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For Studies with Waiver of Consent or Waiver of Documentation of Consent

IRB-HSR #__________________________
   

Principal Investigator___________________________________________________________________  

Review Date__________________

Funding: _____________________________________
	 Review Item
	YES
	NO
	N/A
	Comments

	Have all individuals involved in the conduct of the study completed IRB-HSR training and are they listed with the IRB as personnel for this study?
	
	
	
	

	Did the researchers follow the privacy plan as outlined in the protocol? 
	
	
	
	

	Did the researcher collect only the data and identifiers outlined in the protocol? 
	
	
	
	

	If data is being sent outside of UVA is it being sent only with the identifiers as stipulated in the protocol? 
	
	
	
	

	Are all copies (most recent and any previous versions) of the protocol on file? 
	
	
	
	

	Is all correspondence (investigator agreement/initial IRB approval letter, approvals, modifications, continuations to and from the IRB-HSR on file?
	
	
	
	

	Was there any lapsed periods between IRB approvals?  If yes, were any subjects enrolled during this lapsed period?
	
	
	
	

	Is there evidence that subjects met the eligibility criteria for enrollment?
	
	
	
	

	Is there evidence that the protocol is being conducted as approved?
	
	
	
	


Study Monitoring:   

	Is the safety and monitoring plan appropriate for the study?   
	
	
	
	

	If there were unanticipated problems- were they reported to the IRB appropriately? 
	
	
	
	


Comments: ___________________________________________________________________________
__________________________________________________________________________________________________________________________________________________________________________

Reviewer: _______________________
                                                   Date:______________________
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