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Department of Defense

Human Research Protection Program

DIRECTIONS FOR SUBMITTING AN AIR FORCE ISSUED
Department of Defense (DoD) Addendum to the

Department of Health and Human Service’s Federalwide Assurance

(FWA) for the Protection of Human Subjects
I.   Who must submit an Addendum?
A.   All Institutions engaged in DoD-sponsored research, development, test or evaluation (herein after referred to as research) with human subjects must have a Federal Assurance for the Protection of Human Subjects in accordance with 32 Code of Federal Regulations (CFR), Part 219 (or 45 CFR 46).  Complete this Addendum if you are not a DoD Institution, but are supported by the DoD for research involving human subjects, and have a Federalwide Assurance (FWA) approved by the Department of Health and Human Services’ Office for Human Research Protections, DHHS/OHRP..
B.   This Addendum identifies the unique DoD requirements that are not specifically included in the DHHS/OHRP FWA.
II.  Directions for Completing the Addendum
Part 1
INSTITUTION INFORMATION
The first page should be printed on your institutional letterhead.

A.   Purpose of the Addendum:  Check the appropriate box to indicate whether this is a new DoD Addendum or a renewal of a DoD Addendum.  For a renewal to the Addendum, provide the current DoD Addendum number.   An institution will submit a new DoD Addendum when prior to conducting or collaborating on DoD-supported research with human subjects.  All future submissions will for renewals.  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 Addendum, 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.
2.   Enter the Institution’s complete mailing address.
3.   Enter the Institution’s Federalwide Assurance (FWA) from DHHS OHRP.
C.   Scope:  Check the appropriate box. Confer with your DoD Component Assurance Approving Authority that makes a final determination on the scope.
Part 2
Department of Defense (DoD) Regulations and Guidance

The Addendum is not a substitute for Institutional policies and procedures.
Verify that your Institution (and the IRB if the IRB is not part of the Institution) has copies of or electronic access to the federal regulations, instructions, and other guidance cited in the Addendum.

All HRPP personnel should read and understand the terms of the Addendum.  Personnel should read and understand all documents referenced in the Addendum that are relevant to their responsibilities.
Institutions shall have written policies and procedures (e.g., Standard Operating Procedures (SOPs)) describing how they will comply with all Addendum requirements.
Part 3
INSTITUTION RESPONSIBILITIES

The Institution (and the IRB if the IRB is not part of the Institution) is/(are) responsible for compliance with the requirements provided above in Part 2, DoD Regulations and Guidance and identified in the Institution’s FWA.  Only a few of the unique DoD requirements are identified in this Part.
Part 4
Institutional AGREEMENT

A.   Complete Part 4A only if your Institution will be relying on an IRB(s) within your own institution for DoD-sponsored research.  Complete Part 4B if your Institution will be relying on an IRB belonging to an other institution.  If you complete Part 4B, the IRB must be identified on the FWA and both parties must have a DoD Institutional Agreement for IRB Review.  The Institution submitting this Addendum should also submit a copy of the Agreement.
B.   Part 4 will be signed and dated, and may be submitted electronically.
C.   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) should ensure that the arrangement is acceptable.  This Agreement must 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 Addendum.  Institutions may list more than one IRB in either or both tables.
Part 4A

Institutional Agreement:

Institution with its own IRB(s)

A.   Official Legally Authorized to Represent the FWA Institution (i.e., the person who signed the FWA)
1.   The Institutional Official shall sign and date the Addendum.  Provide the requested contact information for the Institutional Official.

2.   The Institutional Official shall be a senior-level institutional official authorized to represent the institution.  The Institutional Official shall 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 shall have the authority to take administrative or legal action needed to enforce the terms of this Addendum.

3.   The Institutional Official shall be a senior official to encourage institutions, at their highest levels, to foster a culture of integrity that supports the ethical conduct of human subject research.  For example, President, Chancellor, Vice Chancellor.
4.   The Institutional Official cannot be an IRB Chair or an IRB member.
5.   The Institutional Official shall complete HRPP training in accordance with applicable DoD Component and local HRPP requirements prior to submitting this Addendum.  Submit a copy of the completed education and training certificate with this Addendum.

B.   Chair of the IRB(s) of the FWA Institution
1.   The IRB Chair for each IRB that is part of the Institution shall sign and date the Addendum and provide the requested contact information.  This section of the Addendum form should be modified to include space for each of the Institution’s IRBs
2.   The Institution’s IRB Chair(s) and Vice Chair(s) must complete HRPP training in accordance with applicable DoD Component and local HRPP requirements prior to submitting this Addendum.  Submit a copy of the completed education and training certificates with this Addendum.

C.   Primary Contact - Human Research Protection – FWA Institution
1.   Identify the primary contact person for this Addendum and provide his/her contact information.
2.   The Institution’s primary contact for human research protection must complete HRPP training in accordance with applicable DoD Component and local HRPP requirements prior to submitting this Addendum.  Submit a copy of the completed education and training certificate with this Addendum.

Part 4B

Institutional Agreement:

Institutions relying on another Institution’s IRB(s)

A.   Official Legally Authorized to Represent the FWA Institution (i.e., the person who signed the FWA)
1.   The Institutional Official shall sign and date the Addendum.  Provide the requested contact information for the Institutional Official.

2.   The Institutional Official shall be a senior-level institutional official authorized to represent the institution.  The Institutional Official shall 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 shall have the authority to take administrative or legal action needed to enforce the terms of this Addendum.

3.   The Institutional Official shall be a senior official to encourage institutions, at their highest levels, to foster a culture of integrity that supports the ethical conduct of human subject research.  For example, President, Chancellor, Vice Chancellor.

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

B.   Primary Institution Contact - Human Research Protection – FWA Institution
1.   Identify the primary contact person for this Addendum and provide his/her contact information.
2.   The Institution’s primary contact for human research protection must complete HRPP training in accordance with applicable DoD Component and local HRPP requirements prior to submitting this Addendum.  Submit a copy of the completed training certificate with this Addendum.

C.   Chair of the IRB(s) from the Institution with the Reviewing IRB
1.   The IRB Chair for each IRB (that is not part of the Institution) shall sign and date the Addendum and provide the requested contact information.  This section of the Addendum form should be modified to include space for each IRB used by the Institution.
2.   The Institution’s IRB Chair(s) and Vice Chair(s) must complete HRPP training in accordance with applicable DoD Component and local HRPP requirements prior to submitting this Addendum.  Submit a copy of the completed training certificates with this Addendum.

D.   Institutional Official of the Institution with the Reviewing IRB
An appropriate official in the IRB’s institution should also sign and date Addendum and provide the requested contact information.  This signature acknowledges that the institution official is aware the IRB’s obligations under this Addendum.
E.   Primary Contact at the IRB- Human Research Protection – Institution with the Reviewing IRB
1.   Identify the primary contact person for this Addendum and provide his/her contact information.
2.   The Institution’s primary contact for human research protection must complete HRPP education and training in accordance with applicable DoD Component and local HRPP requirements prior to submitting this Addendum.  Submit a copy of the completed education and training certificate with this Addendum.

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

B.   Ensure that all other documents requested in this Addendum are included.  If Part 4B is used, the Institutional Official should ensure that a copy of the DoD Institutional Agreement for IRB Review is submitted.
C.   Institutions will submit their Addendum to the DoD Component’s Assurance Approving Authority of the DoD Component supporting the research in accordance with the DoD Component policy.  Refer to the contract or agreement for details.

IV.  Review of the Addendum
A.   The DoD Component Assurance Approving or Accepting Authority reviews the Addendum.  Both new  Addendum 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 Addendum is approved, the DoD Component Assurance Approving or Accepting Authority provides to the Institution a DoD Addendum number.  The DoD Component Assurance  Approving or Accepting authority sends copies of the approved Addendum to the personnel listed in Part 4 of the Addendum and in the DoD Institutional Agreement for IRB Review (if applicable).
V.  Institutional Responsibilities After Approval

A.   Institutions are responsible for prompt submission of Addendum information regarding changes identified below.  Some of these changes will require a renewal of the Addendum and others may not.  Check the DoD Component policies for the DoD Component approving or accepting this Addendum.  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 Addendum
6.
Renewal, expiration, or suspension of the Institution’s FWA
B.   The Institution must submit a renewal application for their DoD Addendum 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 Addendum.  If an Institution’s Addendum expires prior to approving or accepting the renewal (not receipt of the request for a renewal), all research under the Addendum must stop.  The DoD Component Official responsible for the research may permit specific studies to continue if suspending the research would endanger the research subjects.  No grace period is permitted for renewal of an Addendum.

C.   Failure to comply with the terms of the approved Addendum may result in restriction, suspension, or termination of the Institution’s Addendum and therefore restriction, suspension, or termination of the Institution’s ability to conduct human subject research under the Addendum.
VI.  Record Keeping
Institutions must maintain all documents supporting the HRPP in accordance with the terms of this Addendum.  These documents must be available for review by the DoD Component Assurance Approving or Accepting Authority.
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