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	Complete this form when research is funded by the Department of Defense (DoD) or any of its subparts (Army, Navy, Air Force, Marine Corp, DARPA, etc.)

	You must submit a typed version of this form to prevent errors and delays due to legibility problems.

	Blank & incomplete answers will result in delayed reviews

	Research Protocol:

	Protocol #:
	     

	Protocol Title:
	     

	Sponsor Name: 
	     

	IRB Tracking #: 
	      (if known)

	Principal Investigator:

	Name:
	     

	Additional DOD information:

	1.  
	Will DoD-affiliated personnel be recruited as subjects?  

 Yes 
 No

If no, skip to question # 5

	2. 
	The investigator has received approval from the DoD-affiliated personnel’s command or DoD Component to conduct the research
 Yes 
 No

Research involving DoD-affiliated personnel as subjects MUST have command or Component approval



	3. 
	Does the protocol prohibit superiors from influencing the decisions of subordinates and from being present during the recruitment sessions or the consent process?
 Yes 
 No

If no, explain:      


	4. 
	Is the research greater than minimal risk? 

 No 

 Yes 
Will the recruitment of service members occur in a group setting? 
 Yes
Provide the name and title of the ombudsman who is not associated with the research who will monitor the voluntary involvement or recruitment of the subjects
Name:      
Title:      
 No



	5. 
	Are DoD personnel directly involved in performing or conducting research procedures at the site(s)?
 Yes – if yes, complete items 5a, 5b, and 5c below.
 No – if no, skip to question #6

	
	5a. Please confirm both of the following:

 The DoD Component has determined that the collaborating non-DoD institution has an appropriate Federal assurance.

 The involvement of DoD personnel in the conduct of the research is secondary to that of the non-DoD institution.

	.
	5b. Submit a written agreement defining the responsibilities and authorities of each organization in complying with the terms of the Federal assurances and the DoD Instruction. 

A template agreement titled “Institutional Agreement for IRB Review” is available on this military web page: https://health.mil/-/media/Files/MHS/Form-Files/PR-DoD-Institutional-Agreement-for-IRB-Review-2-April-2015-fillable.ashx?la=en&hash=C6F06E0F85291E06A8647381A5087E0E83A56FEB0C97575E326A10FF6AEF71D6  


	. 
	5c. Is the research being conducted in a foreign country whose laws and regulations are applicable to that research? 
 No
 Yes
If yes, have all applicable national laws and requirements been met?  Yes  No

	6. 
	The investigator and research staff have reviewed Department of Defense Instruction Number 3216.02: 

https://www.esd.whs.mil/Portals/54/Documents/DD/issuances/dodi/321602p.pdf 
 Yes

	

	Attestation:

	
	By submitting this form, I confirm that I am the Principal Investigator (PI) or the PI’s designee authorized to submit on behalf of the PI. The information within this form is accurate and complete with the PI’s full awareness of the information submitted.

	Name of person completing form:

	Name:
	     

	Title:
	     

	Company:
	     

	Phone:
	     
	Email:
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