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[bookmark: _GoBack]VA Research must focus on Veterans and the Mission of the VA  


· The “VA-Specific Criteria” section of CICERO has recently been revised.  There are now two parts to this section where you must now provide specific information on your VA project, or the VA portion of the project (as applicable): 
(1) relevance of the research to the mission of the VA, and 
(2) justification on the use of non-veterans in the research.  

· CICERO Question 1: “What is the relevance of this research to the mission of VA and the Veteran population that it serves?”
· Background: VA requires that the following must be met as an additional criterion for IRB approval: 
“Relevance of the research to the mission of VA and the Veteran population that it serves must be considered by the IRB...” [VHA HB 1200.05 §10.c.(2)]
· VA recommends that in your discussion of this question, you should include specific justifications and not brief statements regarding the study’s general relevance for the medical care of all populations.
· The following may be of use in formulating your responses to this question:
· The U.S. Department of Veterans Affairs webpage where the mission of the VA is discussed: http://www.va.gov/about_va/mission.asp
· VA’s Mission Statement: “To fulfill President Lincoln's promise “To care for him who shall have borne the battle, and for his widow, and his orphan” by serving and honoring the men and women who are America’s Veterans.”
· VA’s Core Values: “VA’s five core values underscore the obligations inherent in VA’s mission: Integrity, Commitment, Advocacy, Respect, and Excellence. …These core values come together as five promises we make as individuals and as an organization to those we serve.” 
· Integrity: Act with high moral principle. Adhere to the highest professional standards. Maintain the trust and confidence of all with whom I engage. 
· Commitment: Work diligently to serve Veterans and other beneficiaries. Be driven by an earnest belief in VA’s mission. Fulfill my individual responsibilities and organizational responsibilities. 
· Advocacy: Be truly Veteran-centric by identifying, fully considering, and appropriately advancing the interests of Veterans and other beneficiaries. 
· Respect: Treat all those I serve and with whom I work with dignity and respect. Show respect to earn it. 
· Excellence: Strive for the highest quality and continuous improvement. Be thoughtful and decisive in leadership, accountable for my actions, willing to admit mistakes, and rigorous in correcting them. 

· CICERO Question 2: has three parts (2.1, 2.2, and 2.3) to obtain specific information on the use of non-veterans in VA research.
· Question 2.1: Choose the appropriate option from the drop-down list.
· Question 2.2: See the 4th bullet point (below) for insight on providing specific justification to this question. 
· Question 2.3: Select the applicable answer.  Note: if the study is a VA-funded study and you have not discussed the use of non-Veterans in your merit award proposal, please immediately consult with the VAMHCS R&D Grants Coordinator: Carol Fowler, PhD, carol.fowler@va.gov, x6510. 
· Insight on this question: As an additional criterion for IRB approval, VA requires that the following must be met: 
“…If non-Veterans will be included, the protocol and related materials must justify the inclusion of non-Veterans.” [VHA HB 1200.05 §10.c.(2)]
Also:
a. Non-Veterans may be entered into a VA-approved research study that involves VA outpatient or VA hospital treatment (38 CFR 17.45, 17.92), but only when there are insufficient Veteran patients suitable for the study. The investigator must justify including non-Veterans and the IRB must review the justification and provide specific approval for recruitment of non-Veterans. 
b. Non-Veterans may be recruited for studies that will generally benefit Veterans and their well-being but would not include Veterans as subjects. Examples include surveys of VA providers, studies involving Veterans’ family members, or studies including active duty military personnel. Although active duty military personnel are not considered Veterans, they should be included in VA studies whenever appropriate. 
----
e. Non-Veterans may not be entered into VA studies simply because a non-Veteran population is easily accessible to the investigator. [VHA Handbook 1200.05 §24]
Again, VA recommends that in your discussion of this question, you should include specific justifications and not brief statements regarding the study’s general relevance for the medical care of all populations.
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