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Date:

From: [Local PI]

To:  [CCR Protocol PI]

Subject:  Deviation from Protocol [#], [title].
Any change, divergence, or departure from the IRB approved study procedures in a research protocol that does not have a major impact on the subject's rights, safety or well-being, or the completeness, accuracy and reliability of the study data.
Describe deviation:  (may attach additional pages as needed)
Seriousness of deviation: (Check one)

____ This report is a minor protocol deviation. (A deviation from the IRB approved protocol that DOES NOT have a major impact on the subject's rights, safety or well-being, or the completeness, accuracy and reliability of the study data.)
____ This report is a protocol violation.  (A deviation from the IRB approved protocol that may affect the subject's rights, safety, or well being and/or the completeness, accuracy and reliability of the study data.)
A.  This protocol violation resulted in:  
___    actual harm to the research subject (if checked, submit adverse event report);
___    potential harm or significant or substantive risk of harm to the research subject; 

___    a compromise to the scientific integrity of the data collected for the study;
___    a willful or knowing breech of human subject protection regulations, policies, or 
          procedures on the part of the investigator(s);
___    a serious or continuing noncompliance with federal, state, local or institutional 
          human subject protection regulations, policies, or procedures;  

___   inconsistency with the NIH Human Research Protection Program’s 
         research, medical, and ethical principles.

B.
Have there been similar occurrences at your site?  [  ] Yes [  ] No  

If yes, please describe.

C. 
Describe corrective action to prevent reoccurrence:
In addition to the NCI IRB, this deviation is being reported to:

· Local IRB

· Other: _______________________
· None of the above applicable

Participating Site Principal Investigator’s Signature:_________________________    Date:__________________ 
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