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Summary   
 

Scientific: 
• This addendum is in response to the Action Letter dated October 6, 2004 from Dr. Anthony J. Murgo of 

the National Cancer Institute regarding the development of benign and malignant renal tumors and 
benign urinary bladder tumors in animals. 

• As reflected in the protocol, both blood and tissue samples will be used for research testing.  Therefore 
clarification made to the consent form reflecting the correct questions patients will answer. 

• Editorial/administrative changes. 
 

Replacement pages are included.  Please incorporate into the  
protocol and keep this addendum with your protocol. 

 
Title page: The title page now reflects Addendum 2 and revised NCI version date.  
  
Page 16: Section 4.0 (Test Schedule), X’s have been placed in the last column for both the 

Hematology and Chemistry groups for clarification. 
 
Pages 17-18: Section 6.3 (Registration/Randomization Procedures), the permission questions which 

will be asked to the patient have been revised for clarification as follows: 
• Patient has/has not given permission to store and use blood and tissue sample(s) for 

future research of cancer. 
• Patient has/has not given permission to store and use tissue sample for future 

research of cancer. 
• Patient has/has not given permission to store blood and tissue sample(s) for 

future research to learn, prevent, or treat other health problems. 
• Patient has/has not given permission to store tissue sample for future 

research to learn, prevent, or treat other health problems. 
• Patient has/has not given NCCTG permission to give their blood and tissue 

sample(s) to outside researchers. 
• Patient has/has not given NCCTG permission to give their tissue sample 

to outside researchers. 
 
Page 22: Footnote #1 in Section 8.2 (Dosage Modification Based on Adverse Events) has been 

revised for clarification as follows: 
1. Adjusted to the nearest 100 mg, since imatinib is only available in 100 mg 

capsules.  If the total daily dose is less than or equal to 400 mg, a single daily 
dosing schedule should be utilized.  Following dose reduction, if the dose is 
maintained for 4 weeks without further dose reduction then subsequent dose 
escalation to prior levels may be considered.  Note:  PK is needed after 1st dose 
reduction. 

 



N0272 2 Addendum 2 
 
Page 41: Section 15.41 (Drug Information), a new sentence has been added to the first paragraph 

and reads “Benign and malignant renal tumors and benign urinary bladder tumors 
have also been reported in animals.” 

 
Appendix IA: Under section “Will any biological sample(s) be stored and used in the future by the 

North Central Cancer Treatment Group (NCCTG), or released to researchers outside of 
NCCTG for future unspecified use?” the permission questions for the tumor and blood 
samples on page 4 have been revised for clarification as follows: 

 
• New question #2 has been added and reads  

I permit my blood sample to be stored and used for future research of cancer 
 

  Yes   No  Please initial here:   Date:   
 

• Previous question #2 has now become question #3 
 
• New question #4 has been added and reads 

I permit my blood sample to be stored and used in future research to learn, 
prevent, or treat other health problems 

 
  Yes         No  Please initial here:  Date:   

 
• Previous question #3 has bee deleted 
 
Under section “How do outside researchers get the sample?” the permission questions 
for the tumor and blood samples on page 4 have been revised for clarification as 
follows: 

1. I permit NCCTG to give my blood samples(s) to outside researchers: 
 
Please mark one box: 
 

  Yes         No  Please initial here:   Date:   
 
2. I permit NCCTG to give my tissue sample to outside researchers: 
 
Please mark one box: 
 

  Yes         No  Please initial here:   Date:   
 
  A new paragraph has been added on page 7 under “What are the risks of the research  
 study?” and reads “Tumors in the urinary system or reproductive organs have also 

been reported in animals.” 
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Appendix IB: Under section “Will any biological sample(s) be stored and used in the future by the 

North Central Cancer Treatment Group (NCCTG), or released to researchers outside of 
NCCTG for future unspecified use?” the permission questions for the tumor and blood 
samples on page 4 have been revised for clarification as follows: 
• Question #4 has been renumbered to #1 

 
• New question #2 has been added and reads  

I permit my blood sample to be stored and used for future research of cancer 
 

  Yes   No  Please initial here:   Date:   
 

• Previous question #5 has now become question #3 
 
• New question #4 has been added and reads 

I permit my blood sample to be stored and used in future research to learn, 
prevent, or treat other health problems 

 
  Yes         No  Please initial here:  Date:   

 
• Previous question #6 has bee deleted 
 
Under section “How do outside researchers get the sample?” the permission questions 
for the tumor and blood samples on page 4 have been revised for clarification as 
follows: 

1. I permit NCCTG to give my blood samples(s) to outside researchers: 
 
Please mark one box: 
 

  Yes         No  Please initial here:   Date:   
 
3. I permit NCCTG to give my tissue sample to outside researchers: 
 
Please mark one box: 
 

  Yes         No  Please initial here:   Date:   
 

A new paragraph has been added on page 7 under “What are the risks of the research 
study?” and reads “Tumors in the urinary system or reproductive organs have also 
been reported in animals.” 












