Durham VAMC Supplemental Information, Application, and Review of Human Subjects Research                     Involving the Department of Defense (DoD)


Investigator Instructions:  Complete the “Investigator Response” sections below and submit this form with the initial request to review.  Submit all relevant and/or requested documentation with this submission.  Work closely with your DoD Liaison, as DoD-related research may require additional compliance activities, documentation, and subject protections.  Researchers should anticipate and plan for these requirements, which may require significant coordination of timing and activities among offices and institutions.  
IRB Reviewer:  Review the Investigator’s response and all submission materials to make an assessment of whether the DoD requirement was met. 

Reminder:  Classified research involving human subjects cannot be approved by a VA IRB or R&D Committee or performed at a VA facility, including space leased to, and used by VA.

	Section 1
	General Information Provided by Principal Investigator

	Study Title:       
Investigator:       
Date:       

	How is your project linked to the Department of Defense (DoD)?  Check all that apply:

	 FORMCHECKBOX 
  Funded by DoD     

 FORMCHECKBOX 
  Cooperation or collaboration with DoD                                                             
	 FORMCHECKBOX 
  Utilize DoD property, facilities, or assets

 FORMCHECKBOX 
 Subject population will intentionally include DoD personnel (military or civilian)

	 FORMCHECKBOX 
  Other, describe:       
Note:  DoD policies and requirements do not apply when DoD personnel incidentally participate as subjects in research that is not supported by DoD, and DoD personnel are not an intended population of the research.



	DoD Component(s) involved with the research (Check all that apply):

	 FORMCHECKBOX 
 Air Force

 FORMCHECKBOX 
 Air Force Academy

 FORMCHECKBOX 
 Army

 FORMCHECKBOX 
 Army Corps of Engineers
	 FORMCHECKBOX 
 Coast Guard

 FORMCHECKBOX 
 Coast Guard Academy

 FORMCHECKBOX 
 DARPA

 FORMCHECKBOX 
 Defense Intelligence Agency 
	 FORMCHECKBOX 
 Marines

 FORMCHECKBOX 
 Military Academy (West Point)  

 FORMCHECKBOX 
 National Guard

 FORMCHECKBOX 
 National Security Agency
	 FORMCHECKBOX 
 Naval Academy  

 FORMCHECKBOX 
 Navy

 FORMCHECKBOX 
 Office of Naval Research

 FORMCHECKBOX 
 Tricare Health System

	 FORMCHECKBOX 
 Other, specify:                         



	DoD Contact/Liaison Name and Title:                                                                                     
	Phone number:        


	Section 2
	Training

	Requirement
	Investigator Response
	IRB Reviewer’s Assessment

	Initial and continuing research ethics education is required for all personnel who conduct, review, approve, oversee, support or manage human research supported by the DoD or its Components. Type and extent of training depend upon the duties and responsibilities of the persons involved in the research. 

The PI is responsible for identifying specific educational or certification requirements of the sponsoring DoD Component and conveying those requirements to the IRB. 

When applicable, the PI, study personnel, and IRB members and staff complete DoD-specific research ethics training and the PI submits documentation of training completion to the IRB and to the DoD Component, as appropriate. 
	1. Does the DoD Component require additional ethics training than what the VA requires for initial and continuing (every two years) CITI training?    FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No 

If yes:
2. Describe required training and who must complete training:       
3. Provide documentation that all required individuals have completed training.
	1. If applicable, has the PI included a plan to ensure that initial and continuing education requirements will be met by all required individuals?     
 FORMCHECKBOX 
 N/A     FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No 

2. If yes, have all required individuals completed training?       FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No 

3. If no, describe deficiencies:       


	Section 3
	Surveys

	Requirement
	Investigator Response
	IRB Reviewer’s Assessment

	Surveys performed on DoD personnel must be submitted, reviewed, and approved by the DoD after the research protocol is approved by the IRB.


	1. Does the research involve survey(s) that will be administered to DoD personnel?     FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No 

2. If yes, have you created a plan to ensure that the survey(s) will be submitted, reviewed, and approved b the DoD Component?        FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No 
	1. If applicable, has the PI included a plan to ensure that the survey(s) will be submitted, reviewed, and approved b the DoD Component?      
 FORMCHECKBOX 
 N/A     FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No 




	Section 4
	Document Management

	Requirement
	Investigator Response
	IRB Reviewer’s Assessment

	DoD may require submission of records to the Department of Defense for archiving.


	1. Does the DoD Component require submission of records to DoD for archiving?      FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No 

2. If yes, have submission requirements been incorporated into the:

 FORMCHECKBOX 
 Protocol

 FORMCHECKBOX 
 Informed consent

 FORMCHECKBOX 
 HIPAA authorization / HIPAA Waiver

 FORMCHECKBOX 
 Other:       

	1. If applicable, has submission of records to DoD been addressed in the:

 FORMCHECKBOX 
 Not Applicable

 FORMCHECKBOX 
 Protocol

 FORMCHECKBOX 
 Informed consent

 FORMCHECKBOX 
 HIPAA authorization / HIPAA Waiver

 FORMCHECKBOX 
 Other:       


	Section 5
	Noncompliance

	Requirement
	Investigator Response
	IRB Reviewer’s Assessment

	Issues related to noncompliance 

by any DoD Component, subordinate, or supported activity shall be referred initially to the next higher management echelon to take deliberate action to resolve. The Investigator must report all findings of serious non-compliance to the Director, Defense Research and Engineering and a copy of that notification must be provided to the Durham VAMC IRB.


	1.  I certify that I will report all findings of serious non-compliance to the Director, Defense Research and Engineering, and that this requirement has been written into the local protocol or study operating procedures.        FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

2.  I certify that I will submit a copy of the serious non-compliance notification to the Durham VAMC IRB.      FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No


	1.  Does the protocol or study operating procedures indicate that all serious non-compliance will be reported to the Director, Defense Research and Engineering?

 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

2.  If no, describe deficiencies:       


	Section 6
	Research Involving US Military Personnel

	Requirement
	Investigator Response
	IRB Reviewer’s Assessment

	Undue Influence

The following protections for military research subjects must be in place to minimize undue influence: 

Officers are not permitted to influence the decision of their subordinates. 

Officers and senior non-commissioned officers (NCOs) may not be present at the time of recruitment. 

Officers and NCOs have a separate opportunity to participate. 

When recruitment involves a percentage of a unit, an independent ombudsman is present. 

Dual Compensation

Limitations on dual compensation prohibit an individual from receiving pay from more than one position for more than 40 hours of work in one calendar week, which includes temporary, part-time, and intermittent appointments.


	1.  I certify that the recruitment plan incorporates the following protections to minimize undue influence:

 FORMCHECKBOX 
   N/A- DOD personnel (military or civilian) are not a target population.

 FORMCHECKBOX 
  Officers shall not influence the decision of their subordinates to participate in the research.

 FORMCHECKBOX 
  Officers and senior NCOs will not be present at the time of recruitment.

 FORMCHECKBOX 
  Officers and senior NCOs have a separate opportunity to participate. 

 FORMCHECKBOX 
  When recruitment involves a percentage of a unit, an independent ombudsman is present. 

 FORMCHECKBOX 
 Other, describe:        

2.  I acknowledge the following limitations on dual compensation for US Military personnel:

 FORMCHECKBOX 
  An individual cannot receive pay from more than one position for more than 40 hours of work in one calendar week.

 FORMCHECKBOX 
  Limitations on dual compensation include temporary, part-time, and intermittent appointments.


	1. Does the recruitment plan/protocol provide a plan to manage undue influence?      FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

2. If no, describe deficiencies:       
3. Does the recruitment plan/protocol address the possibility of dual compensation?        FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No  
4. If no, describe deficiencies:       



	Section 7
	Multisite Research

	Requirement
	Investigator Response
	IRB Reviewer’s Assessment

	When conducting multi-site research, a formal agreement between organizations is required to specify the roles and responsibilities of each party.


	1. Will the research be conducted at multiple locations?      FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

2. If yes, a formal agreement between the institutions specifying the roles and responsibilities of each party is required and must be submitted with this application.      FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No
	1. If multi-site research, is the proposed agreement submitted with this application?   FORMCHECKBOX 
 N/A     FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No 

2. If no, describe deficiencies:       


	Section 8
	International Research

	Requirement
	Investigator Response
	IRB Reviewer’s Assessment

	The facility or Investigator must have permission to conduct research outside of the United States by certification or local ethics review; therefore, the Investigator must provide the Durham VAMC IRB with documentation that s/he has relevant permission to conduct the research (i.e., via an IRB or Ethics Committee (EC) approval letter, or some other formal documentation of approval by relevant authorities). 

The Investigator must follow all local laws, regulations, customs, or practices of the host country; therefore, the Investigator must provide the Durham VAMC IRB with formal documentation of training in local research laws, regulations, customs, or practices. This requirement may be satisfied by taking the host country‘s local IRB or EC required research training and providing documentation of that training.
	1. Will this research involve international sites?   FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No
If yes:

2. Is permission documentation enclosed with this application?   FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

3. Is documentation of training with local research laws, regulations, customs, or practices enclosed with this application?

 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No
Reminder:  You must also obtain VHA Chief Research and Development Officer (CRADO) approval to conduct international research; contact the Research Office for more details.


	1. Will this research involve international sites?   FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

If yes:

2. Is permission documentation appropriate for the proposed research? 

  FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

3. Is documentation appropriate for the proposed research?      FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

4. Has the PI submitted a request or received approval from the CRADA to conduct international research?

 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

5. Describe any deficiencies:       



	Section 9
	Emergency Medicine Research

	Requirement
	Investigator Response
	IRB Reviewer’s Assessment

	An exception from consent in emergency medicine research is prohibited unless a waiver is obtained from the Secretary of Defense.


	1. Does the research involve emergency medicine?      FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

2. If yes, a waiver from the Secretary of Defense is enclosed.      FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No


	1. If applicable, is a waiver from the Secretary of Defense is enclosed?

 FORMCHECKBOX 
 N/A     FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No


	Section 10
	Consent Form

	Requirement
	Investigator Response
	IRB Reviewer’s Assessment

	VA Form 10-1086, Research Consent Form, must be used as the consent form for VA research. The only exception is that a DoD informed consent form may be employed for active duty military personnel participating in VA research at DoD sites when VA-specific language is not necessary (e.g., when language for treatment of research related-injury is not needed because active duty military personnel are covered by DoD).

The informed consent form must be the most recent IRB-approved informed consent form that includes all the required elements and, as appropriate, additional elements.
The IRB must determine that the disclosure includes provisions for research-related injury that follow the requirements of the DoD Component. 


	1. The current Durham VAMC template Form 10-1086 will be used in this study.
 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

2. The DoD consent form will be used in this study.      FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

3. Does the consent form contain required research-related injury language per the DoD component?      FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No


	1. Is consent language on Durham VAMC’s most current VA Form 10-1086 template?      FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

2. If applicable, does the disclosure include provisions for research-related injury that follow the requirements of the DoD Component?     
 FORMCHECKBOX 
 N/A     FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No
3. Describe deficiencies:       


	Section 11
	Waiver of Consent

	Requirement
	Investigator Response
	IRB Reviewer’s Assessment

	If the research subject meets the definition of experimental subject*, policies and procedures prohibit a waiver of the consent process unless a waiver is obtained from the Secretary of Defense. 

If the research subject does not meet the definition of “experimental subject,” the IRB is allowed to waive the consent process. 
	1. Are you requesting a waiver of the consent process?      FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

If yes:

2. Do research subjects meet the definition of “experimental subject?”   FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
3. A waiver from the Secretary of Defense is enclosed.      FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

	1. Is the PI requesting a waiver of the consent process?      FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

If yes:

2. Does the research involve experimental subjects?      FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

3. Has the PI provided a waiver from the Secretary of Defense?    FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No



	*Note:  Research involving a human being as an experimental subject includes any research activity where there is an intervention or interaction with a human being for the primary purpose of obtaining data regarding the effect of the intervention or interaction (32 CFR 219.102(f), reference (c)).


	Section 12
	Level of Risk

	Requirement
	Investigator Response
	IRB Reviewer’s Assessment

	Minimal Risk is defined as the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life of during the performance of routine physical or psychological examinations or tests.


	1. Per consultation with your DoD Component, what is your assessment of this study’s risk level?

 FORMCHECKBOX 
  Minimal Risk

 FORMCHECKBOX 
  Greater than Minimal Risk


	1. What is this study’s risk level?

 FORMCHECKBOX 
  Minimal Risk

 FORMCHECKBOX 
  Greater than Minimal Risk

2. Provide rationale for risk level determination:        



*Note:  Sections 13 and 14 are only applicable for Greater than Minimal Risk Research.*
	Section 13
	Research Monitor

	Requirement
	Investigator Response
	IRB Reviewer’s Assessment

	A research monitor is required for studies involving greater than minimal risk, although the IRB can require a monitor for a portion of the research or studies involving no more than minimal risk, if appropriate. 

The independent research monitor must be appointed by name.

 The research monitor has the authority to stop a research study in progress, remove individuals from the study, and take any steps to protect the safety and well being of subjects until the IRB can assess the situation.


	1. Research Monitor’s name:       
The following must be attached:

· The Monitor’s CV
· Letter from Monitor accepting the role

2. I have named the Monitor and described his/her roles in the following:

 FORMCHECKBOX 
 Protocol

 FORMCHECKBOX 
 Informed Consent Form

 FORMCHECKBOX 
 HIPAA Authorization 

 FORMCHECKBOX 
 Staff Listing

 FORMCHECKBOX 
 Other:       
3. By checking the boxes below, I certify the following:

 FORMCHECKBOX 
  Monitor is independent of the research investigative team.

 FORMCHECKBOX 
  Monitor has been appointed by name.

 FORMCHECKBOX 
  Monitor possesses sufficient educational and professional experience to serve as a participant advocate.

 FORMCHECKBOX 
  Reports from the Monitor will be submitted to IRB at intervals determined by IRB.


	1. Was the Monitor’s CV submitted for review?     FORMCHECKBOX 
Yes     FORMCHECKBOX 
No 

2. Was the Monitor’s acceptance letter submitted for review?     FORMCHECKBOX 
Yes     FORMCHECKBOX 
No

3. Does the Monitor’s CV indicate adequate educational and research credentials?      FORMCHECKBOX 
Yes     FORMCHECKBOX 
No

4. How often should reports be submitted to IRB for review?

 FORMCHECKBOX 
 Immediately as received

 FORMCHECKBOX 
 At Continuing Review

 FORMCHECKBOX 
 Other:        


	Section 14
	Research Related Injuries

	Requirement
	Investigator Response
	IRB Reviewer’s Assessment

	DoD Components may have stricter requirements regarding research-related injury than VA requirements.  Investigators should work with their DoD liaison to identify such requirements.

Institutions must have arrangements for emergency treatment and necessary follow-up of any research-related injury in research posing greater-than-minimal risk. 

	1. Does the DoD Component have additional requirements regarding research-related injury?      FORMCHECKBOX 
Yes     FORMCHECKBOX 
No
2. If yes, have additional requirements regarding research-related injuries been added to the:
 FORMCHECKBOX 
 Protocol

 FORMCHECKBOX 
 Informed Consent Form

 FORMCHECKBOX 
 Other:       
	1. If applicable, have additional requirements regarding research-related injuries been added to the:

 FORMCHECKBOX 
 Not Applicable
 FORMCHECKBOX 
 Protocol

 FORMCHECKBOX 
 Informed Consent Form

 FORMCHECKBOX 
 Other:       

	Note:  By virtue of Durham VAMC’s standard policy regarding research-related injury, the Durham VAMC meets this standard.  If circumstances warrant, the IRB may also determine that such protection is necessary even if the research only poses minimal risk.  


If your Component has additional requirements not addressed in this supplemental application, please provide those requirements and all supporting documentation.
My signature below indicates that all information provided in this form and any other documents enclosed with this submission are truthful and accurate to the best of my knowledge.

_________________________________________________         
_______________

Signature of Principal Investigator





Date

- - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - For IRB Use Only - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - 
 FORMCHECKBOX 
  All Department of Defense requirements have been met.

 FORMCHECKBOX 
  This submission must be revised to meet all Department of Defense requirements.

Comments:        
_________________________________________________         
_______________

Signature of Institutional Review Board Reviewer



Date
Version 1:  October 28, 2011
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