
FREQUENTLY ASKED QUESTIONS
(FAQ)

June 2022



Version 2.1: June 30, 2022

Funded by he NIH Naional Cener or Advancing Translaional Sciences hrough is Clinical

and Translaional Science Awards Program, hrough gran number 3UL1TR002541-04S2.

SMART IRB encourages use and disribuion o his conen. I you exrac any language, please cie SMART IRB as ollows,

“This inormaion was obained rom [doc name] as par o SMART IRB, which is unded by he NIH Naional Cener or Advancing

Translaional Sciences hrough is Clinical and Translaional Science Awards Program, gran number 3UL1TR002541-04S2."

www.smarrb.org

1

2

3

5

8

CONTENTS

INTRODUCTION

THE SMART IRB RELIANCE MODEL

SCOPE OF COVERED RESEARCH

ELIGIBILITY TO PARTICIPATE

HOW TO JOIN SMART IRB

THE AGREEMENT: SELECTED PROVISIONS AND ANNOTATIONS 10

10

10

11

12

14

14

15

16

Invesgaor Compliance

HIPAA Privacy Rule

Conlics o Ineres

Local Consideraions

Federal Gran Congruency Review

Subjec Complains and Injuries

Invesigaions o Noncompliance

Reporing

IRB Fees 16

16

18

19

20

INSURANCE AND INDEMNIFICATION

AMENDMENTS TO THE SMART IRB AGREEMENT

TERMINATION OF PARTICIPATION IN SMART IRB – UPDATED

SOPS

USING SMART IRB FOR A STUDY 21

21

22

24

25

25

26

Reliance Requess

Selecing a Reviewing IRB

Local Consideraons

Consen Forms

Conlics o Ineres COI

Sudy Review and Amendmen Submissions

Sudy Audis, Noncompliance, and Terminaion 28

29

FAQS SPECIFIC TO SMART IRB AGREEMENT V2.0:

NIH REVISIONS TO THE SMART IRB AGREEMENT

GUIDANCE REGARDING SCOPE OF REVIEW PROVISION OF THE

TRIAL INNOVATION NETWORK (TIN) LETTER OF INDEMNIFICATION (LOI) 34



Version 2.1: June 30, 2022

1Funded by he NIH Naional Cener or Advancing Translaional Sciences hrough is Clinical and

Translaional Science Awards Program, hrough gran number 3UL1TR002541-04S2.

SMART IRB encourages use and disribuion o his conen. I you exrac any language, please cie SMART IRB as ollows,

“This inormaion was obained rom [doc name] as par o SMART IRB, which is unded by he NIH Naional Cener or Advancing

Translaional Sciences hrough is Clinical and Translaional Science Awards Program, gran number 3UL1TR002541-04S2."

www.smarrb.org

INTRODUCTION

Q: What is SMART IRB?

A: SMART IRB is an iniave developed under an award rom he Naonal Cener or Advancing Translaonal Sciences

“NCATS” o he Naonal Insues o Healh “NIH” o suppor single Insuonal Review Board “IRB” review in acilia-

on omul-sie human subjecs research. SMART IRB includes:

• An IRB reliance agreemen ha permis eligible insuons ha join i “Parcipang Insuons” o cede review o

human subjecs research o oher Parcipang Insuons’ IRBs; and

• A se o sandard operang procedures SOPs o guide implemenaon o he reliance relaonship among Parcipang

Insuons.

• A nework o regional ambassadors o suppor adopon and implemenaon o IRB reliance across he naon

• Cenralized online sysems o suppor sign-on, reliance deerminaons, and harmonizaon ongoing developmen

Q: Wha is he SMART IRB Maser Common Reciprocal Insuonal Review Board Auhorizaon Agreemen?
A: The SMART IRB Maser Common Reciprocal Insuonal Review Board Auhorizaon Agreemen he “SMART IRB

Agreemen” or he “Agreemen” is he IRB auhorizaon agreemen or reliance agreemen ha permis Parcipang

Insuons o cede review o human subjecs research o oher Parcipang Insuons’ IRBs. The Agreemen ses orh

he auhories, roles, and responsibilies o Parcipang Insuons and heir IRBs when ceding or providing IRB review.

The Agreemen was designed o mee he proposed regulaory requiremen in he Common Rule Noce o Proposed

Rulemaking 80 Fed. Reg. 53933 Sep. 8, 2015 or documenaon o he respecve compliance responsibilies o ins-

uons and IRBs parcipang in an IRB reliance relaonship, and is in compliance wih he 2018 requiremens o he nal

revised Common Rule 45 CFR 46. The Agreemen was developed wih he inpu o over 110 insuons, rom 33 saes,

including many o he 64 unded Clinical Translaional Science Award Hubs.

Q: Why are here wo versions o he SMART IRB Agreemen?
A: SMART IRB Agreemen v1.0 is he original SMART IRB Agreemen ha was open or sign-on rom Sepember 5, 2016 unl

Sepember 30, 2020. SMART IRB Agreemen v2.0 incorporaes cerain revisions o he Agreemen’s provisions on insur-

ance, conic o ineres, congruency review, and non-inererence wih requiremens o law ha enable he NIH Inramural

Research Program o parcipae in he Agreemen. As o Ocober 1, 2020, all new insuons will sign v2.0. In addion, any

curren Parcipang Insuon ha wishes o enac a reliance wih NIH mus sign v2.0 in order o do so. All oher curren

Parcipang Insuons may connue o use v1.0; i is no necessary o sign v2.0 in order o enac a reliance wih a non-NIH

Parcipang Insuon. To learn more, see he SMART IRB Agreemen v2.0 Cover Memo and he SMART IRB Agreemen

v2.0 FAQS included a he end o his documen.
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THE SMART IRB RELIANCE MODEL

Q: I have heard abou “share” and “non-share” models o reliance, as well as “one-way” and “reciprocal”
models, “one-o” and “maser” reliance arrangemens, and a hos o oher models. Wha ype(s) o reliance
does SMART IRB suppor?

A: SMART IRB is a “non-share” model o reliance, which means ha he IRB responsible or review o research on behal o

oher insuons is responsible or all aspecs o he IRB review. In oher words, he reviewing IRB perorms inial review,

connuing review, review o amendmens sudy-wide and hose specic o parcular insuons, and review o reporable

evens. Wih respec o any given insuon, here is a single IRB o record overseeing is parcipaon in he research sudy.

In addion, Parcipang Insuons can use SMART IRB o suppor one-way reliance relaonships when an insuon

only relies on anoher’s IRB or only provides IRB review and reciprocal reliance relaonships when an insuon may or

one research sudy rely on anoher’s IRB and may or anoher research sudy provide IRB review. Insuons can also use

SMART IRB o suppor reliance or a single research sudy or specic caegory o research sudies or or mulple research

sudies as he need arises. As is ull name reecs, he SMART IRB Maser Common Reciprocal Insuonal Review Board

Auhorizaon Agreemen is designed – and is exible enough – o suppor a broad range o reliance relaonships in acilia-

on o he naonal goal o increase ulizaon o single IRBs.

Q: Can SMART IRB be used o suppor a designaed cenral IRB?

A: Yes. SMART IRB and he SMART IRB Agreemen can be used o suppor and documen a cenral IRB arrangemen or

one or mulple sudies, such as a cenral IRB or an indusry-unded rial or or a ederally-unded clinical rials nework or

consorum. The Agreemen provides ha in such siuaons, any policies and procedures or erms o parcipaon required

by he under, he nework, or he designaed cenral IRB, including hose ha aec he reliance relaonship, will apply and

will override any provisions o he Agreemen wih which hey conic. Any policies and procedures or erms o parcipaon

required by he under, he nework, or he designaed cenral IRB mus be communicaed in wring o Relying Insuons.
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SCOPE OF COVERED RESEARCH

Q: Wha ypes o research can be reviewed under SMART IRB?

A: SMART IRB is inended o allow relian IRB review o human subjecs research in compliance wih he review and reliance

requiremens o US research oversigh regulaons.

The research may be exernally or inernally unded; he Agreemen does no limi he scope o wha is covered based on

unding source or saus. Alhough i is generally expeced ha SMART IRB will be used or human subjecs research ha

is subjec o US research oversigh regulaons, i could be used or research ha is subjec o inernaonal requiremens i

he pares involved in such research deermine ha SMART IRB and he SMART IRB Agreemenmee heir needs and any

inernaonal requiremens or such arrangemens.

Q: Is he SMART IRB Agreemen in compliance wih he revised Common Rule, including he cooperave

research provision (45 CFR 46.114(b))?
A: Yes. A he me o is drafing, he SMART IRB Agreemen was designed wih he proposed regulaory requiremens in he

Common Rule Noce o Proposed Rulemaking 80 Fed. Reg. 53933 Sep. 8, 2015 in mind, and he erms o he Agreemen

comply wih he 2018 requiremens o he nal revised Common Rule, including he cooperave research provision 45 CFR

46.114b. The Agreemen was drafed o be deliberaely exible wih regard o he conceps o limied IRB review and

broad consen inroduced in he revised Common Rule; he expecaon under he Agreemen is ha insuons will require

insuonal oversigh, which may include limied IRB review in some cases, or he new exemp caegories o human sub-

jecs research ha will require such review, and he Agreemen is no explicily resricve as o which porons o a consen

documenmay be revised, hereore accommodang cusomizaon relaed o broad consen. Noe: selec provisions o he

Agreemenmay no longer apply o research subjec o he Common Rule e.g., reerences o gran congruency review, scope

o an insuon’s FWA.

Q: Can SMART IRB be used or making and documenng deerminaons o exempon rom IRB review?

A: Yes. Alhough he main purpose o SMART IRB is o cover ceding o IRB review responsibilies or research or which IRB

review is required, i is recognized ha currenly a some insuons, IRBs also deermine wheher human subjecs research

is exemp rom review under he Common Rule and oher applicable ederal regulaons and policies. I a Parcipang

Insuon would like o have anoher Parcipang Insuon’s IRB make and documen exempon deerminaons on is

behal, he Parcipang Insuon may use he SMART IRB Agreemen or such an arrangemen. In such cases, some o

erms o he SMART IRB Agreemen will no apply o he arrangemen.
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Q: One o he eligibiliy crieria or parcipaon in SMART IRB is hamy insuon require IRB review and
insuonal oversigh or our human subjecs research regardless o unding source and regardless wheher
we have “checked he box” on our FWA. This requiremen does no appear o have an excepon or exemp
human subjecs research, which under he curren Common Rule does no require IRB review or rigger any
oher regulaory obligaons. Can you explain why?

A: The inen o his crierion, which is saed in Secon 1.1 o he Agreemen, is no o require IRB review or insuonal

oversigh or human subjecs research ha is currenly exemp rom IRB review and oher regulaory requiremens under he

Common Rule as o he dae he SMART IRB Agreemenwas released. Wih regard o he 2018 requiremens o he nal

revised Common Rule, and he newly inroduced concep o "limied IRB review," he expecaon under he Agreemen is ha

insuons will require insuonal oversigh, which may include limied IRB review in some cases, or he new exemp caego-

ries o human subjecs research hawill require such review or have oher regulaory requiremens aached o hem.

Q: Imy insuon parcipaes in SMART IRB, is i required o cede review o any or all o is human subjecs
research? Is my insuon required o provide IRB review or oher sies?

A: Unless required by policy or as a condion o parcipaon in a sudy or research consorum, each Parcipang

Insuon elecs on a case-by-case basis wheher o cede IRB review o or provide IRB review or any research sudy or sud-

ies under he Agreemen and wheher o parcipae in any ceded review agreed upon by oher Parcipang Insuons.

Q: How is i deermined wha specic research sudy(ies) will be ceded under he Agreemen?

A: Each Parcipang Insuon, in consulaon wih oher involved Parcipang Insuons as needed, makes a deermi-

naon wheher a research sudyies is appropriae or ceded review. No Parcipang Insuon involved in he research is

required o parcipae in he ceded review. I one or more involved Parcipang Insuons declines o parcipae in he

ceded review, he oher insuons may sll parcipae in i.

Q: Imy insuon parcipaes in SMART IRB, can i sll parcipae in oher IRB reliance agreemens, includ-
ing wih oher Parcipang Insuons?

A: Yes. Parcipaon in SMART IRB does no preclude parcipaon in any oher IRB reliance agreemen or arrangemen wih

any oher eny, including wih oher insuons ha are also parcipang in SMART IRB. Alhough insuons may wish o

consider swiching o he SMART IRB Agreemen o cover heir exisng reliance relaonships, or hose going orward, here

is no requiremen o do so.

Insuons ha parcipae in mulple reliance agreemens wih he same insuons should communicae wih one

anoher in advance o ceding review or any research sudy abou which agreemen hey are using o cover and documen

he reliance or ha research.
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ELIGIBILITY TO PARTICIPATE

Q: Who can join SMART IRB?

A: Any insuon hamees he eligibiliy crieria see nex queson below and agrees o he erms and condions o he

SMART IRB Agreemen hrough execuon o a Joinder Agreemen see How To Join SMART IRB belowmay parcipae in

SMART IRB.

Q: Wha are he eligibiliy crieria ha an insuon musmee in order o parcipae in SMART IRB?

A: An insuon musmee he ollowing crieria in order o become a Parcipang Insuon in SMART IRB:

1. I i conducs any human subjecs research, regardless o unding source, he insuon musmainain an Oce or

Human Research Proecons “OHRP”-approved Federalwide Assurance “FWA”. SMART IRB views mainenance o an

FWA as a baseline indicaor o an insuon’s agreemen o be accounable or he compliance o is human subjecs

research program wih ederal and ehical norms and sandards.

Addionally, he insuon, by policy or oherwise, mus require IRB review and provide insuonal oversigh o is

human subjecs research regardless o unding source or he scope o is FWA. Even when IRB review is no required, oher

insuonal policies and oversighmechanisms should sll exis and apply such ha he exemp projec is sll under he

“jurisdicon” o he insuon and subjec o is generally applicable sandards. For example, many insuons provide

in heir policies ha exemp research mus sll be in compliance wih basic ehical sandards, is subjec o insuonal/

invesgaor conic o ineres policies, mus be conduced in accordance wih he insuon’s HIPAA privacy/paen con-

denaliy policies, ec. These are jus examples; he SMART IRB Agreemen does no prescribe exacly wha insuonal

oversigh is required, jus ha here is some level o jurisdicon o he insuon over he conduc o he projec.

2. I i has an IRB or is an independen IRB organizaon, hen wihin he 5 years prior o joining SMART IRB, he insuon

mus have undergone or have iniaed an assessmen o he qualiy o is human research proecon program “HRPP”.

SMART IRB does no proscribe he naure o he assessmen; i can be a hird-pary assessmen or a sel-assessmen.

Accrediaon hrough an exernal organizaon, use o OHRP’s QA Sel-Assessmen Tool or FDA’s Sel-Evaluaon Check-

lis or IRBs, use o he Associaon or he Accrediaon o Human Research Proecon Programs “AAHRPP” Evalua-

on Insrumen or Accrediaon wih sel-documenaon o sasacon o requiremens, or anoher approach wih a

comparable, comprehensive scope o review o he HRPP ha includes assessmen o he IRB are sucien o mee his

crierion. Depending on he scope o audi, an audi o he insuon’s IRB by a ederal agency, wih no major issues

idened and any minor issues correced/resolved, may also be sucien. The Agreemen provides ha Parcipang

Insuons may obain inormaon abou how any oher Parcipang Insuon sased SMART IRB’s HRPP qualiy

assessmen requiremen prior o deermining wheher o parcipae in a ceded review wih ha insuon.

Noe: While OHRP no longer oers QA consulaons as par o a Qualiy Assessmen Program, compleon o he OHRP QA

Sel-Assessmen Tool which is sll available or use is considered sucien o sasy his requiremen.

3. The insuon mus designae a leas one individual “Poin o Conac” who will serve as he conac person or he

insuon wih respec o maers concerning he inial and ongoing implemenaon o he Agreemen, including deci-

sions abou ceding parcular research sudies.

Q: Who deermines wheher a Parcipang Insuon mees he eligibiliy crieria?

A: Each Parcipang Insuon, as par o is Joinder Agreemen, represens and warrans ha imees he eligibiliy crie-

ria or parcipaon in SMART IRB. SMART IRB will conduc a basic process o conrm ha an execued Joinder Agreemen

delivered o SMART IRB is complee and acually coming rom he insuon idened in he Joinder Agreemen. SMART
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IRB will no subsanvely review how insuons have me such crieria or example, whamehod he insuon used

o conduc he required HRPP qualiy assessmen. Once ha conrmaon is complee, an insuon can be acvaed or

parcipaon in SMART IRB.

Q: Can independen IRBs (no aliaed wih an insuon) parcipae in SMART IRB?

A: Yes. Under he Agreemen, independen IRBs are reerred o as “IRB Organizaons.” These organizaons may parcipae

in he Agreemen o provide IRB review o oher Parcipang Insuons i hey mee he applicable eligibiliy crieria he

second and ourh o he crieria noed in he eligibiliy crieria queson above and execue a Joinder Agreemen. As he

erm “IRB Organizaon” is used in he Agreemen, i reers o organizaons ha only provide IRB review and do no hem-

selves conduc research; hereore, or purposes o he Agreemen, an insuon ha is an IRB Organizaon may no have,

and is no required o have, an FWA.

Q: Can governmen agencies ha conduc or review research parcipae in SMART IRB?

A: Yes. Presuming governmen agencies mee he applicable eligibiliy crieria and execue a Joinder Agreemen, such agencies

or enes such as NIHmay parcipae in he Agreemen and rely on he IRB o anoher Parcipang Insuon or review o

research in which he agency is engaged or provide IRB review o oher Parcipang Insuons hrough he agency’s IRBs.

Q: Does my insuon need o have an IRB in order o parcipae in SMART IRB?

A: No. An insuon ha does no have an IRB may parcipae in SMART IRB o rely on he IRB o anoher Parcipang

Insuon or review o research in which he rs insuon is engaged.

However, he insuon ha does no have an IRB may no provide review o research or oher Parcipang Insuons.

Noe ha i your insuon normally relies on he IRB o anoher insuon or review, and you or anoher insuon wish

o use ha IRB or he review o research covered under he SMART IRB Agreemen, hen ha insuon would also need o

join SMART IRB.

Q: My insuon is a group, or par o a group o aliaed insuons wih separae FWAs (or example, a
universiy-hospial sysem, or a hospial sysem, where each insuon has a separae FWA) ha wans o
parcipae in SMART IRB. Can one member o he group join SMART IRB on behal o all o us, or does each
insuon need o join?

A: Each insuon wih a separae FWAmus join SMART IRB i.e., mus be regisered wih SMART IRB and execue is own

Joinder Agreemen in order o parcipae. In oher words, insuons ha have separae FWAs mus each regiser and execue

a Joinder Agreemen o parcipae. This is required so ha each FWA-holding insuon hawishes o parcipae is idened

and so ha here is clear and simple documenaon ha each o hem is direcly agreeing o he erms o he Agreemen. Use

his decision ree o help you deermine how an aliae o anoher insuonmay join and parcipae in SMART IRB.

Q: My insuon’s FWA species ha we currenly rely on he IRB o anoher insuon, wih which we are
aliaed bu rom which we are legally separae (we are disnc legal corporaons). I boh insuons wan
o parcipae in SMART IRB, do hey boh need o join?

A: Yes. Each insuon mus join SMART IRB i.e., mus be regisered wih SMART IRB and execue is own Joinder

Agreemen, regardless o any pre-exisng aliaons or reliance arrangemens hamay be in place beween he insu-

ons. This is required so ha each legal eny ha wishes o parcipae is idened and so ha here is clear and simple

documenaon ha each o hem is direcly agreeing o he erms o he Agreemen. In his case, boh insuons may join

SMART IRB i hey wish; however, he joining o one does no enable he oher o parcipae in any reliance relaonships

under he SMART IRB Agreemen. Use his decision ree o help you deermine how an aliae o anoher insuon may

join and parcipae in SMART IRB.
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Q: My insuon provides IRB review or several aliaed bu legally separae insuons (disnc legal cor-
poraons). I all o our insuons wan o parcipae in SMART IRB, do we all need o join?

A: Yes. Each insuon mus join SMART IRB i.e., mus be regisered wih SMART IRB and execue is own Joinder

Agreemen, regardless o any pre-exisng aliaons or reliance arrangemens hamay be in place beween he insu-

ons. This is required so ha each legal eny ha wishes o parcipae is idened and so ha here is clear and simple

documenaon ha each o hem is direcly agreeing o he erms o he Agreemen. In his case, all insuons may join

SMART IRB i hey wish; however, he joining o one does no enable he ohers o parcipae in any reliance relaonships

under he SMART IRB Agreemen. Use his decision ree o help you deermine how an aliae o anoher insuon may

join and parcipae in SMART IRB.

Q: My insuon is a group, or par o a group, o aliaed insuons ha are legally separae (disnc legal
corporaons) bu are all covered under a single FWA (he FWA is held by one insuon and he res o he
insuons are lised as ‘componens’). All he insuons wan o parcipae in SMART IRB. Can one member
o he group join SMART IRB on behal o all o us, or does each insuon need o join?

A: Each legally separae insuon covered under he FWA mus join SMART IRB, ha is, mus regiser wih SMART IRB and

execue is own Joinder Agreemen. This is required so ha each legal eny ha wishes o parcipae is idened and so

ha here is clear simple documenaon ha each o hem is direcly agreeing o he erms o he Agreemen. Use his deci-

sion ree o help you deermine how an aliae o anoher insuon may join and parcipae in SMART IRB.
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HOW TO JOIN SMART IRB

Q: My insuon has deermined ha imees he eligibiliy crieria o parcipae in SMART IRB. Wha is he
process or joining?

A: The process or joining SMART IRB involves:

1. Downloading and reviewing he SMART IRB Agreemen.

2. Creang an accoun via he Joinder Sysem and compleng an online regisraon orm o provide cerain basic inorma-

on abou your insuon ha is required under he SMART IRB Agreemen.

3. Downloading, obaining appropriae signaure, and uploading your insuon’s SMART IRB Joinder Agreemen see nex

queson “Wha does my insuon sign o join SMART IRB”?.

4. Awaing conrmaon o acvaon as a SMART IRB Parcipang Insuon.

Q: Wha does my insuon sign o join SMART IRB?

A: The insuon mus execue he SMART IRB Agreemen, which is done by signing a documen called a “Joinder

Agreemen.” Because he Agreemen is open o parcipaon by any insuon hamees he eligibiliy crieria, and

insuons may join a dieren mes, here is no a single cenral execuon documen and here are no ounding pares

or insuons. Raher, each insuon signs a separae Joinder Agreemen o esablish isel as a pary o he erms righs

and obligaons se orh in he SMART IRB Agreemen documen. In he Joinder Agreemen, he insuon agrees o abide

by all o hose erms, agrees ha imay accep and rely on he review o any o he IRBs o oher Parcipang Insuons

and ha oher Parcipang Insuons may rely on he review o is IRB as applicable, and represens and warrans ha i

mees all SMART IRB eligibiliy crieria or parcipaon.

When you are ready o join, a represenave rom your insuon should complee he online insuon regisraon

process. This person should be someone who has he auhoriy o represen he insuon in regard o IRB reliance arrange-

mens. The regisraon process will generae an insuon- specic Joinder Agreemen, which may be downloaded and

signed by he appropriae Insuon Ocial. The execued Joinder Agreemenmay hen be delivered o SMART IRB by

uploading an elecronic le e.g. PDF o he signed documen. NOTE: urher insrucons on his process will be provided

when insuons receive heir insuon-specic link o he Joinder Sysem; any ineresed pares should download he

SMART IRB Agreemen o be noed when sign-on is available or heir insuon.

The Eecve Dae o he Agreemen wih respec o any Parcipang Insuon is he Eecve Dae o is Joinder

Agreemen, as idened in he Joinder Agreemen; however, he Parcipang Insuon’s acual parcipaon in any acv-

ies under he Agreemen rs requires acvaon o parcipaon as described urher in oher FAQs. See above seps or

joining SMART IRB.

Q: I wo insuons have separae FWAs, can he same individual sign he Joinder Agreemen or boh insuons?

A: Yes, i he individual has appropriae signaure auhoriy or boh insuons. This may be he case in some universi-

y-hospial aliaons, or example, where he same individual serves as an Insuonal Ocial or boh he universiy and

he hospial. I will depend on he auhoriy graned by each insuon o he individual; such auhoriy mus be deer-

mined by he involved insuons.

Q: Can he same individual regiser and/or serve as he Poin o Conac or more han one insuon?

A: Yes, i he individual has he auhoriy o ac on behal o boh insuons wih respec o parcipaon in and implemen-

aon o he Agreemen. The involved insuon deermines he auhoriy graned o he individual.
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Q: Once my insuon has regisered and signed he Joinder Agreemen, can i begin parcipang in review
and reliance acvies immediaely?

A: No. Alhough he Joinder Agreemen will esablish an Eecve Dae or he insuon’s parcipaon in SMART IRB which

will be he dae he insuon’s auhorized ocial/signaory execues he Joinder Agreemen, an insuon’s parcipaon

mus be acvaed. Acvaon involves conrmaon by SMART IRB adminisraon ha he execued and submied Joinder

Agreemen is acually coming rom he insuon idened in he Joinder Agreemen and appears o mee he eligibiliy

crieria. Once ha is conrmed, he insuon will be acvaed o parcipae in ceded reviews.



Version 2.1: June 30, 2022

10Funded by he NIH Naional Cener or Advancing Translaional Sciences hrough is Clinical and

Translaional Science Awards Program, hrough gran number 3UL1TR002541-04S2.

SMART IRB encourages use and disribuion o his conen. I you exrac any language, please cie SMART IRB as ollows,

“This inormaion was obained rom [doc name] as par o SMART IRB, which is unded by he NIH Naional Cener or Advancing

Translaional Sciences hrough is Clinical and Translaional Science Awards Program, gran number 3UL1TR002541-04S2."

www.smarrb.org

THE AGREEMENT: SELECTED PROVISIONS AND ANNOTATIONS

Invesgaor Compliance

Q: The SMART IRB Agreemen requires a Relying Insuon o ensure ha is Research Personnel are inormed
o and required o comply wih he Relying Insuon’s obligaons under he Agreemen regarding coordi-
naon, communicaon, compliance, and reporng. The Agreemen also requires he Relying Insuon o
require is Research Personnel o comply wih he Reviewing IRB’s requiremens and deerminaons. How
does a Relying Insuon implemen hese requiremens?

A: The Agreemen does no dicae how Relying Insuons implemen hese requiremens. Relying Insuons mus deer-

mine or hemselves how hey can bes ensure ha heir invesgaors and oher Research Personnel are inormed o he

insuon’s obligaons when relying on an exernal IRB and how hey will enorce hese obligaons inernally. For example,

some insuons may adop policies and procedures or reliance arrangemens, or may send wrien nocaon o inves-

gaors/personnel o specic requiremens, or may require invesgaors/personnel o sign an acknowledgemen or agree-

men as o specic responsibilies when hey submi a proocol or ceded review.

HIPAA Privacy Rule

Q: How does he SMART IRB Agreemen handle any HIPAA Privacy Rule deerminaons ha are required or a
Relying Insuon ha is a Covered Eny o use and disclose Proeced Healh Inormaon or research?

A: Many Parcipang Insuons ha are conducng a research sudy and ceding IRB review under he Agreemen, called

“Relying Insuons” are Covered Enes under he Healh Insurance Porabiliy and Accounabiliy Ac o 1996 and is

privacy regulaons “HIPAA”. Such Relying Insuons may no use or disclose Proeced Healh Inormaon “PHI” or

research purposes unless HIPAA’s requiremens or individual auhorizaon, waiver/aleraon o auhorizaon, or anoher

pahway under HIPAA is me e.g., disclosure o a Limied Daa Se.

The Agreemen presumes ha in mos cases, he IRB o he Parcipang Insuon providing review under he Agreemen,

called he “Reviewing IRB” will, as par o is review o a research sudy, make a deerminaon on behal o a Relying

Insuon ha is a Covered Eny as o wheher auhorizaon is required, wheher waiver/aleraon o auhorizaon is

permissible, or wheher anoher pahway or use and disclosure o PHI is sased in connecon wih he sudy.

• The Reviewing IRB may deermine ha individual auhorizaon is required. In hese cases, he auhorizaon language

generally would be incorporaed ino he consen documen and he Reviewing IRB would be responsible or approving a

emplae combined consen and auhorizaon orm.

• The Reviewing IRB may gran a waiver or aleraon o auhorizaon.

• I he PHI o be used or disclosed or he research sudy consues a Limied Daa Se, he Reviewing IRB may permi

such use and disclosure o occur under a Daa Use Agreemen.

Noe ha he Reviewing IRB does no ake on responsibiliy or any oher HIPAA requiremens applicable o he Relying

Insuon such as compliance wih or implemenaon o accounng o disclosures o PHI made by he Relying Insuon

pursuan o a waiver o auhorizaon.
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Q: My insuon is no a Covered Eny. Can i sll ac as he Reviewing IRB or a Relying Insuon ha is a
Covered Eny?

A: Yes. The Reviewing IRB does no need o be a Covered Eny or par o a Covered Eny isel in order o make HIPAA

deerminaons on behal o he Relying Insuon o permi he use and disclosure o PHI or research. However, in recogni-

on ha some Relying Insuons may no be comorable wih a Reviewing IRB making hese HIPAA deerminaons on is

behal or example, when he Reviewing IRB does no regularly make such deerminaons, he Agreemen allows a Relying

Insuon o reques, and he Reviewing IRB o agree, ha he Relying Insuon use is own reesanding HIPAA auhori-

zaon orm when auhorizaon is required or conduc he review o a reques or waiver/aleraon o auhorizaon isel

when waiver/aleraon is requesed.

In he rare case when a Reviewing IRB is no willing o make any necessary HIPAA deerminaons o permi use/disclosure

o PHI or example, i an insuon ha is no a Covered Eny has indicaed ha is IRB will no perorm such deermi-

naons, a Relying Insuon ha is a Covered Eny musmake is own such deerminaons. I in such case a Relying

Insuon deermines ha individual auhorizaon is required, imus use is own orm o auhorizaon language, which

mus be a reesanding orm separae rom he inormed consen documens, and he Relying Insuon would be respon-

sible or ensuring he HIPAA auhorizaon orm is complian wih HIPAA’s requiremens or auhorizaons and is consisen

wih he IRB-approved consen orm and proocol.

Prior o parcipang in a deerminaon o he accepabiliy o Ceded Review or a given research sudy, a poenal

Reviewing IRB mus inorm all Parcipang Insuons involved in he research i i will no perorm HIPAA-relaed

deerminaons.

Conics o Ineres

Q: How are conics o ineres o Research Personnel rom non-ederal Relying Insuons addressed under
he SMART IRB Agreemen?

A: Unless he involved Parcipang Insuons agree on a dieren plan in advance or a given research sudy, a non-ed-

eral Relying Insuon will analyze poenal conics o ineres o Research Personnel under is own conic o ineres

policies. The non-ederal Relying Insuon will provide he Reviewing IRB wih he resuls o is analysis, including any

conic o ineres deerminaons, insuonally required prohibions, and insuonally required managemen plans.

The Reviewing IRB mus consider his inormaon in reviewing he research sudy on behal o he applicable non-ederal

Relying Insuon. The Reviewing IRB mus incorporae and implemen any prohibions or managemen plans such as

insuonally required disclosures in consen orms wihou changes, unless such changes are discussed wih and acceped

by he non-ederal Relying Insuon. The Reviewing IRB may impose addional requiremens such as urher disclosures

i necessary o approve he sudy.

In he rare siuaon when he Reviewing IRB deermines ha implemenaon o a parcular plan would render he sudy

no approvable by he Reviewing IRB or example, he Reviewing IRB deermines ha a disclosure saemen required by

a non-ederal Relying Insuon in a consen is misleading, and he non-ederal Relying Insuon does no agree o he

Reviewing IRB’s proposed changes i any, he Reviewing IRB mus inorm he aeced non-ederal Relying Insuon,

and he sudy will be wihdrawn rom ceded review wih respec o ha non-ederal Relying Insuon wihou an IRB

approval/disapproval deerminaon.

Noe ha insuonal conics o ineres conics o a non-ederal Relying Insuon isel are no addressed in he

Agreemen; i is expeced ha he non-ederal Relying Insuon would address such conics locally, prior o is consider-

aon o any ceded review.
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Q: How are conlics o ineres o Research Personnel rom ederal Relying Insiuions addressed under he

SMART IRB Agreemen?
A: Conics o ineres o Research Personnel rom ederal Relying Insuons are addressed in SMART IRB Agreemen v2.0

and are handled dierenly han or non-ederal Relying Insuons due o ederal requiremens applicable o ederal agen-

cies such as he NIH Inramural Research Program. See he SMART IRB Agreemen v2.0 FAQS included a he end o his

documen or more inormaon.

Local Consideraons

Q: Wha laws and regulaons mus he Reviewing IRB consider in reviewing a sudy under he SMART IRB

Agreemen? Who is responsible or deermining ha a sudy is complian wih all applicable laws and

regulaons?
A: The Agreemen requires a Reviewing IRB o perorm is review in accordance wih ederal human subjecs proecon reg-

ulaons. These include he Common Rule, he FDA human subjecs regulaons, and any human subjecs regulaons o ed-

eral agencies ha do no ollow he Common Rule as applicable o he sudy. The Agreemen also requires he Reviewing

IRB o make cerain deerminaons under he ederal HIPAA privacy regulaons, unless he Reviewing IRB communicaes o

he Relying Insuon ha i will nomake hese deerminaons.

The Agreemen also requires a Reviewing IRB o ake ino accoun any local requiremens communicaed o i by he Relying

Insuon in connecon wih he sudy. These local requiremens may include applicable sae and local laws and regu-

laons; insuonal policies, sandards or oher local acors including local ancillary reviews and resricons on use and

disclosure o PHI; and applicable ederal laws and regulaons oher han human subjecs proecon regulaons hamay

aec he sudy. An example o poenally applicable ederal laws and regulaons oher han human subjecs proecon

regulaons is 42 CFR Par 2, regarding he condenaliy o cerain subsance abuse reamen records. I a sudy involves

use/disclosure o such records, he Relying Insuon would be expeced o communicae any requiremens applicable o

is sie under hese regulaons o he Reviewing IRB.

As a resul o his allocaon o asks, he Reviewing IRB is responsible o assure ha is review and he sudy comply wih

ederal human subjecs proecon regulaons. Alhough as par o ha review i is required o consider and apply hose

local requiremens communicaed o i by he Relying Insuon, he Reviewing IRB is no responsible or idenying the

local requiremens including ederal requiremens oher han he human subjecs proecon regulaons or or inerpreng

he local requiremens. The Reviewing IRB depends on he Relying Insuon o ideny and inerpre he local require-

mens and ulmaely o deermine wheher he research reviewed by he Reviewing IRB mees he local requiremens.
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Q: How do oher “local consideraons” (aka “local conex” issues) ge addressed under he SMART IRB
Agreemen?

A: A Relying Insuon is required o ideny, inerpre and communicae o he Reviewing IRB he requiremens o any

applicable sae or local laws, regulaons, insuonal policies, sandards, or oher local acors, including local ancillary

reviews and resricons on use and disclosure o PHI, and ederal laws and regulaons oher han human subjecs proec-

on regulaons ha are relevan o a research sudy or which review is being ceded under he Agreemen. The Reviewing

IRB is no expeced o ideny or inerpre such requiremens on is own. The Reviewing IRB is required o consider and

apply any local requiremens communicaed o i by he Relying Insuon in connecon wih is review o he research

sudy. Because he Relying Insuon is in he bes posion o ideny and inerpre applicable local requiremens, his

responsibiliy remains wih he Relying Insuon. Relying insuons are encouraged o develop appropriae procedures o

ensure applicable local requiremens are communicaed by individuals knowledgeable abou hose requiremens.

When wrien inormed consen is required or a research sudy, he Reviewing IRB will provide inormed consen docu-

mens or use by he Relying Insuon/Sie Invesgaor. The Relying Insuon may cusomize sie-specic language wihin

he documens, e.g., he availabiliy o reamen and compensaon or research-relaed injury, paymen/reimbursemen o

coss incurred by subjecs or parcipaon, and Sie Invesgaor conac inormaon. To he exen he Relying Insuon

requires specic consen language o ensure compliance wih any applicable sae, local or ederal oher han human sub-

jecs proecon laws or regulaons, i should provide ha language o he Reviewing IRB.
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Federal Gran Congruency Review

Q: Why does he SMART IRB Agreemen v1.0 require he Reviewing IRB o review he congruence o any ed-

eral gran applicaon/proposal wih he research proocol submied o he IRB when such review is required

by ederal regulaions or oversigh agencies? Is his provision now ou o dae given ha he revised (2018)

Common Rule eliminaed he requiremen or congruency review?
A: The inen o he congruence provision in v1.0 o he Agreemen was o make sure ha he responsibiliy or IRB review

o he gran applicaon/proposal under he pre-2018 Common Rule or any oher ederal human subjecs research regu-

laons was specically assigned amongs insuons parcipang in a ceded review, and nomissed. Where congruence

review is required, he Reviewing IRB is ofen in he bes posion o be able o compare he gran wih he sudy proocol

and address any inconsisencies, which migh need o be addressed, or example, via a proocol amendmen. The awardee

insuon would sll be responsible or making he cercaon o he applicable ederal deparmen/agency ha he

review has been perormed. Alhough he revised 2018 Common Rule eliminaed he requiremen or congruency review

or research subjec o ha Rule, he congruence provision remains in v1.0 in case such review may be required by any

oher applicable ederal human subjecs research regulaons or oversigh agencies; by is erms, he provision is only rig-

gered i such regulaons or agencies require congruence review.

Q: Why does SMART IRB Agreemen v2.0 include he poenal or he Reviewing IRB o review he congruence

o a gran applicaon/proposal wih a research proocol? Didn’ he revised (2018) Common Rule eliminae

his requiremen? NEW
A: SMART IRB Agreemen v2.0 reains and slighly revises he congruence provision because congruency review may be

required by laws/regulaons oher han he Common Rule or oher ederal rules such as sae laws or by any ype o

unding agencies or sponsor. By is erms, he provision is sll only riggered i such laws or regulaons or any unding

agencies or sponsors require congruence review. However, a he reques o ederal agencies, SMART IRB Agreemen v2.0

provides ha ederal agencies, when serving as he Reviewing IRB, are no required o and will no perorm a gran congru-

ence review and ha in such reliances he responsibiliy or ha review where i is required will remain wih he Relying

Insuon. See he SMART IRB Agreemen v2.0 FAQS included a he end o his documen or more inormaon.

Subjec Complains and Injuries

Q: The SMART IRB Agreemen requires he Reviewing IRB o noy Relying Insuons o any ndings and

acons imakes wih regard o “signican” subjec complains occurring a he Relying Insuon or occur-

ring a oher insuons i he complain or acon could aec he righs and welare o subjecs a he Relying

Insuon. Wha is a “signican” subjec complain as conemplaed by he Agreemen?
A: A signican subjec complain is, generally, one ha could aec he conduc o he Research. Examples migh be a

complain ha a subjec was no provided sucien me o read he consen orm or ha a blood draw occurred wih-

ou inormed consen. An example ha would generally no rise o his level is i a subjec complains abou no receiving

a promised parking voucher or a research visi or received he incorrec amoun o sudy compensaon. These are only

examples, however, and he signicance o a given complain is o be deermined by he Reviewing IRB in he conex o he

parcular research sudy and oher circumsances a issue.
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Q: Why does he SMART IRB Agreemen require Sie Invesgaors o noy he Reviewing IRB o any subjec
complains and any subjec injuries? No all complains and injuries rise o he level o an unancipaed
problem or oher reporable even under ederal research regulaons.

A: Alhough complains and injuries are no per se reporable evens unless hey also mee he denion o an unanc-

ipaed problem involving risks o subjecs or ohers or oherwise occur in connecon wih anoher reporable acviy,

some reliance agreemens specically require complains and injuries o be repored o he IRB in he rs insance o make

sure ha here is an independen judgmen oher han he invesgaor’s or relying insuon’s as o wheher hey con-

sue unancipaed problems. In oher words, some insuons view injuries, in parcular, as inherenly signican such

ha he reviewing IRB should be inormed and have he opporuniy o deermine wheher urher reporng is required.

Whereas hese judgmens migh be made enrely by invesgaors when he IRB is inernal o he insuon conducng he

research, in he reliance conex he IRB is no as amiliar wih he sandards and norms o he invesgaors or he relying

insuon, and all signican complains, research-relaed injuries, and oher evens are o be repored o he Reviewing

IRB. Noe ha he Agreemen limis subjec complains ha require reporng o hose ha are “signican” see above or a

denion o “signican” and injuries mus be relaed o he research in order o require reporng o he Reviewing IRB.

Q: The SMART IRB Agreemen requires a Relying Insuon o ensure consisency beween he approved
research sudy proocol and consen orm wih he provisions o any applicable gran or unding conrac or he
sudy regarding nancial coverage or research-relaed injuries. As an alernave, he Agreemen requires he
Relying Insuon o ensure ha in he even o any inconsisency, he approved proocol and consen orm, i
more proecve o subjecs, will conrol. Why does he Agreemen place his responsibiliy or ensuring consis-
ency wih he Relying Insuon, and wha does imean o ensure ha he proocol and consenwill conrol?

A: The Agreemen places his responsibiliy wih he Relying Insuon because he Reviewing IRB and Reviewing IRB

Insuon will generally no be involved in he unding applicaon or unding conrac negoaon beween he Relying

Insuon and he sponsor. The Relying Insuon is ofen in he only or bes posion o review and negoae he gran or

conrac language on nancial responsibiliy or coverage o subjec injuries as necessary o mee any requiremens o he

IRB and o is own insuon. Aside rom reviewing boh he gran/conrac and he proocol/consen and making sure he

language in each is consisen in describing he coverage, anoher opon is or he Relying Insuon o negoae a conrac

provision wih he sponsor ha says ha o he exen here is any inconsisency, he proocol/consen language will conrol

he presumpon behind his approach is ha he proocol/consen language will generally be more proecve o subjecs

han any conrac language on he opic. This alernae approach pus he burden o a ailure o consisency on he sponsor.

Invesgaons o Noncompliance

Q:Who invesgaes i here is a problem or noncompliance in research covered under he SMART IRB Agreemen?

A: Boh he Reviewing IRB and he Relying Insuon have auhoriy o conduc an invesgaon or audi o any allegaon or ma-

er relang o a research sudy or which review is ceded under he Agreemen. Such invesgaonsmay be conduced separaely

or joinly. The Reviewing IRB also has he auhoriy o reques he Relying Insuon o conduc such invesgaon. Regardless

owheher i is he Reviewing IRB or he Relying Insuon ha conducs an invesgaon, he oher pary is required o reason-

ably cooperae wih he invesgaon, and he invesgang pary is required o repor is ndings o ac o he oher. No pary is

required o share inormaon ha is proeced by aorney-clien privilege or oher applicable legal privileges.

The Relying Insuon mus comply wih any correcve acons required by he Reviewing IRB, bumay also adop is own

addional correcve acons.
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Reporng

Q: Who perorms any required reporng o unancipaed problems, serious/connuing noncompliance, and

suspension/erminaion o IRB approval o sponsors and oversigh agencies, and how are such requiremens

deermined?
A: The Reviewing IRB will deermine wheher an even alls wihin one o hese reporable caegories and wheher a repor

is required o a regulaory agency, sponsor, unding agency, or oher oversigh auhoriy. Federal agency IRBs may decline

o make repors o sudy sponsors and should communicae his limiaon on heir reporng o Relying Insuons a he

me he reliance arrangemen is pu in place. In making he deerminaon, he Reviewing IRB will consider any regulaory

requiremens applicable o i or o he Relying Insuon including applicable FDA requiremens, as well as he erms o

he Relying Insuon’s FWA. Prior o parcipang in a deerminaon wheher o cede review o a parcular research sudy

under he Agreemen, he Parcipang Insuons involved in he sudy mus inorm one anoher o wheher heir FWAs

apply o he specic sudy.

Unless he involved Parcipang Insuons agree on an alernae reporng arrangemen, he Reviewing IRB, wih suppor

o is insuon as applicable, will draf and make he repor and will provide he Relying Insuon wih an opporuniy

o review and commen on he repor prior o is submission o he exernal auhoriy. Nohing in he Agreemen prohibis

he Relying Insuon rom making is own addional repor; in such case, he Relying Insuon will provide a copy o ha

repor o he Reviewing IRB. The involved Parcipang Insuons may agree on an alernae arrangemen whereby he

Relying Insuon drafs and makes he repor or he Reviewing IRB and Relying Insuon joinly make he repor.

IRB Fees

Q: My insuon’s IRB charges ees in connecon wih is review acvies. The SMART IRB Agreemen does

no have a provision regarding IRB review ees. Does his mean i is no permissible o charge IRB ees in con-

necon wih review acvies conduced under SMART IRB?
A: No. Parcipang Insuons providing IRB review under he SMART IRB Agreemenmay charge ees or such services in

accordance wih heir usual pracces and as permied by under applicable policy e.g., NIH Single IRB Review policy. The

Agreemen provides ha Parcipang Insuons may make arrangemens wih one anoher or ees/nancial coverage o

IRB review services.

INSURANCE AND INDEMNIFICATION

Q: The insurance provision in he SMART IRB Agreemen is very general. Why doesn’ i obligae Parcipang

Insuons o carry specic ypes or amouns o insurance coverage in connecon wih heir parcipaon?
A: SMART IRB seeks o aciliae broader parcipaon in reliance relaonships and o maximize exibiliy o choice or

parcipans. Consisen wih hese goals, he Agreemen ses a basic expecaon ha Parcipang Insuons will have

insurance coverage or heir various acvies including, as applicable, he conduc and review o research, bu i does no

dicae he ypes o policies or minimum coverage levels hamay accomplish his coverage.

The Agreemen recognizes ha dieren ypes o insuons may insure agains research-relaed risk dierenly, depending

on heir organizaonal srucure, he size and naure o heir research program, and heir relaonships wih heir person-

nel and oher individuals including IRB members who are involved. In addion, some insuons have sel-insurance
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programs or limied coverage based on saus as public or quasi-public enes, sae law immunies, and oher acors. The

Agreemen provides ha Parcipang Insuons may obain documenaon o any oher Parcipang Insuons’ insur-

ance coverage prior o deermining wheher o parcipae in a ceded review wih hose insuons. Thus, a Parcipang

Insuon can obain he inormaon i needs o make a sudy-specic decision. I is no obligaed o parcipae in any

ceded review. A Parcipang Insuon can also agree wih anoher Parcipang Insuon o waive he basic requiremen

o mainain insurance coverage on a sudy-speciic basis i hey deermine ha is appropriae.

Q: Are ederal agencies subjec o he insurance provision in he SMART IRB Agreemen?

A: No. SMART IRB Agreemen v2.0 provides ha Parcipang Insuons ha are ederal agencies are no required o main-

ain insurance coverage or heir acvies under he Agreemen. See he SMART IRB Agreemen v2.0 FAQS included a he

end o his documen or more inormaon.

Q: Why doesn’ he SMART IRB Agreemen have an indemnicaon provision? My insuon wans o be

indemnied in any reliance relaonship, wheher i is relying on anoher IRB or providing IRB review or

anoher insuon.
A: As noed above, a cenral goal o SMART IRB is o broaden parcipaon in reliance relaonships and o help reduce

poenal barriers o parcipaon. In recognion ha cerain ypes o enes, including public, quasi-public, and smaller

privae organizaons, migh nd an indemnicaon obligaon o consue such a barrier, he Agreemen does noman-

dae ha Parcipang Insuons indemniy one anoher in connecon wih heir acvies. In addion, in ligh o he cur-

ren open regulaory proposals regarding direc liabiliy o IRBs and he possibiliy o urher guidance or claricaon rom

regulaory auhories regarding he respecve responsibilies o reviewing IRBs and relying insuons, he Agreemen

avoids enacng an apporonmen o liabiliy hamay no reec where common undersanding ulmaely lands. However,

in recognion ha some insuons may wish o negoae he allocaon o liabiliy among parcipans in advance o

hese developmens, he Agreemen does expressly provide ha Parcipang Insuons are ree o reques and make

agreemens wih oher Parcipang Insuons or indemnicaon in connecon wih he covered Research as hey deem

appropriae.

I is imporan o be aware ha he praccal value o indemnicaon provisions in avoiding ligaon and providing an

immediae source o recovery may be limied, parcularly in he conex o a developing area such as IRB reliance agree-

mens; parcipans may end up ligang abou he inerpreaon and applicaon o he indemnicaon clause along wih

he underlying claims or liabiliy.

Q: Some IRB reliance agreemens conain “represenaons and warranes” by he pares or, in some cases,

disclaimers o represenaons and warranes. Does he SMART IRB Agreemen have any o hese hings?

Wha do hey mean?
A: In a conrac, a “represenaon” is a saemen regarding an exisng ac ha is made o encourage he oher paryies

o ener he conrac. I he saemen is no rue, he oher paryiesmay be able o ge ou o he conrac as i i never

exised. A “warrany” is a promise o perorm in accordance wih some sandard or expecaon, essenally a guaranee.

I a warranng pary ails o so perorm, he oher paryiesmay be able o more easily erminae he conrac or make a

claim or breach o conrac. Represenaons and warranes may be express or may be implied. Because SMART IRB does

no have a cenral oversigh or compliance body ha will subsanvely review or veriy eligibiliy or parcipaon, i was

deermined ha each Parcipang Insuon should explicily “represen and warran” in he Agreemen ha imees all

eligibiliy crieria or parcipaon. The Agreemen does no conain oher express represenaons or warranes or oher-

wise elevae any o he subsanve obligaons peraining o provision and receip o IRB review services over any oher; he

expecaon is ha simple agreemen o comply wih each subsanve responsibiliy is sucien o proec he Parcipang

Insuons.
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However, in conras o some reliance agreemens, he Agreemen also does no conain any disclaimers o represenaons

or warranes, express or implied. Generally speaking, when a pary “disclaims” all represenaons, i is saying “I am no

making saemens o ac on which any oher pary should rely in deciding wheher o ener his conrac.” When a pary

“disclaims” all warranes, i is saying, “I am no promising ha wha I am providing under his conrac will perorm in accor-

dance wih any sandard or uncon as expeced – I am making no guaranees.”

AMENDMENTS TO THE SMART IRB AGREEMENT

Q: Can he SMART IRB Agreemen be amended?

A: The Agreemenmay be amended rom me o me. Proposed maerial changes will colleced by he SMART IRB

Execuve Commiee and will be subjec o an open commen period in which all Parcipang Insuons may parci-

pae. Such a change migh include a change o he eligibiliy crieria or parcipaon in SMART IRB. No all amendmens

will require re-execuon o Joinder Agreemens by Parcipang Insuons. I an amendmen is nalized ha does no

require such re-execuon, and a Parcipang Insuon is no able o accep he erms o he amended Agreemen, he

Parcipang Insuon may erminae is parcipaon in SMART IRB as described in he SMART IRB Sandard Operang

Procedure SOP or “Ending Sie Parcipaon in SMART IRB or Specic Research.”

Q: Who is noed abou updaes o he SMART IRB Agreemen?

A: When SMART IRB adminisraon proposes any maerial Agreemen amendmen hey will seek inpu rom Parcipang

Insuons during he drafing process, as ollows:

• The proposed draf amendmen language will be posed a SMARTIRB.org.

• All Parcipang Insuons including Poins o Conacs and Insuonal Ocials will be noed o he proposed

amendmen language and provided a leas a 30-day commen period.

• All eedback will be considered.

• A revised draf o he amendmen language, i any, will be posed a SMARTIRB.org.

• All Parcipang Insuons including Poins o Conac and Insuonal Ocials will be noed o any updaes o he

proposed amendmen language and provided a leas a 15-day commen period prior o he amendmen being nalized.

I alernave proposals received during he eedback process are deermined o be preerable o he originally proposed

amendmen, he updaed version will be communicaed back o he appropriae individuals, ollowing he seps above.

Q: I here are changes o he SMART IRB Agreemen, do we need o re-execue he Joinder Agreemen?

A: I will be deermined, on an amendmen-by-amendmen basis, wheher Parcipang Insuons mus re-execue he

Joinder Agreemen.

In cases where a Parcipang Insuon is unable o accep he erms o he amended Agreemen, he insuon may

erminae is parcipaon in SMART IRB, as described in he SMART IRB Sandard Operang Procedure or “Ending Sie

Parcipaon in SMART IRB or Specic Research.”
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TERMINATION OF PARTICIPATION IN SMART IRB – Updated

Q: My insuon joined SMART IRB bu no longer wishes o parcipae. How do we erminae our parcipaon?

A: A Parcipang Insuon may erminae is own parcipaon in SMART IRB a any me and or any reason. The

Parcipang Insuon mus give 30 days prior wrien noce o he erminaon o any oher Parcipang Insuons wih

which i is involved in any ongoing research sudyies and ceded reviews a he me o he erminaon. A Parcipang

Insuon ha has curren sudies under he Agreemen or which i is he Reviewing IRB or or which i is parcipang as

a Relying Insuon may be delayed in ending is parcipaon as necessary o ensure ha appropriae arrangemens have

been made or alernae oversigh or wind-down o he research, as applicable.

Under he SMART IRB Sandard Operang Procedures SOPs, a Parcipang Insuon ha does no have any curren sud-

ies ceded under he Agreemen, and is no currenly serving as a Reviewing IRB or any sudies ceded under he Agreemen,

may end is parcipaon in he Agreemen once applicable SMART IRB sysems and records have been updaed o reec

he change. A Parcipang Insuon ha has curren sudies under he Agreemen or which i is he Reviewing IRB or or

which i is parcipang as a Relying Insuon may end is parcipaon under his Agreemen afer 45 days, wih wrien

noce o SMART IRB Help@SMARTIRB.org, or sooner i oher arrangemens have been made or open and ongoing sudies

aeced by he disconnuaon. Disconnuaon o parcipaon in he Agreemen by one Parcipang Insuon will no

end he validiy o he Agreemen wih respec o he remaining Parcipang Insuons.

Q: Can an insuon’s parcipaon in SMART IRB be erminaed by anoher Parcipang Insuon?
A: No Parcipang Insuon may erminae he parcipaon o any oher. However, a Parcipang Insuon’s parcipa-

on will erminae auomacally and immediaely in he even ha is FWA is suspended, resriced, erminaed or expires

or in he even ha is IRB i i has one ails o remain regisered wih he Oce or Human Research Proecons. I a

Parcipang Insuon is parcipang in a clinical rial nework or oher arrangemen ha has is own policies or erms and

condions o reliance, hose policies or erms may include bases or erminaon o reliance or parcipaon in ha nework/

arrangemen, and hose will sll apply; however, i such oher erminaon occurs, he Parcipang Insuon may connue

o parcipae in SMART IRB wih respec o oher research sudies ha are no par o he nework/arrangemen.

Q: My insuon’s parcipaon or he parcipaon o anoher Parcipang Insuon wih which we were

involved in a ceded review has erminaed. Are here any ongoing righs and obligaons? Wha happens o

any research ha is sll under ceded review a he me o erminaon?
A: When a Parcipang Insuon’s parcipaon in SMART IRB erminaes, cerain righs and obligaons “survive” he

erminaon. These righs and obligaons are lised in he SMART IRB Agreemen, and include: cooperaon in invesga-

ons and reporng o noncompliance and problems, recordkeeping, condenaliy, and use o name. Wih respec o any

research sudy/ceded review ha is ongoing a he me o erminaon, he Agreemen does nomandae a parcular ou-

come, bu he involved Parcipang Insuons agree o work ogeher o deermine he eec o he erminaon on such

acvies. The goal would be o ranser oversigh o any ongoing research sudyies o anoher IRB as soon as possible and

o minimize any disrupons o such sudies.
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Q: A Participating Institution that is currently serving as Reviewing IRB for ceded Research under the SMART

IRB Agreement has been acquired by another Participating Institution; how is IRB oversight transferred for

the Research? — NEW

A: In this situation, the acquired institution’s participation in the SMART IRB Agreement is effectively terminating. Per

Section 7.2.5 of the SMART IRB Agreement, the institution must work with any Relying Institutions for which it has been

serving as Reviewing IRB to “determine the effect of such termination on any Research and associated Research activities

being conducted” and to “appropriately transfer oversight of the Research to another IRB.” In particular, the acquired

institution must notify any current Relying Institutions of its plan for the transition of oversight for the affected studies to

the IRB of the acquiring institution. The notification should include instructions for how a Relying Institution may remove

the study or studies from Ceded Review if a Relying Institution objects to the newly proposed Reviewing IRB. These same

steps apply for instances in which one participating IRB Organization is acquired by another participating IRB Organization.

Note that if the acquiring institution is not already a Participating Institution in the SMART IRB Agreement, the acquiring

institution must join the SMART IRB Agreement and become a Participating Institution before oversight of any studies is

transferred to the acquiring institution under the agreement.

SOPS

Q: Wha are he SMART IRB Sandard Operaing Procedures?

A: The SMART IRB Sandard Operaing Procedures “SOPs” or “SMART IRB SOPs” were draed o help Paricipaing

Insiuions implemen he requiremens o he Agreemen and heir roles and responsibiliies oulined in he Agreemen.

For example, he SOPs provide deailed guidance on carrying ou communicaion and noiicaion responsibiliies under

he Agreemen.

Q: Is my insiuion required o use he SMART IRB SOPs?
A: No. Use o he SMART IRB SOPs is srongly encouraged, bu no required. SMART IRB acknowledges ha: 1 some insi-

uions have exising policies and procedures ha hey apply or preer o apply o IRB reliance relaionships and 2 in some

cases insiuions are required as par o unding condiions or paricipaion in clinical rial neworks or oher programs o

use a paricular se o policies and procedures o govern he reliance relaionship. SMART IRB can sill be used o suppor

and documen reliance in hese siuaions. Paricipaing Insiuions may use heir own policies and procedures or he

reli-ance relaionship i doing so would no render hem in violaion o any erm o he Agreemen, and mus agree ha i

a pro-vision o heir own policies and procedures conlics wih a erm o he Agreemen, he Agreemen will govern. For

example, i a Paricipaing Insiuion’s policies and procedures prohibi disclosure o IRB minues o an insiuion, he

Agreemen’s provision regarding access o minues mus apply. However, in he insance when a Paricipaing Insiuion is

required

by unding condiions or paricipaion in a nework/program o use paricular policies and procedures or reliance, hose

policies and procedures will override any conlicing requiremens o he SMART IRB Agreemen. In all cases, Paricipaing

Insiuions involved in a research sudy under he Agreemenmus communicae in wriing wih one anoher regarding

wha policies and procedures will apply o such sudy.
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USING SMART IRB FOR A STUDY

Reliance Requess

Q: I wan o use SMART IRB or a sudy I am conducng, wha do I do?

A: I your insuon has no signed up or SMART IRB, i will need o do so by signing a Joinder Agreemen see he FAQs

about How to Join SMART IRB and awai acvaon beore proceeding.

The lead principal invesgaor generally he iniang or unding principal invesgaor “Overall PI” should make a reques

o he SMART IRB Poin o Conac POC o he Parcipang Insuon o his/her primary employmen or aliaon regard-

ing relian review or he sudy. The POC will need o deermine i he SMART IRB Agreemen and SMART IRB Sandard

Operang Procedures SOPs are appropriae o use or a relian review reques relaed o a research sudy. As needed,

he POC a he insuon receiving he relian review reques will consul wih he POCs o oher involved Parcipang

Insuons o deermine wheher he research is appropriae or ceded review and, i so, o ideny he Reviewing IRB and

applicable SOPs ha will be ollowed.

In some cases, such as sudies conduced under a nework or cerain consora, a specic Reviewing IRB may be required

as a condion o parcipang in he research. Oherwise, no Parcipang Insuon involved in he research is required

o parcipae in he ceded review. I one or more insuons decline o parcipae in he ceded review, he oher ins-

uons may sll parcipae in he research unless ceding review o a parcular IRB is a condion o a gran or nework

parcipaon.

Q: Can he SMART IRB Agreemen be used or a sudy even i he Overall PI’s home insuon is NOT a SMART
IRB Parcipang Insuon?

A: Yes wih some caveas. I oher SMART IRB Parcipang Insuons are involved in he sudy, and i one o hose

Parcipang Insuons will serve as a Reviewing IRB or a leas one oher SMART IRB Parcipang Insuon, hen he

SMART IRB Agreemenmay be used o enable he reliance arrangemen beween hose insuons. In his case, each o

he Parcipang Insuons would reques o rely on he idened Reviewing IRB. The Overall PI’s insuon could hen

eiher 1 reain review and oversigh o he sudy or is own insuon, i he regulaons and unding policies research

allowed or review by more han one IRB; 2 join SMART IRB and also ener ino a reliance arrangemen wih he Reviewing

IRB; or 3 ener ino is own separae reliance agreemen wih he idened Reviewing IRB, so ha all sies can rely on he

same IRB under wo dieren agreemens hough his las opon could pose some implemenaon challenges i he erms

o he agreemens dier signicanly. While he erms o he SMART IRB Agreemen and he SMART IRB SOPs do generally

assume he Overall PI’s insuon o be a SMART IRB Parcipang Insuon, he Agreemen does no preclude SMART

IRB Parcipang Insuons rom using he Agreemen in his sor o siuaon. O course, he Overall PI or Overall PI’s

insuon may preer or require an approach ha does no use he SMART IRB Agreemen; Parcipang Insuons should

discuss any plan o use he Agreemen wih he Overall PI beore proceeding.

Please noe, because his is a relavely uncommon siuaon, he Online Reliance Sysem does no currenly suppor use or

sudies in which he Overall PI’s insuon is no a SMART IRB Parcipang Insuon; should you wish o use he SMART

IRB Agreemen in his way, we sugges each Relying Insuon documen he reliance arrangemen wih he designaed

Reviewing IRB using his Templae Leer o Acknowledgemen.
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Selecng a Reviewing IRB

Q: How is he IRB o Record (Reviewing IRB) or a sudy seleced?

A: The Parcipang Insuons engaged in a parcular research sudy deermine which IRB will provide he review. I a

Parcipang Insuon involved in he research disagrees wih he selecon o IRB, ha insuon, unless prohibied by

applicable policy e.g., NIH Single IRB Policy or obligaon e.g., erms o parcipaon in a consorum, may decline o cede

review o ha IRB and may use is own IRB i applicable or agree ha he IRB o anoher Parcipang Insuon will pro-

vide review on is behal unless ceding review o a parcular IRB is a requiremen o sudy parcipaon. This may resul in

more han one IRB providing review or a given research sudy.

A Reviewing IRB is usually idened in one o he ollowing ways:

1. Pre-deermined by he sudy sponsor or gran.

2. Esablished by prior arrangemen e.g. nework cenral IRB.

3. IRB rom Overall PI’s insuon.

4. Seleced based on experse in he sudy area e.g. ype o procedures o be perormed or subjec populaon.

Q: Is he IRB a he Overall PI’s insuon required o be he Reviewing IRB or a sudy proposed by ha PI?

A: No, he IRB a he Overall PI’s insuon is no required o be he Reviewing IRB or ha sudy. However, he Overall PI’s

home IRB has he righ o rs reusal o serve as he Reviewing IRB and will ypically be idened as he Reviewing IRB by

deaul, unless anoher Reviewing IRB has already been pre-deermined by a sudy sponsor or gran, he Reviewing IRB has

already been esablished by prior arrangemen e.g., a nework cenral IRB, or an IRB is deermined o be a more appro-

priae Reviewing IRB or a parcular sudy e.g., based on ype o procedures o be perormed, subjec populaon, or oher

crieria.

Q: Can an IRB rom an insuon ha is no conducng a parcular sudy be he Reviewing IRB or ha sudy?

A: Yes, under cerain circumsances an insuon ha is no oherwise parcipang in he sudy, bu is par o SMART IRB,

may serve as he Reviewing IRB. This could happen, or example, in cases where he insuon’s IRB:

• Has already been pre-deermined by sudy sponsor or gran.

• Has already been esablished as he Reviewing IRB by prior arrangemen e.g., nework cenral IRB.

• Is seleced based on ype o procedures o be perormed, subjec populaon, or oher crieria.

• Is seleced in order o avoid any conic o ineres.

Q: Wha i he IRB a he Overall PI's insuon declines o serve as he Reviewing IRB?

A. I he SMART IRB Poin o Conac a he Overall PI's home insuon HI reviews a reques o serve as he Reviewing IRB

and declines o serve as he Reviewing IRB or all Parcipang Insuons, he HI POC will hen deermine wheher he HI

is willing o cede review o anoher insuon o serve as he Reviewing IRB or he Overall PI. I he HI is unwilling o cede

review o anoher insuon, he HI IRB proceeds o conduc a review o he sudy or is own sudy eam or declines o par-

cipae in he research. The oher Sie Invesgaors are reerred o new poenal Reviewing IRBs idened by he Overall PI

or by he HI POC. I he HI declines o serve as he Reviewing IRB or he sudy bu is willing o cede review o anoher ins-

uon, he HI POC conacs poenal alernae Reviewing IRBs idened eiher by he Overall PI or in advance. The Overall

PI may parcipae in his process where necessary. Once he Reviewing IRB has been esablished, he SMART IRB POC on

behal o he Reviewing IRB will noy he Overall PI o he decision.
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Q: Once oversigh o a sudy has been ceded o he Reviewing IRB under he SMART IRB Agreemen, can an
insuon ake back IRB oversigh?

A: Yes. The expecaon is ha when review o a research sudy is ceded under he Agreemen, he sudy will remain under

he Reviewing IRB’s oversigh auhoriy or as long as IRB oversigh is required.

However, or a parcular sudy, i a Relying Insuon deermines ha imus change IRB oversigh o he sudy e.g., he

Relying Insuon wans o ake back review o he sudy o is home IRB, he Relying Insuon’s Poin o Conac POC

should conac he Overall PI o he sudy, requesng ha he insuon be removed as a Relying Insuon. The Overall PI

or he sudy will remove he sie by submitng an amendmen o he Reviewing IRB in accordance wih he SMART IRB SOP

on “Proocol Amendmen Submission and Review Process.” The Overall PI and Sie Invesgaor or he Relying Insuon

should work ogeher o ensure ha appropriae alernae review and approval are in place or his insuon.

Q: Can here be more han one Reviewing IRB or a sudy under he SMART IRB Agreemen?

A: Yes. Alhough having a single Reviewing IRB minimizes duplicave IRB reviews o he greaes exen possible, under some

circumsances imay be necessary o esablish more han one Reviewing IRB. While his would no be ypical, more han

one Reviewing IRB may be esablished or he ollowing reasons:

• Signican dierences beween research sies in procedures o be perormed or subjec populaons involved could

necessiae more han one Reviewing IRB, each wih dieren areas o relevan experse.

• I one or more Relying Insuon declines o cede review o he esablished Reviewing IRB, addional Reviewing IRBs

may be esablished in order o include and enable reliance or more insuons.

Q: My insuon previously "unchecked he box" on our Federalwide Assurance (FWA) and my IRB wans o
apply a exible approach o he review o non-ederally-unded Research, such as exending he review period
or reviewing he minimal risk research under an expedied caegory no currenly idened by OHRP. My ins-
uon has agreed o serve as a Reviewing IRB or a non-ederally unded, mul-sie sudy. Can my IRB apply a
exible approach o he review o he research? UPDATED

A: The Reviewing IRB mus deermine wheher any Relying Insuons have “checked he box” on heir FWAs unl such

me as HHS may disconnue ha opon on he FWA beore applying a "exible" approach o he review o he sudy, even

i allowed by he Reviewing IRB's policy. I he exible approach does no violae any o he Relying Insuons’ FWAs, hen

i can be applied.

Q: One o he eligibiliy crieria or parcipaon in SMART IRB is hamy insuon require IRB review and
insuonal oversigh or our human subjecs research regardless o unding source and regardless wheher
we have “checked he box” on our FWA. This requiremen does no appear o have an excepon or exemp
human subjecs research, which under he curren Common Rule does no require IRB review or rigger any
oher regulaory obligaons. Can you explain why?

A: The inen o his crierion, which is saed in Secon 1.1 o he Agreemen, is no o require IRB review or insuonal

oversigh or human subjecs research ha is currenly exemp rom IRB review and oher regulaory requiremens under

he Common Rule as o he dae he SMART IRB Agreemen was released. Wih regard o he 2018 requiremens o he

nal revised Common Rule, and he newly inroduced concep o "limied IRB review," he expecaon under he Agreemen

is ha insuons will require insuonal oversigh, which may include limied IRB review in some cases, or he new

exemp caegories o human subjecs research ha will require such review or have oher regulaory requiremens aached

o hem.
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Local Consideraons

Q: Wha laws and regulaons mus he Reviewing IRB consider in reviewing a sudy under he SMART
IRB Agreemen? Who is responsible or deermining ha a sudy is complian wih all applicable laws and
regulaons?

A: The Agreemen requires a Reviewing IRB o perorm is review in accordance wih ederal human subjecs proecon reg-

ulaons. These include he Common Rule, he FDA human subjecs regulaons, and any human subjecs regulaons o ed-

eral agencies ha do no ollow he Common Rule as applicable o he sudy. The Agreemen also requires he Reviewing

IRB o make cerain deerminaons under he ederal HIPAA privacy regulaons, unless he Reviewing IRB communicaes o

he Relying Insuon ha i will nomake hese deerminaons.

The Agreemen also requires a Reviewing IRB o ake ino accoun any local requiremens communicaed o i by he Relying

Insuon in connecon wih he sudy. These local requiremens may include applicable sae and local laws and regu-

laons; insuonal policies, sandards or oher local acors including local ancillary reviews and resricons on use and

disclosure o PHI; and applicable ederal laws and regulaons oher han human subjecs proecon regulaons hamay

aec he sudy. An example o poenally applicable ederal laws and regulaons oher han human subjecs proecon

regulaons is 42 CFR Par 2, regarding he condenaliy o cerain subsance abuse reamen records. I a sudy involves

use/disclosure o such records, he Relying Insuon would be expeced o communicae any requiremens applicable o

is sie under hese regulaons o he Reviewing IRB.

As a resul o his allocaon o asks, he Reviewing IRB is responsible o assure ha is review and he sudy comply wih

ederal human subjecs proecon regulaons. Alhough as par o ha review i is required o consider and apply hose

local requiremens communicaed o i by he Relying Insuon, he Reviewing IRB is no responsible or idenying the

local requiremens including ederal requiremens oher han he human subjecs proecon regulaons or or inerpreng

he local requiremens. The Reviewing IRB depends on he Relying Insuon o ideny and inerpre he local require-

mens and ulmaely o deermine wheher he research reviewed by he Reviewing IRB mees he local requiremens.

Q: How will any ousanding concerns/requiremens and/or local conex issues be addressed?

A: A Relying Insuon is required o ideny, inerpre and communicae o he Reviewing IRB he requiremens o any

applicable sae or local laws, regulaons, insuonal policies, sandards, or oher local acors, including local ancillary

reviews and resricons on use and disclosure o PHI, and ederal laws and regulaons oher han human subjecs proec-

on regulaons ha are relevan o a research sudy or which review is being ceded under he Agreemen. The Reviewing

IRB is no expeced o ideny or inerpre such requiremens on is own. The Reviewing IRB is required o consider and

apply any local requiremens communicaed o i by he Relying Insuon in connecon wih is review o he research

sudy. Because he Relying Insuon is in he bes posion o ideny and inerpre applicable local requiremens, his

responsibiliy remains wih he Relying Insuon. Relying insuons are encouraged o develop appropriae procedures o

ensure applicable local requiremens are communicaed by individuals knowledgeable abou hose requiremens.

When wrien inormed consen is required or a research sudy, he Reviewing IRB will provide inormed consen docu-

mens or use by he Relying Insuon/Sie Invesgaor. The Relying Insuon may cusomize sie-specic language wihin

he documens, e.g., he availabiliy o reamen and compensaon or research-relaed injury, paymen/reimbursemen o

coss incurred by subjecs or parcipaon, and Sie Invesgaor conac inormaon. To he exen he Relying Insuon

requires specic consen language o ensure compliance wih any applicable sae, local or ederal oher han human sub-

jecs proecon laws or regulaons, i should provide ha language o he Reviewing IRB.
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Consen Forms

Q: Can Relying Insuons use heir own emplae consen orm ha includes he approved language o he
Reviewing IRB or do hey have o use he Reviewing IRB’s emplae?

A: When inormed consen documens ICDs are required or a sudy reviewed under he SMART IRB Agreemen, all Relying

Insuons mus use he Reviewing IRB’s ICD emplaes unless he Reviewing IRB agrees o review and approve a Relying

Insuon’s emplae.

Q: When is local language insered ino he consen documens?

A: When an insuon agrees o rely on a Reviewing IRB or oversigh o a sudy, i will provide ha IRB wih sie-spe-

cic inormaon ha includes he insuonal requiremens and local issues. During he IRB review process, he Relying

Insuon will work wih he Lead Sudy Team and/or he Reviewing Insuon’s POC o provide inormaon or he sec-

ons o he ICD ha can be modied o be sie- specic. Sie-specic language in he ICD is generally limied o:

• Compensaon or injury

• Availabiliy o reamen or injury

• Paymen or reimbursemen o research coss incurred by subjecs

• Local sudy eam conacs or quesons abou he sudy

HIPAA auhorizaon language is addressed separaely rom ICD language, and is described urher in he “HIPAA Privacy

Rule” secon o he SMART IRB Sandard Operang Procedures “SMART IRB SOPs”.

Q: Who is responsible or ensuring ha he language in an IRB-approved consen documen abou subjec

injury is consisen wih he language in he gran/conrac supporng he research sudy?
A: Because he Reviewing IRB will no be involved in he unding conrac negoaon beween he Relying Insuon and

he sponsor, i is he Relying Insuon’s responsibiliy o review he conrac language on subjec injury agains he consen

ha he reviewing IRB has approved or is sie and make sure ha hey are consisen. Alernavely, he Relying Insuon

can negoae a clause in is unding agreemen hamakes he sponsor eecvely responsible or inconsisencies by saying

ha he consen orm will conrol i i oers broader proecion han he conrac.

Conlics o Ineres (COI) – Non-Federal Relying Insiuions

The FAQs below are applicable o non-ederal Relying Insuons only. In he case o ederal agency sudy eams, research

personnel may be asked o provide an assurance ha he agency has compleed COI analyses and ha he parcipaon o

agency research personnel is permissible and consisen wih ederal law. See he SMART IRB Agreemen v2.0 FAQS included

a he end o his documen as well as NIH's Guidance on he Conic o Ineres Policies o he NIH Inramural Research

Program or more inormaon.

Q:Whose conic o ineres policies do a non-ederal Relying Insuon’s Research Personnel members ollow?

A: Sudy eams are required o ollow heir home insuon’s policies or he reporng and managemen o poenal con-

ics o ineres. The Reviewing IRB may impose addional requiremens when reviewing a specic sudy.
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Q: How do sudy eam members rom a non-ederal Relying Insuon communicae poenal conics o
ineres and applicable managemen plans o he Reviewing IRB?

A: Under he SMART IRB Sandard Operang Procedures, i any sudy eam members rom a non-ederal Relying Insuon

have a poenal conic o ineres based on heir insuon’s policies ha is relevan o he sudy, his poenal conic

and any relaed managemen plans mus be repored o heir insuon’s Poin o Conac POC and o he Lead Sudy

Team LST, or LST designee. The LST is responsible or inorming he Reviewing IRB o his inormaon, so ha he IRB can

deermine how o address he conic. The Reviewing IRB will ensure he non-ederal Relying Insuon’s managemen

plans are applied and can impose addional requiremens above and beyond hose o he non-ederal Relying Insuon’s.

Q: I sudy eam members rom a non-ederal Relying Insuon ideny poenal nancial conics o iner-
es afer he sudy has received IRB approval, mus hey disclose his inormaon o he Reviewing IRB?

A: Yes. I he SMART IRB Sandard Operang Procedures are being ollowed or a sudy, he sudy eammus rs disclose his

poenal nancial conic o ineres COI, as well as any applicable managemen plans, o heir insuon’s Poin o Conac

POC, who will hen assess wheher he COI impacs heir decision o cede IRB review. I he POC deermines ha he sudy can

connue o be ceded o he Reviewing IRB, he sudy eam rom he non-ederal Relying Insuon is responsible or disclosing he

COI and any applicable managemen plans o he Lead Sudy Team LST, or designee. The LST or designeewill hen inorm he

Reviewing IRB so ha he IRB can deermine how o address he poenal conic in regard o he sudy under is purview.

Q: I sudy eammembers rom a non-ederal Relying Insuon ideny poenal nancial conic o ineress
relevan o he research reviewed by he Reviewing IRB, do hey have o disclose his inormaon o heir local IRB?

A: Wheher a sudy eam mus repor a nancial conic o ineres COI o is local IRB depends on ha insuon’s poli-

cies. I he SMART IRB Sandard Operang Procedures are being ollowed or a sudy, research eams mus rs disclose his

nancial COI, as well as any applicable managemen plans, o heir insuon’s Poin o Conac POC, who will hen assess

wheher he COI impacs heir decision o cede IRB review.

Sudy Review and Amendmen Submissions

Q: Wha imy insuon wans o see he minues or a sudy we ceded o a Reviewing IRB?

A: The SMART IRB Agreemen requires he Reviewing IRB o mainain and make accessible o insuonal ocials rom

Relying Insuons, upon reasonable reques, and o he exen no resriced under applicable law, porons omeeng

minues relevan o he ceded research and he Relying Insuon.

Q: Who is responsible or submitng amendmens (changes o proocol) o he Reviewing IRB?

A: I he SMART IRB Sandard Operang Procedures SOPs are used, he Lead Sudy Team or designee is responsible or

submitng amendmens o he Reviewing IRB in accordance wih he Reviewing IRB’s policies. This applies o sudy-wide

and local amendmens.

I a Relying Insuon requires a local amendmen, ha sudy eam is responsible or alerng he Lead Sudy Team or

designee and providing hem wih sucien deails o prepare he submission or he Reviewing IRB. In he case o per-

sonnel changes and updaes o sudy eam member conics o ineres, he sudy eam mus also repor hese changes o

heir local Poin o Conac POC. For personnel changes, he Relying Insuon’s POC assures he Reviewing IRB ha he

sudy eam member has compleed required raining, is qualied o parcipae in he sudy, and has adequae resources o

conduc he sudy. In he case o updaes o or idencaon o new poenal conics o ineres, he local POC deermines

wheher here are addional acons required by he Relying Insuon or wheher his inormaon aecs he decision o

cede review o he sudy o he Reviewing IRB.
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Q: Wha i a change o proocol only aecs one or some o he parcipang sies?

A: I he SMART IRB Sandard Operang Procedures SOPs are used, he Lead Sudy Team or he Reviewing IRB, where

agreed upon and documened by he Overall PI and Lead Sudy Team is responsible or communicang amendmens and

updaed IRB-approved maerials o all Relying Insuons. The Relying Insuons mus comply wih he applicable porons

o he IRB-approved proocol and associaed sudy maerials.

Q: How are changes in sudy personnel handled?

A: I he SMART IRB Sandard Operang Procedures SOPs are used, sudy eams rom Relying Insuons will rs repor

proposed changes in personnel o he Poin o Conac POC a heir insuon, ollowing heir insuon’s esablished

procedures and policies.

The POCs a Relying Insuons mus auhorize submissions involving changes o a Sie Principal Invesgaor PI or key

personnel, in order o ensure hese personnel mee he Relying Insuon’s requiremens.

Once auhorized by he local SMART IRB POC, he Relying Sie Sudy Team will coordinae wih he Lead Sudy Team, who is

responsible or submitng amendmens o he Reviewing IRB or review in accordance wih he Reviewing IRB’s policies and

procedures. This includes sudy-wide and local amendmens.

Q: Does he Relying Insuon have a role in he review o amendmens (changes o proocol)?

A: Yes, i he SMART IRB Sandard Operang Procedures SOPs are applied. Alhough he Reviewing IRB will conduc

amendmen reviews and oher changes in research in accordance wih he SMART IRB Agreemen and SOPs, applicable

ederal regulaons, and is own policies and procedures, he Poins o Conac POCs a Relying Insuons mus auhorize

submissions or ollowing ypes o changes:

• Changes in Sie Principal Invesgaor PI or key personnel, in order o ensure hese personnel mee he Relying

Insuon’s insuonal requiremens;

• Changes ha appear o aec any sae law or “local consideraon” issues ha a Relying Insuon noed as par o is

agreemen o cede review; or

• Changes ha indicae a new poenal conic o ineres.

Sudy eams rom a Relying Insuon will repor changes in personnel and poenal conics o ineres o heir insu-

on’s POC via he procedures and policies esablished by he Relying Insuon.

Q: How is i ensured ha all sudy eams parcipang in a sudy are aware o new amendmens (changes o
proocol) and know when he Reviewing IRB has approved hem?

A: I he SMART IRB Sandard Operang Procedures SOPs are used, he Overall PI and/or Lead Sudy eam or he

Reviewing IRB, where agreed upon and documened by he Overall PI and Lead Sudy Team are responsible or providing all

parcipang sies wih he IRB-approved versions o all sudy documens e.g., consen and auhorizaon orms, proocol,

recruimenmaerials a he me o inial review, connuing review, and amendmens.

Q: Wha i an amendmen (change o proocol) could be aeced by he sae law or oher local insuonal
requiremens rom a Relying Insuon?

A: I he SMART IRB Sandard Operang Procedures SOPs are used, he Poins o Conac POCs a Relying Insuons

mus auhorize amendmen submissions ha appear o aec any sae law or “local consideraon” issues ha a Relying

Insuon noed as par o is original agreemen o cede review. I a sudy eam is no sure wheher an amendmen is

aeced by sae law or oher local insuonal requiremens, hey can consul wih heir insuon’s POC. I he Reviewing

IRB is unsure wheher an amendmen is aeced by sae law or oher local insuonal requiremens, hey can consul wih

he POC rom he Relying Insuon.
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Sudy Audis, Noncompliance, and Terminaon

Q: Who is inormed when he Reviewing IRB makes a deerminaion o serious and/or coninuing noncompli-

ance or suspends or erminaes a sudy?
Under he SMART IRB Agreemen, he Reviewing IRB is required o promply noy he Overall PI, Sie Invesgaors, and

Relying Insuons o any nding o serious and or/connuing noncompliance or o apparen serious and/or connuing

noncompliance wih applicable human subjecs proecon regulaons or wih he requiremens or deerminaons o he

Reviewing IRB peraining o he Relying Insuon or is Research Personnel or peraining o anoher insuon i such nd-

ing relaes o or may aec he conduc o he research sudy or he righs or welare o human subjecs parcipang in he

sudy a he Relying Insuon. In addion, he Reviewing IRB will communicae he seps i deems necessary or remedi-

aon o he noncompliance. The Reviewing IRB also will deermine wheher any ederal agencies mus be noed, such as

he Oce or Human Research Proecons OHRP and Food and Drug Adminisraon FDA, based on sudy unding, saus

o he Federalwide Assurances or he Relying Insuons involved e.g., wheher insuons have “unchecked he box”,

and wheher he sudy alls under FDA purview. A ederal Reviewing IRB should inorm applicable Relying Insuons i i

will no inorm he sudy sponsor o hese deerminaons.

Q. Why does he SMART IRB Agreemen require Relying Insuons o repor research-relaed injuries i he
evens do no also represen unancipaed problems?

A. Alhough injuries are no per se a reporable even unless hey also mee he denion o a unancipaed problem,

he SMART IRB Agreemen specically calls ou research-relaed injuries as needing o be repored o he Reviewing IRB

because many insuons view injuries as inherenly signican enough ha he IRB should know abou hem and make

he judgmen call abou wheher hey consue unancipaed problems, raher han leaving sole judgmen o wheher an

injury needs o be repored o he sudy invesgaor.

Q: I he Reviewing IRB requess an audi o a sudy conduced a a Relying Insuon, will he Relying
Insuon receive documenaon ha he audi was conduced, regardless o he resul?

A: An audi o a sudy can be conduced by he Reviewing IRB’s insuon, he Relying Insuon, or joinly. I conduced by

he Reviewing IRB or designee, he IRB will promply noy he Relying Insuon ha i or is designee is conducng an

audi and will repor is ndings o ac o he Relying Insuon wihin a reasonable merame.

Q: I one o he Relying Insuons does no submi he necessary inormaon or connuing review in
advance o he expiraon dae, will all Relying Insuons be aeced?

A: I a Relying Insuon does no provide he inormaon necessary or he Reviewing IRB o re- approve he sudy prior o

expiraon, IRB approval will expire or ha Relying Insuon. However, ha Relying Insuon’s expiraon will no preven

he renewal o oher parcipang Relying Insuons ha submied he necessary renewal inormaon in a mely man-

ner. Upon connuing review, hose Sie Invesgaors ha have provided he inormaon necessary or he Reviewing IRB o

gran a renewal o IRB approval will be noed o he approval. I IRB approval expires or a specic Relying Sie Sudy Team,

he IRB POC and Sie Invesgaor rom aeced insuons will be noed separaely.

The Reviewing IRB will also noy he Overall PI and Lead Sudy Team, o he lapse in IRB approval and any applicable correcve

acon plans.

Q: A subjec has lodged a complain relaed o a sudy or which IRB review has been ceded o anoher
Parcipang Insuon. Who is responsible or addressing he subjec's complain?

A. The Relying Insuon sll reains responsibiliy or receiving and addressing subjec complains. Signican subjec com-

plains mus be repored o he Reviewing IRB. The Reviewing IRB, in consulaon wih he Relying Insuon a which he

complain was received, will assess he impac o he complain on he research sudy and can deermine i any addional

acon o ensure he proecon o subjecs' righs and welare would be required.
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Q. The SMART IRB Agreemen requires Relying Insuons o repor any signican subjec complains o he
Reviewing IRB. Wha consues a signican subjec complain?

A. A signican subjec complain is one ha canno be resolved by he sudy eam and suggess an increased or unexpeced

new risk/harm or a change o he risk/bene rao o he Research. Noe ha he SMART IRB Agreemen requires Relying

Sies o ollow he policies o he Reviewing IRB. Thus, i he Reviewing IRB requires ha all subjec complains be repored

o ha commiee, he Relying Insuon would need o comply wih his requiremen.

SMART IRB AGREEMENT V2.0: NIH REVISIONS TO THE SMART
IRB AGREEMENT

For more inormaon, see he SMART IRB Agreemen v2.0 Cover Memo.

Background abou SMART IRB Agreemen v2.0

Q. Why are he revisions o he SMART IRB Agreemen reeced in SMART IRB Agreemen v2.0 necessary?

A: The Naonal Insues o Healh NIH requesed revisions o he SMART IRB Agreemen o enable NIH o become a

signaory o he Agreemen. Version 2.0 includes language required by NIH relaed o: liabiliy coverage, conic o ineres,

and non-inererence wih requiremens o law. Version 2.0 also includes cerain revisions regarding he provision or con-

gruence review o grans and conracs wih applicaons o he IRB.

Q. How will SMART IRB Agreemen v2.0 allow NIH o collaborae wih exramural organizaons?

A: Federal agencies, including he research arm o NIH—he NIH Inramural Research Program—mus ollow laws ha apply

specically o ederal agencies. SMART IRB Agreemen v1.0 was no wrien o reec hese requiremens. The specic

requiremens relae o liabiliy coverage and conic o ineres disclosure. SMART IRB Agreemen v2.0 changes selec provi-

sions in SMART IRB Agreemen v1.0 o be complian wih requiremens ha apply o ederal agencies and will allow he NIH

Inramural Research Program o ake advanage o he eciencies provided by he SMART IRB plaorm. I will also allow

oher sies and insuons o ulize he SMART IRB plaorm i he NIH is serving as he Reviewing IRB.

Insurance

Q. How does he addion o he oonoe in Secon 4.10, Insurance, aec he Agreemen’s insurance
provision?

A: The oonoe saes ha ederal agencies are no required o mainain liabiliy coverage or heir acvies under he

SMART IRB Agreemen. NIH, or example, ollows, among oher processes, ederal sauory requiremens or deermi-

naons o liabiliy coverage and hus canno assure ha all people aliaed wih NIH and conducng research involving

human subjecs under he NIH Federalwide Assurance FWA will be included under NIH’s ederal liabiliy coverage.
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Q. Can NIH provide addional deail speciying which people aliaed wih NIH are (or are no) covered under
NIH’s ederal liabiliy coverage?

A: NIH is no able o provide addional deail, due o he complexiy o ederal law and policy, and he unknown acs o a

hypohecal even, ha would deermine coverage or any specic case. An example o a ederal saue governing liabil-

iy coverage is he Federal Tor Claims Ac FTCA, 28 U.S.C. §§1346b, 2401b, 2671-80 e seq. You should speak o your

insuon’s legal counsel i you have addional quesons or ineres regarding he FTCA. This Deparmen o Jusce websie

may be helpul as an inroducory resource: hps://www.jusce.gov/civil/ederal-or-claims-ac-ligaon-secon.

Conics o Ineres

Secons 5.8 and 6.6 o SMART IRB Agreemen v2.0 provide ha when a ederal agency is a Relying Insuon, i will provide

a conic o ineres assurance o he Reviewing IRB ha agency personnel may parcipae in he Research. Inormaon

abou he NIH Inramural Research Program’s conic o ineres policies and processes wih links/ciaons o hose policies

and he underlying laws/regulaons can be ound in he documen led “FAQ on he Conic o Ineres Policies o he

NIH Inramural Research Program or SMART IRB.” Tha documen addresses quesons abou wha inormaon NIH can and

canno disclose o he Reviewing IRB.

Q. Under SMART IRB Agreemen v2.0, will a Reviewing IRB be able o impose addional, more sringen prohi-
bions or managemen plans relaed o conics o ineres o ederal agency Research Personnel?

A: No, a Reviewing IRB may no impose addional, more sringen prohibions or managemen plans wih respec o

Research Personnel o Relying Insuons ha are ederal agencies alhough nohing prevens an IRB rom aking oher

acons no specic o a conic o ineres, such as liming he number o parcipans ha a sie or insuon, including

he NIH, may enroll.

Q. Under SMART IRB Agreemen v2.0, i a Reviewing IRB concludes ha i canno rely upon he conic o
ineres assurances rom a Relying Insuon ha is a ederal agency, can he Research be wihdrawn rom
Ceded Review wih respec o ha agency?

A: Yes. Some Reviewing IRBs may no be able o rely upon a conic o ineres assurance rom a ederal agency or exam-

ple, i he Reviewing IRB’s policies require he IRB o obain specic inormaon abou invesgaors’ nancial ineress or o

manage nancial ineress ha are below de minimis hresholds or ha do no oherwise consue conics under relevan

policies. In response o public commen on his issue, SMART IRB Agreemen v2.0 provides ha a Reviewing IRB ha has

agreed o serve as he IRB o record or a ederal agency bu ha subsequenly concludes ha he conic o ineres assur-

ances rom agency are no sucien or i o rely upon may so inorm he ederal agency, and he Research will be wih-

drawn rom Ceded Review wihou an IRB approval or disapproval wih respec o ha agency. Noe ha he Agreemen

does no require any IRB o serve as a Reviewing IRB or a ederal agency or any oher Parcipang Insuon in he rs

insance e.g., Secons 2.2 and 3.2.

Q. In he siuaon described in he above queson, as applied o he NIH (he Reviewing IRB concludes i can-
no rely upon he conic o ineres assurances rom NIH and he Research is wihdrawn rom Ceded Review
wih respec o NIH), can he Reviewing IRB connue o provide review o he Research or oher Relying
Insuons? In his siuaon, how will NIH’s Policy on Use o a Single IRB or Mul-Sie Research (NIH sIRB
Policy) and he Revised Common Rule’s single IRB requiremen apply?

A: In his siuaon, he NIH Inramural Research Program can work wih he unding applican insuon o seek an excep-

on rom NIH o he NIH sIRB Policy and an excepon rom he cooperave research provision o he Revised Common Rule.

Noe ha wih respec o an excepon under he Revised Common Rule, here is currenly as o he dae o hese FAQs

no exisng excepon ha would apply o his siuaon, and OHRP will need o be involved in consideraon o he reques.
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Alernavely, he NIH Inramural Research Program can choose no o parcipae in he Research. I excepons are obained

or i he NIH Inramural Research Program chooses no o parcipae in he Research, he Reviewing IRB can connue as he

Reviewing IRB or he oher Relying Insuons involved in he Research. Noe ha he NIH Inramural Research Program

may wihdraw rom he Research while an excepon is sough, so as no o delay he review and approval o he Research

or he oher Relying Insuons.

Q. Some organizaons have voiced concerns ha he language in Secons 5.8 and 6.6 o SMART IRB
Agreemen v2.0 relang o assurance o he Reviewing IRB o sasacon o invesgaor conic o ineres
policies rom he NIH (such as rom he NIH Inramural Research Program) is no complian wih AAHRPP
sandards regarding conic o ineres. Is his aspec o SMART IRB Agreemen v2.0 complian wih AAHRPP
sandards?

A: Yes. AAHRPP has armed ha since invesgaors a he NIH, including he NIH Inramural Research Program, are legally

bound o comply wih policies ha in eec prohibi he exisence o a conic as dened in NIH policies, he NIH assur-

ance ha hese policies are me is accepable under AAHRPP’s sandards.

Q. Some organizaons have voiced concerns ha he language in Secons 5.8 and 6.6 o SMART IRB
Agreemen v2.0 relang o assurance o he Reviewing IRB o sasacon o invesgaor conic o ineres
policies rom Deparmen o Healh and Human Services (DHHS) agencies (such as rom he NIH Inramural
Research Program) is no complian or consisen wih he responsibilies o he IRB under he Common Rule
and DHHS guidance (2004) on invesgaor nancial conic o ineres. Is his aspec o SMART IRB Agreemen
v2.0 complian/consisen wih he Common Rule and DHHS guidance?

A: This queston is pending a formal response from OHRP and will be updaed as soon as possible. Tha said, SMART IRB

leadership believes ha his aspec of SMART IRB Agreemen v2.0 is no inconsisen wih he Common Rule.

Q. How do he changes in he conic o ineres provisions reeced in SMART IRB Agreemen v2.0 aec
insuons ha are no collaborang wih a ederal agency?

A: The changes do no aec he relaonship beween Reviewing IRBs and Relying Insuon ha are no ederal agencies.

Congruence o Gran Applicaons/Conrac Proposals

Q. The Revised Common Rule no longer requires an IRB o review he congruence o a ederal gran applica-
on or conrac proposal wih he research submied o he IRB. Why does SMART IRB Agreemen v2.0 reain
Secon 5.15, Congruence o Gran Applicaons/Conrac Proposals?

A: This provision is reained and slighly revised in response o public commens nong ha such congruence review may

sll be required by laws/regulaons oher han he Common Rule such as sae laws or by he unding agency or sponsor.

The commens indicaed ha o he exen congruence reviews connue o be required, he communiy wishes o address

he issue in he Agreemen, raher han leaving i up o Parcipang Insuons o make arrangemens among hemselves

regarding how such reviews will be perormed. By is erms, he provision only applies when congruence review is required

by applicable law or regulaon or by he unding agency or sponsor. Nowihsanding he reenon o he provision, he pro-

vision has been urher modied o reec ha ederal agencies ha are serving as Reviewing IRBs will no perorm congru-

ence review; in such siuaons, he Relying Insuon will need o perorm any required congruence review.
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Non-Inererence wih Requiremens o Law

Q. Wha change is eeced hrough he new Secon 8.10, No Violaon o Law?

A: The new Secon 8.10 in SMART IRB Agreemen v2.0 saes ha he Agreemen does no require Parcipang Insuons

o ake any acons ha would be in violaon o applicable law, regulaon, or oher ederal or sae requiremens. We are

no aware o any curren conic beween he Agreemen’s erms and any o hese oher sources o requiremens; however,

NIH requires he Agreemen o address he possibiliy ha such a conic could arise.

Q. Wha violaons or conics are addressed in he new Secon 8.10?

A: The new Secon 8.10 addresses poenal conics beween he erms o he Agreemen and he requiremens o appli-

cable law, regulaon, or oher ederal or sae requiremens. “Oher ederal or sae requiremens” is inended o include

ederal/sae agency unding erms and policies. Conics wih a Parcipang Insuon’s conracual obligaons under

oher privae conracs are no included; Parcipang Insuons are expeced o manage any conics or assure ha here

are no conics wih he erms o heir oher privae conracs on heir own. Only when complying wih he erms o he

Agreemen would cause a Parcipang Insuon o violae an applicable law, regulaon, or oher governmenal require-

men is a Parcipang Insuon eligible or consideraon o an alernae approach.

Q. Whamus a Parcipang Insuon do i i deermines ha complying wih a provision o he Agreemen
will cause i o be in violaon o applicable law, regulaon, or oher ederal or sae requiremens?

A: In his siuaon, he new Secon 8.10 requires he Parcipang Insuon o noy he oher aeced Parcipang

Insuons and work wih hem o ideny a muually agreeable alernave approach o address he provision o he

Agreemen ha is a issue. Such an approach migh include idencaon o a dieren way o sasy he Agreemen pro-

vision when possible or a decision no o insis on he Parcipang Insuon’s perormance o he Agreemen provision

i accepable o he oher aeced Parcipang Insuons. Noe ha under Secon 8.6 o he Agreemen, a decision

no o insis on perormance o an Agreemen erm does no consue a waiver o he Agreemen by he oher aeced

Parcipang Insuons. I a muually agreeable approach canno be idened, Secon 8.10 requires ha he Research be

wihdrawn rom Ceded Review wih respec o he aeced Parcipang Insuons.

Reporng

Q. How will reporng o noncompliance and unancipaed problems be handled by NIH?

A: NIH has indicaed ha i NIH is he Reviewing IRB, i will repor noncompliance or unancipaed problems o he Oce

o Human Subjecs Proecons OHRP and/or he Food & Drug Adminisraon FDA, as applicable. I repors are required

o he unding agency or sponsor or any oher oversigh auhoriy, hose will be he responsibiliy o he Relying Insuon.

NIH inends o accomplish his by riggering Secon 5.13 o he Agreemen only as o a Relying Insuon’s reporng obliga-

ons o a sponsor, unding agency, and oher oversigh auhoriy. This claricaon is included here o speciy he process by

which NIH will implemen reporng o agencies.
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Adminisrave Issues

Q. Imy insuon has already joined SMART IRB Agreemen v1.0, can my insuon connue o use ha
Version 1.0?

A: Yes. However, noe ha an insuon ha serves as a Reviewing IRB or he NIH Inramural Research Program will

need o sign Version 2.0, as will any Relying Insuon or which he NIH Inramural Research Program IRB serves as he

Reviewing IRB. Once Version 2.0 is nalized, any new insuon ha wishes o join SMART IRB and has no ye compleed a

Joinder will only have he opon o sign SMART IRB Agreemen v2.0.

Q. My insuon is no serving as a Reviewing IRB or he NIH nor is i ceding IRB review o he NIH Inramural
Research Program IRB. Does my insuon need o sign SMART IRB Agreemen v2.0?

A: No. However, noe ha i an insuon wishes o serve as a Reviewing IRB or he NIH Inramural Research Program, i

will need o sign SMART IRB Agreemen v2.0, as will any Relying Insuon or which he NIH Inramural Research Program

IRB serves as he Reviewing IRB.

Q. My insuon migh serve as a Reviewing IRB or boh he NIH engaged in Research and or oher ins-
uons engaged in ha Research ha are no ederal agencies. Would all o he insuons engaged in ha
Research need o sign SMART IRB Agreemen v2.0?

A: No. Alhough he Reviewing IRB and he NIH will need o sign Version 2.0 o he SMART IRB Agreemen o esablish a reli-

ance arrangemen, he oher Relying Insuons ha are no he NIH would no need o sign Version 2.0 o he SMART IRB

Agreemen i hey have already signed SMART IRB Agreemen v1.0. Noe ha he Reviewing IRB and each Relying Insuon

should rack and record which version o he SMART IRB Agreemen is applicable o he reliance arrangemen wih ha

Relying Insuon.

Q. Does my insuon need o re-execue a Joinder Agreemen o sign Version 2.0 o he SMART IRB
Agreemen?

A: Yes. Some o he changes included in SMART IRB Agreemen v2.0—including he changes o he conic o ineres provi-

sions—require Parcipang Insuons o execue a new joinder o documen accepance o he new erms. The SMART IRB

joinder sysem will capure which versions o he SMART IRB Agreemen an insuon has signed and display ha inorma-

on as par o he Parcipang Insuons lis on is websie, as well as wihin he Online Reliance Sysem.

Q. Imy insuon re-execues a Joinder Agreemen o sign SMART IRB Agreemen v2.0 and my insuon
has an IRB, is my insuon required o have undergone or iniaed an assessmen o he qualiy o is human
research proecon program (HRPP) wihin 5 years o he execuon o he new joinder (Secon 1.2, HRPP
Qualiy)?

A: No. The 5-year merame required in he Agreemen will be ed o he dae ha he insuon rs joined SMART IRB

raher han when an insuon re-execues a joinder or an updaed agreemen.

Q. Imy insuon signs SMART IRB Agreemen v2.0, how will his aec reliance arrangemens in place under
earlier versions o he SMART IRB Agreemen (Version 1.0 including Version 1.1 and 1.2)? Does my insuon
need o documen which version o he SMART IRB Agreemen covers each o our reliance arrangemens in
eec?

A: Insuons should connue o use Version 1.0 which includes Version 1.1 and 1.2 or reliance arrangemens in place

prior o any insuon’s ransion o Version 2.0, regardless o wheher he insuon serves as he Reviewing IRB or

Relying Insuon in he arrangemen. For new reliance arrangemens pu in place afer Version 2.0 is available o join, he

Reviewing IRB and each Relying Insuon should rack and record which version o he SMART IRB Agreemen is applicable

o he reliance arrangemen wih ha Relying Insuon.
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GUIDANCE REGARDING SCOPE OF REVIEW PROVISION
OF THE TRIAL INNOVATION NETWORK (TIN) LETTER OF
INDEMNIFICATION (LOI)

We undersand ha quesons have been raised regarding he language in he second senence o Secon II o he TIN Leer

o Indemnicaon LOI sang ha he Relying Insuon is solely responsible or deermining wheher research reviewed

by he Reviewing IRB mees “all oher applicable ederal” legal requiremens, and wheher his language is consisen wih

he SMART IRB Agreemen. We wish o clariy hese quesons.

The SMART IRB eam and he Trial Innovaon Nework eam have reviewed his issue and believe ha he language in he

LOI is consisen wih he SMART IRB Agreemen and wih he inended allocaon o responsibilies beween he Reviewing

IRB and he Relying Insuon.

Secon 5.4 o he SMART IRB Agreemen says ha he Reviewing IRB’s review will be in accordance wih applicable ederal

human subjecs research regulatons / human subjecs proecton requiremens emphasis added. In oher words, he IRB

is responsible or aending o requiremens o ederal human subjecs regulaons only Common Rule, FDA, oher poen-

ally applicable human subjecs regulaons o non-Common Rule ederal agencies. The Agreemen does no require he

Reviewing IRB o review research or compliance wih all ederal regulaons generally.

For example, i a Relying Insuon is subjec o ederal condenaliy requiremens a 42 CFR Par 2 peraining o cerain

subsance abuse reamen records ha would impose specic consen obligaons on he Relying Insuon in connecon

wih a sudy involving such records, he Agreemen does no require he Reviewing IRB o ideny his issue. Raher, he

Relying Insuon would be responsible or idenying his issue and communicang he requiremens applicable o is sie

o he Reviewing IRB. The Reviewing IRB would be responsible or applying his inormaon o is review and approval o he

sudy on behal o he Relying Insuon.

We noe ha Secon 6.4 o he Agreemen, “Local Consideraons,” saes ha i is he Relying Insuon’s responsibiliy o

ideny local conex issues and requiremens o he Reviewing IRB and does no currenly reerence ederal laws or regu-

laons. However, i was no he inen o make he Reviewing IRB responsible or he idencaon o he research wih all

ederal laws/regulaons oher han ederal human subjecs proecon regulaons. For his reason, language in Secon II

o he LOI was added o clariy his issue. The SMART IRB eam has also posed an addional FAQ regarding his issue on he

SMART IRB websie.

As was noed by one o he insuons, he Relying Insuon’s responsibiliy under he Agreemen o ideny and com-

municae requiremens ha aec he conduc or approval o a sudy a is sie does require some level o ‘review’ o he

research by he Relying Insuon in order o be able o ideny he applicable local requiremens and communicae hem

o he Reviewing IRB. However, we noe ha ha is already he case wih respec o he sae law issues. I is NOT he

inen o he LOI language o sugges ha any o he regulaory review responsibilies o an IRB under he Common Rule,

FDA, or oher ederal human subjecs regulaons remain wih he Relying Insuon; ha is, he Relying Insuon/Relying

Insuon IRB is no being asked or required o do a ‘regulaory’ review.


