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IRB Reviewer’s checklist- Renewal
Criteria for IRB Review and Approval: Please review the following criteria and list any concern that you will communicate to the researcher in the corresponding comment box or in the open space below.
	CRITERIA FOR REVIEW 
	COMMENTS

	1
	Have there been any unanticipated incidents or serious/continuing noncompliance that needs to be reported to the IRB?
	YES  
 FORMCHECKBOX 

	NO 
 FORMCHECKBOX 

	
	

	2
	Have there been any participant complaints that need to be reported to the IRB?
	YES 
 FORMCHECKBOX 

	NO 
 FORMCHECKBOX 

	
	

	4
	Research continues to meet the criteria for IRB approval in accordance with 45 CRF 46.111. 
	YES  
 FORMCHECKBOX 

	NO 
 FORMCHECKBOX 

	
	

	5
	The researcher has provided sufficient information in the progress report to warrant continuation of the study
	YES 
 FORMCHECKBOX 
 
	NO
 FORMCHECKBOX 
 
	
	

	6
	The researcher has uploaded or provided links to the research findings. 
	YES 

 FORMCHECKBOX 

	NO

 FORMCHECKBOX 

	N/A

 FORMCHECKBOX 

	

	7
	Subject recruitment is ongoing and has not exceeded the enrollment number listed in the initial protocol. 
	YES 

 FORMCHECKBOX 

	NO

 FORMCHECKBOX 

	N/A

 FORMCHECKBOX 

	


	Risk/Benefit Assessment – Risks include possible physical, psychological, economic, social, and legal harms.

	8
	Risks to subjects continue to be minimized by using procedures which are consistent with sound research design and which do not unnecessarily expose subjects to risk.
	YES
 FORMCHECKBOX 

  
	NO 

 FORMCHECKBOX 

	
	

	9
	Risks to subjects continues to be reasonable in relation to both: 

· anticipated benefits, if any, to subjects; and

· the importance of the knowledge that may reasonably be expected to result.
	YES 
 FORMCHECKBOX 
 
	NO
 FORMCHECKBOX 
 
	
	

	Informed Consent

	10
	Informed consent is up to date with the current PI and IRB contact information. 


	YES 
 FORMCHECKBOX 
 
	NO
 FORMCHECKBOX 
 
	N/A

 FORMCHECKBOX 

	

	11
	If research procedures are ongoing - Do the currently approved consent document(s) include the basic regulatory elements?
	YES
 FORMCHECKBOX 
  
	NO
 FORMCHECKBOX 
 
	N/A

 FORMCHECKBOX 

	


Reviewer Comments (do not include comments already provided in the table above): 

Reviewer’s Name






Date
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