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INSTITUTIONAL REVIEW BOARD
Amendment / Revision Reporting Form

Please complete this form for all protocol/consent amendments and revisions and forward to the IRB Office, Hines VA Hospital (151) for review by the IRB.  All information must be provided or the request may be delayed.  

	Principal Investigator:
	     

	Title of Study:
	     

	VA Project Number:

(Promise or IRB#)
	     

	Amendment/Revision: (Provide complete description below or attach description)  If applicable - please provide a revised protocol incorporating changes.  

	
	     

	

	Answer the Following Questions:

	1.
	Could this Amendment/Revision affect the participant's willingness to continue to participate in this study.  (If yes, explain and include: plan for notifying participants)
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	
	     
	
	

	2.
	Does this Amendment/Revision increase risk to the patient?  (If yes, explain and include: plan for monitoring and revised consent  
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	
	     
	
	

	3.
	Is it Necessary to Make Changes to the Informed Consent?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	
	If “YES,” attach a copy of the revised consent with the changes highlighted. You may NOT enroll new participants using the amended format until the amendment/revision has been reviewed and the IRB has approved the consent.

If the informed consent is revised to include increased or additional risks, attach plan to inform active participants (and past participants if applicable).

	4.  
	Does this Amendment/Revision increase the study budget requirements? (If yes, explain AND SEND A COPY TO CARES )
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	
	     

	5.
	Does this Amendment / Revision involve changes in Biosafety?    (If yes, explain AND SEND A COPY TO RESEARCH SAFETY COMMITTEE 151. Approval is required prior to IRB Review)
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	
	                 
	
	

	6.
	 Does this Amendment/ Revision involve changes in Radiation Safety?  (If yes, explain AND SEND A COPY TO RADIATION SAFETY COMMITTEE 151. Approval is required prior to IRB Review)
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	
	                 
	
	

	
	
	
	

	
	Principal Investigator's Signature
	
	Date
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