	VA Portland Health Care System (VAPORHCS) Institutional Review Board 

PROJECT REVISION/AMENDMENT FORM (PRAF)
2018 REQUIREMENTS

Federal regulations require IRB approval BEFORE implementing proposed changes.

Please complete this form and attach changed/revised research documents.

	Principal Investigator:
	     
	Date:
	     

	Contact:
	     
	Study #:  
	     

	Phone #:
	     
	Email:
	     

	Study/Protocol Title:
	     

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

	 FORMCHECKBOX 

	Currently in progress (subjects enrolled) #
	     
	 FORMCHECKBOX 

	Project not yet started (no subjects consented)

	 FORMCHECKBOX 

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

	

	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 you would like to add to this study? Has there been a renewal of a previously approved grant? Have you received additional funds for an existing grant? If YES, please email RESEARCHGRANTS.Resource@va.gov for additional guidance BEFORE submitting this PRAF/changes to the IRB for review.
YES   FORMCHECKBOX 

NO   FORMCHECKBOX 

2. Does the change include the addition of another participating institution/site engaged in this human subject research study?  If YES, please email pvamc-irb@va.gov for additional guidance BEFORE submitting this PRAF/changes to the IRB for review. 
YES   FORMCHECKBOX 

NO   FORMCHECKBOX 



	3. 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.

	     

	4. Does this revision/amendment (select all that apply and specify in the explanation provided in #3) 
	
	

	· Add or change study activities performed outside of VAPORHCS or conducted on non-VA time by member(s) of this study team? 
	YES   FORMCHECKBOX 

	NO   FORMCHECKBOX 


	If YES, submit IRQ Appendix N. 

· Add or change the way radiation is used in the study?  
	YES   FORMCHECKBOX 

	NO   FORMCHECKBOX 


	If YES, submit IRQ Appendix F.

· Add or change an investigational drug and/or device component? 
	YES   FORMCHECKBOX 

	NO   FORMCHECKBOX 


	If YES, submit IRQ Appendix C or E, if applicable.

· Change the Principal Investigator? 
	YES   FORMCHECKBOX 

	NO   FORMCHECKBOX 


	If YES, submit Research Personnel Change Form

	
	

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

	NO   FORMCHECKBOX 


	If YES, assure applicable new or revised study documents are included with submission (e.g. protocol, consent documents, waivers, advertisements etc.)
	
	

	

	6. Does the change affect the number of subjects to be consented and/or enrolled? 
	YES   FORMCHECKBOX 

	NO   FORMCHECKBOX 


	If YES, please specify: 
Current number of subjects approved to be consented:         enrolled:      
Amendment requests to revise these numbers to: consented:         enrolled:       


	7. Does the change affect the manner that specimens will be processed, analyzed and/or stored in a VAPORHCS research lab?
	YES   FORMCHECKBOX 

	NO   FORMCHECKBOX 


	*NOTE: The use or storage of specimens in a VAPORHCS research lab must have prior approval from the VA Subcommittee on Research Safety (SRS) for each project. Contact Jane Yates (Jane.Yates@va.gov, VA ext. 52800) for more information.

	

	8. Is any part of this modification due to an event report?
	YES   FORMCHECKBOX 

	NO   FORMCHECKBOX 


	If YES, reference the Reportable Event(s) Form event number(s) in the explanation provided for #3.

	

	9. 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 #3.

	

	10. Does the change affect the manner in which the data and/or specimens are stored, secured or to whom data and/or specimens are disclosed? (i.e., changed storage location, 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 #3.

	

	11.  Does the change involve a new or revised method of screening and/or recruiting?  If YES, review the Application for a Waiver of Authorization Screening/Recruitment Purposes and submit a new or revised waiver and/or recruitment materials, if applicable.
	YES   FORMCHECKBOX 

	NO   FORMCHECKBOX 


	

	12. Does the change involve the utilization of VAPORHCS services (i.e., path and lab, pharmacy, imaging, etc) not previously approved?  If YES, submit a Financial Administrative Review Form and include a memo of support from Path and Lab and follow the steps in the Tissue for Research policy, if applicable. 

	YES   FORMCHECKBOX 

	NO   FORMCHECKBOX 


	

	
	
	

	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 IRB Analysts at 503-273-5125. Keep a signed copy of this form for your study records.


Rev. 1/21/2020

