VA Portland Health Care System (VAPORHCS) Institutional Review Board
PROJECT REVISION/AMENDMENT FORM (PRAF) – 
EXEMPT RESEARCH
Federal regulations require Exempt Subcommittee approval BEFORE implementing proposed changes.
NOTE: If changes result in your project being no longer eligible for exemption, this form will be returned with guidance for resubmission.  

	Principal Investigator:
	[bookmark: Text1][bookmark: _GoBack]     
	Date:
	[bookmark: Text2]     

	Contact:
	[bookmark: Text3]     
	Study #:  
	[bookmark: Text4]     

	Phone #:
	[bookmark: Text5]     
	Email:
	[bookmark: Text6]     

	Study/Protocol Title:
	[bookmark: Text7]     

	All forms referenced here are available from the Research Service website: http://www.portland.va.gov/Research/piservices/rd_forms.asp 

		1. Have there been any changes since the last IRB review with respect to funding? For example: Is there a new funding source? Has there been a renewal of a previously approved grant? Have you received additional funds for an existing grant? If YES, please specify in explanation provided for #2 below and email RESEARCHGRANTS.Resource@va.gov for additional guidance BEFORE submitting this PRAF/changes to the Subcommittee for review.

2. Briefly describe, and explain the reason for, the revision or amendment.      
NOTE: Highlight, or otherwise indicate, any changes/revisions/ additions to Certificate of Exemption form/protocol/research questionnaire/exempt research information sheet and/or other study document(s), or the PRAF will be returned to you.

3. Changes proposed (please mark all applicable categories): 
	YES  |_|
	NO  |_|





|_| Add new category(ies) of exemption 

|_| Change in Principal Investigator
If YES, submit Research Personnel Change Form
|_| Number of subjects enrolled and/or or number of records analyzed

|_| Add Non-Veteran Subjects 
NOTE: If adding non-Veteran subjects, be sure the protocol includes justification. Per Directive 1200.01, the justification will require R&DC review and approval prior to implementation. 

|_| Add Special Class(es) of Subjects (e.g. children, neonates, pregnant women and/or prisoners) 
*NOTE:  Please see the VAPORHCS IRB P&P located at: https://www.portland.va.gov/Research/documents/irb/irb-sop.doc for additional federal and/or VA requirements related to research involving these populations.  Please contact the Research Administrative office at 503-273-5125 and ask to speak to an IRB Analyst prior to submission.
|_| Changes affecting subject participation (e.g., procedures, risks, costs, etc.)

|_| Revisions to and/or addition of study instruments (e.g., questionnaires, surveys, interviews)

|_| Additional data being gathered or more data being disclosed

|_| Changes resulting from a Reportable Event
 




________________________________________________          ____________________
Signature of Principal Investigator				  Date


Submit this completed, signed form and any attachments to PVAMC-IRB@va.gov or via fax to 503-273-5152.
Direct any questions to the Exempt Subcommittee Analysts at 503-273-5125. Keep a signed copy of this form for your study records.

FOR IRB OFFICE USE ONLY:
[bookmark: Check14]|_| NO Changes to Exemption Status; changes proposed do not affect prior exemption determination(s)
|_| YES, Changes to Exemption Status; changes proposed affect prior exemption determination(s)
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