[bookmark: _GoBack]Deviations Tracking Log
Protocol Number:       
Title:       
Principal Investigator:      

Use this log to document deviations and track reports to the IRB. Types of deviations include exceptions, emergency deviations, major deviations, and minor deviations. Some deviations may also meet the criteria for unanticipated problems involving risks to subjects or others (UPIRSOs). Refer to the HRPP’s Reportable Event policy at http://www.utsouthwestern.edu/research/research-administration/irb/assets/policies-combined.pdf for definitions and reporting requirements. NOTE: Exceptions require prior IRB approval before implementing; otherwise, this constitutes a major deviation. Emergency deviations, major deviations, and UPIRSOs require prompt reporting to the IRB as a reportable event (RE). Minor deviations are reported to the IRB at continuing review (CR).
 
	
Ref.
No.
	
Subject
ID
	
Date of Deviation

	
Date of PI Aware-ness 
	
Brief Deviation Description

	
Type of Deviation
(check all that apply)
	
Method & Date of IRB Reporting
	Initials & date of person
completing
log

	1
	     
	     
	     
	     
	|_| Exception (get IRB approval before implementing)
|_| Emergency deviation 
|_| Major deviation
|_| Minor deviation (only report at CR)
|_| Also meets UPIRSO criteria
	|_| RE
|_| CR 
|_| Other (specify)
              
Date reported:
              
	

	2
	     
	     
	     
	     
	|_| Exception (get IRB approval before implementing)
|_| Emergency deviation 
|_| Major deviation
|_| Minor deviation (only report at CR)
|_| Also meets UPIRSO criteria
	|_| RE
|_| CR 
|_| Other (specify)
              
Date reported:
              
	

	3
	     
	     
	     
	     
	|_| Exception (get IRB approval before implementing)
|_| Emergency deviation 
|_| Major deviation
|_| Minor deviation (only report at CR)
|_| Also meets UPIRSO criteria
	|_| RE
|_| CR 
|_| Other (specify)
              
Date reported:
              
	

	4
	     
	     
	     
	     
	|_| Exception (get IRB approval before implementing)
|_| Emergency deviation 
|_| Major deviation
|_| Minor deviation (only report at CR)
|_| Also meets UPIRSO criteria
	|_| RE
|_| CR 
|_| Other (specify)
              
Date reported:
              
	


	5
	     
	     
	     
	     
	|_| Exception (get IRB approval before implementing)
|_| Emergency deviation 
|_| Major deviation
|_| Minor deviation (only report at CR)
|_| Also meets UPIRSO criteria
	|_| RE
|_| CR 
|_| Other (specify)
              
Date reported:
              
	

	6
	     
	     
	     
	     
	|_| Exception (get IRB approval before implementing)
|_| Emergency deviation 
|_| Major deviation
|_| Minor deviation (only report at CR)
|_| Also meets UPIRSO criteria
	|_| RE
|_| CR 
|_| Other (specify)
              
Date reported:
              
	

	7
	     
	     
	     
	     
	|_| Exception (get IRB approval before implementing)
|_| Emergency deviation 
|_| Major deviation
|_| Minor deviation (only report at CR)
|_| Also meets UPIRSO criteria
	|_| RE
|_| CR 
|_| Other (specify)
              
Date reported:
              
	

	8
	     
	     
	     
	     
	|_| Exception (get IRB approval before implementing)
|_| Emergency deviation 
|_| Major deviation
|_| Minor deviation (only report at CR)
|_| Also meets UPIRSO criteria
	|_| RE
|_| CR 
|_| Other (specify)
              
Date reported:
              
	

	9
	     
	     
	     
	     
	|_| Exception (get IRB approval before implementing)
|_| Emergency deviation 
|_| Major deviation
|_| Minor deviation (only report at CR)
|_| Also meets UPIRSO criteria
	|_| RE
|_| CR 
|_| Other (specify)
              
Date reported:
              
	

	10
	     
	     
	     
	     
	|_| Exception (get IRB approval before implementing)
|_| Emergency deviation 
|_| Major deviation
|_| Minor deviation (only report at CR)
|_| Also meets UPIRSO criteria
	|_| RE
|_| CR 
|_| Other (specify)
              
Date reported:
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