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IRB SOP 1105
IRB Procedures: Relying on a Single IRB
for Multi-Site Federally Funded Research

Purpose:

The purpose of this document is to provide guidance pre- and post- grant award on the
appropriate actions to follow regarding implementation on the use of a single Institutional
Review Board (sIRB) for multi-site federally funded research. The federal requirement for a sIRB
comes from two separate mandates, the revised Common Rule governing Human Subjects
Protections and the NIH policy.

Scope:

These procedures applies to domestic sites of NIH-funded multi-site studies where each site will
conduct the same protocol involving non-exempt human subject’s research. It does not apply to
career development, research training or fellowship awards.

In addition, the sIRB mandate does not apply to collaborative projects in which multiple sites
are involved but different sites may complete different parts of the study.

Definitions:

Lead PI: Responsible for the communication and overall conduct of the study and regulatory
compliance. The Lead PI will be submitting the regulatory IRB submissions on behalf of all the
sites relying on the reviewing IRB. (Note: The Lead Pl may not always be associated with the
reviewing IRB, but the Lead PI's responsibilities nevertheless remain the same.) Lead P
responsibilities

Multi-site Research: A subset of collaborative research uses the same protocol to conduct non-
exempt human subjects research at more than one site.
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Relying IRB: IRB that relies on the reviewing IRB for the regulatory reviews. The relying IRB is
still responsible for institutional reviews (Training, Conflict of Interest, Radiation Safety,
Biosafety, HIPAA Privacy, Use of Hospital Resources, and others).

Reviewing IRB: The selected IRB of record that conducts the ethical review for participating
sites of the multi-site study, including initial reviews, modifications, continuing reviews, and
reportable events.

Relying PI: Responsible for providing the Lead Pl with necessary information according to the
reviewing IRB’s policies and procedures so the reviewing IRB can conduct an IRB review. The
relying Pl must know what is also required from their local relying IRB. Relying Pl responsibilities

Single IRB (sIRB): One IRB of record (or Reviewing IRB), selected on a study-by-study basis,
provides the ethical review for all sites participating in a specific multisite study.

Policy:

This policy applies only to federally funded research conducted under the Department of Health
and Human Services. Unless other requirements must be followed under a specific federal
agency’s policy and/or guidelines, the University of South Alabama will follow the National
Institutes of Health (NIH) policy and guidance regarding sIRB, including the costs associated
with IRB review. Currently, the University of South Alabama will not serve as the Reviewing IRB
for a federally funded multi-site study. See SOP 1104: Policy on Single IRB for Multi-Site
Research for additional details.

Procedures:
1. Getting Started: How to Rely on a sIRB

If you’re submitting a NIH grant that requires use of sIRB, the USA Lead PI should be
prepared to:

x Submit to USA IRB to request the use of an external IRB.
Alert USA IRB that you have received funding and are ready to begin the process
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x If you are the lead site and will use the IRB of another institution (e.g., one of the
participating sites) as the sIRB: IRB fees vary among institutions. You will need to
work directly with the sIRB to get information about their fees.
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History:

Effective Date: January 25, 2018
Last Review: February, 2020
Next Review: February, 2023

Responsible Party:

Office of Research Compliance and Assurance
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