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STUDY ID:      

STUDY TITLE:      

PROTOCOL VERSION DATE:      

CIRB EXPIRATION DATE:      

NAME OF CIRB REVIEWER:      

ROLE:    Chair   Vice Chair   Designated Reviewer

DATE FORM COMPLETED:      

1. The response is submitted in reference to CIRB-required modification(s) resulting from:
Initial Review by the CIRB 
Amendment Review by the CIRB 
Continuing Review by the CIRB
Recruitment Materials Review by the CIRB
Other:        

2. Indicate the documents reviewed (check all that apply):

Required:
CIRB outcome letter listing CIRB-required modification
Study Chair Response Letter 

Additional Documents:
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CIRB meeting minutes (if applicable). Meeting date:         
Updated NCI CIRB Application for Treatment Studies or NCI CIRB Application for 
Ancillary Studies (not applicable for studies permanently closed to accrual) 
Updated Summary of CIRB Application revisions (not applicable for studies permanently 
closed to accrual)  
Updated Summary of Changes/Change Memo (if response is related to an amendment)
Updated Study Protocol(s)
Updated Consent Form(s)
Other, please specify        

2. Does the response adequately address all modifications required by the CIRB?  

Yes  
No. If no, respond to the questions below:

a. Was a satisfactory justification provided for not addressing all modifications required 
by the CIRB?

Yes
No.  Indicate which modifications must be completed:        

3. Does the response include modifications in addition to those required by the CIRB? 

Yes.  If yes, respond to the questions below:  

a. Are the additional modifications administrative/editorial in nature only?
Yes.  Proceed to question 4
No.  Proceed to b.

b. Describe how the changes are minor:         

c. Do the changes negatively impact the risk/benefit ratio?
Yes.  If yes, the response must be reviewed by the convened CIRB.
No.

No.

4. Determination:

Approve 

 Approve Pending Modifications (provide required modifications in question 5) 

 Forward for review by convened CIRB (provide reason in question 5)

 Reviewer requests additional information before a determination can be made (provide 
details on additional information required in question 5) 

5. Comments:             
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