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SINGLE SUBJECT EXCEPTION REQUEST
For UT IRB Approved Protocols 
Directions: When a principal investigator (PI) recognizes in advance that a protocol deviation (minor variance) or violation (major variance) will occur, the departure is within the PI’s control and there is no immediate hazard to the subject, the IRB must be notified and grant approval prior to the departure from the approved protocol taking place. 
Single Subject Exception Requests will typically be reviewed by the appropriate IRB Chair or designee via the expedited process. Please submit this form as soon as you become aware of the need for an exception to allow time for the review. 
	IRB #:  
	PI:  

	Protocol Title:       


	Name of Sponsor (if any):          

	Participants Initials/Subject ID # (for occurrences specific to a human subject):     

	Today’s date:      
	Date of Planned Occurrence:     

	1.
	Describe the portion of the approved protocol for which you are seeking an exception. What does the approved protocol state will occur, and what will occur instead?



	2.
	Describe why the requested exception is appropriate or necessary.



	3.
	Does this exception increase the risks or lower the potential benefits for this subject? 
       Yes  – if yes, describe how

       No



	4.
	Will the protocol be amended to reflect the protocol exception? 
       Yes 
       No  – if no, explain why an amendment is not necessary




	5.

     
	Has the sponsor been notified of this exception request? 
       Yes  – if yes, please attach any pertinent sponsor correspondence

       No   – if no, explain why the sponsor has not been notified

       N/A – not sponsored




	
	

	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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