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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 

 
OMB #0925-xxxx    Expiration Date: xx/xx/xxxx 

     
 

/ƻƭƭŜŎǘƛƻƴ ƻŦ ǘƘƛǎ ƛƴŦƻǊƳŀǘƛƻƴ ƛǎ ŀǳǘƘƻǊƛȊŜŘ ōȅ ¢ƘŜ tǳōƭƛŎ IŜŀƭǘƘ {ŜǊǾƛŎŜ !ŎǘΣ {ŜŎǘƛƻƴ пмм όпн ¦{/ нурŀύΦ wƛƎƘǘǎ ƻŦ  ȅƻǳǊ ǇŀǊǘƛŎƛǇŀǘƛƻƴ 
ƛƴ ǘƘŜ b/L /Lw. ƛǎ ǇǊƻǘŜŎǘŜŘ ōȅ ¢ƘŜ tǊƛǾŀŎȅ !Ŏǘ ƻŦ мфтпΦ tŀǊǘƛŎƛǇŀǘƛƻƴ ƛǎ ǾƻƭǳƴǘŀǊȅΣ ŀƴŘ ǘƘŜǊŜ ŀǊŜ ƴƻ ǇŜƴŀƭǘƛŜǎ ŦƻǊ ƴƻǘ ǇŀǊǘƛŎƛǇŀǘƛƴƎ ƻǊ 
ǿƛǘƘŘǊŀǿƛƴƎ ŦǊƻƳ ǘƘŜ b/L /Lw. ŀǘ ŀƴȅ ǘƛƳŜΦ  wŜŦǳǎŀƭ ǘƻ ǇŀǊǘƛŎƛǇŀǘŜ ǿƛƭƭ ƴƻǘ ŀŦŦŜŎǘ ȅƻǳǊ ōŜƴŜŦƛǘǎ ƛƴ ŀƴȅ ǿŀȅΦ ¢ƘŜ ƛƴŦƻǊƳŀǘƛƻƴ ŎƻƭƭŜŎǘŜŘ 
ǿƛƭƭ ōŜ ƪŜǇǘ ǇǊƛǾŀǘŜ ǘƻ ǘƘŜ ŜȄǘŜƴǘ ǇǊƻǾƛŘŜŘ ōȅ ƭŀǿΦ bŀƳŜǎ ŀƴŘ ƻǘƘŜǊ ƛŘŜƴǘƛŦƛŜǊǎ ǿƛƭƭ ƴƻǘ ŀǇǇŜŀǊ ƛƴ ŀƴȅ ǊŜǇƻǊǘ ƻŦ ǘƘŜ b/L /Lw.Φ   
LƴŦƻǊƳŀǘƛƻƴ ǇǊƻǾƛŘŜŘ ǿƛƭƭ ōŜ ŎƻƳōƛƴŜŘ ŦƻǊ ŀƭƭ ǇŀǊǘƛŎƛǇŀƴǘǎ ŀƴŘ ǊŜǇƻǊǘŜŘ ŀǎ ǎǳƳƳŀǊƛŜǎΦ ¸ƻǳ ŀǊŜ ōŜƛƴƎ ǊŜǉǳŜǎǘŜŘ ǘƻ ŎƻƳǇƭŜǘŜ ǘƘƛǎ 
ƛƴǎǘǊǳƳŜƴǘ ǎƻ ǘƘŀǘ ǿŜ Ŏŀƴ ŎƻƴŘǳŎǘ ŀŎǘƛǾƛǘƛŜǎ ƛƴǾƻƭǾŜŘ ǿƛǘƘ ǘƘŜ ƻǇŜǊŀǘƛƻƴǎ ƻŦ b/L /Lw. LƴƛǘƛŀǘƛǾŜΦ 

 
NOTIFICATION TO RESPONDENT OF ESTIMATED BURDEN 

Public reporting burden for this collection of information is estimated to average 30 minutes per response, including the time for  
reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and completing and reviewing the 
collection of information.  An agency may not conduct or sponsor, and a person is not required to respond to, a collection of 
information unless it displays a currently valid OMB control number. Send comments regarding this burden estimate or any  other 
aspect of this collection of information, including suggestions for reducing this burden, to: NIH, Project Clearance Branch, 6705 
Rockledge Drive, MSC 7974, Bethesda, MD 20892-7974, ATTN: PRA (0925-cccc*). Do not return the completed form to this address. 
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 Other:       
 

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

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

 
Additional Documents: 

 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       

 
3. 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:       

 
4. 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 5. 
 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. 

 
5. Determination: 
 

 Approve 
 

 Approve Pending Modifications (provide rationale and required modifications in Question 
6) 

 
 Forward for review by convened CIRB (provide rationale and a description for key 

concerns for the CIRB to address in Question 6) 
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 Reviewer requests additional information before a determination can be made (provide 
details on additional information required in Question 6) 

 
6. Comments:       
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