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Date:

From: [PI]

To:  [IRB Chair]

Subject:  Deviation from Protocol [#], [title].

A deviation is any change, divergence, or departure from the study design or procedures of a research protocol that is under the investigator’s control and that has not been approved by the IRB.
Describe deviation:  (Attach audit report if available.)

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 NIH 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?  [  ] Yes [  ] No  


If yes, please describe.

C. 
Describe corrective action to prevent reoccurrence:

D.
Is a protocol or informed consent document modification needed?  [  ]Yes     [  ] No

If yes, describe modifications below.  Submit the appropriate amendment.

In addition to the IRB, this deviation is being reported to:

· Institute Clinical Director

· Clinical Center QA Report

· Office of Biotechnology Activities /Institutional Biosafety Committee (when appropriate)

· Data and Safety Monitoring Board
· Radiation Safety Committee
· FDA (Investigator held IND)

· IND/IDE sponsor: [name]___________________________

· Other: _______________________
· None of the above applicable

Principal Investigator’s Signature:_________________________    Date:__________________ 

Administrative Review
___ Report at time of continuing review.
___ Referred to full Board review on [date].

Comments
Reviewer’s Signature: _______________________________   Date: ___________________

Reviewer’s Title: _______________________________
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