
INSTITUTION V. IRB
RESPONSIBILITIES
A Guide for Reviewing IRBs and Relying
Insuons Using he SMART IRB Agreemen
or Oher IRB Reliance Agreemens

Insuon v. IRB Responsibilies Working Group
o he SMART IRB Harmonizaon Seering Commiee

April 2018

Harmonized: This document underwent a review and input process
rom February 2017 to April 2018 and has now been fnalized.



1

Harmonized: This documen underwen a review and inpu process rom February 2017 o April 2018 and has now been nalized.

*Many responsibilites o he relying instutonmay be delegaed o he instuton’s IRB ofce, as a componen o is human research proectons
program (HRPP), alhough hese remain he instuton’s responsibiliy. Here we designae hem as responsibilites o he instuton.

Funded by he NIH Naonal Cener or Advancing Translaonal Sciences hrough is Clinical
and Translaonal Science Awards Program, hrough gran number 3UL1TR002541-01S1.

SMART IRB encourages use and disribuon o his conen. I you exrac any language, please cie SMART IRB as ollows,
“This inormaon was obained rom [doc name] as par o SMART IRB, which is unded by he NIH Naonal Cener or Advancing
Translaonal Sciences hrough is Clinical and Translaonal Science Awards Program, gran number 3UL1TR002541-01S1.”

www.smarrb.org

INTRODUCTION

This guidance delineaes discree roles or reviewing IRBs and relying insuons* by idenying and separang appropriae
responsibilies o insuons rom uncons ha are, by regulaon, wihin he purview o he IRB. A responsibiliy is consid-
ered “exible” i regulaon is eiher non-exisen or inenonally variable based on he ype o research under review.

• This guidance is congruent with but not specifc to the SMART IRB Agreement. Use beyond SMART IRB is intended
and encouraged.

• While his guidance was designed o be applicable o a variey o enes, ederal or sae governmen agencies (e.g., U.S.
Deparmen o Veerans Aairs, Deparmen o Deense, Naonal Insues o Healh) may have addional consideraons.

• This documen provides insuons and IRBs guidance o comply wih relevan regulaons; however, here are mulple
ways o ulll hese regulaory responsibilies.

• Relaed insuonal responsibilies (e.g., regarding publicaon, daa use and ownership, inellecual propery), while
imporan opics, were deemed ouside o he scope o his eor and are no included in his guidance.

Click here or a glossary o relevan erms.

Click here or a checklis ha can be used or adaped o documen and communicae roles and responsibilies when imple-
menng he SMART IRB Agreemen.
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RESPONSIBILITIES
REVIEWING

IRB
RELYING

INSTITUTION*
REGULATORY
FLEXIBILITY

ASSUMPTIONS/COMMENTS

Federalwide Assurance
(FWA)

X Each insuon mus ensure i mainains a
curren FWA as needed; an FWA is needed
only or ederally-suppored research.

IRB regisraton X The reviewing IRB mus ensure ha heir IRB
is regisered.

IRB membership X The reviewing IRB mus ensure heir
IRB membership complies wih ederal
requiremens.

Decision o uncton as
reviewing IRB

X The appropriae organizaonal ocial
decides wheher o serve as he reviewing
IRB or he sudy or sudies.

Decision to cede IRB
review

X The appropriae organizaonal ocial
decides wheher o cede review; while
decision-making auhoriy may be
delegaed o IRB leadership, i remains an
organizaonal responsibiliy.

IRB ndings and
deerminatons

X The relying insuon’s IRB mus absain
rom conducng redundan regulaory
reviews and providing deerminaons. This
does no preclude a relying insuon rom
perorming qualiy checks o an IRB’s review
and providing eedback abou he reviewing
IRB’s deerminaons (e.g., he deerminaon
does no appear o comply wih sae or local
requiremens).
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Notcaton o
IRB ndings and
deerminatons

X • The reviewing IRB or designee is
responsible or communicang all IRB
ndings and deerminaons in wring
o invesgaors and insuons. This
includes decisions on proocols, changes,
suspensions, erminaons or subjec
connuaon during lapses in approval,
unancipaed problems involving risks
o subjecs or ohers, noncompliance, or
complains.

• The reviewing IRB may communicae
deerminaons o a designee (e.g. a
coordinang eny responsible or
communicang o he relying sudy eams).

HIPAA deerminatons X Reers o reviewing HIPAA waivers and
aleraons o auhorizaons:

• The reviewing IRB may ac as he privacy
board.

• I he inormed consen and HIPAA
auhorizaon are combined, he IRB mus
review boh; i separae, he IRB is only
responsible or reviewing he inormed
consen.

• May no apply o non-HIPAA covered
enes (e.g., he Federal governmen
operaes under he Privacy Ac o 1974).

• An IRB wihin a non-HIPAA covered eny
may sll ac as he privacy board.

HIPAA implemenaton X Reers o he process o managing waivers
o auhorizaon including racking (e.g., o
disclosures) and recordkeeping.

Ensure study is compliant
with federal IRB
requirements

X Reers o he review o he proocol; i under
an FWA, he relying insuon rounely
ensures ha he reviewing IRB has wrien
procedures or conducng he review(s).
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Identying and providing
local consideratons

X The relying insuon mus communicae
sae or local laws, regulaons, insuonal
policies, and/or sandards o he reviewing
IRB.

Review of local
consideratons

X Afer obaining inormaon rom he relying
insuon, i is he responsibiliy o he
reviewing IRB o incorporae he inormaon
ino heir review (including compliance wih
repored sae or local laws, regulaons,
insuonal policies and/or sandards).

Congruence of federal
gran applicaton

X Review o he congruence o any ederal
gran applicaon or conrac proposal wih
he research submied or IRB review and
approval, when such review is required by
ederal or oversigh agencies.

IRB-initaed audis/
investgatons

X • The reviewing IRB may delegae
responsibiliy; he relying insuon mus
cooperae.

• I a relying insuon conducs he IRB-
iniaed invesgaon, he resuls mus be
communicaed o he reviewing IRB.

• A relying insuon has he righ o
conduc is own auding and mus
communicae or-cause audis and
reporable evens o he reviewing IRB.

Reportng o ederal
agencies and sponsors

X • This reers o submitng mandaory
repors o ederal agencies as required
or deerminaons (e.g., a deerminaon
ha an even qualies as an unancipaed
problem involving risk o subjecs or
ohers or a nding o serious or connuing
noncompliance).

• Under a reliance agreemen, he
deaul should be he reviewing IRB’s
responsibiliy. Responsibiliy may be
delegaed or shared beween he
reviewing IRB and relying insuon; boh
enes should have copies o he repor.
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Identcaton and
analysis o confic o
interest (COI)

X Reers o he idencaon and analysis
o COI and, as necessary, he proposed
managemen plan prepared by he insuon
ha has a conic or ha employs he
researcher or research sa wih a conic.

• The relying insuon mus assure he IRB
ha conics have or can be managed or
resolved.

• The reviewing IRB has he righ o reques
addional inormaon and o require
addional managemen and opporuniy o
urher review he case.

• Relying insuon’s policies govern COI.
I relying insuon does no have a COI
program, i may delegae responsibiliy o
he reviewing IRB insuon.

Review of COI and IRB
deerminaton

X Reers o he review o idened COI:

• The reviewing IRB has he responsibiliy o
review he idened COI and managemen
plan provided by he relying insuon
and, i needed, o require addional
measures o reduce, manage, or eliminae
conic o ensure he sudy is approvable
rom a human subjecs proecons
sandpoin.

IRB COI consideratons X Reers o managemen o IRB member COI
or review o a specic proocol.

IRB recordkeeping X Federal/sae governmen enes will have
specic responsibilies.

QA/QI of the human
research proectons
program

X Insuons ha are or have an IRB mus have
or have access o a QA/QI program.
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Quality assessment:
post-approval monitoring
of studies

X Reers o periodic monioring o sudies afer
IRB approval, as appropriae:

• In cerain siuaons, insuons may
agree ha monioring is unnecessary
(e.g., a minimal-risk sudy or an exernally-
moniored sudy, or insuon wih a
limied role relaed o he research).

• I a relying insuon does no have a QA
program, i may delegae responsibiliy o
he reviewing IRB.

Educaton/raining o
researcher personnel

X Relying insuon may be asked o provide
inormaon or documenaon o reviewing
IRB (e.g., conduc o clinical rials and human
research proecon raining).

Qualicatons o
research personnel

X Reers o he review o inormaon
abou he qualicaons o research
personnel; relying insuon may be asked
o provide inormaon or documenaon
o reviewing IRB.

Notcaton o
instutonal legal
requests and claims

X The relying insuon mus inorm reviewing
IRB when in connecon wih he ceded
research.

Notcaton o IRB legal
requests and claims

X The reviewing IRB mus inorm a relying
insuon when in connecon wih he
relying insuon’s ceded research.

Contract/clinical trial
agreement (CTA)
congruence

X The relying insuon mus coordinae wih
heir relevan conracs oce o ensure
ha he inormed consen is consisen wih
language in he CTA.
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