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[bookmark: _GoBack]Applicant: Please complete the form below, including the questions. When completed, e-mail this form to the Non-Research Registrar (John.HudsonII@va.gov)

Date:	     	
Title of Project:	     	
Name of Project Director, Co-directors:	     	
Project Director’s Contact Information:
Department:	     		Supervisor:	     	
Work Phone:	     		E-mail Address:	     	
Attach a file to this form that includes the following:
•	State what you have identified as the problem to be addressed by your project.
•	Summarize what you intend to do for your project. Please try to limit your summary to 500 words or less.  However, please do not sacrifice clarity for brevity.
•	Include any background information, data and literature references to support your position.
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Answer the following questions:
	
	
	Yes
	No

	1.
	Is the project funded or otherwise supported as research by any entity (such as NIH, FDA, ORD, etc.)?
	|_|
	|_|

	2.
	Is the process change being implemented in one site/institution?
	|_|
	|_|

	3.
	Does the project involve subject recruitment? (Subject Recruitment is the process of soliciting and selecting subjects for participation)
	|_|
	|_|

	4.
	Will subjects be randomized to treatments/processes? (Randomization means that all people in the population of interest have the same probability of being selected to be included in the study)
	|_|
	|_|

	5.
	Would the project be carried out if there were absolutely no intent to publish results or present at professional meetings?
	|_|
	|_|

	6.
	Does participation in the project pose any risk to the subjects? (Risk is the chance or likelihood that an undesirable event or effect will occur)
	|_|
	|_|

	7.
	Can the information be modified by people directly involved in the process on a regular basis without formalized amendment to the initial proposal?
	|_|
	|_|

	8.
	Does language of hypothesis or question being tested specify a single place and time?
	|_|
	|_|

	9.
	Do treatments or tests exceed usual care? (Usual care means that no additional burdens on participants beyond what would be normally expected or normally experienced during the course of care, program participation or role expectations)
	|_|
	|_|

	10.
	Is the intent or design of the project to generate results to a specific VA site/institution and not to a broader scientific community?
	|_|
	|_|

	
	Questions are adapted from L.C. Wise (2006) and D.R. Nerenz, P. K. Stoltz & J. Jordan (2003) with permission




This Section is for Reviewer’s Use (do not complete)
Final Designation of Project:
	|_| Non-Research
	Continuing Review Frequency:	|_| 6 Months	|_| 12 Months
[bookmark: Text1]	Project ID Assigned:      
	|_| Research (complete Non-Research Designation Letter – Initial Review form)
	|_| Unable to determine.  Incomplete of insufficient information provided.
	|_| Unable to determine.  Further review by the Non-Research Determination Committee required.

Comments:	     	

Key Words:	     	
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