Department of Defense

Human Research Protection Program

DoD Institutional Agreement
for Institutional Review Board (IRB) review
between
ENGAGED INSTITUTION: { name of the engaged Institution relying on the IRB }

And

INSTITUTION WITH THE IRB: { name of the DoD Institution with the IRB}

PART 1

Institution Information

This DoD Institutional Agreement for IRB Review describes the responsibilities of the Institution engaged in the research involving human subjects and the DoD Institution with the IRB that will review the research proposed by the engaged Institution.  This Agreement, when signed, becomes part of the engaged Institution’s Federal Assurance of Compliance for the Protection of Human Research Subjects (i.e., DoD Assurance for the Protection of Human Research Subjects or Department of Health and Human Services (DHHS) Federal Wide Assurance (FWA)).

A.  Names of the Institutions.
Name of the engaged Institution relying on the IRB:  

DoD Assurance Number: 

DHHS FWA Number [if applicable]:  

Name of the DoD Institution with the reviewing IRB: 

DoD Assurance Number of the Institution:  


DHHS/FWA Number (if applicable):


DoD IRB Number (if applicable):  

DHHS IRB Number (if applicable): 

B.  Scope.
     This Agreement applies to:
     [   ] A single research protocol only (list title and other identifying information):

     [   ] A group of research protocols performed by the Institution with the Assurance (describe here or attach list):

     [   ] All research performed by this Institution.

PART 2

INSTITUTIONAL Responsibilities

A.  Both organizations are equally responsible for ensuring that their personnel (i.e., the Institutional Official, the IRB, IRB office staff, investigators and research staff, and any other personnel supporting research covered under this Agreement) act in accordance with all applicable federal, state and local laws and regulations (e.g., Title 32 Code of Federal Regulations Part 219 (32 CFR 219); Title 10 United States Code Section 980 (10 USC 980); DoD Directives and Instructions (e.g., DoDD 3216.02); 45 CFR Part 46 (Subparts B, C, and D as made applicable by DoDD 3216.02); DoD Component policies; and the Food and Drug Administration policies (e.g., 21 CFR Parts 50, 56, 312, and 812) where applicable in addition to the terms and conditions of the organizations’ DoD Assurance and/or their DHHS FWA.
B.  Both organizations will permit, upon request, the inspection of research facilities and other research areas by federal agencies responsible for oversight of human research protection and proper management of the research within the scope of this agreement.
C.  The Institutional Official of the Assured Institution (the Institution engaged the research) will:

     1.  Ensure that all personnel involved in the conduct and oversight of human subject research have completed education and training requirements.

     2.  Verify that scientific review of the research protocol has been conducted and considered by the IRB.

     3.  Verify that the IRB has considered the DoD requirements concerning the research protocol that are identified in the research contract or agreement.

     4.  Ensure institutional personnel comply with requirements and oversight established by the IRB.
     5.  Ensure institutional personnel conduct research as outlined in the approved research protocol.

     6.  Ensure institutional personnel report to the IRB and DoD Component sponsor: (a) unanticipated problems involving risks to subjects or others, (b) serious or continuing non-compliance, (c) suspension or termination of IRB approval, and (d) any other events or circumstances requiring notification.  
     7.  Ensure institutional personnel maintain current copies of the IRB approved research protocol (initial review, continuing review, amendments, adverse event reports, and final report), all communications with the IRB, this Agreement, and other relevant information in accordance with DoD Component record keeping requirements.

     8.  Maintain a current list of IRB members and the written procedures for the DoD IRB executing the responsibilities in accordance with 32 CFR 219.103(b)(3) and §.103(b)(3).  
D.  The DoD Institution with the IRB will:

     1.  Verify that personnel involved in reviewing and approving the research have completed required education and training for the protection of human research subjects.

     2.  Fulfill the IRB responsibilities identified in the engaged Institution’s Assurance. 

     3.  Provide to the Institution conducting the research a list of IRB members and the written procedures for executing IRB responsibilities in accordance with paragraph C 8 above. 

     4.  Provide to the Institution conducting the research and the Principal Investigator(s) a copy of the IRB’s review and determinations concerning the research.  

     5.  Provide relevant sections of the IRB meeting minutes to the engaged Institution upon request.

     6.  Maintain current copies of the IRB approved research protocol (initial review, continuing review, amendments, adverse events reports, and final report), all communications with the Institution, this Agreement, and other relevant information in accordance with DoD Component record-keeping requirements.

E.  Effective Dates.
This Agreement is effective as of the date signed by the DoD Component Assurance Approving Authority.  The DoD Component Assurance Approving Authority will set the expiration date.
F.  Amendments and Termination.
     1.  This Agreement may be modified, cancelled, or renegotiated upon mutual consent, at any time through an amendment signed by authorized representatives of the organizations.  A decision to amend or terminate will be submitted to the DoD Component Designated Oversight Office(s) for the DoD Institution(s).

     2.  The DoD Component Designated Official(s) is not obligated to approve this Agreement. 

PART 3

INSTITUTIONAL Agreement

A.  Institutional Official of Assured Institution.
Acting in an authorized capacity on behalf of this Institution and with an understanding of the Institution’s responsibilities under this Assurance, I assure protections for human subjects as specified above.  

Signature:










Date:
Name:  

Rank/Grade:
Institutional Title:  

Mailing Address:  

Telephone number:  

FAX number:  

Email address:  
B.  DoD Institution with Reviewing IRB.
     1.  IRB Chair Agreement:
Acting in an authorized capacity on behalf of the IRB and with an understanding of the Institution’s responsibilities under this Assurance, I assure protections for human subjects as specified above. As Chair of the IRB, I will provide oversight for all research approved by this IRB and conducted under this Assurance.  

Signature:











Date: 
Name:  

Rank/Grade:  

Institutional Title:  

Mailing Address: 

Telephone number:  

FAX number:  

Email address:  

     2.  DoD Institutional Official of Institution with the Reviewing IRB:
I am aware that my IRB is entering into this agreement.  

Signature:











Date: 

Name:  

Rank/Grade:  

Institutional Title:  

Mailing Address:  

Telephone number:  

FAX number:  

Email address:  

     3.  Human Research Protection Primary Contact for the DoD IRB:
Name:  

Rank/Grade: 

Institutional Title:  

Mailing Address:  

Telephone number:  

FAX number: 

Email address:  
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