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Protocol Deviation Log
All Protocol Deviations should be documented using the UH IRB Protocol Deviations Log and submitted to the IRB for review at the time of continuing review.  Protocol Deviations will be placed in the Principle Investigator (PI) file and reviewed by an IRB member during upcoming continuing reviews.  

	Investigator and Protocol Information


UH IRB Number:      
Principal Investigator(s):      
Study Coordinator Name:      
UH IRB Expiration Date:      
Protocol Title:      
Date Log Submitted to UH IRB for review:      
	 Protocol Deviation Log

	Date of Deviation
	Description of Deviation
	Did the deviation impact subject’s rights, safety or well-being? 
	Did the deviation impact the completeness, accuracy and reliability of the study data?  If yes, please provide the date that the major protocol deviation was reported to the IRB.
	Describe the corrective action taken by the investigators to avoid reoccurrence.
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