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DESCRIPTION:   Special determinations are required when there are subjects in the military and/or when a branch of the military is funding the research.  Several factors may be at play, including loss of personal autonomy, archiving of confidential information, consideration of communal or team pressures and benefits, requirements to make a very rapid decision, and a wide range of comprehension.  

The various agencies making up the Department of Defense each accept the basic requirements of the Common Rule but have unique additional requirements for their service branch.  

E&I will rely on the Dept of Defense directive 3216 dated 11/8/2011 for unique DOD requirements.  Specific requirements from an agency or command must be supplied to the IRB.

MAKE A COPY FOR YOUR STUDY CORRESPONDENCE FILE.

Send information to submit@eandireview.com
	A. Investigator & Study

	Name (with degrees)
	     

	Project Title
	     

	Company
	     

	E&I Assigned Number
	     

	Why is this form being used?  

	FUNDING
	The funding for this study is from DOD or a component within DOD.  FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

	SUBJECTS
	The subjects of this study are in the military.  FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No  


(If no, skip Section C.)

	DRUG/DEVICE
	If an IND or IDE is involved, the sponsor must be a Commander or Commanding Officer or the Surgeon General, DON


	B. Funding Information

	1
	Funding is from what branch or Component of DOD?
	 FORMCHECKBOX 
 None or:      

	2
	Are you the direct contractor or a sub-contractor?  
	 FORMCHECKBOX 
 Contractor    FORMCHECKBOX 
 Sub-contractor

If a sub-contractor, what segments of the study are under your jurisdiction?      

	3
	Name your primary contact person who can answer regulatory questions.
	Contact Name:      
Contact Title:      
Contact Phone:      
Contact E-mail:      

	4
	Is this project classified?
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No



	5
	DOD requires substantive scientific review of applications and amendments prior to IRB review.  Who has provided the review?  
	 FORMCHECKBOX 
 IRB    FORMCHECKBOX 
 Other:      
Discuss the findings:      

	6
	Each branch has specific educational requirements for the Institutional Official and the IRB chair.  Provide an internet address (URL) for where the requirements are found.
	URL Address      

	7
	Certain events must be reported to the DOD and/or Component of DOD within 30 days.  To whom should the IRB report IRB suspension, termination, findings of serious or continuing noncompliance or an unanticipated problem involving risk to subjects or others?

Other changes must be reported by the Investigator.  Will you report, within 30 days, any significant protocol modifications, continuing review and any change of IRB? AAHRPP II.2.D.
	Name:      
Contact info:      
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No (if no, who will report these changes?       

	8
	If this is a multi-site study, is there a formal agreement between organizations that specifies the roles and responsibilities of each party?
	 FORMCHECKBOX 
 Not applicable    FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
If no, include explanation in your cover letter.

	9
	Does the branch require long-term retention of identifying information 
	 FORMCHECKBOX 
 Yes,  FORMCHECKBOX 
 No

If yes, is it mentioned in the consent form?    FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No


	C. Protection of Subjects in the Military

	1.
Description of subject population.   In order to consider appropriate protections, the IRB needs information on who is being sought and what is being asked of them.  (These questions supplement the questions on E&I Form 30A or B.)

	a
	What ranks are to be enrolled?
	     

	b
	How is the privacy of an individual to make an independent decision provided for?
	     

	c.
	Confidentiality:  Is any research data to be entered into the participant’s military record?
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

If yes, please explain:      

	d
	DOD may require submission of study records for archiving.  Would anything detrimental to an individual participant be archived?
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

If yes, please explain:      

	e
	Prisoners of War:  Is there any chance that any subjects might meet the definition of a prisoner of war?  (The funding branch should be consulted)
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

If yes, such studies are forbidden by DOD.   Approval from the head of the service branch will be required before the IRB can begin to consider this study.

(Exception: This does not apply to research where an investigational drug or device is involved when the same products would be offered to US military personnel in the same location for the same condition.)

	f.
	Are any subjects likely to involve cognitively impaired adults?
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No   If yes, please explain:       If no, go to C.1.g?
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No 
Is there likely to be direct benefit to the subject?

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
Will there be involvement of an LAR in the consent process?

	g.
	Will pregnant women or fetuses be involved?
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
If yes, complete E&I Form 25B.

	h
	Will work with fetal tissue be involved? (AAHRPP II.4.A.)
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
If yes, the study must comply with US Code Title 42, Chapter 6A, Subchapter III, Part H, 289g. If yes, complete E&I Form 25B.

	2.
Informed Consent is a basic research right that might be difficult to assure in a military situation.  Some provisions can assist potential subjects to avoid feeling pressured to participate.  

	a
	Officers are not permitted to influence the decision of their subordinates.  How is this assured?
	     

	b
	Officers and senior non-commissioned officers may not be present at the time of requirement.  How is this assured?
	     

	c
	If officers and senior NCOs are to participate, are they recruited separately?   Please explain.
	 FORMCHECKBOX 
 N/A      FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

     

	d
	If a portion of troops are to be recruited from among a unit, what criteria assure that selection is equitable and voluntary?  Please explain.
	 FORMCHECKBOX 
 N/A
     

	e
	How might any other level of undue influence become an issue in your research and how will it be minimized?  (e.g., commander enthusiasm could overshadow need for resources, peer pressure to work as a team)
	     

	f
	Has the ranking research person agreed to the consent information about research related injuries?
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

Please explain:       

	3.
WAIVER OF Informed Consent  or Documentation

	a
	Is any waiver of consent or consent documentation being requested?
	 FORMCHECKBOX 
 No, Skip to Section D.   

 FORMCHECKBOX 
 Yes, continue. 

	b
	Is the research classified?
	 FORMCHECKBOX 
 Yes – waiver is prohibited.   

 FORMCHECKBOX 
 No – continue.

	c
	Is the subject an Experimental Subject:

An "Experimental Subject" is a human being involved in an activity for research purposes, where there is an intervention or interaction for the primary purpose of obtaining data regarding the effect of the intervention or interaction (32 CFR 219.102(f)
	 FORMCHECKBOX 
 Yes, - Waiver is forbidden if there is any intervention or interaction with the Experimental Subject.

 FORMCHECKBOX 
 No, not an Experimental Subject under DOD.  A waiver is allowed if

· it meets the Common Rule criteria. Complete E&I Form 26A or 26B.  

· and has the approval from appropriate person in Section 3.D.

	d
	Can the waiver receive approval?
	To approve a waiver, a higher authority must sign.

· If DON, the Secretary must approve the waiver. 

· If DOD, a waiver is required from the Assistant Secretary of Defense for Research and Engineering.

The person signing must be able to check these:

 FORMCHECKBOX 
 The research is necessary to advance development of a medical product for the military services

 FORMCHECKBOX 

The research might directly benefit the individual experimental subject

 FORMCHECKBOX 
 The research is conducted in compliance with all other applicable laws and regulations


	D. Research Personnel

	1.   Research Ethics Education.  


Each branch has training requirements for everyone involved in the conduct, support, review, compliance, management of a DOD funded study.  For each role below, indicate what modules are required and if they have or have not been completed when this form is submitted.  (E&I has requirements for the investigator and persons interacting with subjects.  These are listed on the core investigator form. )

	a
	Principal Investigator
	     

	
	Are you aware and have you made all staff aware of the research requirements under the DOD addendum 
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

Provide the url where the training requirements can be found:      

	b
	List all sub-investigators and all persons having direct contact with subjects
	     

	c
	Name the Research Monitor and, if any, the independent ombudsman
	     

	2.   Research Monitor:  


A Research Monitor is required for studies that the IRB determines to be “greater than minimal risk”.  The IRB can require a research monitor for some or all of the procedures in  a not greater than minimal risk study.  

	a
	Risk:  Considering all of the risks of harm presented by participation in this study, what risk level do you believe should the IRB consider for this study?
	 FORMCHECKBOX 
 Not greater than minimal risk  {Skip to Section E.)  FORMCHECKBOX 
 Greater than minimal risk

Please explain:       

	When following DoD requirements: AAHRPP II.3.A.  
The definition of the minimal risk based on the phrase “ordinarily encountered in daily life or during the performance of routine physical or physiological examinations or tests” must not be interpreted to include the inherent risks certain categories of human subjects face in their everyday life. For example, the risks imposed in research involving human subjects focused on a special population should not be evaluated against the inherent risks encountered in their work environment (e.g., emergency responder, pilot, soldier in a combat zone) or having a medical condition (e.g., frequent medical tests or constant pain).  [Title 32 CFR 219.102(i)]

	b
	Person:  Name/Degree of the person appointed as a research monitor.
	     

	
	
Contact Information 
	Facility:  
     
Address:
     
Phone:  
     
email:  
     

	
	
How selected?
	     

	
	
How appointed?
	     

	c
	Does the Research Monitor have the authority to do each of the following:
· Observe the consent process?

· Oversee study interventions and interactions?

· Interview subjects and consult with others outside the study?

· Review monitoring plans and reports of unanticipated problems involving risk to subjects or others? 

· Review data matching, data collection and analysis?

· Stop the study while it is in progress?
· Remove any individual from the study?
· Take any steps necessary to protect the safety and well being of participants until the IRB can assess? 

· Report observations and findings to the IRB or a designated official?
	 FORMCHECKBOX 
 Yes to all points   FORMCHECKBOX 
 No, if no, explain:      



	E. Compensation to Subjects

	1
	Are subjects being compensated?
	 FORMCHECKBOX 
 Yes  If yes, continue   FORMCHECKBOX 
 No  If no, proceed to Section F.

	2
	Explain the compensation amounts.  

Note: limits below
	     

	3
	Explain how payment is made (e.g., in pay, as gift card, cash) and timing.  
	

	4
	Is any participation scheduled to occur during duty hours?   

Note that dual payment is forbidden.
	 FORMCHECKBOX 
 Subjects are off duty.

 FORMCHECKBOX 
 Subjects are on duty  (Include command approval.)

     

	5
	In the event of an injury related to participation in this study, who will provide immediate treatment?
	     
     

	6
	In the event of an injury related to participation in this study, who will pay for the cost of whatever care is provided?
	     

	
	Limits:  

· Federal employees while on duty and non-Federal persons may be compensated for blood draws for research up to $50 for each blood draw.
· Non-Federal persons may be compensated for research participation other than blood draws in a reasonable amount as approved by the IRB according to local prevailing rates and the nature of the research.


	F. International Studies

	1
	Will any portion of this study be international, that is, performed outside the U.S or off a U.S. base? 
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  If no, proceed to Section G.



	2
	Has permission to conduct research in that country been obtained?  
	 FORMCHECKBOX 
 From a local Ethics Review Board  

 FORMCHECKBOX 
 From another local entity, specifically:      

	3
	Have you become familiar with local laws and regulations?
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

	4
	Have you become familiar with local customs and practices?
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No


	G. Signatures
	Principal Investigator

	
	1. I assume responsibility for the actions of my research team during conduct of this study.

2. After IRB approval, I will submit survey documents to DOD/ DON to be submitted, reviewed and approved.  If they are modified, I will submit a modification request to the IRB.

3.  I will report to DOD within 30 days, each IRB action including initial and continuing reviews, modifications and determination of an unanticipated problem involving risk to subjects or others.   AAHRPP II.2.D

	Signature
	

	Printed name
	     

	Title
	     

	Date
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