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The purpose of this Standard Operating Procedure (SOP) is to specify the criteria
for, and process of, expedited review of human subjects research activities by the
Walter Reed Army Institute of Research (WRAIR) Institutional Review Board (IRB).

Expedited review of human subjects research protocols may be conducted by the
IRB Chair or designated IRB Members, rather than by the fully convened IRB. All
formally-appointed IRB Members are empowered to approve research qualifying for
expedited review or to require modifications of a study prior to approval (45 Code of
Federal Regulations (CFR) 46, and OHRP Guidance, 2018). The regulations,
however, prohibit disapproval of any research by expedited review, and require that
proposed disapprovals be referred to the full board for review and disposition. The
IRB Chair or Designee may exercise all of the authority of the IRB to review
research qualifying for expedited review, with the exception of disapproving such
research.

Research qualifying for expedited review must meet the approval criteria defined by
the Department of Health and Human Services (45 CFR 46), the Department of
Defense (32 CFR 219 and DoD Instruction 3216.02) and the U.S. Food and Drug
Administration (21 CFR 56). Effective 21 January 2019, certain exempt protocols
may also qualify for expedited review procedures under the Limited IRB review.
(See SOP UWS-HP-603-A6, Limited IRB Review.)

Consultants may assist the IRB Chair or Designee in making determinations whether
to conduct expedited review of a particular protocol.

The full IRB must be notified of all research activities approved by expedited review.
The IRB acknowledges receipt of this information and can either request more
information or recommend full board review of any item.

This SOP applies to WRAIR IRB Chair, WRAIR IRB Chair Designee, WRAIR IRB
Members, the WRAIR Principal Investigator (PI) or WRAIR Point of Contact (POC),
Human Subijects Protection Branch (HSPB) staff, and the WRAIR Commander or
Institutional Official (10) acting on behalf of the WRAIR Commander.

2. Responsibilities

a. The WRAIR IRB Chair, or Designee, is responsible for fulfilling the
responsibilities as outlined in this SOP.
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b. The HSPB staff is responsible for providing administrative and technical support
to the WRAIR IRB and IRB Chair.

c. The fully convened WRAIR IRB receives a list of protocol life-cycle actions
approved by expedited review and can request more information or recommend
full board review of any item listed.

d. The WRAIR Commander is responsible for the review of the IRB approval under
expedited review and makes a final determination for implementation within the
scope of his/her authority.

e. Investigator Guidance
The Pl or WRAIR POC (if Pl is not at WRAIR) is expected to:

1) Respond to all requests for information from the WRAIR IRB, HSPB, and the
U. S. Army Medical Research and Development Command (USAMRDC),
Office of Human and Animal Research Oversight (OHARO), Office of Human
Research Oversight (OHRO), as applicable and comply with determinations
made by the IRB and WRAIR Commander regarding the research; and

2) Fulfill their responsibilities as outlined in this SOP.
3. Materials and Equipment

Not applicable

4. Procedures

a. The HSPB staff receives, reviews, and processes documents related to human
subjects research (Refer to WRAIR Policy 24, Submission of Protocols Involving
Human Subjects, Human Information or Biospecimens, for Scientific and Ethical
Review).

b. Scientific review (as applicable) is conducted in accordance with WRAIR SOP,
Scientific Review of Human Use Protocols, UWS-002.

c. Pending receipt of scientific review approval (if applicable), the HSPB Human
Subjects Protection Scientist (HSPS) examines the submitted documents (Refer
to WRAIR SOPs, Conducting Initial Protocol Review, UWS-HP-603 and
Amendments to Human Subjects Research Protocols, UWS-HP-615) and makes
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a preliminary assessment as to whether or not the new protocol (or amendment)
qualifies for review via expedited review procedures.

d. In the case of a new protocaol, if clarification is needed or if necessary documents
are missing, the HSPB HSPS documents these in the HSPB protocol evaluation
form (PEF) and forwards the documentation to the WRAIR HSPB Director,
Deputy Director (or Designee) for quality control (QC) review and ethical
consultation prior to submitting the PEF to the PI.

e. After the QC process is complete, the HSPB HSPS forwards the PEF (or
Abbreviated PEF) to the PI. The Pl is given 30 days to respond to the PEF. This
communication is documented and retained in the IRB protocol file.

f. Once the investigator’s responses to the PEF are received, the HSPS ensures
that proper version control was maintained for updated documents, or if no
changes or clarifications were requested, the HSPB HSPS provides the
documents to the WRAIR IRB Chair (or Designee), who, after reviewing the
submitted materials, issues a secondary assessment of whether or not the
protocol qualifies for expedited or Limited IRB review.

Note: Steps d. through f. may happen concurrently, depending upon
circumstances such as the type of protocol, the scope of a proposed
amendment, the urgency of need for review, or other factors.

g. Submissions that qualify for expedited and/or Limited IRB review, and have been
reviewed to assess whether the activity meets the approval criteria defined in the
regulations, receive one of the following actions by the IRB Chair or Designee:

1) Approval, identifying the specific expedited or exemption category it meets,
or;

2) Approval, as a minor change to already approved research [32 CFR 219.110
(b)(1)(ii), 45 CFR 46.110 (b)(1)(ii), and 21 CFR 56.110 (b)(2)] (if submission is
an amendment); or

3) Referral to the fully convened IRB for review and determination.

h. Submissions deemed not qualified for expedited review and other submissions
for which the IRB Chair or Designee recommends full board review, are placed
on the agenda of the next available convened IRB meeting for full review and
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6.

deliberation once the PEF items have been addressed and SRC approval is
issued. The Pl is informed of this action and is asked to be available to the IRB
Members prior to or during the meeting should they have questions.

When the IRB Chair (or Designee) issues either full or limited approval for
minimal risk protocols (n.b., limited approval is not to be confused with the
Limited IRB Review for exempt protocols) through expedited review, an official
signed IRB approval memorandum is submitted to the WRAIR Commander/IO
(through the applicable routing methods). The specific expedited review
category under which it was approved is identified in the IRB approval
memorandum.

The WRAIR Commander/IO (or IO Designee) reviews the IRB approval and
makes a final determination. Research activity may begin only when the WRAIR
Commander/I0, issues written full or limited Approval Authorization. An
exception to this is when the activity is a request for continuation determination or
a closeout report, wherein the IRB Chair (or Designee) is the final authority.

. The official WRAIR IRB approval and WRAIR Commander/IO Approval

Authorization memoranda are transmitted by the HSPB to the PI, the WRAIR
POC, and other specified individuals.

New protocols and other protocol actions approved through expedited review are
reported on a monthly basis to the full IRB.

. Afile is created at HSPB for the protocol, containing a copy of the documents

submitted by the PIl, documentation of communications between the Pl and
reviewers, and copies of the official memoranda.

Explanation of Abbreviations, Acronyms, and Definition of Terms
Abbreviations and acronyms have been defined in the text at the time of first use.
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