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DEVIATION/VIOLATION REPORT FORM
For UT IRB Approved Protocols 
Directions: A new form must be completed and submitted to the UT IRB for each incident of a deviation, violation, and/or participant non-compliance within 10 working days of the P.I. becoming aware of the occurrence.  A protocol deviation, violation, or participant non-compliance occurs when there is a variance in a research study between the protocol and all protocol related materials that have been reviewed and approved by the UT Institutional Review Board and the actual activities being done. See the Deviation, Violation and Exception Request policy for more information.  
Filing of this form with the UT IRB does not release the Principal Investigator from any other reporting requirements of the government, sponsor, external IRB or other regulatory agency. Please type all narratives.  Additional supporting documents may be attached to this form.

	IRB #:  
	Principal Investigator: 

	Protocol Title: 


	Participant’s Initials/Subject ID# (for occurrences specific to a human subject):     
	Name of Sponsor (if any): 

	Is this a (chose one):                   
	     Violation
	     Deviation   

	Is this deviation or violation a result of (mark if applicable):                   
	     PI Effort to Eliminate an Increase in Risk       
	     Participant Non-Compliance      

	Today’s date:      
	Date of Occurrence:     

	1.
	Describe the violation/deviation/participant non-compliance.



	2.
	Explain why this occurred.




	3.
	What steps were taken to resolve this particular occurrence?




	4.
	What is being done to prevent similar occurrences in the future?




	5.

     
	Did the occurrence result in an adverse event for a participant or a violation of the rights of a human subject (e.g. violation of privacy)?                    


	
	       Yes - Submit an A/E Reporting Form and an A/E Summary Table along with this form.

	
	       No - Skip to question #7.

	
	       N/A - For research without human subject identifiers.

	6.
	Will the participant continue with the research? 

	            Yes
	            No – Date stopped:
	            N/A

	If no, state why:  


	7.
	Will the research project itself continue?

	            Yes
	            No – Date stopped:
	            N/A

	If no, state why:  


	8.
	Was the study sponsor (if one exists) and/or all other required regulatory agencies notified of the occurrence within the required timeframe?


	            Yes - Please provide information below.


	            No - Go to signature line.

	Agency Name:          
	

	Date notified in writing:
	

	Agency Name:          
	

	Date notified in writing:
	

	
	

	Completed By (signature):


	Date:




Principal Investigator (signature):





       Date:
The University of Toledo 


Human Research Protection Program


Center for Creative Education Building – Suite 2102


3025 Arlington Avenue, Toledo, Ohio 43614-2570


Phone: 419-383-6796     Fax: 419-383-3248


(FWA00010686)
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