Single IRB (sIRB) Requirement Determination Workflow

Is the research non-exempt human subjects research?

Yes

v

Is there more than one U.S institution engaged \

No

in the human subjects research?

Yes

v

Is the initial IRB approval date on or after
January 20, 20207

Yes

v

Research study is subject to the revised Common
Rule Cooperative Research sIRB requirement unless
excepted from these requirements.

All U.S. institutions engaged in the NIH-funded
nonexempt human subjects research that is subject to
the Revised Common Rule Cooperative Research sIRB

requirement (45 CFR 46.114(b)) must use a sIRB as
required by the terms and conditions of award.

No F—P
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STOP

Study is not subject to the revised
Common Rule Cooperative Research
sIRB requirement or NIH sIRB policy.

It does not require an sIRB.

Study is not subject to the revised Common Rule
Cooperative Research sIRB requirement.

This study may be subject to the NIH sIRB Policy.

Continue to the question below.

v

Is there more than one U.S. site conducting the same
research protocol?

()

Yes

v

Is the award other than an Other Transaction (OT), Career
development (K), fellowship (F),or Training (T) Award?

Yes

h 4
Was the competing grant application due date on or
after January 25, 2018, or the R&D contract solicitation
issued on or after January 25, 2018?

Yes

\ 4

2

No

Research study is subject to the NIH sIRB policy
requirement unless excepted from these requirements.

All U.S. sites conducting the same NIH-funded research
protocol that are subject to the NIH sIRB policy must use a
sIRB as required by the terms and conditions of award

STOP

Study is not subject to the
NIH single IRB Policy.

No sIRB is required.



https://www.hhs.gov/ohrp/regulations-and-policy/guidance/guidance-on-engagement-of-institutions/index.html
https://www.ecfr.gov/on/2018-07-19/title-45/subtitle-A/subchapter-A/part-46#46.114
https://www.hhs.gov/ohrp/regulations-and-policy/single-irb-exception-determinations/index.html
https://grants.nih.gov/faqs#/hs-single-IRB-policy-for-multi-site-research.htm?anchor=56655
https://grants.nih.gov/grants/guide/notice-files/NOT-OD-16-094.html
https://grants.nih.gov/grants/guide/notice-files/NOT-OD-18-003.html
https://grants.nih.gov/policy/humansubjects/hs-decision.htm
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