Standard I-9: The organization has written policies and procedures to ensure
that, when sharing oversight of research with another organization,
the rights and welfare of research participants are protected.
Standards and Elements cited below highlight areas where
existing policies may need to be revised to address single
IRB or EC review.
See AAHRPP Tip Sheet 24

Commentary

An organization may rely on IRB or EC review, or other
services, such as those of the contracting office or conflict
of interest committee, of another organization to
supplement its resources. Relying upon the services of one
or more other organizations can facilitate research and
increase the efficiency and cost-effectiveness of review.
There are multiple models of how organizations work
together to share resources: reliance agreements, such as
with an independent IRB or EC; reliance upon a central
IRB or EC; reliance upon a lead IRB or EC; participating
in a group of organizations that form a joint IRB or EC;
assuming the role of a reviewing IRB or EC; or some
combination of options. The options may be used for
review of a single study or for review of all research, and
organizations may decide to implement multiple options
rather than having to select only one model. Regardless of
the approach, the roles and responsibilities of each
organization must be described in a written agreement.
If an organization relies on the services of another
organization, policies and procedures must describe the
steps followed to ensure that the reviewing IRB or EC, or
other service, protects the rights and welfare of human
research participants. Unless explicitly ceded to the
reviewing IRB or EC, the organization retains the
organization’s responsibilities defined in Domain I, such
as control of investigational drugs.
Relying upon an AAHRPP-accredited IRB or EC ensures
the reviewing IRB or EC meets accreditation standards. If
the organization relies upon a non-accredited IRB or EC,
it should ensure the IRB or EC provides appropriate
human participant protections, given the risks of the
research.
Some services may be provided by either the relying
organization or the reviewing IRB or EC; policies and
procedures or a written agreement must define shared
responsibilities. AAHRPP strongly supports the notion
that resources devoted to the evaluation and management
of research – whether internally or externally reviewed –
should be calibrated appropriately according to the risks
posed by the research. This extends to the content,
assessment, and implementation of reliance agreements
that the written policies and procedures required under this
standard are designed to address. Requirements listed
below describe requirements for IRB or EC review;
however, similar considerations exist concerning other
shared services.

Regulatory and Guidance References

•
•

•

•

DHHS: 45 CFR 46.103(b)(2), 45 CFR 46.103(d), 45
CFR 46.109(d), 45 CFR 46.114,
FDA: 21 CFR 56.109(e), 21 CFR 56.114, FDA
Information Sheet: Non-Local IRB Review, and
Information Sheet: Cooperative Research
NIH: Policy on the Use of a Single Institutional
Review Board for Multi-Site Research (June 20,
2016)
ICH-GCP: 4.2.3

Required Written Materials
Essential requirements for IRB or EC review
For AAHRPP-accredited HRPPs that provide IRB or
EC review services to other entities, the relied
upon organization must have policies and
procedures that describe the roles of the reviewing
IRB or EC, including:

• Ensuring the structure and composition of the IRB
or EC is appropriate to the research reviewed and
complies with applicable laws. This includes
ensuring the IRB or EC is properly constituted;
members are appropriately qualified; that members
do not participate in the review of studies in which
they have a conflict of interest; and the IRB or EC
follows policy to separate business functions from
ethics review services (Standard II.1)
• Conducting review of research to determine that
research is ethically justifiable, according to all
applicable regulations and laws, including initial
review, continuing review, and review of
modifications to previously approved research.
(Standards II.2, II.3, II.4)
• Conducting review of the addition of investigative
sites to previously approved protocols. The IRB or
EC may decide to review these additions as separate
protocols or as modifications to previously approved
research, and they may decide to handle such
modifications using the expedited procedure rather
than the convened IRB or EC for review. When the
expedited procedure is used, the IRB or EC must
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•
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• Complying with the determinations and
requirements of the reviewing IRB or EC. (Element
III.2.C.)
• Providing the reviewing IRB or EC with requested
information about local requirements or local
research context issues relevant to the IRB’s or EC’s
determination, prior to IRB or EC review.
• Notifying the reviewing IRB or EC when local
policies that impact IRB or EC review are updated.
(Element I.1.D.)
• Ensuring that officials of the relying organization
may not approve the research subject to the reliance
agreement if it has not been approved by the
reviewing IRB or EC. (Element I.1.C.)
• Acknowledging that researchers must cooperate in
the reviewing IRB’s or EC’s responsibility for
initial and continuing review, record keeping, and
reporting, and that all information requested by the
reviewing IRB or EC must be provided in a timely
manner. (Element II.2.C.)
• Requiring researchers and research staff disclose
conflicts of interest according to the process agreed
upon between the organization and reviewing IRB
or EC, and comply with any conflict of interest
management plans that may result. (Element
III.1.B.)
• Reporting promptly to the reviewing IRB or EC any
proposed changes to the research. The investigator
cannot implement changes to the research (including
changes in the consent document) without prior IRB
or EC review and approval, except where necessary
to eliminate apparent immediate hazards to the
participants. (Element III.2.C.)
• Ensuring researchers will not enroll participants in
research prior to review and approval by the
reviewing IRB or EC, and meeting all other
applicable requirements and approvals for the study.
(Element III.1.E.)
• Ensuring that researchers, when responsible for
enrolling participants, will obtain, document, and
maintain records of consent for each participant or
each participant’s legally authorized representative.
(Element III.1.F.)
• Reporting promptly to the reviewing IRB or EC any
unanticipated problems involving risks to
participants or others according to the requirements
specified in the reliance agreement. (Element
III.2.D.)
• Ensuring researchers provide to the reviewing IRB
or EC data safety monitoring reports they receive,
according to the IRB’s or EC’s reporting policy.
(Element III.2.D.)

specify the criteria for when the addition of an
investigative site is considered to be a minor
modification. (Element II.2.D.)
Ensuring the IRB or EC has the final authority to
decide whether researcher or research staff conflict
of interest and its management, if any, allows the
research to be approved. (Element I.6.B.)
Reviewing unanticipated problems involving risks
to participants or others. (Element II.2.F.)
Suspending or terminating IRB or EC approval.
(Element II.2.G.)
Notifying the researcher, and if applicable the
organization, of its decisions, consistent with any
reliance agreement. (Element II.2.D.)
Making available relevant IRB or EC records,
including but not limited to minutes, approved
protocols, consent documents, and other records that
document the IRB’s or EC’s determinations to the
relying organization upon request. (Element II.5.A.)
Having authority to request an audit of research
being reviewed. (Element I.5.A.)
Making relevant IRB or EC policies readily
available to the relying organization, including
HRPP staff, and researchers and research staff, and
having a mechanism for communicating to the
organization when policies are updated, as
appropriate. (Element I.1.D.)
Specifying the contact person and providing contact
information for the reviewing IRB or EC for
researchers and research staff to obtain answers to
questions, express concerns, and convey suggestions
regarding the IRB or EC. (Element I.5.C.)

For AAHRPP-accredited HRPPs that rely on
another organization’s IRB or EC, the relying
organization’s policies and procedures must
describe the roles of the organization and
researchers when relying upon another
organization’s IRB or EC, including:

• Specifying which studies are eligible for review by
another organization’s IRB or EC, and describing
the mechanism for making the determination.
(Element I.1.A.)
• Ensuring, through education or other support, that
researchers understand which activities are eligible
for review by another IRB or EC. (Element III.1.A.)
• Ensuring that researchers are knowledgeable about
the need to obtain any approvals from their own
organization prior to seeking review by another IRB
or EC, and that researchers know when to seek
guidance. (Element III.1.A.)
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• Ensuring reporting of non-compliance, participant
complaints, protocol deviations or other events
according to the requirements specified in the
reliance agreement. (Elements I.5.D., II.2.F., II.2.G.,
and III.2.D.)
• Conducting monitoring in addition to, or in
cooperation with, the reviewing IRB or EC, when
appropriate. (Element I.5.D.)
• Specifying the contact person and providing contact
information for researchers and research staff to
obtain answers to questions, express concerns, and
convey suggestions regarding the use of the
reviewing IRB or EC. (Element I.5.C.)
• Ensuring researchers and research staff have
appropriate qualifications and expertise to conduct
the research, are knowledgeable about laws,
regulations, codes and guidance governing their
research, and are knowledgeable about the
organization’s policies and procedures (Element
III.2.A.)

until closure or a mutually agreed upon transfer of
the studies.
When following DHHS and FDA regulations and
requirements, policies and procedures or a written
agreement must define the responsibilities of the
relying organization and reviewing IRB or EC,
including but not limited to:

• Determining whether the relying organization
applies its FWA to some or all research, and
ensuring the IRB or EC review is consistent with
requirements in the relying organization’s FWA.
• Determining which organization is responsible for
obtaining any additional approvals from DHHS
when the research involves pregnant women,
fetuses, and neonates; or children; or prisoners.
• Determining which organization is responsible for
reporting serious or continuing non-compliance;
unanticipated problems involving risks to
participants or others; and suspensions or
terminations of IRB or EC approval. Reporting may
be done by the reviewing IRB or EC, the relying
organization, or jointly, but must be clearly defined
in policies or a written agreement. (Element I.5.D.,
II.2.F., II.2.G., and III.2.D.)

When there is a reliance relationship for IRB or EC
review, policies and procedures or a written
agreement must describe whether the organization
conducting the IRB or EC review, or the relying
organization, is responsible for the following:

When following NIH policy, policies and
procedures or a written agreement must describe
responsibilities for single IRB review, including:

• Providing education to researchers and research
staff. (Element I.1.E.)
• Conducting scientific review (Element I.1.F.)
• Ensuring concordance between any applicable grant
and the IRB or EC application. (Element II.2.D.)
• Reviewing potential non-compliance, including
complaints, protocol deviations, and results of
audits:
• Identifying which organization is responsible for
deciding whether each allegation of noncompliance has a basis in fact.
• Identifying which organization’s process is used
to decide whether each incident of noncompliance is serious or continuing. (Element
I.5.D.)
• Obtaining management plans for researcher and
research staff conflicts of interest. If the relying
organization maintains responsibility for this issue,
the management plan must be provided to the IRB
or EC in a timely manner prior to the decision by
the IRB or EC. (Element I.6.B.)
• Managing organizational conflict of interest related
to the research. (Element I.6.A.)
• Ensuring that, should termination of a reliance
agreement occur, one of the parties clearly is
responsible for continued oversight of active studies

• Defining “authorization agreements” as the
agreement, also called a reliance agreement, which
documents respective authorities, roles,
responsibilities, and communication between an
organization providing the ethical review and a
participating organization relying on a reviewing
IRB.
• Specifying in policies and procedures or a written
agreement:
• That the requirement for single IRB review
applies to awardees in the United States and
participating research sites in the United States.
• That the requirement for single IRB review does
not apply to organizations outside the United
States.
• That awardee organizations are responsible for
ensuring authorization agreements are in place,
and that documentation is maintained.
• Who is responsible for meeting additional
certification requirements, such as Certificates of
Confidentiality or the NIH Genomic Data Sharing
Policy. (Element II.2.D.)
• That participating sites are expected to rely on the
single IRB, though they may conduct their own
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review in accordance with NIH policy on
exceptions from single IRB review.

Outcomes

• The organization protects the rights and welfare of
participants when collaborating with other
organizations for oversight of research.

When relying upon an IRB or EC that is not
AAHRPP-accredited, policies and procedures must
also define:

• The process ensuring research is being reviewed
appropriately and complies with applicable law and
regulations.
• Criteria describing the extent of the review to
confirm compliance with the organization’s ethical
standards and with applicable law and regulations.
The extent of the review of the non-accredited IRB
or EC can vary, depending upon the level of risk to
participants in the research.
Essential requirements for other reviews required by
the HRPP
When additional reviews relevant to the HRPP are
conducted by an external organization, including
but not limited to biosafety review, radiation safety
review, recombinant DNA research review, human
stem cell research review, and conflict of interest
review, the relying organization must have policies
and procedures or a written agreement describing:

• How the review is documented and communicated
to the IRB or EC or other relevant part of the HRPP.
(Element I.1.F.)
• The process for the relying organization to inform
the external organization of circumstances when the
external review must take into account additional
regulatory requirements, for example, those of DoD
or DoJ. (Element I.1.F.)
• Education for researchers when using these
additional reviews. (Element I.1.E.)
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