Study name:      
Study PI:      
Study ID #:      
Protocol Deviation/Exception Log

This log tracks submissions of protocol deviations and exceptions to the IRB and the sponsor (as applicable).  Maintaining such a log helps the site to view the current status and history of deviations and exceptions to assess overall compliance to the protocol.  See IRB Policies & Procedures Manual: Protocol Deviations. Major deviations should be reported to the IRB within 5 days of being aware of the deviation.  A list of minor deviations should be submitted to the IRB at the time of continuing review.  
	Date of Deviation(s)

       or

Exception
	Date PI/ Study team Aware of Deviation
	Description/Reason/Cause 

(Include participant IDs if applicable; attach additional information as necessary.)
	Minor or Major Deviation (Attach Corrective Action Plan (CAP) for major deviations)
	Date Notified Sponsor (if applicable)
	Date Reported to IRB   (for major deviation)
	For Exceptions
	Initials

	
	
	
	
	
	
	Date Sponsor Approved 
	Date Approved/ acknowledged by IRB
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