
CLO
SED EFFECTIVE 06

/01
/20

16

06

FE

OS

mailto:dpersky@uacc.arizona.edu
mailto:louis_constine@urmc.rochester.edu
mailto:mleblanc@fhcrc.org
mailto:hongli@fhcrc.org
mailto:rimsza@email.arizona.edu
mailto:tjfitzgerald@qarc.org


CLO
SED EFFECTIVE 06

/01
/20

16

OSED EFF

OSED EFF

mailto:steven_park@med.unc.edu
mailto:lswinne1@jhmi.edu


CLO
SED EFFECTIVE 06

/01
/20

16

file://SWOG-FILES01/Users$/MBenke/Protocols/PROTOCOLS-Lymphoma/1001/1001.doc#_Toc390063354


CLO
SED EFFECTIVE 06

/01
/20

16



CLO
SEDED EFFECTIVE 06

/01
/20

16

E 0

EC

EFEF

SEED

LOCL



CLO
SED EFFECTIVE 06

/01
/20

16

SE



CLO
SED EFFECTIVE 06

/01
/20

16

D



CLO
SED EFFECTIVE 06

/01
/20

16



CLO
SED EFFECTIVE 06

/01
/20

16

FF



CLO
SED EFFECTIVE 06

/01
/20

16

ED
OS



CLO
SED EFFECTIVEVE 06

/01
/20

16
202020/2/2/2/2

01
/

/016/000006000E 
VEIVTTI

CT
ECCCCECCC

FEC



CLO
SED EFFECTIVE 06

/01
/20

16

D
S



CLO
SED EFFECTIVE 06

/01
/20

16



CLO
SED EFFECTIVE 06

/01
/20

16



D



CLO
SED EFFECTIVE 06

/01
/20

16

E

D



CLO
SED EFFECTIVE 06

/01
/20

16

EF



CLO
SED EFFECTIVE 06

/01
/20

16

D



CLO
SED EFFECTIVE 06

/01
/20

16

S



CLO
SED EFFECTIVE 06

/01
/20

16

CTCTCT

FF
CT

EFFFE
DEDED

SEEESE

CL



CLO
SED EFFECTIVE 06

/01
/20

16

E 0

FE



CLO
SED EFFECTIVE 06

/01
/20

16

D



CLO
SED EFFECTIVE 06

/01
/20

16



CLO
SED EFFECTIVE 06

/01
/20

16



CLO
SED EFFECTIVE 06

/01
/20

16

0

TIV

LO



CLO
SED EFFECTIVE 06

/01
/20

16

6/0

TIV

D 
S



CLO
SED EFFECTIVE 06

/01
/20

16

LO



CLO
SED EFFECECTIVE 06

/01
/20

16

E



CLO
SED EFFECTIVE 06

/01
/20

16600001/201/2/2/2/2
6/006060606



CLO
SED EFFECTIVE 06

/01
/20

16

OS



CLO
SED EFFECTIVE 06

/01
/20

16

E

http://www.qarc.org/


CLO
SED EFFECCTIVE 06

/01
/20

16

06
VE

EC



CLO
SED EFFECTIVE 06

/01
/20

16

D



CLO
SED EFFECTIVE 06

/01
/20

16

EC
FE

E



CLO
SED EFFECTIVE 06

/01
/20

16

EF

S



CLO
SED EFFECTIVE 06

/01
/20

16



CLO
SED EFFECTIVE 06

/01
/20

16

D
E



CLO
SED EFFECTIVE 06

/01
/20

16

VE

EF

SE



CLO
SED EFFECTIVE 06

/01
/20

16



CLO
SED EFFECTIVE 06

/01
/20

166666
20

6
202020/20///22

01
/

01
/

01
/

01
/

01
/

/00
06060606

/
06000

V
0

VVVEVVVVVTIVVV
C

V
CCCT

ECECECC
FEC
FFFE

FFFFFFFFFF
EFFFF

D
E

EDEDEDEDEDEDEDEDED
SE

OS
LOCL



CLO
SED EFFECTIVE 06

/01
/20

1666660
6

000120/202020
01

/20
01

/
01

/
01

/
01

/
/0

06060606
/

06E 000
V

0
VVVEVTIVVV

C
V

CCCT
ECECECCECECECC



CLO
SED EFFECTIVE 06

/01
/20

161666601201/20101010101/0000
06

/
06EVE

TIV
CTCCCCT

ECECECEC
FEC
FFFE

FFFFFFFFFF
EFFF

D
F

DDD
E

DDDD

CLO



CLCLO
SED EFFECTIVE 06

/01
/20

1616
/20

01
/

01010101/0
06

/
06EVE

TITITITIVTI
CTTTTCT

EC
FFFFE

FFFFFFFFFF
EF

DDDD
E

DEDDD
SESESESED

C



CLO
SED EFFECTIVE 06

/01
/20

16
/20

TIV
CT



CLO
SED EFFECTIVE 06

/01
/20

16

EF
D

L



CLO
SED EFFECTIVE 06

/01
/20

16



CLO
SED EFFECTIVE 06

/01
/20

16



CLO
SED EFFECTIVE 06

/01
/20

16

ED



CLO
SED EFFECTIVE 06

/01
/20

16



CLO
SED EFFECTIVE 06

/01
/20

16



CLO
SED EFFECTIVE 06

/01
/20

16



CLO
SED EFFECTIVE 06

/01
/20

16

6/0



CLO
SED EFFECTIVE 06

/01
/20

160



CLO
SED EFFECTIVE 06

/01
/20

16

0
E 0

VE
TIV

FF
EF

EDED



IV

EFEF
ED



CLO
SED EFFECTIVE 06

/01
/20

16



CLO
SED EFFECTIVE 06

/01
/20

16



CLO
SED EFFECTIVE 06

/01
/20

16



CLO
SED EFFECTIVE 06

/01
/20

16



CLO
SED EEFFECTIVE 06

/01
/20

16

0

TIVTI
CEFECEEEEC

FE
FFF

E
SESE



CLO
SED EFFECTIVE 06

/01
/20

16



CLO
SED EFFECTIVE 06

/01
/20

16



CLO
SED EFFECTIVE 06

/01
/20

16



CLO
SED EFFECTIVE 06

/01
/20

16



CLO
SED EFFECTIVE 06

/01
/20

16



CLO
SED EFFECTIVE 06

/01
/20

16

OS
LO



CLO
SED EFFECTIVE 06

/01
/20

166

CT
EC

OS
LO



CLO
SED EFFECTIVE 06

/01
/20

16



CLO
SED EFFECTIVE 06

/01
/20

16

/0

FF



CLO
SED EFFECTIVE 06

/01
/20

16



CLO
SED EFFECTIVE 06

/01
/20

1616161616

CLCC



CLO
SED EFFECTIVE 06

/01
/20

16

D



CLO
SED EFFECTIVE 06

/01
/20

16
/2

01

IV
CT

EF
D

E

OS

CTCT



CLO
SED EFFECTIVE 06

/01
/20

16



CLO
SED EFFECTIVE 06

/01
/20

16



CLO
SED EFFECTIVE 06

/01
/20

16

E 0

TTIV



CLO
SED EFFECTIVE 06

/01
/20

16



CLO
SED EFFECTIVE 06

/01
/20

16



CLO
SED EFFECTIVE 06

/01
/20

16



CLO
SED EFFECTIVE 06

/01
/20

16



CLO
SED EFFEFECTIVE 06

/01
/20

16

IV
CT

FE



CLO
SEDED EFFECTIVE 06

/01
/20

16

1/2016/

VE

EF
ED



CLCLO
SED EFFECTIVE 06

/01
/20

16

OSOS
CL



CLO
SED EFFECTIVE 06

/01
/20

16



CLO
SED EFFECTIVE 06

/01
/20

16



CLO
SED EFFECTIVE 06

/01
/20

16



CLO
SED EFFECTIVE 06

/01
/20

16



CLO
SED EFFECTIVE 06

/01
/20

16



CLO
SED EFFECECTIVE 06

/01
/20

16



CLO
SED EFFECTIVE 06

/01
/20

16



CLO
SED EFFECTIVE 06

/01
/20

16


	TITLE
	PARTICIPANTS
	TABLE OF CONTENTS
	CANCER TRIALS SUPPORT UNIT (CTSU) ADDRESS AND CONTACT INFORMATION
	SCHEMA
	1.0 OBJECTIVES
	1.1 Primary objective
	1.2 Secondary objective(s)

	2.0 BACKGROUND
	3.0 DRUG INFORMATION
	3.1 Cyclophosphamide (Cytoxan®) (NSC-26271)
	3.2 Doxorubicin (Adriamycin) (NSC-123127)
	3.3 Prednisone (NSC-10023)
	3.4 Rituximab Chimeric Monoclonal anti-CD20 Antibody (IDEC-C2B8) (NSC-687451)
	3.5 Vincristine (Oncovin) (NSC-67574)
	3.6 Yttrium-90 ibritumomab tiuxetan (Zevalin®) (Y2B8 Radiolabeling Kit) (NC-68152-103-03)

	4.0 STAGING CRITERIA
	4.1 Diagnostic Criteria
	4.2 Staging Criteria
	4.3 Bulky Disease
	4.4 Stage-modified International Prognostic Index risk factors (Ref 1)

	5.0 ELIGIBILITY CRITERIA
	5.1 Initial Registration (Step 1)
	5.2 SECOND REGISTRATION (STEP 2)


	6.0 STRATIFICATION FACTORS
	6.1 Registration Step 1
	6.2 Registration Step 2


	7.0 TREATMENT PLAN
	7.1 General Considerations
	7.2 Pre-Medication and Supportive Care
	7.3 R-CHOP
	7.4 FDG-PET/CT Imaging
	7.5 Centralized Review of PET/CT scans at the Imaging and Radiation Oncology Core Rhode Island (IROC RI)
	7.6 Patients Upstaged by Baseline FDG-PET scan
	7.7 Continued R-CHOP Regimen (for PET negative patients only)
	7.8 IFRT Plus Yttrium-90 ibritumomab tiuxetan (Zevalin®) (only for patients who are PET positive)
	7.9 Disease Evaluation Off Treatment
	7.10 Criteria for Removal from Protocol Treatment
	7.11 Discontinuation of Treatment
	7.12 Follow-Up Period

	8.0 TOXICITIES TO BE MONITORED AND DOSAGE MODIFICATIONS
	8.1 NCI Common Terminology Criteria for Adverse Events
	8.2 CHOP Dose Modification
	8.3 Rituximab Dose Modification
	8.4 Yttrium-90 ibritumomab tiuxetan (Zevalin®) Dose Modification
	8.5 Dose Modification Contacts

	9.0 STUDY CALENDAR
	9.1 STEP 1: Cycles 1-3 of R-CHOP and Interim PET/CT
	9.2 Step 2: Cycle 4 of R-CHOP (Patients that are PET negative.)
	9.3 STUDY CALENDAR

	10.0 CRITERIA FOR EVALUATION AND ENDPOINT DEFINITIONS
	10.1 Measurability of Lesions
	10.2 Objective Disease Status
	10.3 Best Response
	10.4 Performance Status
	10.5 Progression-Free Survival
	10.6 Time to Death

	11.0 STATISTICAL CONSIDERATIONS
	11.1 Eligibility Rate
	11.2 Accrual Goals
	11.3 PFS Estimation
	11.4 Upstaged patients
	11.5 Feasibility
	11.6 Analysis of early progression in PET-negative patients
	11.7 Gene expression analysis
	11.8 Data and Safety Monitoring Committee

	12.0 DISCIPLINE REVIEW
	12.1 Pathology Review
	12.2 Radiation Therapy Review
	12.3 Definitions of Deviations in Protocol Performance

	13.0 REGISTRATION GUIDELINES
	13.1 Registration Timing
	13.2 Investigational/Site Registration
	13.3 OPEN Registration Requirements
	13.4 Registration Procedures
	13.5 Exceptions to SWOG registration policies will not be permitted.

	14.0 DATA SUBMISSION SCHEDULE
	14.1 Data Submission Requirement
	14.2 Master Forms
	14.3 Data Submission Procedures
	14.4 Data Submission Overview and Timepoints

	15.0 SPECIAL INSTRUCTIONS
	15.1 Correlative Studies and Banking
	15.2 Instructions for Electronic Submission of Digital PET/CT Image Scans via AG Mednet

	16.0 ETHICAL AND REGULATORY CONSIDERATIONS
	16.1 Adverse Event Reporting Requirements

	17.0 BIBLIOGRAPHY
	18.0 APPENDIX
	18.1 FDG-PET Imaging Methods
	18.2 Imaging Site Personnel Form
	18.3 Acquisition Data for FDG-PET/CT Scan
	18.4 Drug Ordering Forms
	18.5 Determination of Expedited Adverse Event Reporting Requirements

	Informed Consent Model for S1001
	Consent Form for Use of Specimens for Research
	About Using Specimens for Research 
	Things to Think About 
	Benefits
	Risks 
	Making Your Choice 
	Where can I get more information?
	Signature
	Specimen Consent Supplemental Sheets
	How are Specimens Used for Research?
	Where do specimens come from?
	Why do people do research with specimens?
	What type of research will be done with my specimen?
	How do researchers get the specimen?
	Will I find out the results of the research using my specimen?
	Why do you need information from my health records?
	Will my name be attached to the records that are given to the researcher?
	How could the records be used in ways that might be harmful to me?
	How am I protected?
	What if I have more questions?

	Why is this study being done?
	How many people will take part in the study?
	What will happen if I take part in this research study?  
	How long will I be in the study?
	Can I stop being in the study?
	What side effects or risks can I expect from being in the study? 
	Are there benefits to taking part in the study?
	What other choices do I have if I do not take part in this study?
	Will my medical information be kept private? 
	What are the costs of taking part in this study?
	What happens if I am injured because I took part in this study?
	What are my rights if I take part in this study?
	Who can answer my questions about the study?




