IRB Review Template

Amendment
	Name of Investigator:
	     
	IRB Study #:
	     

	Title of Protocol:
	     
	Date of Meeting: 
	     

	Primary Reviewers:
	     


	
	YES 
	NO 
	N/A 

	1.  Is this a minor amendment to the protocol or informed consent document? 
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	2.  Is the rationale for the amendment clearly described?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	3.  Is the proposed amendment the result of an adverse event?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	4.  Does the amendment alter, in any way, the assessment of potential risks as described in the originally approved protocol?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	4a.  If yes, is this additional risk justified?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	5.  Are there potential benefits to this amendment?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	5a.  If yes, do these potential benefits outweigh the potential risks?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	6. Does the amendment require the investigator(s) to submit a revised protocol?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	7.  Does the amendment require the investigator(s) to submit a revised consent form?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 



The risk/benefit ratio has:

 FORMCHECKBOX 
 Increased





 FORMCHECKBOX 
 Decreased






 FORMCHECKBOX 
 Has Not Changed

If the ratio has increased, what concerns need to be addressed?      
Suggested revisions to the protocol/consent form:      
Reviewed by:      
Review Date:      
Recommendation:  

 FORMCHECKBOX 
 Approve as submitted





 FORMCHECKBOX 
 Approve pending changes/clarifications





 FORMCHECKBOX 
 Defer for revision and/or completion





 FORMCHECKBOX 
 Disapprove
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