	Portland VA Medical Center Institutional Review Board 

PROJECT REVISION/AMENDMENT FORM (PRAF)
Federal regulations require IRB approval BEFORE implementing proposed changes.

	Please complete this form and attach changed research documents. Change means any change, in content or form, to the protocol, consent form, or any supporting materials (such as Investigator's Brochures, questionnaires, surveys, advertisements, etc.). 

	Principal Investigator:
	     
	Date:
	     

	Contact:
	     
	PVAMC IRB#  
	     

	Phone #:
	     
	Mail Code:
	     

	Study/Protocol Title:
	     

	THE CURRENT STATUS OF THE PVAMC PROJECT IS (Check one; provide # of subjects as requested):

	 FORMCHECKBOX 

	Currently in progress (subjects entered) #
	     
	 FORMCHECKBOX 

	Project not yet started (no subjects entered)

	 FORMCHECKBOX 

	Closed to subject entry (remains Active; # of subjects still on medication/intervention):
	     

	

	THIS SUBMISSION CHANGES THE STATUS OF THIS STUDY IN THE FOLLOWING WAY(S):

	 FORMCHECKBOX 

	Protocol Revision
	 FORMCHECKBOX 

	Revised Consent Form (two copies, one with changes highlighted, the other without)

	 FORMCHECKBOX 

	Protocol Amendment
	 FORMCHECKBOX 

	Addendum (New) Consent Form

	 FORMCHECKBOX 

	Close to Subject Entry
	 FORMCHECKBOX 

	Other (specify):      

	Note:  To report a protocol deviation, use the Human Research Event Report Form. To terminate this study, please submit a completed PVAMC IRB “Research Project Termination Report,” available from the Research Service website.

	

	1. Briefly describe, and explain the reason for, the revision or amendment. Highlight, or otherwise indicate, any changes/revisions/ additions to consent form/protocol/research questionnaire/other study document(s), or the PRAF will be returned to you.

	     

	2. Does this revision/amendment (select all that apply and discuss briefly in the box below) 
	
	

	· Add or change the way vulnerable subjects are included in the study? Submit IRQ Appendix A. 
	YES   FORMCHECKBOX 

	NO   FORMCHECKBOX 


	· Add or change payment for participants? Submit IRQ Appendix B.
	YES   FORMCHECKBOX 

	NO   FORMCHECKBOX 


	· Add or change the way radiation is used in the study?  Submit IRQ Appendix F.
	YES   FORMCHECKBOX 

	NO   FORMCHECKBOX 


	· Add or change a human biological specimens component? Submit IRQ Appendix G-1 or G-2.
	YES   FORMCHECKBOX 

	NO   FORMCHECKBOX 


	· Add or change the use of photographs, audio- or videotapes? Submit IRQ Appendix H.
	YES   FORMCHECKBOX 

	NO   FORMCHECKBOX 


	· Change the Principal Investigator? Submit Research Personnel Change Form
	YES   FORMCHECKBOX 

	NO   FORMCHECKBOX 


	
	
	

	3. Does the change affect subject participation (e.g., procedures, risks, costs, etc.)?
	YES   FORMCHECKBOX 

	NO   FORMCHECKBOX 


	

	4. Does the change affect the content of the consent document?  Discuss in the explanation provided for #1.
	YES   FORMCHECKBOX 

	NO   FORMCHECKBOX 


	

	5. Does the change affect the manner that the work is being conducted in a wet-lab?
	YES   FORMCHECKBOX 

	NO   FORMCHECKBOX 


	If yes, please include a revised “Grant Approval Request Form” for review of the change by the Subcommittee on Research Safety.

	

	6. Is any part of this modification due to an unanticipated problem (based on a reportable event)?
	YES   FORMCHECKBOX 

	NO   FORMCHECKBOX 


	If yes, reference the Human Research Event Report form event numbers in the explanation provided for #1.

	

	7. Does the change result in additional data being gathered or more data being disclosed?
	YES   FORMCHECKBOX 

	NO   FORMCHECKBOX 


	If yes, specify in the explanation provided for #1.

	

	8. Does the change affect the manner in which the data are secured or to whom data are disclosed? (i.e., changed from paper to electronic format, from identified to de-identified format, etc.)
	YES   FORMCHECKBOX 

	NO   FORMCHECKBOX 


	If yes, specify in the explanation provided for #1.

	

	9. Does the change affect where the data are stored? (e.g., PI changes office, data moved from OHSU to PVAMC)
	YES   FORMCHECKBOX 

	NO   FORMCHECKBOX 


	If yes, please indicate the change in storage in the explanation provided for #1.
	
	

	
	
	

	10.  Does the change involve a new method of screening and/or recruiting?  Submit an Application for a Waiver of Authorization and Consent for Screening/Recruitment Purposes.
	YES   FORMCHECKBOX 

	NO   FORMCHECKBOX 


	

	
	
	

	Signature of Principal Investigator
	
	Date

	FOR OHSU KNIGHT CANCER INSTITUTE PROJECTS ONLY

	
	
	

	OHSU Knight Cancer Institute Signature
	
	Date

	Submit this completed form to the VA Research Service Office, Building 101, Room 502 (Mail Code: PVAMC P3R&D).

 Direct any questions to the IRB Coordinators at 503-273-5125. Keep a signed copy of this form for your study records.
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