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Protocol Deviation Log


Study Title: 
IRB #:







Principal Investigator: 
Sponsor:






Study Site: 
	Date study team became aware
	Date of deviation
	Participant ID

	Deviation code
	Short description of deviation
	Was the deviation reported to the sponsor? Y/N and date of report
	Was the deviation reported to the IRB? Y/N and date of report*
	Initials of person completing this form
	PI initials and date

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	


Deviation codes: 1= Eligibility
2= Informed consent 
3= Drug/device error
4= Missed labs
5= Missed procedures
6= Prohibited medication

7= Event outside window
8= Other

* Please refer to the Emory IRB reporting requirements for protocol deviations and noncompliance: https://www.irb.emory.edu/guidance/reportable.html
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