must be kept on file by 
the investigator and are subject to FDA inspection at any time during the study. 
Periodic StatuS reports must be submitted to the Institutional Review Board at 
least yearly, as well as notification of completion of the study and final report 
within 3 months of study completion or termination. The investigator must 
maintain an accurate and complete record of all submissions made to the 
Institutional Review Board, including a list of all reports and documents 
submitted. 

. . 
16.3 m 

16.31 For each drug supplied for a study, an accountability ledger containing current 
and accurate inventory records covering receipt, dispensing, and the return of 
study drug supplies must be maintained. 

16.32 The ledger will be maintained routinely for all studies regardless of study 
design, and will identify for each shipment the subject number (as applicable) 
and the quantity of drugs contained in the shipment. lie ledger will consist of 
dw 

Accountability Record Forms supplied by the NCI. One form for each 
investigational drug used on each research protocol will be kept. If a protocof 
contains more than one investigational dtug, a separate Accountability Fomr 
should be used. A separate drug Accountability Form should also be 
maintained for each different strength or dosage form of the particular drug 
being used. 
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The Accountability Form will be used at each location at which drug is stored for 
patient administration, i.e.. main pharmacy, satellite pharmacy, physician’s office 
or other dispensing areas. The form IS also designed to accommodate both 
dispensing accountability and any other types of drug transactions 
(receiptstransfers. returns, broken vrals, etc.). The Accountability Form requires 
information related to the specific protocol and drug transactions such as 
dispensing to individual patients, drug receipts. transfers to and returns from 
satellite pharmacies, drug returns. 

Drug supplies must be kept in a secure. limited access storage area under the 
recommended storage conditions. During the course of the study, the followrng 
information must be noted on the accountability ledger; the identification code of 
the subject to whom drug is dispensed, the date(s) and quantity of drug 
dispensed to the subject, and the date(s) and quantity of drug returned by the 
subject: subjects should return empty containers to the investigator, and the 
return noted on the ledger. These Accountability Forms must be readily avarlable 
for inspection and are open to FDA inspection at any time. 

One copy of all Accountability Forms and the return statement are retained by the 
investigator for his files; the ledger containing copies of the Inventory sheets are 
included in the return shipment ot drug supplies. 

16.4 Adverse Fxperiences 

16.41 

16.42 

16.43 

Any adverse experience, if deemed drug related, must be reported to the 
Operations Office Adverse Drug Reaction (ADR) representative (210/677-8808), 
who will obtain information on the ADR. Depending on the nature of the reaction 
and whether it was caused by an investigational or commercial agent, the ADR 
representative will advise whether the report to the NCI should be phoned in, 
written in, or both. See guidelines below. All deaths considered drug-related 
must be reported immediately to the ADR representative. On double-blinded 
studies, if the investigator must know what treatment the subject received to 
make therapeutic decisions, the code for that particular subject can be broken by 
phoning the Operations Off ice. 

An unexpected adverse experience must also be reported to the Institutional 
Review Board within 10 days and documentation of this report sent to the 
Operations Office. 

All adverse experiences must also be recorded in the appropriate section of the 
case report form. The report should include, whenever possible, the 
investigator’s writfen medical judgment as to relationship of the adverse 
experience to study medication(s) (i.e., “probable”, “possible” or “unrelated”). 



SWOG-8736 
Page 27 

Revrsed 1 l/l /90 
Amended 1 O/l /94 

GUIDELINES FOR REPORTlNG OF ADVERSE DRUG REACTIONS (ADRS) 
OCCURRING WITH COMMERCIAL AGENTS 

The following guidelines for reporting adverse drug reactions (ADRs) apply to any research 
protocol which uses commercial anticancer agents. The followrng ADRs experienced by patients 
accrued to these protocols and attributed to the commercial agent(s) should be reported by 
telephone to the Operations Office (210/677-8808), within 24 hours of 
occurrence, your Institutional Review Board (IRB) and by written notification to 
the Investigational Drug Branch, Cancer Therapy Evaluation Program, within 10 
working days: 

(4 Any ADR which is BOTH serious (life threatenrna [Grade 41 or f&j 1Grade 51 land 
m-1 2.3 

Any increased incidence of a known ADR which has been reported in the package Insert 
or the literature. 

(4 Any death on study if -RI Y related to the commercial agent(s). 

The ADR report should be documented on Form FDA-3500 and mailed to the address 

Investigational Drug Branch 
P. 0. Box 30012 
Bethesda, MD 20824 

Send a copy of the Form FDA-3500. all data records and a copy of documentation of notification 
of your IRB to the Operations Office within 10 days. 

AlTN: ADR Program 
Southwest Oncology Group 
14980 Omicron Drive 
San Antonio, TX 78245-3217 

1. 

2. 

See Section 19.0. Southwest Oncology Group Toxicity Criteria. 

A list of all known toxicities can be found in either the Background section, Drug Information or 
Informed Consent Form of the protocol. 

3. Reactions judged definitelv not to be treatment related should not be reported. However, a 
report shall be submitted if there is only a reasonable suspicion of drug effect. 
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18.0 MASTER FORMS SET 

18.1 Attached are copres of all data forms which must be completed for this study. The 
model informed consent form rs also included in this packet, which must be revrewed 
and approved by the institutional review board pnor to registration and treatment of 
patients on this study. 

18.2 forms to be used for patients treated on this study include: 

18.21 Lymphoma Prestudy Form. 

18.22 Study Specific Solid Tumor Flow Sheet. 

18.23 Radiation Therapy Forms: 

18.231 Radiation Therapy Lymphoma Form. 

18.232 Change in Planned Radiotherapy Form. 

18.24 Study Specific Pathology Submrssron Form. 

18.25 Off Treatment Notice and Notice of Death. 

18.26 Southwest Oncology Group Lymphoma Head and Neck Radiotherapy Form. 
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APPENDIX 

CONSENT FORM 
AND 

INFORMATION ABOUT 

SWOG-8736. “Treatment of Localized Non-Hodkgin’s Lymphoma: Comparison of Chemotherapy 
(CHOP) to Chemotherapy Plus Radiation Therapy, Phase Ill” 

TO BE CONDUCTED AT 

I. You are invited to take part in this research study because you have intermediate or high-grade 
non-Hodgkin’s lymphoma. We want to find out how well patients respond (stop growth or cause 
your cancer to reduce or disappear) and how long their response lasts when treated with a 
combination of drugs (combination chemotherapy), given either with or without radiation therapy. 
We also want to find out what kind of side effects each treatment causes. 

We cannot and do not guarantee you will benefit if you take part in this study. The treatment you 
receive may even be harmful. 

II. If you decide to take part in this study, your treatment will be decided in a way like picking numbers 
out of a hat called randomization. You will be randomized to one of two treatments (arms). 

If you are assigned to the first treatment (Arm I), you will receive four drugs which consist of 
Cyclophosphamtde, Doxorubicin, Vincnstine and Prednisone (CHOP). These treatments WIII be 
repeated every three weeks for a total of eight cycles. Cyclophosphamrde. Doxorubicin and 
Vincnstine will be administered through a vein, in a solution (intravenous). Cyclophosphamtde will 
be given over a period of 15-20 minutes, doxorubicin over 5-l 0 minutes, and vincnstine over a 
period of 2-3 minutes. The intravenous drugs will be given on the first day of each treatment 
cycle. Prednisone shall be administered in a tablet (oral). The oral drug will be given on the first 
fwe days of each treatment cycle. 

If you are assigned treatment to Arm II. you receive CHOP chemotherapy as for ARM I. However, 
treatment on this arm will be given for a total of three cycles only. At approximately Week 10 on 
this study, you will begin radiation therapy to the areas of your body affected by cancer. Your 
exact treatment (location and length) will be determined by your physician. Every effort will be 
made to treat onfy the diseased areas and not normal organs/tissue. It most cases, radiation 
therapy will last a total of six weeks. 

If your disease gets worse at any time. your doctor will take you off the study and offer you other 
therapy. If, at the end of your treatment on this study, you do not have complete disappearance 
of the disease, you will be removed from the study and offered other treatment. 

You will have x-rays, laboratory and other tests, including blood tests, during your therapy 
(approximately every three weeks) so your doctor can see how your body is responding to 

Dawn Hill
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treatments. Also, trssue samples that your doctor has already obtained mrght be used for specrai 
laboratory tests. This testing is for research purposes and will not Influence the treatment of your 
cancer. 

Admmtstration of the drug WIII be (provided free of charge/ch%rged in the usual way). The pans of 
the research consisting of keeping research records WIII be paid by those organtzmg and 
conducting the research. The research requires that you recetve certain standard medical tests 
and examinations. These standard tests and exammatrons WIII be (charged in the usual 
way/provided at a reduced rate). 

All of the drugs used in this study are commercially avaIlable. 

III. Some of the srde effects some people have had wrth Cyclophosphamide. Doxorublcm. 
Prednisone. Vincnstine and radiation therapy are summarized below: 

CvcloDhosDhamide (Cytoxan@) 

This drug can affect several organs (or parts) of your body in addition to the cancer cells. The 
gastrointestinal tract (stomach and intestme) can be affected which could cause you to 
experience abdomlnaf pain. diarrhea, ulcers In the mouth or stomach. loss of appetite. nausea 
and/or vomrting. These usually appear SIX hours after the drug IS given and usually last less than 
four hours. Temporary hair loss (not only from the scalp but posstbly underarms, beard. eyelashes 
and pubic area) can occur. The loss is occasronally total but the hair does grow back when drug 
treatment is stopped. 

Cyclophosphamide can decrease the blood cells produced in the bone marrow. This can lead to: 

decreased white cells which may make you more vulnerable to infection. 
lower number of red cells which may make you short of breath. weak and fatigued. 

3) lower platelets which may result in easy bruising or bleeding for a longer time. 

These effects may not show up for several weeks after treatment is given. 

The drug’s effect on the bone marrow is temporary and transfusions are available if needed to 
counteract decreases in these cells until your bone marrow recovers. Blood samples will be taken 
frequently to monitor these effects of the drug on your bone marrow. 

There is a small chance of irritating the urinary bladder (where urine IS stored). This can cause paw 
and the appearance of blood in the urine and scarring of the bladder. However. this IS almost 
always avoidable by drinking 8 to 10 glasses of water a day and emptyrng your bladder every 2 to 3 
hours for three days, especially before bedtime. 

Taking the drug for an extended length of time can damage the male (testes) or female (ovaries) 
sex glands. In men, the number of sperm may be reduced without the loss of the ability to have 
intercourse. Women, who are still menstruating may have rrregular periods or cease to menstruate 
attogether for a time. The abiiiiy to have children may be permanently impaired. 

Very rarely with prolonged administration the drug has been reported to cause scarring of the 
lungs which could cause you to experience coughing spells and shortness of breath. Heart 
failure has also been reported (rarely) at high doses. There is also a small chance with prolonged 
administration of this drug of developing a second cancer (i.e., leukemia). Therefore. the risks of 
not treating your disease will be weighed against this hazard. 

Side-effects may be increased by using other drugs with cyclophosphamide. Phenobarbital 
increases the effect of cyclophosphamide on your blood cells. Other drug interactions have been 
reported. A list of all medications you are currently taking should be given to your physician. You 
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should not receive any anesthesia within 10 days of receiving cyclophosphamrde. Other srde- 
effects include skin rash, yellowing of the skin, allergrc reacttons and discoloration of the skin and 
nails. YOUr Immune system may be affected. which would make you more Vulnerable to Infectron. 
Cyclophosphamide has also been reported to have more severe side-effects In people who have 
had a adrenal gland removed. 

This drug has been known to cause malformations In the unborn child. Therefore. precautrons 
should be taken against becoming pregnant. This drug can also be secreted in breast milk. 
Therefore it is advised that nursmg mothers discontinue nursing while receiving 
cyclophosphamide. 

The occurrence of acute leukemra has been reported rareiy In patients treated wrth comblnatlon 
chemotherapy using this type of drug. 

cm IDoxorublati 

This drug can affect several organs (or parts) of your body in addition to the cancer cells. The 
gastrotntestinal tract (stomach and intestrne) can be affected which could cause you to 
experience loss of appetite. nausea and/or vomtting, diarrhea and ulcers. The nausea and 
vomiting usually develop shortly after the drug is adminrstered and usually last less than 24 hours. 
Some patrents who have taken this drug wrth another drug called cytarabine have had severe 
ulcers rn the colon. 

There is a chance of experiencing soreness or painful ulcers of the mouth and throat lasting a 
couple of days, skin rash and appearance of dark patches on your skin. Temporary hair loss (not 
only from the scalp but possibly underarms, beard. eyelashes and pubic area) can occur. The loss 
is occasionally total but the hair does grow back when drug treatment is stopped. 

If you have previously received radiation, this drug may cause you to have a rash. Adriamycrn can 
cause your fingernails and toenails to be discolored and/or become loose. It may also cause 
discoloration of your skin. 

Adriamycin can decrease the blood cells produced in the bone marrow. This can lead to: 

1) 
2) 

decreased white cells which may make you more vulnerable to infection. 
lower number of red cells which can give you symptoms of shortness of breath, weakness 
and fatigue. 

3) lower platelets which can result in easy brursing or bleeding for a longer time. 

The drug’s effect on the bone marrow is only temporary and transfusions are available if needed to 
counteract decreases in these cells until your bone marrow recovers. Blood samples will be taken 
frequently to monitor these effects of the drug on your bone marrow. 

Adriamycin can change the way your heart beats and how your heart transfers the beats to other 
parts of the heart. These effects may appear as electrocardiographic (EKG) changes and 
generally go away within a few hours to weeks. The drug can also affect the heart’s strength to a 
point of the heart not pumping appropriately. The nsk of developing pump failure increases after 
each dose of drug regardless of how long it has been since previously receiving the drug; 
therefore, a total lifetime dose has been determined which is not exceeded. However, even at 
this dose (550 mg/square meter), the chances of developing heart failure is not common. Your 
heart function will be monitored while receiving the drug regardless of your current total dose. 

If some of the drug accidently leaks out of the vein where it is being injected, severe irritation 
and/or death of the tissue can occur. The vein where the drug is administered may become 
inflamed. All necessary precautions will be taken to prevent this from occurring. While receiving 
this drug, report any pain or unusual sensations so the vern can be checked. Even if the drug 
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does not leak out of the vern. you may experience blistering, Itching, streaking of the skrn and 
hardening of the vern. 

Due to the red color of doxorubicin, your urine may turn red for 1 to 2 days after being given the 
drug: but this is harmless. 

This drug may also cause fever, chills. facial flushmg. Itching, an allergic reaction. Itchy or swollen 
eyelids and cause your eyes to water. 

The occurrence of acute leukemia has been reported rarely in patients treated with comblnatlon 
chemotherapy using this type of drug. 

Prednlsone 
This drug can affect several organs (or parts) of your body, in addition. to the cancer cells. In 
susceptible individuals. the drug can cause stomach ulcers or aggravate existing ulcers. It may 
also cause ulcers in the throat and problems with your pancreas. 

This drug can change your physical appearance. namely in the form of increased weight gain 
around your stomach and a puffy appearance. especrally in the face. Prednisone has a property 
of causing the body to retatn salt and fluids which could cause an Increase In blood pressure. 
People who are prone to heart disease may also experience heart failure. In addition. the drug 
may alter the body’s process of handling sugar causing the sugar content of the blood to rise: 
however, sugar diabetes is rare. The drug may also cause problems wtth the level of potassium rn 
your blood. 

Additionally, patients may experience muscle weakness, brittle bones, menstrual changes, 
itching and other allergic reactions (including severe allergic reactions). Rarely, patients may 
experience mood swings, depression, trouble with sleeping, changes in personality, convulsions 
and dizziness. 

Persons with glaucoma or a family history of glaucoma may experience a rise of their inner eye 
pressure or glaucoma. Prolonged administration (greater than one year in doses of 15 mg or 
greater) can cause cataracts. Prednisone may affect the skin by causing stretch marks (stomach. 
lower back, breasts and groin area), slow wound healing, increased sweating and easy bruisability. 
Continued use (greater than 25 mg for two weeks) can suppress the body’s adrenal glands. 
Prednisone can alter the body’s defense system increasing the susceptibility to Infections. 

. . . 
VIncnstrne (Oncovin) 

This drug can affect several parts of your body in addition to the cancer cells. This drug can cause 
loss of muscle or nerve function in the lower parts of the arms and legs which may cause tingling, 
numbness or weakness similar to having one’s hand “fall asleep”, and may be associated with 
some clumsiness of movement. Most of these disappear when the drug treatment is stopped. 
The drug can cause constipation and stomach pain. These can usually be avoided by the using 
stool softeners and having daily bowel movements. This drug can cause sores to appear in the 
mouth and temporary hair loss (not only from the scalp but possibly underarms, beard. eyelashes 
and pubic area) can occur. The loss is occasionally total but the hair does grow back when drug 
treatment is stopped. 

Vincristine can decrease the blood cells produced in the bone marrow. This can lead to: 

decreased white cells which may make you more vulnerable to infection. 
lower number of red cells which may make you short of breath, weak and fatigued. 
lower platelets which may result in easy bruising or bleeding for a longer time. 

These effects may not show up for several weeks after treatment is given. 
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The drug’s effect on bone marrow is temporary and transfusions are avaliabie if needed to 
counteract decreases in these ceils until your bone marrow recovers. Blood samples WIN be taken 
frequently to monitor these effects of the drug on your bone marrow. 

Some patients have experienced nausea, vomding, diarrhea, high or low blood pressure. alierglc 
reactions. jaw pam. headaches, fever, bladder problems and eye and vision problems (and even 
blindness). Some patients also experience problems with walking, problems wtih their reflexes 
and problems with therr senses. 

The occurrence of acute leukemia has been reported rarely in patients treated with combination 
chemotherapy using this type of drug. 

Posslbie side effects from Irradiation. which have been observed in some patients are: 

As radiation therapy affects several organs (or parts) of your body, In addition to the cancer cells. 
your gastrointestlnai tract (throat. stomach and intestines) can be affected which may cause you to 
experience a sore throat, difficutty swaiiowtng. loss of appetite. nausea and/or vomiting. This 
condition begins to Improve approximately three to five days after radiation therapy is stopped. 
Gastrointestlnai side effects will occur only If that area IS being treated with radiation therapy. 

Temporary hair loss (not only from the scalp but the underarms. beard, and eyelashes) can occur 
in the area of treatment. The loss is sometimes total but the hair usually does grow back when 
treatment is stopped. 

You may also develop a skin reaction in the area of treatment, much like a sunburn (redness and 
irritation of skin). 

Although the drugs and radiation therapy have been tested previously in several patients with the 
side effects observed listed above, there is the possibility of other side effects occuring which 
have not been seen previously. 

IV. There may be other treatments for your cancer. such as radiation therapy (alone or in 
combination with other treatment) or other investigational or standard chemotherapy. 

V. If you are pregnant. you cannot take part in this study. You will take a urine test to see If you are 
pregnant before you start treatment. If you are sexually active. we strongly recommend you take 
precautions to avoid the possibility of becoming pregnant because we do not know how this 
drug could affect an unborn child. 
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VII. 

VIII. 
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In the event of injury or illness resulting from the research procedures, emergency medical 
treatment will (or will not) be provided without cost. Continuing medical care and/or 
hospitalization will not be provided free of charge nor wiii financial compensation be available. 

We will keep any information we learn from this study confidential and disclose it only with your 
permission. By signing this form, however, you allow us to make your records available to the 
National Cancer Institute, the Food and Drug Administration and the Quality Assurance 
Committee of the Southwest Oncofogy Group. If we publish the information we learn from this 
study in a medical journal. you will not be identified by name. 

The doctor(s) involved with your care can answer a[ly questions you may have about the drug 
program. In case of a problem or emergency, you can calf the doctors listed below day or night. 

QffiGe 

Dr. 
Dr. 
Dr. 

You can also call the Institutional Review Board (# ) if you have any questions, 
WmmetItS or concerns about the study or your rights as a research subject. 

I understand that I have the right to refuse to participate in this research study (thereby refusing 
to sign this consent form) if I so desire without any fear of prejudice to additional treatment. In 
addiion. 1 understand that I may refuse to continue on this study at any time after the start of 
therapy without fear of prejudice to additional treatment. I acknowledge receipt of a copy of this 
consent form, and my signature indicates that I have volunteered to participate in the study 
having read the information provided. 

Date 

Signature of Witness 

Signature of Subject 

Signature of Investigator 

Time 
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[L~MPHOMA PRESTUDY] swoc Study No. II Protocol step c] 

SWOC Pt. No. [m] Patient’s Name 

Institution / Yember S.S:No [m++H+, 

Physician Hospital No. 

Groups other than SWOG: Group Name/Study No./Pt. No. / / 

Amended data: 0 Yes. mark amended data in red. 
Instructions: Ml dates are MONTH. DAY. YEAR. indicate an unknown part of a date mtb I horizontal hue drawn 

across the appropriate boxa. 

PATIENT CHARACTERISTICS LYHPHOW EIISTOLOGIC TYPE (cont.) 

Date of Birth I I Ii I H 1 I Non-HodgLin’s Lymphoma 

Sex 0 Male 0 Female 
Nota h&r both Turhng PUti and Rappaporf Code 
WORKING FORMUIATION 

Race 0 mite 0 Black Low Grade 

0 Other i-J Unlmom 
0 A Malignant Iymphoma. wall lymphocyk 
/-J B Malignant lymphoma. follicular. emall cleaved ce! 

Weight cIn.cl~ 
0 C Malignant lymphoma. follicular. mixed. wail MC 

large ceAl 

Height CInm 
lnt.emediate Grade 

BSA q a/T]m2 0 D Malignant lymphoma. Iollicuiar. large cell 
0 E Malignant lymphoma. diffuse. small cleared ceil 

0 P Malignant lymphoma. diffuse. mixed. amall and 

Performance status 
large cell 

0 C Ma&pant lymphoma, diffuse, large cell 

0 O-Fully active liigh Grade 

q I-Symptoms but srrfbulatory 
0 H Malignant lymphoma. large cdl, immunoblastic 

and able to do h&t work 0 1 Malignant lymphoma lymphoblastic 

cl 
Z-No work but sell CM and 0 J Malignant lymphoma. small. non-cleared cell 

active >SO% of waking hours 

cl 
3-Limited self care. confiied to bed RAPPAPOKT 

or chur XX% of rahng hours 0 DLVD Diffuse. well-differentiated lymphocytic 

0 I-CompleteIy disabled 8 E Nodular, poorly differentiated lymphoqtic 
Nodular. mixed. lymphoqtic-histiocytic 

Is patient known to have AIDS or HIV Associated ow Nodular. histiocyti~ 

Complex or known to be HIV positive? 
8 ;p Diffuse. poorly differentiated lymphocytic 

Dlffwe, mixed. lymphocytic-hirtiocytic 
ONo OYa 0 DH Diffuse, lllatiocytic 

8 i: Diifuse, lymphoblastic 

DISEASE DFXXPTlON 
Diffuse, undifferentiated 

Date first pathologic tiagnosix I H I H I NON-CLGWBD NON-AODGMN’S 
use ody uhen Working Fomtulutim and Rappaport 
am not appiiarbk. 

LYMF’HOKA HISTOLOGIC TYPE 0 SF*: 
Hodgkin’s Disease 

0 Nodular Scleroxis (NS) 
0 w;red Cellukdy (MC) 
0 Uwho’+ Predominaat @‘I 

pijzisq 

0 Lymphwte DepleM (U) 
0 Mycosis Fungoides 
0 oc-+ 

SWOG 8-88 SW070 
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Protocol Step c] 

SWOG Pt. No. 1 1 1 1 1 1 1 Patient‘s Name 
fLl tn (MI 

Amended data: [7 Yes. mark amended Items III red 

CURRENT LABORATORY VALUES 
EE (gX) Ul.1.1 
Pm (1103) [rll--rJ 
BBC (X103) cIn.cl 

m (U/1) 1 1 1 
Uric Acid (gx) 

Ealcium (me%) 

keatinine (mg%) 

r0td Rilirubin (mg%) 

DIAGNOSTIC PROCEDURES 
No YU UXikllOWll 

Bone marrow biopsy/aapirationa c] 0 
Stagmg laparotomy Cl 0 cl 
Lymphangiogram El 0 0 
Notes: 

PRIOR TREATMENT related to this cancer 
mmUm()NS: Au dates are MONTH. DAY. YEAR. Indicate an unknown Part of a date with a horizontal line dram 

a4035 the appropriate boxes. 

Prior RADIATION TEFAAPY [7 No (skip to next section) 

Prior SYsrEMlc TEIERAPY 0 No (skip to next mction) 
-~~ 

Start Date I Stop Date I Treatment Description I *Bat RmNsnm 

-ul-muJl 
-7 
-7W1HI 
-7HIHI 
. &rt Ruponse: l=cR 3= nae. NOS 

2=PR R”$ 
5=pro-e diauae 9=4hhlown 

4=sta le 6-Not applicable 

SWOG 6-68 SW070 
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[LYMPHoMA PIESTUDY] SWOC Study No. L-1 

Page 3 or6 

Protocol Step 0 

SllOC Pt. No. [ml Patient’s Name 

Amended data: 0 Yea. mark amended item m red 

CURRENT NODAL INvOLV?XEN’I’ 
---Involvement--- ---inooivement--- 

----ye*---- ----Yea---- 
Y-. YW. 

not mew 
Tea done 

kntenor Cervmd~ 0” 

Post Cervical @3 0 

Supraclavicular 4 0 

kil1aI-y ED 
Hilar ED 

Uiac El0 

:grnyr; Or L II0 

Yediastinal 0 

Spleen 0 

Splenic Hilar q 
Porta Hepatic lJ 

Paraaortic 0 

Celiac 0 
Mesenteric or •] 
Large intestine 
Ualdeyer’s Ring [7 

Other head & neck c] 
Other, NOS 
specify: cl 

Or 

er  

?!I 

0  

0 

0 
0 
0 
0 
0 
0 
0 
cl 
0 
0 
0 
0 
0 
0 

Testa done 
indicating 

0 
0 
0 
0 
0 
0 
0 
0 
0 
Cl 
0 
0 
El 
0 
0 

mululllll~ 0 IJ aIIIInm 
mmmw 0 0 anam 
mmmII11~ cl 0 q IIIIlmul 
ulcnln~~ 0: 0 aIlIlulul 
mullnllll~ 0 0. ~cnmul 
ulmul Indicate the site and size of all measurable 

mulm 
or evaluable nodes which will be followed to 
determme response to therapy. 

mulul 
mmn 
ulmul 
mmul 
ulcnm 
ulcnul 
mmm ulmcn 

Yeasurable/Evaluable 
node: Size of node (cm) 

ffi.nxm.n m.n~m.0 m.0~m.n mc3m.n 
ffi.ClXD.Cl m.nxm.n m.c3m.n 

I ffi.nxm.I,o 1’ 
. Ted codes: 01 -Palpation 

O&Not applicable 
lo-Plain film/X-ray ZO-Histologic confirmation 

OSEndoscopy 
ii-~ts~~licable 21 -Cytaloglc confiiation 

13-MRl scan 
14-Radioisoto 

c-r 
8ClU4 QQ-Other 

1%Ultrasoun 

Notes: 

swocz a-aa sworn 



SITOC Study No. [I] Protocol Step 0 

Soulhwcst 011coiogy Group Page 4 0C 6 . 

SWOC Pt. No. [=I Patient’s Name 
F) II) M 

c] NO current nodal involvement 

IMICATE DISEASE EY COLORING IN SCHEMATIC LYMPH NODES AND/OR SPLEEN 

ANT. CERV I CAL 

POST. CERV I CAL 

SUPRACLAVICULAR 

ti I LAR 

PORTA HEPATI C 

CEL I AC 

PARAAORT 1 c 

MESEMERIC 

ILIAC 

INGUINAL 

FEMORAL 

RIGHT LEFT 

OTHER HEAD AND NECK 0 

OMER lHORAX 0 

0-R ABDOMEN. PELVIS 

LOWER TRUNK c) 

OTHER, SPECIFY f) 

WALDEYER’ S R I NC 

ANT. CERV I CAL 

POST. CERV I CAL 

SUPRACLAV I CULAR 

MEDIASTINAL 

HILAR 

SPLEEN 

SPLENIC HILAR 

ILlAC 

INGUINAL 

FEMORAL 

SWOG 8-88 SW070 



~LYMPHOMA PRESTUD;Yj SWOC Study No. [r] Protocol Step c) 

SWOG Pt. No. I Patient’s Name hr.M 
Amended data: q Yea. mark amended item tn red 

lNSTRUCI’lONS: For each rite. indicate dmxue moi~cmcnt as rreil an bar this TM determmed. If measurable &ease 
is present indicate lar,gest bidimemonal site of maas. 

CURRENT EXTRA-NODAL INVOLVEMENT 
---Invoivement--- 

3one Marrow 

Yes. 
not mess Testa done 

zal urlk 
indicating 
involvement* 

o mzl3Ilm 

l wl cl 

‘leura cl 

Xomach III 

Jver cl 

Cidney 0 

Bone cl 

CNS/Brain Cl 

Head and Neck 0 

Skin/subcutaneous 0 

CI Tract cl 
1dditional lnvolved 
Sites: 

cl 

cl 

l-l 

Yea, 
mem 
Of 
erd 

cl 

cl 

cl 

cl 

cl 

a 

cl 

0 

q 
cl 
0 

cl 
cl 
Cl 

iIl.ClXCil.El 
Ul.ClXUl.I.n 
m.clxm.n 
cIJ.exm.cl 
Ui.ClXUl.0 
m.clxm.i.n 
m.exul.0 
m.1.1xul.1.0 
UllC.lXUl.Cl 
ul.exul.cl 

0 mmm m.clxm.cl 
ul.clxul.cl 

U  0 mmm cn.cwn.~ 
0 Test code% 0 1 -Palpation 

02-Not applicable 
lo-Plain film/X-ray ZO-Histologic confirmation 

OSEndoscopy 
:~-~ts:~licable 2 1 -Cptologlc confirma~on 

13-MRI scan 
14-Radioisoto 

r 
scan W-Other 

1%ult.rasoun 

STAGE OF DISEASE AT DIAGNOSIS 
01 on Elm ON 

Size (cm) of 
measurabie/evaluable 

&ease 

E-Extranodal/Direct Extension ~NO q yes [7Unknown 
S-Spleen involvement [7No c]Yu ~Unlmom 
0 A 0 B-Symptoms 

0 Weight loss Kg lost 

For stage ill Hodgkin’8 Disease, indicate substage: Om clmz 
For non-Hodgkin’s Lymphoma, indicate Bulky Disease: 0 No 0 Yes 

If Bulky Disease, indicate: 

~~~tinal m=s diameter m q cm and Chest diameter [T/.0 cm 

or Mass diameter ul~1,lcm Site 

swoG s-88 sworn 
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SWOG Study No. 11-111 Protocol Slep q 

SUOC Pt. No. II Patient’s Name 
u.) Cn WI 

a No current extranodal involvement 

INDICATE UISEASE BY COLORING 1N SCHEMATlC OR-NS 

DN BI-SEX FlGURE 

HEART 

PERICARCIUM 

LUNG 

PLEURA 

BREAST 

LIVER 

STOMACH 

KIDNEY 

JEJUNUM 

I LEUM 

CECUM 

OVARY 

mRUs 

REcTuM 

TEST I CLE 

OF MOUTH 

LUNG 

PLEURA 

BREAST 

K I DNEY 

OVARY 

TEST I CLE 

SKIN/SUBCUTANEOUS 

-E A 

BDNE MARROW 

BRAIN 
0 

OTHER. SPECIM 
-0 

my: DATE: SWcKi X-XX SW070 
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SOLID TUMOR FLOW SHEET SWOG- 8736 PT. # 
8 

Cumulatwe cGy * 
Cumulative cGy’ 

._.-- 

Chest X-ray 
CT of Abdomen 

I I I 

I I 1 

..- 

SYMPTOMS 
Performance Status 

TOXICITY 

I  I  1 I  

RESPONSE I I I I I 
OBJECTIVE I I . ‘Indicate site of radiation therapy in Progress 
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[ LYMPHOMA RESTAGING1 SHOC Study No. I/ 
1 

Protocol Step 0 

SWOC Pt. No. I= Patient’s Name hru) 

Institution / Member S.S. ~0 irHTH= 

Physician Hospital No. 

Groups other than SWOC: Group Name/Study No./Pt. No. / / 

Amended data: fl Yes. mark amended itcmr in red 

INVESTIGATOR ASSESSMENT OF RESPONSE 

cl 1 
~~ 

i - improvement 
- Stable 

5 - increasing oiaeaae 
6 - Earlp Death 

CURRENT NODAL INVOLVEMENT 
---~~dv~ynt--- ---~bpveoent--- -w-e v--- 

Ya. Yer. Tests done Yes Yu. 
msa8 not me88 

Teste done 

Post Cervical u 0 cl 0 uIlmmEl~ q 0 wIzIITlm 
Supraclavicular g 0 0 0 anmmw 0 0 ari7-n 
Mary 10 0 CI 0 Inmrj~0 0 0 0 f--nmrj 
Hilar ~0 0 0 0 rr--rnm-j~~ 0 0 0mmn---~ 

Iliac Ma cl 0 0 mIll-llflu 0 Cl •r--rlm~~ 

!2ii%Z Or go cl cl Cl mmrT---pJo 0 Cl 0lmmr-r1 
Yediastinai q q 0 mIlIlmul indicate the s&e and size of all measurable 

Spleen 0 Cl Cl 13 1nj-j-l II determine response t0 therapy. 
or evaAuable nodes which will be followed to 

Splenic Hilar 0 Cl c7 U mmrl Yeasurable/Evaiuable 

Porta Hepatic Size of node (cm) 

Paraaortic 0 0 0 mIIIzlmm 
ul.1.Ixm.cl 

Celiac 0 0 0 mI#clmm 
Ul.ClXCU.Cl 

Yesenteric or 
0 q 0 0mmm I.I.nXUl.Cl 

Large Intestine 
Waldeyefs Ring [7 0 0 ommm m.I.nxm.n 
Other head k neck q 0 0 ammm m.1,uxm.cl 
Other, NOS 0 •3 0 0mmm mInxm.cl 
specify: 

m.clxm.r 

m.clxm.1.1 

8 Ted code*: Ol-Palpation lo-Plain f@l/x-ray 
02-Not applicable 

20-Histologic confirmation 
ii-N;tszphcable 21-cytologic confirIMtion 

03-Endoscopy 
13-MRI acan 
l4-Radioisoto 

r 
scan 99-Other 

15-UlbEiOUIl 

SWOG 1-811 SW074 



Southwesl Oncology Group 

[LYMPHOMA RESTAGINGl SUOC Study No. il-jl-1 

Pllgc 2 or 4 

Protocol Step 0 

SUOC Pt. No. II Patient’s Name 
0.1 m M 

I-J No current nodal involvement 

IFOICATE DISEASE By COLORING IN SCHEMATIC LYMPH NODES AND/OR SPLEEN 

AN-r. CERV I CAL 

POST. CERV I CAL 

supt?~cLAv I CULAR 

tiILAR 

AXILLARY 

PORTA HEPATIC 

CEL I AC 

FFiFtAAO~l c 

MESENTER I C 

ILIAC 

INCUINAL 

FEMORAL 

LEFT 

OTHER HEAD AND NECK 

OTHER THORAX 0 

OTt+ER ABDOMEN. PELVIS 

LOWER TRUNK 0 

SPLEEN 

SPLENIC HIM 

ILlAC 

1NGUlNAL 

FEMORAL 

OTHER. SPECIFY ~-0 

SWOG 8-88 SW074 
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(LYMPHOMA RESTAGING/ SWOC Study No. IT] Protocol Step 0 

SUOC Pt. No. 1 Patient’s Name cum 
Amended data: c] Ya. mark amended It4unx an rd 

IXXINICI’IONS: For each rite. indicate diseam inmlvement M reil M hot ihis ras detennmed. Ii mm& dwa~ 
ix present indicate lqext bidimensonal dze of mass. 

CURRENT EXTRA-NODAL INVOLVEMENT 
---Invoivement--- 

Gl?---- Ya. Teeta done meax not meax Size (cm) of . . meaaurable/eraluabie 
I$8 3 :&&$k, , $y2)ti , dimase 

Bone Marrow 

LW3 0 cl 0 mIIrInul m.cixul.n 
Pleura 0 0 0 nmmm m.~xm.n 
Stomach q 0 0 0mm11 I-1.nxm.n 
Liver 0 0 0 mIIIlmul m.cxcc.cl 
Kidney 0 0 0 mII.Ixccn cn.Eixcc.c 
Bone 0 0 0 nmmffi m.n4n.a 
ENS/Brain 0 0 q nmmm m.l,oxffi.n 
Head and Neck 0 0 0 0mmm m.oa2.o 
Skin/subcutaneous q 0 0 0mmm mo~ffi.c1 
Cl Tract 0 0 0 ~mmffi m.1.cl~m.c1 
~di$onai Involved 

. . 

0 0 0 nmmm m.0~m.0 0 0 17 amma m.I.oxmo a 0 CJ 0 mulIIm cc.clxul.cl 
. Test codex: 0 1 -palpation lo-Plain film/x-ray EO-Histologic confirmation 

OZ-Not applicable 
03-Endorcopy 

;;-N$e~pAicabic 21-Cytologic confirmation 

13-HRI 8can 
~~-~lb~O e xcen 

cr 
99-Other 

PATIENT CHARACTERISTICS Notoa: 

Performance statue q o-rldlyculr 
1-8pptoambutullbuuqMd~todotight~ 
2-nomwkbutDdfcueuldacb>wJzdT&4bllun 
j-udtdxdfMaaIQmlllobedardlatr>5o%d~~ 
I-CC@XtdYdkyd 

ls patient known to have AIDS or HIV Asocial Complex 
or &am to be HIV positive? ONo OYa 

DIAGNOSTIC PROCEDURES 
No ra unknom 

Bone marrow biopsy/aspiration fJ 0 [7 
Staging laparotomy cl Cl cl 
Lymphangiogram cl cl Cl 

SWOG 8-88 SW014 



Soutl~west Oncology Group 
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Page 4 or 4 
1 

ILY~~PHOMA RESTAGINGl SWOG Study No. [!I Protocol step 0 

SIlOC Pt. No. ml Patient’s Name 
Q m WI 

0 No curtent extranodal involvement 

INDICATE DlSEASE BY 

ON 

-ID 

HEART 

PERICARCIUM 

LUNG 

PLEURA 

BREAST 

LlVER 

STOMACH 

KIDNEY 

JEJUNUM 

I LEUM 

CECUM 

OVARY 

UTERUS 

RECTUM 

TEST I CLE 

COLORING 1 N SCI-UZMATIC ORGANS 

I \ I 3nc I 
SKIN/SUBCUTANEOUS 

-E v 

-E MA-w v 

-IN v 
OTHER.SPECIFY 

3RBIT 

=ARANASAL S 1 NUS 

CHEEK. GUM. FLOOR 

OF MOUTH 

LUNG 

PLEURA 

BREAST 

K I DNEY 

OVARY 

TEST 1 CLE 

DATE: 
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%UthWeSt OnCOiOgy GrOUp-0p8f821OnS 0ffk8 
5430 Fredericksburg Road, Suite 618 
San Antonlo, Texas 78229-3533 
512/366-9300 

Memorandum 

To: All Group Data Managen 

From: caarbs A. coltman. Jr., M.D.. Chairman 

Off Treatment Notice and Notice of Death 

OFF TREATMENT NOTICE 

The purpose of thk form k to notily the Study Coordinators and Statktiil Canter that the patient 
has gone ofl protocol specitiid treatment- For Southwest Oncobgy Group dintcat studies, patients 
am followed until death ~fdless of whether they are on or off protocd treatment. 

PROTOCOL STEP 

A p~tocOl6t8p is initiated by a ~~~istrationpho~ cdl to the Sfatistikal Center. For Dies with only 
one regktratbn, the Pmtocol Step k coded -1’. For studies with multiple reglstratbns, the first 
registration is coded 7,; subsequent regktratbns for crossover. oonsol~atbn. or nmintenartca 
steps wltl have dtfterent Pmt~f Step codes, e.g. T, 5, ‘3c, V. Leave Protocol Step blanlc for 
second and third iegistratbns If you do not Wow the qxoprbte code. 

In future pmtoa% Pmtorxl Step(s) and codes will be cbady spacffii. 

For each protocol step, submit an On Treatment Notice to the Statisti Center within two weeks 
folbwing: 

successful completion of all treatment specified in protocol 
Or 
discontinuatbn of protocol treatment or death. 

Code the start date, stop date, and treatment description for ail treatment specified for the protoaA 
step that was administered. The Start Date k the date protocol treatment was actually started, not 
the date of registration: Stop Date k the last date that protocol step treatment was given, not the 
date of decisiin to discontinue treatment. 

The Date Off Treatment corresponds to the reason coded under Reason Off Treatment. For 
example, if Reason Off Treatment k coded 2 - Toxicii. mediilly required. speci3r, code Date Off 
Treatment as the date the decisiin to diintinue treatment due to toxicity was made. If the patient 
has progressive disease or retapses while on protocol treatment, code Reason OH Treatment as 5 - 
Plogressbn or relapse’ and code the Date Off Treatmenl as the date of progression or relapse. tf 
the patient cdntinued to receive pmtocol treatment after progression was documented. still axle 
the Date Off Treatmenl as the date of progression, kR code the Stop Date as tha last day protocol 
treatment was given. 

s!8usuc8i cmt8r - Fred Hutchinson Cancer Research Center 
1124 Columbia Street, Scuttle, Washington 88104-2O92 
mfutl AR7aR91 Om*irnt Rmictmtinn l9tMl A&W4673 



Memorandum 
ofl Tnamem Notba 
July 17.1937 
-w 

OBSERVATION ARMS 

For patients registered to Observation Arms who complete one year of observation, subml the Off 
Treatment Notice one year following registration to the observation arm and code Reason OH 
Treatment ‘1 - Treatment completed per protocor. 
For patients who refuse to be folbwed. die. or have disease progression or relapse within the first 
year of observation, code Reason Off Treatment as the reason the patient is off the observation 
step and code the Date Off Treatment as the date 01 retusal. death, or disease progression or 
&apse. 

NOTICE OF DEATH 

Submit a Notice of Death form to the Statiiical Center within four weeks of learning of the patlnt% 
death. This form is designed to more cleariy define the primary and related causes of death. There 
shouM be only one square checked for each of the three causes (any cancer, toxicity..., and 
non-cancer...). The pnmary cause (Bbck 2) should be checked for w of the three causes of 
death. The other two -uses may be unretated to the primary cause of death (Bled< l), oontrbutii 
lo the primary CZUJSB of death (Bbdc 3), posdbty retated to the cause of death @lo& 4) or having an 
unknown relationship to the primary cause of death (Bbck 5). Toxic&y from disease ratatad 
treatment refers to any toxidities, complications, or side-effects resulting from any dkease rehted 
treattnent, not just pmtoaol specified treatments. The ideal 6~rce of tmmediate gubanue for fitting 
out the cause of death k the treating physicfan. 

OPERATtONAL CHANGES 

Fotbwing implementation of these new data collectbn forms, the folbwing modiiications to data 
reponing are h effect: 

lnformatbn on treatment response and toxicity will be reported to the Statktical Center only on 
fbwshwts. 

The old Protocpl Treatment Summary/Off Study Summary will no longer be used. 

Following submission of an Off Treatment Notice, patient status information must be submttted 
ualng ftowshaets rather than the Protocol Treatment Summary/On Study Summary. 

CAClm 
Enclosure 



mmUcrIONS: hr rach protdcoi rtcp, rub& this form mthm 2 Teeb after compie~on (or duCOBt&UtlOB) 

of treatmenL Ltst protocol-directed trtatmcntt that the puent received 

Chemotherapy lirt regunens. rM and stop dotes lor mult~dnq regunens. do not hst indmdul Ns 
eeparatelr stop date would be the date a3 dmgr in the regmcn were discontrrrued. 
Surgery: U trpc of surgcq md ln the ‘tip” column the dote of eurgtry 
Radution: Llsl atu. sbrt rind tip d~tee (incluste o! boosts and impisnts). 

LnQcat.e an unknom part of a date mth a horizontal line dram acrosa the appropriate boxer. 

Sou~wert Oncology Group 
l 

pFF TREXMXT NOTICE 1 

Page I of 1 

Amended d~k 0 la. muk amen&d ittuu h rod 

Start Date (Y,D.Y) Stop Date (Y,D.Y) RECIHEN or PROCEDURE or SITE(S) 

UHJHDI 

IIIIcmnIHlul1I-1 

muHn- 

-I 

rIHIHI 

m-en-m- 

(11nurnmombmquimdpkuewntirmecmampu&pqe.) 
I 

REASON OFF TREAl'HENT (Check one) 
0 I-Tmatmalt almplthi pa prot#Jl 

Cl 2-7.w. - =w=t VW 
~a-Pau~ttichrcto~.rpcdtl. ~ 

~&Phat mhmd. other than tcuim. 8peciQ 
0 S-Prognsion or relapse. Stets 
0 &Death (attach NOTICE OF DEATH iom) 

q 7-otha.8pecifJ 

DATE OFF TREATMENT 
Date of mmpletion -on. death or decision ta discontinue thmqry IHlpIf (y9.v 

Vii patient receive FURTHER TREATMENT? 

0 No 0 Yes npeclfy: I-J unlmom 

Date of LAST CONTACT (or death): I WAY) 

VITAL STATUS: IIt- 0 Jkad (attach NOlICE OF DEAl% form) 
I 

Notes: 

DATE: SWOG 5-67 FHSWQ60 



Southutst Otxolop\. Group 
t 

[NOTICE OF DEATH] 

Page 1 of 1 

hendoddrtx ~T88.mukunand+dltcmrinrod 

Dbeaat cauuruttet Most Ramat STOC study no. 

svoc PL No. II Patient Name 

lzvUtnttaafMrmber m=- 

INSIRUC’I’IONS: Submit within 4 reeks of knowledge of death. . 

I I I 1 

&Jr1 

Iko-c8nccr and non-trcrtmmt relatad uw (dwck omc) 

1 ONo 2clm-= so-t-* 4OPW8ibk agunknown 

I! & 3, or 4, apaW 

Autopsy done? QNO OTes c] unknt7TrJ 
Death lnfonnation obtained from (check all that apply): 

0 -Pvrrport 
0 Mdiulrecold/duthoeru5utc 
(-J Physician 
0 IklatimorSriad 

(3 wlcr.ap=w 

Notes: 

BY: DATE: SWOG S-8; F?iSWQs9 



Stu8y No. 
Patlmt Namr: Ust. Fiat. Middle lnlt 

Heats Uss 

1 I"""' 
lmtltutlon H-Hal Unit No. 

Trt. - 15 cl I 4 
Accession No. Adiodnr8ptn 

COMPLETE NEW FORM FOR EACH COURSE OF XRT 

XRT FORM BEING COMPLETED 
AT TIME OF (Couru Number) 

cl 
l.lRCOUCY 
2 - 2nd COYIY Start XRT 17 

16 3 - are co- 
4.4tncoun. EndXRT 23 

6 f rt- *or Mvo 0’ (1Rl 
8.T-corC~r0, (In01 

RAOIOTHERAPV TECHNIQUES 
(Fill in tacfmwue ?or swltic courso) 

UPPER TORSO LOWER TORSO - LIMITED FIELDS 

TREATMENT AREAS -TIME AND DOSAGE 

UPPER TORSO 

1. Waldoyvfs rrnq 
Z Right Nxck 

3. IAt Neck 

6. Modlrstinum 
7. Right Axillr 

8. Loft Axilla 

LOWER TORSO 

LOWER TORSO - TOTAL ABOOMEN 

1 - TOW .oaom.m. .nr .tla DOS1 ilabel 
2-uOow21301aWomm. .nr ana Do.* WIQS 
3 - Cum,. mt Md OOR tIobe* 
4-omu-aal* 

1. Pamaortlc 
2. Pelvis 
3. Uw 2/3 Abdomu, 
4. At iliac awa 

7. La* lnqainrl and Fomonl 
8. OIhr -0-g. rpknic Podiclo 

rpritv 

RADIOTHERAW HOOGKIN’S L LYMPHOMA FORM 
3#18 - l2/8S 
n. 1 et 4 

BASIC TUMOR DOSE 

Tim0 
Dose - R4d Emsea 0~s 

62 
16 

29 
42 
55 
68 

16 

66 
20 

33 
46 

59 
72 

20 

29 
42 
55 
68 
16 
29 
42 
55 

cl FRACTIONATION 
68 l.Smo 

2-~tmma50mcoww 
l-3aawwbL 
L-4-d. 
5-8dMrh. 

BOOST TUMOR OOSE 

Tim0 
Oon - Rad Emsea oays - 

43 

56 
69 
23 
36 
49 

62 
75 

23 

47 

60 
73 I 

27 
40 

53 
66 
79 I 

27 

36 
49 
62 
75 I 

23 
36 
49 
62 I 

cl BOOST TUMOR 00: 
69 1 -cotta8tmttt 

2 - sawontl0l 
1 - Not Aaot~(r 



RAOIOTHERAPY HOOGKIN’S & LYMPHOMA FORM PAGE 2 

INTERRUPTIONS - OAYS AN0 REASON(S) 
DJYS Rusom 

Spoafy it Roxtlon is due to: RIua ellda cooia of: 
pore films. biiv rsdiottwf~~ 
~lUrIMt f.~Ofd. Jil dam 
cJicui~ticms Jnd isodosm cunws. 

1 - soc8Ol 0 - umnowm 
z.Locolrcocnon 
3. SVctawlC “CcnO” 
c - UnmtctioctOw W8C count 
s - Unmrtonor* l cttia count 
J - ornor Immlfv) 
0 - UnRnoun Sigmtum - Rdiothmost OJto 

Patent NJI~U: Ust. Fint. Middlr tntt 

EVALUATION -TO BE FILLED IN BY AAOIOLOGIC PHYSICS CENTER 8, RAOIOTHERAPY STUOY COOROINATOR 

00~ Aprremont Dow 00~ Rate 
UPPER TORSO wthm 2 SK Accrptlbtlity Acceptrbility RET 

1. WJldJyW’S rm9 

2. Right Neck 

3. Left Neck 

4. Rqht Supraclavtcular 

5. Left Supraclawcular 

6. Moacastmum 

7. Right AXIIIJ 

3. Left Axdla 

9. Other - l .9. spInal cord 
SmClfY 

35 
36 

37 

38 

39 

40 

41 

42 

43 
1. VI 1 . *~u.tm 9 - un.norm 1 . Aa,aYal* 
l-NO 2 - CornlQaoa Excaowo 2. TOO noold 

9. Unknown 

33 

37 
41 

45 
EP 

53 
57 

61 65 
LOWER TORSO 

1. Paraaorta 

2. PelVlS 

3. Uoper Z/3 Abdomen 

4. Rt iliac area 

5. Lt iliac ama 

1. convdond ~mmo0U.t. 3 - Too Slow 
4 - Should not nm o- tr..tm 4 - Shouca not hcvc o- nutm 

6. Right lngwnal uvl Femoral 

7. Left Ingucnal and Femoral 

EVALUATION OF CUR RENT COURSE COMMENTS 

TO BE FILLED IN ARER LAST 
TREATMENT COURSE 

FINAL EVALUATION OF TOTAL XRT 

SUOIJ - 121JS 
n. 2 of 4 

Sgnaprm - Rdiorherw Coordinator(st OJtJ 

Sigrutura - f%ysictrt oati 



ANTERIOR FlGURE FOR RADIOTHERAPY FIELDS TO ACCOMPANY 
RADIOTHERAPY LYMPHOMA FORM 

(See Posterior Figure) 

Patient Name Pt. No. I ’ ! I I I 1 

Investigator 

Studv No. Treatment No. 

I nst. 

Accesion No. 

Sketch in treatment fields. 

5wlO - 12/m 
p#. 3 of 4 



POSTERIOR FlGURE FOR RADIOTHERAPY FIELDS TO ACCOMPANY 
RADIOTHERAPY LYMPHOMA FORM 

(See Anterior Figure) 

Patient Name Pt. No. e 

lnvcstigator Inst. 

Studv No. Treatment No. Accession No. 

Sketch in treatment fields. 



I SWOG RXDIO’THERXPY FORM CXAIUGi IN RADIOTHERAPY PLXUS 

I - 
I 

-j\&-OG Pt. No. / i ’ 1 / ( / Study No. ! ; Reg. Type ;L 

Patient Name 

Insrlrurlon 

Data Xmagemcnr Insttcuuoa 
(If different from lnsrrtuuoa iistcd above i 

Radiation Oncoiogist 

Radiotherapy Faciiit! 

INSTRUCTIONS 
Use this form to report changes to the Sutisucal Center m the pians for a patient’s radiothempy. 
Complete the followmg sections as appropnare: 

Section A 

Section B 

if patient will nav,cr receive radiotherapy on protocol 

if pauent recetved radiotherapy but at a locauoa other than a SWOG-approved 
Radiotherapy Facility 

Section C if pauent started radiotherapy but wail not complete course as described per pro- 
rocoi (Note - you must sull subrmt radiotherapy matenals documenting the 
amount of radiotherapy that was gven. ) 

Section D if there has been a deiay in the start and/or compietion of radiotherapy of 14 or 
more days. but radiotherapy will be grvencontmued 

I A. RADIOTHERAPY NOT GIVEN 

I Patient did not receive any radiotherapy on this protocoi because (check one): 

(3 pauent died before radiotherapy was to begin 

I cl patient was taken off protocol treatment by physician before receiving radiotherapy due 
to toxicities or surgicai complications following procedures outlined in the protocol 

I? patient was taken off protocol treatment by physician before receiving radiotherapy due 
to diseabe progression 

u pauent should have received radiotherapy. protocoi vioiauon: speciiy 

CJ patient refused radiotherapy: specify reason 

cl other: spectfy 

B. RADIOTHEfWPY NOT GIVEN AT A SWOG-APPROVED RADIOTHERAPY FACILITY. 

cl facility name: 

NOTES: 



SWOG RADIOTHERAPY FORM 
CHANGE IN RADIOTHERAPY PLANS 

;WOG Pt. No. Study No. 1 W- TYPC cl 

_ :. RADIOTHERAPY TREATMENT NOT COMPLETED* 
Patient started radiotherapy but will not complete radiotherapy because (check one): 

Cl 
0 
cl 
cl 
Cl 

cl 
cl 
Cl 
0 

patient died before radiotherapy completed 

patient taken off radiotherapy treatment by physician due to radiotherapy toxicities 

patient taken off radiotherapy treatment by physician due to non-radiotherapy toxicities 

patient taken off radiotherapy treatment by physician due to disease progression 

patient taken off radiotherapy treatment by physician due to reasons other than toxicity 
and disease progression: specify reason 

patient refused further radiotherapy because of radiotherapy toxicities 

patient refused further radiotherapy because of non-radiotherapy toxicities 

patient refused further radiotherapy because of non-toxicity reasons 

other, specify 

[IHIuj] (M. D. V First day radiotherapy was given 

[lcljufl---] 04 D. W Last day radiotherapy was given 

Radiotherapy Summary (NOW - suhmct rrdiorhmpy mrtmcds documcnung rhc r;ldlothcrJpy Ihat was oven) 

Irradiated Site Total Rads - Target Tissue 
1. 
1 -. 
3. 

- ~~ 

D. TREATMENT DELAY OF OVER 30 DAYS 

\THTHT] (M. D. YJ Radiotherapy starting date 

[TjTHT] (M. D, Y) Estimated restart date 

[THTHTi (M. D. Y) Estimated completion date 
Reason for treatment deiay (check one): 

cl toxicities or surgical complications 

cl patient wishes 

Cl other; specify 

l If part C is submitted and the patient later continues radiothcrJpy, please complete and submit part D. 

Name of person completing form: 

Date: IiUIHi! W. D. n 



Paso 1 nf 
‘U . . . . . x.2. V..b”.” I U. vu .” b .“. 

LYMPHOMA HEAD AND NECK SWOG Study No. [-I Protocol Step 0 

RADIOTHERAPY FORM I 

SWOG Pt. No. II Patient’s Name 
u (0 

INSTRlJCflONS: indicate proposed rodiotheropy fields for sites located in Head and Neck only. 
Use the prestudy lymphoma diogroms for all other sites. 

(W 



SWOG-8736 
Page 35 

19.0 PPPFNpus 

19.1 This section includes Chemotherapy Toxicity Criteria (Southwest Oncology Group), 
Radiation Therapy Toxicity Criteria, and “Recommendations for Grading of Acute and 
Subacute Toxic Effects” (for reporting of AOR’s),-and Radiation Therapy Toxicity 
Criteria. 

19.2 Appendix II provides examples of radiation fields. 



CHEMOTHERAPY TCXICITY CRmR!A 

System 0 1 2 3 4 . 

HcmatopoieW ay> 10.0 9.0 - 9.9 fee-sm.9 5.0-d9 
Hgb gm/dl 

60 

VBC >r,ooo 61500) cpnuJocna)u 3,000 - 3,999 1 kl?500) 2,000 - 2.999 1,000 1,999 - < 1.000 
(< 1,000) woo) k2sol 

Platalttsiu 1 > 100,300 7spoo - 99,999 5oopoo - 78,999 ts*,ooo 49,999 - <2s,ooo 

CenitourinW 
A. Renal 

CreattnlJW >50 w-so 30-39 20 - 29 <20 
cl-e 

EL Bladder Nomid Bysu-Ja requiring 
no Rx and/or 

mkroxopic 
hemantrm 

Dysuria requiring 
therapy and/or 
henmturia 

HcmanJrk l drop 

of Hgb. by 2 gm/dl 

Hepaw 
SCOT 
SGPT 
Bilirubin 

Castrorntestinal 
A. Szomatarn 

0. Abu. Pain 
C. Constipauon 
D. Diyrhca 

<80 (normal-2xd b1-60 (24.9xn) 61-203 u-loxn) 
<30 brmaJ-an) m-so (2-0.9xn) 51-100 (51Gxnf 
cl mgidl l-2 mgidl tt - 5 mgidl 

Normal 

NOW 
Daily BM 
<3 BM daily 

mema 

NoRxneukd 
No BM <2 d 
w liquid stools 
no dehydration 

UIccn - able to eat 

R2 nezki-he10fuJ 
NoBMx2-1d. 
d Liquid rtwJs 
d. needs IV to hydrjtc 

200 (> 1Om) 
100 (>lom) 
5 mddJ 
CLnkaJ evidence of Liver failure 

Unable ta eat beaux of 
ukcnuont 
b netaeo-nof beicfx1 
No BM >a d. 
Blood diarrhea 
neds IV */or blood 

~tromtestinaJ 
E. Nausea d Vomiting Nonnat Ftrrpca, no vomiting Vomiting ctn be Vomiting >6 xd in spite of 

pmamd by Rx c6 xd antiemeucs 

cardiac NomuJindl EKG changes only or Arrh*mias CHF, ventricukr 
shusta&ycudia except vcnuicdar ta&ycJrdia, periurrlitk 
nottouerrd 110 nchycardia + EKG and/or effuricn 
at rat w- 

NewomuscuJar 
Peripheia nma None 

CNS NomaJ Drowsinetr & Confusion. anxiety or Cfmvukims 
-iOn requiring coca 
thaapY PsycJmnu 

skin 
Acme 
Chronic 

Tmrnimt +ema %kuiation Ukcr;rtion 
PIgmmtltion, S&epidam& fibrosis Ulcerauon + necroszs 
aaOphy, depilation 

mJgfeverc3PC Urthicaria fever 
Transient iam 

AnaphyJaccic reafzzion 
>3P c, admm or uuphyhdc shock 

Hypeeension < io%t lo-2s%t .25%t 

s4-d !.lastiChc=n iax C:;t 



nuuiat< 2 dayr 

fhn weydi4 
> 110 at rclt 

kymptanauc, but 
-ardioc 
rioI 
Asymptomatk 
cfhuian 

Ttwuknt qmptomak 
dysturtrm: m 
m rcpulrrd 
Symptornutk; no 
9p rcgr- 

bNaetxeso% 
0fwkirl&baw1 
htokrabk pares- 
uxsim ad/or 
nmrkedrmtakrr 
AbdomN dir- 
mt&l 



Examples of Radiation Fields 

A. Positive mediastinum 

B. Mediastinum and one or both necks 

C. Both necks 

0. Neck and axilla 

E. One neck 

F. One groin 

G. Inguinal and para-aortic 

H. Inguinal and pelvic 

I. Bilateral inguinal 
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