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Application for Human Subjects’ Research
Protocol Deviation/Violation Form
1. Protocol Title:
	


2. Principal Investigator:
	


3. Date of deviation/violation:      
4. Describe the deviation/violation below (include why the event occurred and how it was identified):      
5. Please describe any follow-up action(s) taken as a result of the event:      
6. Please describe what actions have been or will be done to prevent similar deviations or violations in the future:      
7. Did the deviation result in a violation of the participant’s rights, safety, or welfare?
     FORMCHECKBOX 
 Yes     
     FORMCHECKBOX 
 No     Explain:      
8. Did the event affect the integrity of the study?

     FORMCHECKBOX 
 Yes
     FORMCHECKBOX 
 No     Explain:      
This signature indicates the Principal Investigator has reviewed and assessed the protocol deviation, taken appropriate follow-up action and implemented preventative steps where possible.

____________________________________                                      _______________

Principal Investigator Signature




    Date
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