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localization allowed for very tight CTV-PTV margins, and the use of IMRT resulted in decreased 
volumes of normal tissue receiving high doses. 

1.4 Randomized Trials of Hypofractionated Regimens  
To date the preliminary results from two randomized trials examining fractionation schedules for 
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and increased patient convenience. Secondly, a mo
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limited, a final selection of the most promising markers will be made upon the completion of the 
ongoing studies involving the completed protocols 86-10, 92-02, and 94-13. Approximately 10 
years will be required for the protocol to mature
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previously demonstrated to be involved in RT-induced tissue damage and repair pathways. 
Genomic DNA for SNP analysis can be most effectively isolated from buffy coat leukocytes 
using standard procedures. Banking of buffy coat leukocytes can be performed at any time in 
the patient’s trajectory, whether before, during or after treatment. 

1.10 Health-Related Quality of Life (HRQOL) (9/50/07) 
In a noninferiority study where traditional prostate cancer outcomes of disease-free survival, 
progression, and overall survival are hypothesized to be similar, the outcomes of toxicity, health 
related quality of life (HRQOL) and resources gain an importance. 
 
These later outcomes will play a significant role in patient, clinician and possibly even policy 
interpretations of the results of this study. As ju
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The EQ-5D instrument is intended to complement other forms of QOL measures, and it has been developed to generate a generic
 cardinal index of health, thus giving it considerable potential for use in svinemic evaluation.  The EQ-5D has been used across numerous disease sites including 

cancer.  For example, the EQ-5D mean score for 95 patients with non-small cell lung cancer (93% male, mean age 62 years) was 0.58 (SD 0.32) as measured by the questionnaire and 0.58 
(SD 0.20) as measured by the visual analogue scale (VAS) version.

49  The EQ-5D has been used 
to assess QALYs and the svinemic value of prostate cancer screening, 50 as well as treatment of 1198 T661.6801 TA801 Tm
kRsa Tcrelnem-1.11e svinemic valuemetavinsiscale (VAS) versio3 po0 0655.44 10.02 450.8.64 6650.856.66 T1  
-0.0006 Tc
0 Tw
(503.)Tj 065l l60 10.02 436801 TA80176.66 Fur
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obtained in the 1 year prior to treatment to a
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(RPC) web site. Visit 

http://rpc.mdanderson.org/rpc
http://rpc.mdanderson.org/rpc
http://atc.wustl.edu
http://atc.wustl.edu
http://www.rtog.org/pdf_file2.html?pdf_document=CTSU-IRBCertifForm.pdf
http://www.rtog.org/pdf_forms.html?members/forms=Intl_LOI_Form.doc


http://cme.cancer.gov/clinicaltrials/learning/humanparticipant-protections.asp
http://www.rtog.org/members/webreg.html
http://www.rtog.org
mailto:websupport@acr-arrs.org
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SKIN  
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(AdEERS) application AND to the Radiation Therapy Oncology Group (RTOG) as directed 

http://ctep.cancer.gov/reporting/adeers.html
http://ctep.info.nih.gov
http://www.rtog.org/members/toxicity/main.html
https://webapps.ctep.nci.nih.gov/openapps/plsql/gadeers_main$.startup
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This study will utilize the Common Terminology Criteria for Adverse Events (CTCAE) version 
3.0 for grading of all adverse events. A copy of the CTCAE v3.0 can be downloaded from the 
Cancer Therapy Evaluation Program (CTEP) home page (http://ctep.info.nih.gov) or the RTOG 
web site (http://www.rtog.org/members/toxicity/main.html). 
 
Adverse Events (AEs) and Serious Adverse Events (SAEs) that meet the criteria defined 
above experienced by patients accrued to this protocol must be reported via AdEERS.  
SAEs must be reported within 24 hours of discovery of the event. Contact the CTEP Help 

http://ctep.info.nih.gov
http://www.rtog.org/members/toxicity/main.html
http://ctep.cancer.gov/forms/index.html
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(chemotherapy, other new agents).  Patients with biochemical relapse or other nonlocal failures 
may be observed or treated with salvage hormone therapy or other systemic treatments.  
 

 
10.0 TISSUE/SPECIMEN SUBMISSION (See Section 10.3.4 for a summary table) (9/20d07)(7/9/09) 

Patients must be offered the opportunity to participate in the correlative components of the study, 
such as tissue/specimen submission. If the patient consents to parti
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unstained slides (please use charged or “P lus” slides) from the block should be 
submitted. 



mailto:RTOG@ucsf.edu
http://www.rtog.org/tissuebank/tissuefaq.html
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11.0 PATIENT ASSESSMENTS  

11.1 Study Parameters (7/9/09) 
 

Assessments Pre-
Entry 

Weekly 
During RT 

Follow-Up (months) 

 3 6 9 12 15 18 21 24 

History, physical exam X X X X X X X X X X c
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abnormality after complete disappearance of previous abnormalities. Needle biopsy is 
recommended. The presence of palpable disease must be recorded on the data collection 
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Drug therapy for moderate hypertension 32,600 
Mammography screening for breast cancer in patients 
aged 80-75 yrs 

20,000-50,000 



http://atc.wustl.edu
mailto:itc@castor.wustl.edu
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13.0 STATISTICAL CONSIDERATIONS 





  RTOG 0415 
26

We want to show that the hazard rate of Arm 2 (lL2
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instruments (EPIC, HSCL-25, the Utilization of Sexual Medications/Devices, and EQ-5D) will be 
collected on all cases participating in the trial.  
 
T h e  E P I C ,  H S C L - 2 5 ,  t h e  U t i l i z a t i o n  o f  S ex u a l  M e d i c a t i o n s / D e v i c e s ,  a n d  E Q - 5 D  w i l l  b e  
c o l l e c t e d  a t  p r e t r e a t m e n t  ( b a s el i n e )  a n d  a t  6 ,  1 2 ,  2 4  m o n t h s ,  a n d  5  y e a r s  a f t e r  t h e r a p y  s t a r t s .  
P a t i e n t  s e l f - a s s e s s m e n t  o f  s y m p t o m s  w i l l  b e  p e r f o r m e d  u s i n g  t h r e e  p r i m a r y  E P I C  s c a l e s :  
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by an explicit model for the missing data mechanism79 and then an imputation method such as 
multiple imputation will be applied.   All results from the imputed analysis using the multiple 
imputation will be compared to the complete case analysis results to assess any potential 
biases. 
 
We will describe the distributions of QOL data collection patterns over all collection points in 
each treatment arm. Longitudinal data analysis, specifically the general linear mixed-effect 
model,80 will be performed to describe the change trend of the EPIC, HSCL-25 and EQ-5D 
scores over time across the two treatments. The primary objective in the HRQOL analysis is to 
determine the QOL differences. The response will be the change of measurement from 
baseline for each measurement. z- test statistics will be used to test the null hypothesis that 
responses are the same across the two treatment arms versus the alternative hypothesis that 
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the nominal significance level.  Lan-DeMets’s alpha-spending function70 was chosen for the 
efficacy test because, in practice, the information accumulated at each time point may not be 
equally spaced. We chose the alpha spending function that behaves like the O’Brien-Fleming 
boundary.71 The null hypothesis (H0) of the primary endpoint is that the hazard rate of Arm 2 
(l2) will be worse than that of Arm 1 (l1
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evidence to support a difference in treatment outcome and race in either study. Thus, we do not 
expect to see any evidence of a treatment difference between the two arms in the black or   We will, however, include the race variable in 

all regressions including the Cox models.  
 

Planned Gender and Minority Inclusion  
Sex/Gender 
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APPENDIX I (4/18/06)(9/20/07)(12/3/07) 
 
 
 

Informed Consent Template for Cancer Treatment Trials (English Language) 
 

RTOG 0415 
 

A PHASE III RANDOMIZED STUDY OF HYPOFRACTIONATED 3D-CRT/IMRT VERSUS 
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How long will I be in the study? 
 
You will receive radiation treatments for either 5 and a half or 8 weeks.  After you are finished 
receiving radiation, the study doctor will ask you to visit the offine for follow-up exams every 3 
months for the first 2 years following the start of radiation, then every 6 months for the next 3 
years. After that, the study doctors would like to keep track of your medical condition 
indefinitely by seeing you for follow-up exams every year. 
 
 
Can I stop being in the study? (12/3/07) 
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Less Likely   

¶ Urinary obstruction requiring the placement of a temporary urinary catheter   
 

 
Rare but Serious (7/9/09) 

¶ Injury to the bladder, urethra, bowel, or other tissues in the pelvis or abdomen 
¶ Intestinal obstruction 
¶ Inability to achieve an erection (inability of the penis to become hard) 
¶ Rectal bleeding that requires medication or surgery to stop  

 
 
Reproductive Risks  
You should not father a baby while on this st
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Will my medicat information be kept private?  
 
We will do our best to make sure that the personat information in your medicat record will be 
kept private.  However, we cannot guarantee total privacy.  Your personat information may be 
given out if required by law.  If information from this study is published or presented at scientific 
meetings, your name and other personat information will not be used.  
 
Organizations that may look at and/or copy your medicat records for research, quality 
assurance, and data analysis include: 
¶ The Radiation Therapy Oncology Group 
¶ The Nationat Cancer Institute (NCI) and other government agencies involved in keeping 

research safe for people, like the Centrat Institutionat Review Board (CIRB) and the 
Food and Drug Administration (FDA) 

¶

http://www.cancer.gov/clinicaltrials/understanding/insurance-coverage.You
http://www.cancer.gov/clinicaltrials/understanding/insurance-coverage.You
http://www.cancer.gov/clinicaltrials/understanding/insurance-coverage.You
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Your tissue and blood will be used only for research and will not be sold. The research done 
with your tissue and blood may help to develop new products in the future.  You will not be 
paid for taking part in this study. 
 
Benefits   
The benefits of research using tissue and blood include learning more about what causes 
cancer and other diseases, how to prevent them, and how to treat them.  
 
Risks  
The greatest risk to you is the release of information from your health records. We will do our best to 
make sure that your personal information will be kept private.  The chance that this information will be 
given to someone else is very small.  
 
Making Your Choice (9/20/07) 
Please read each sentence below and think about your choice. After reading each sentence, 
circle "Yes" or "No". If you have any questions, please talk to your doctor or nurse or call our 
research review board at [IRB's phone number].  
No matter what you decide to do, it will not affect your care. 

1. My tissue/blood may be kept for use in resear

http://www.cancer.gov
http://www.cancer.gov/clinicaltrials
http://cancer.gov/cancerinfo
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APPENDIX II (7/9/09) 
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APPENDIX III 
 

AJCC STAGING SYSTEM 
PROSTATE, 6th Edition 

 
DEFINITION OF TNM 
 
Primary Tumor, Clinical (T)







mailto:RTOG@ucsf.edu
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APPENDIX V (9/20/07) (7/9/09) 
 

BLOOD COLLECTION KIT INSTRUCTIONS 
 
Instructions for use of serum, plasma, or buffy coat collection kit (collected as required by protocol): 
 
This kit includes: 
¶ Ten (10) 1 ml cryovials 
¶ Biohazard bags 
¶ Absorbent shipping material 
¶ Styrofoam container (inner)   
¶ Cardboard shipping (outer) box 
¶ Pre-paid shipping label(s) 

 
Serum (if requested): 

Ç them with the (RTOGstudy and causenumber, (collectione)Tj-
1910591- 1.1198 TD
0.0002 Tc
-0.0026 Tw
dmat and time, and clearlyg mrkl cryovials “ seru”.: )Tj
7.98 0 0 7.98702 39.74 Tm
0 Tc
0 Tw
( )Tj
10.02 0 0 10.02702 72898 Tm
0.001 Tc
Proceses: 
1.: -6883.6Allow one iredtop tubedto clotgfo 

2.: -6883.6Sppit i aGstandoardclinicialcbenrifuge oat 
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APPENDIX V (continued) 
 
Process: 

1. Centrifuge EDTA (purple top) tube within one hour of

mailto:RTOG@ucsf.edu


mailto:ctsucontact@westat.com
http://www.ctsu.org
http://members.ctsu.org
http://members.ctsu.org
http://members.ctsu.org
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APPENDIX VI (Continued) 
 
DATA SUBMISSION AND RECONCILIATION 
 

http://members.ctsu.org
http://members.ctsu.org
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APPENDIX VI (Continued) 
 
3. Do not send adverse event reports to the CTSU. 
 
4. Secondary AML/MDS/ALL reporting: Report occurrence of secondary AML, MDS, or ALL via the NCI/CTEP 
AML-MDS Report Form in lieu of AdEERS. Submit the completed form and supporting documentation as outlined 
in the protocol.   

 
DRUG PROCUREMENT  
Not applicable to this study. 
 
 
REGULATORY AND MONITORING 
Study Audit 
 
To assure compliance with Federal regulatory requirements [CFR 21 parts 50, 54, 56, 312, 314 and HHS 45 CFR 
46] and National Cancer Institute (NCI)/ Cancer Therapy Evaluation Program (CTEP) Clinical Trials Monitoring 
Branch (CTMB) guidelines for the conduct of clinical trials and study data 
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