VA Western New York Healthcare System

QA/QI Project Submission Worksheet

	Title:
	     

	Name:
	     
	Date:
	     


Complete the Worksheet for Determination of QA/QI versus Research

	Is the Operations Activity designed (and/or implemented) for internal VA purposes in support of the VA mission(s)?
	This

Operations 

Activity 
May
Constitute
as

RESEARCH

Institutional 

Review 
Board 
Approval 
is 
Required

	 FORMCHECKBOX 
 Yes – Please explain below and answer next question
	 FORMCHECKBOX 
 No (
	

	Please Explain:      
	

	Are the activity’s findings designed to be used by and within VA (Or by entities responsible for overseeing VA)?
	

	 FORMCHECKBOX 
 Yes – Please explain below and answer next question
	 FORMCHECKBOX 
 No (
	

	Please Explain:      
	

	Is the activity designed for the purpose of contributing to generalizable knowledge (i.e., expanding the knowledge base of a scientific discipline or scholarly field of study?
	

	 FORMCHECKBOX 
 No – Please explain below and answer next question
	 FORMCHECKBOX 
 Yes (
	

	Please Explain:      
	

	Is the activity funded or supported as research?
	

	 FORMCHECKBOX 
 No – Please explain below and answer next question
	 FORMCHECKBOX 
 Yes (
	

	Please Explain:      
	

	Is the activity a clinical investigation as defined under Food and Drug Administration (FDA) regulations? (e.g., studies of FDA-regulated drugs, devices, and biologics)
	

	 FORMCHECKBOX 
 No – Please explain below and answer next question
	 FORMCHECKBOX 
 Yes (
	

	Please Explain:      
	

	Does the activity include double-blind interventions?
	

	 FORMCHECKBOX 
 No – Please explain below and answer next question
	 FORMCHECKBOX 
 Yes (
	

	Please Explain:      
	

	Does the activity include placebo controls?
	

	 FORMCHECKBOX 
 No – Please explain below and answer next question
	 FORMCHECKBOX 
 Yes (
	

	Please Explain:      
	

	Does the activity involve randomizing patients to a clinical intervention that may or may not benefit them?
	

	 FORMCHECKBOX 
 No – Please explain below and answer next question
	 FORMCHECKBOX 
 Yes (
	

	Please Explain:      
	

	 Has the activity been supplemented or modified before, during, or after implementation in order to produce information to expand the knowledge base of a scientific discipline or scholarly field of study or otherwise contribute to generalizable knowledge?
	

	 FORMCHECKBOX 
 No – Please explain below and answer next question
	 FORMCHECKBOX 
 Yes (
	

	Please Explain:      
	

	Has the purpose of the activity changed so that it is now designed or intended to expand the knowledge base of a scientific discipline or scholarly field of study or otherwise contribute to generalizable knowledge?
	

	 FORMCHECKBOX 
 No – Please explain below
	 FORMCHECKBOX 
 Yes (
	

	Please Explain:      
	


The following documents are submitted with this completed checklist: 

 FORMCHECKBOX 
   Project Abstract

 FORMCHECKBOX 
   Full Project Proposal 

 FORMCHECKBOX 
   Letter of Support from VA Supervisor/Care Line Manager

   ____________________________________________                                    
     _______________________ 
  Signature








     Date
	   IRB Chair Recommendation: 


 FORMCHECKBOX 
   This Operations Activity is NOT RESEARCH. Institutional Review Board (IRB) approval is 
                 not required. 

 FORMCHECKBOX 
   This Operations Activity may constitute as RESEARCH.  Institutional Review Board (IRB) approval is 
         Required.           

 FORMCHECKBOX 
   Modifications itemized below are required before a determination may be made whether this activity         
                does or does not involve research.                          

     
_________________________________________________                                      _______________________
IRB Chair/Designee Signature                                                                     Date


       




	IRB Reviewer Conflict of Interest

	Indicated by marking YES or NO if there are any financial conflicts of interest or arrangements of concern (describe below) that apply to the reviewer:

     

	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No


	Institutional Approval:

Based on the review of the proposal and the QAQI checklist, the activity is not research and Institutional Review Board approval is not required.  Note, if the scope of the project changes, it may require evaluation for research status. The decision of non-research status was made in compliance with (or informed by) VHA Handbook 1058.05: VHA Operations Activities that may Constitute Research [10/28/11].
Documentation of non-research status is (i) required prior to peer-reviewed publication, and (ii) encouraged whenever non-research status may be questioned. This approval form serves as documentation of non-research status for this activity.  

You should retain this documentation of non-research status as it may be required prior to peer-reviewed publication and in the event that the non-research status of this activity is questioned.

__________________________________________________                                      _______________________
Approving Official Signature                                                                         Date


       


Received:
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