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Department of Defense

Human Research Protection Program

DIRECTIONS FOR SUBMITTING AN AIR FORCE ISSUED
ASSURANCE FOR THE PROTECTION OF HUMAN RESEARCH SUBJECTS

BY A DOD INSTITUTION
I.   Who must submit a DoD Assurance?
A.   All DoD Institutions engaged in DoD-conducted research, development, test or evaluation (herein after referred to as research) with human subjects will submit a DoD Assurance application for a new assurance or to renew an already-approved assurance.
1.   An institution becomes engaged in human subject research when its employees (civilian or military) intervene or interact with living individuals for research purposes, or obtain individually identifiable private information for research purposes. [32 Code of Federal Regulations (CFR), Part 219.101(a), §102(d), and §102(f)]
2.   Complete definitions of “research” and “human subject” are provided in 32 CFR 219.102.  The definition of “research” is not restricted by other considerations such as location of research, funding source (e.g., intramural or extramural to DoD), funding appropriation, nature of support, program budget activity (e.g., Major Force Program 6, Research and Development, or Major Force Program 8, Defense Health Program), program title, or security classification.  

3.   Additional DoD Component-specific requirements and Component-specific definitions, for example, for defining “engaged,” may be outlined in Part 3 of the Assurance document.

B.   This DoD Assurance document is for use only by DoD institutions.  
C.   Non-DoD Institutions that seek to conduct DoD-supported research involving human subjects that do not have a federal assurance may either:

1.   Submit a DoD Assurance for the Protection of Human Research Subjects for a Non-DoD Institution.

2.   Contact the Department of Health and Human Services’ Office for Human Research Protections, DHHS/OHRP, at http://www.hhs.gov/ohrp/, to submit an assurance.
II.  Directions for Completing the Assurance
Part 1 
DOD INSTITUTION INFORMATION 

The first page should be printed on your institutional letterhead.

A.   Purpose of the Assurance:  Check the appropriate box to indicate whether this is for a new Assurance or a renewal of a DoD Assurance.  For a renewal submission, provide the current DoD Assurance number.  An institution will submit a new DoD Assurance when it establishes a Human Research Protection Program (HRPP).  All future submissions will for renewals.  Assurance renewals are required in the event of a change in the Institutional Official or IRB Chair of the Institution, expiration of the current term of the Assurance, or the addition of a DoD Institutional Agreement for IRB Review.  To determine whether a renewal is needed in the event of change IRB membership (not the Chair) or in the Institution’s policies or procedures, the addition of a DoD Individual Investigator Agreement, or other new conditions or circumstances, consult your DoD Component policies.  
B.   Institution Information:  
1.   Enter the Institution’s official name.  Identify any organizations, sites, and/or entities under the jurisdiction of the Institution named in the Assurance.  
2.   Identify the DoD Component of the Institution (the Military Department, Agency, or Field Activity, e.g., U.S. Army, U.S. Joint Forces Command, National Security Agency).  
3.   Enter the Institution’s complete mailing address.  
4.   If the Institution holds a Federalwide Assurance (FWA) from DHHS OHRP, provide the Institution’s FWA number. 

C.   Scope:  Check the appropriate box.  Confer with your DoD Component Assurance approving authority that makes the final determination on the scope.  
Part 2 
ETHICAL PRINCIPLES, COMPLIANCE, AND 

RESPONSIBILITIES OF THE INSTITUTION

The Assurance is not a substitute for Institutional policies and procedures.
Verify that your Institution has copies of or electronic access to the federal regulations, instructions, and other guidance cited in the Assurance.
All HRPP personnel will read and understand the terms of the Assurance.  Personnel will read and understand all documents referenced in the Assurance that are relevant to their responsibilities.  

Institutions will have written policies and procedures (e.g., Standard Operating Procedures (SOPs)) describing how they will comply with all Assurance requirements (see Part 5, Institutional Policies and Procedures).  In accordance with DoD Component policy, the Institution’s policies and procedures that implement this Assurance will be submitted with this document.
Part 3 
DOD COMPONENT SPECIFIC REQUIREMENTS

Verify that your institution copies of or electronic access to the DoD Component-specific regulations, instructions, and other guidance cited in this section.

All HRPP personnel will read and understand the documents referenced in this section that are relevant to their responsibilities.  

Institutions will have written policies and procedures describing how they comply with all DoD Component-specific requirements (see Part 5, Institutional Policies and Procedures).  
Part 4 
DESIGNATION OF INSTITUTIONAL REVIEW BOARDS (IRB)
Designate one or more IRBs that will or may review human subject research for the Institution.  Institutions proposing to rely on the IRB(s) of another institution(s) will ensure that the arrangement is acceptable.  This agreement will be documented by both parties using a DoD Institutional Agreement for IRB Review (or an equivalent agreement) in accordance with policies of the DoD Component that approves this Assurance.  Institutions may list more than one IRB in either or both tables.  

A.   Institutional IRB(s):  
1.   Complete Table 1, listing all IRB(s) that are part of your Institution.  For each IRB listed in Table 1, provide a membership list using Table 3 (or an equivalent membership table).  
2.   Column 1:  Provide the name or DoD identification number of the IRB.

3.   Column 2:  Provide the DHHS IRB Registration number (if applicable).
B.   IRB(s) not Part of this Institution: 
1.   Complete Table 2 listing all IRB(s) that are not part of your Institution that will or may be used to review research conducted by your Institution.  The IRB(s) must  belong to a DoD institution (just not to your institution).  For each IRB listed in Table 2, include the DoD Institutional Agreement for IRB Review, with its attachments, when submitting your Assurance.
2.   Column 1:  Provide the name of the institution providing IRB.

3.   Column 2:  Provide the DoD Assurance number of the institution providing the IRB (if applicable).

4.   Column 3:  Provide the name or DoD identification number of the IRB.

5.   Column 4:  Provide the DHHS FWA number of the institution (if applicable).

6.   Column 5:  Provide the DHHS IRB Registration number (if applicable).

C.   Directions for Table 3, Institutional Review Board (IRB) Membership List:
1.   Submit this table (or an equivalent table) for each IRB listed in Table 1.  
2.   Each IRB will have at least five members, will include at least one member with scientific expertise in the area of research being reviewed and one member with nonscientific background. The IRBs will have at least one member not affiliated with the Institution, and will not consist entirely of members of one profession.  Every nondiscriminatory effort will be made to ensure that this IRB does not consist entirely of men or entirely of women.  No IRB may have a member participate in a review of any project in which the member has a conflicting interest. 

3.   Membership of DoD IRBs will comply with DoDD 3216.02.
Part 5 

INSTITUTIONAL POLICIES AND PROCEDURES

List all institutional policies and procedures that guide the execution of the institution’s HRPP in compliance with the terms of this Assurance.  The documentation requirements may be met by institutional instructions, guidelines, and SOPs that describe how the institution and the IRB will review, conduct, and oversee research involving human subjects.  These documents will describe the requirements listed in Parts 2 and 3 of this Assurance application.  When appropriate, cite as a reference an existing policy (e.g., Department of Navy HRPP policy or DHHS National Institutes of Health Policy).

Do not attach federal regulations, instructions, or guidance cited in other sections of the Assurance document.

Provide the institutional documentation either as an original, scanned electronic transmission, or as a link to a website that contains the documentation.
Part 6 
INSTITUTIONAL ASSURANCE

Part 6 will be signed and dated, and may be submitted electronically.

A.   Institutional Official Assurance
1.   The Institutional Official will sign and date the Assurance.  Provide the requested contact information for the Institutional Official.

2.   The Institutional Official will be a senior-level institutional official authorized to represent the institution.  The Institutional Official must be authorized to assume, on behalf of the institution, the obligations imposed by federal regulations, DoD, and the DoD Component to ensure the protection of human subjects.  The Institutional Official must have the authority to take administrative or legal action needed to enforce the terms of this Assurance.

3.   The Institutional Official will be a senior official to encourage institutions, at the highest levels, to foster a culture of integrity that supports the ethical conduct of human subject research.  It is most appropriate for the Commander, Commanding Officer, Officer-in-Charge, or Head of Activities to serve as the Institutional Official.

4.   The Institutional Official cannot be an IRB Chair or an IRB member.
5.   The Institutional Official will complete HRPP education and training in accordance with applicable DoD Component and local HRPP requirements prior to submitting this Assurance.  Submit a copy of the completed education and training certificate with this Assurance.

B.   Chair of the IRB(s) Listed in Table 1
1.   The IRB Chair for each IRB listed in Table 1 and described in Table 3 will sign and date their Assurance and provide the requested contact information.  This section of the Assurance form should be modified to include space for each IRB listed in Table 1.  
2.   The Institution’s IRB Chair(s) and Vice Chair(s) will complete HRPP education and training in accordance with applicable DoD Component and local HRPP requirements prior to submitting this Assurance.  Submit a copy of the completed education and training certificates with this Assurance.
[NOTE:  Table 2. The IRB Chair(s) for the IRB(s) listed in Table 2 will sign and complete the DoD Institutional Agreement for IRB Review.]

C.   Primary Contact - Human Research Protection 

1.   Identify the primary contact person for this Assurance and provide his/her contact information.  
2.   The Institution’s primary contact for human research protection will complete HRPP education and training in accordance with applicable DoD Component and local HRPP requirements prior to submitting this Assurance.  Submit a copy of the completed education and training certificate with this Assurance.

III. Submitting the Assurance
A.   Institutions may submit a draft Assurance to the DoD Component’s Assurance Approval Authority for pre-review and feedback prior to submitting the signed Assurance.  Submitting a draft, particularly when an Institution proposes to rely on another institution’s IRB, may facilitate discussion of the proposed arrangement.

B.   Institutions will submit their Assurance to the DoD Component’s Assurance approving authority.      

IV. Review of the Assurance Application
A.   The DoD Component Assurance Approving Authority reviews the Assurance.  Both new Assurances and renewals may be approved, returned for modifications for approval, limited in scope, or disapproved;  renewals also may suspended.  The Institutional Official will be notified of the decision.

B.   Once the Assurance is approved, the DoD Component Assurance Approving Authority provides to the Institution a DoD Assurance number.  The DoD Component Assurance Approving Authority sends copies of the approved Assurance to the personnel listed in Part 6 of the Assurance and in the DoD Institutional Agreement for IRB Review (if applicable).
V.  Institutional Responsibilities After Approval

A.   Institutions are responsible for prompt submission of Assurance information regarding changes identified below.  Some of these changes will require a renewal of the Assurance and others may not.  Check your DoD Component policies.  A renewal may or may not change the expiration date; your DoD Component approving authority will inform you of the expiration date.
1.
The Institutional Official

2.
IRB Chair(s)

3.
IRB membership
4.
Human Research Protection Primary Contact

5.
The documents attached to the Assurance
B.   The Institution will submit a renewal for their DoD Assurance within the time period stipulated by the DoD Component prior to the expiration date, even if no changes have occurred, in order to maintain an approved Assurance.  If an Institution’s Assurance expires prior to approving the renewal (not receipt of the request for a renewal), all research will stop.  The DoD Component Official responsible for the DoD Component HRPP may permit specific studies to continue if suspending the research would endanger the research subjects.  No grace period is permitted for renewal of an Assurance.

C.   Failure to comply with the terms of the approved DoD Assurance may result in restriction, suspension, or termination of the Institution’s Assurance, and therefore restriction, suspension, or termination of the Institution’s ability to conduct human subject research.

VI.  Record Keeping
Institutions will maintain all documents supporting the HRPP in accordance with the terms of this Assurance.  These documents will be available for review by the DoD Component Assurance Approving Authority.
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