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In this presentation, we will cover:

* Abrief overview of the SMART IRB Platform
 Eligibility and processes for joining SMART IRB
 Documenting reliance arrangements

« (Getting started as a Reviewing IRB

» Educating and working with study teams

« Getting help from the SMART IRB team




The SMART IRB
Platform




Advancing research together

GROW SUPPORT
SMART‘E} A national IRB Use of SMART IRB

reliance network

EDUCATE HARMONIZE
& TRAIN sIRB review

processes across
the nation

A Roadmap to
Single IRB Review

Institutions &
Investigators

Funded by NCATS beginning in July 2016

As of July 2018, led by Harvard University and
University of Wisconsin-Madison, along with a team
of Ambassadors from across the U.S.



Supporting Single IRB Review

Single IRB Authorization
Agreement
SMARTIRB.org
Resources and supportive
services freely available to
support sIRB review

Sign once and implement

Joinder platform
Allows institutions to join the

SMART IRB Agreement o
o @ Ie
Online Reliance System 0 ®

Provides a central system
and process to request,
track, and document
reliance arrangements for
each study

Clear roles and responsibilities
for investigators and institutions

Flexibility to use other SOPs as
agreed upon or required
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Ambassadors
Help institutions join and
implement SMART IRB

Education & Training
Tools, templates, FAQS,
checklists, guidance, peer
consultations, and
webinars support
adoption of SMART IRB

Harmonization

Steering Committee
Leaders in the field
promote best practice



Eligibility to Join SMART.IRB

If the institution is
or has an IRB, must
have initiated or
completed an
evaluation of the
quality assurance of
its human research
protection program
(HRPP) within past 5

ears of joining the
>ggreement >

Institution provides
oversight of all
research, including
exempt and not
federally funded

Institution must
assign a Point of
Contact (POC)

Institution has a
Federalwide
Assurance (FWA)




How to find out who’s joined SMART IRB

 Visit smartirb.org to find the full list of

SMART IRB Participating Institutions.

Click on
« Once an institution’s joinder is “Participating Institutions"

activated, they are listed on the
Participating Institutions page.

PartiCipatingglnStitUtions
SMART ‘li:} oin SMART IRB
including all CTSA hubs J

SMART IRB AGREEMENT ONLINE RELIANCE SYSTEM HARMONIZATION RESOURCES ABOUT US SUPPORT

Supporting single IRB review
Advancing collaborative research

SMART IRB is a platform designed to ease common challenges associated with initiating multisite research and
to provide a roadmap for institutions to implement the NIH Single IRB Review policy {effective date: January 25,
2018). Freely available for institutions and investigators, SMART IRB is an integrated, comprehensive platform
that allows flexibility in the size and scope of collaboration to enable IRB reliance for multisite studies across

Online Reliance System

Request, track, and document reliance arrangements



List of Institutions & POCs

SMART IRB AGREEMENT ONLINE RELIANCE SYSTEM HARMONIZATION RESOURCES ABOUT US SUPPORT

Pa rticipating IS THVIRTOYa T  Click on an institution’s name or the “Details”

icon to find the contact info for the institution’s
designated SMART IRB point of contact (POC).

The following institutions have joined SMART IRB and may use the SMART IRB
contact the appropriate point(s) of contact or submit a reliance request through the SMART IRE'N . If you need to update information for a
Participating Institution, contact us at help@smartirb.org.

Search: | |) Download CSV File

* institution

Name $ City & Point of Contact (POC) § POCPhone

AAFA Landover Deidre Washington (202) 466-7643

AHN Research Institute Pittsburgh Dawnmarie DeFazio (412) 330-6192

Abington Neurological Associates, Ltd. Abington PA David Moore (215) 957-9250 4 @
|




Searching the Participating

Institution List

+ Use this list to identify current Participating
Institutions and their points of contact (POCs).

« The list can be searched or sorted by:
— Name
— City
— POC name
— State

« A CSV file can be downloaded (note: the list on the
website will be the most current and accurate).



Resources & Guidance (s5a pes

« A growing library of collaboratively-developed resources support IRBs,
institutions, and investigators.

« We’ve also collected resources to help you meet NIH requirements as well as

sample tools, training, and guidance generously shared by colleagues across the
nation.

All Resources =GVl Browse by Role Browse by Source

Joining Setting up Implementing For Funding About Single

SMART IRB Reliance the Agreement Applications IRB Review

Implementing the Agreement

Addition of Site Form - SAMPLE

This document provides an example of information to collect when adding a site to a study. S m a rti rb . O rg/ reso u rces

Ambassadors, SMART IRB Regional
Need help joining and implementing the SMART IRB Agreement? Ask your ambassador.

Communication Plan for Single IRB Review &

Institutions can use this template to document key communication roles, such as submitting initial and continuing reviews,
amendments, and reportable events to the Reviewing IRB; providing conflict of interest management plans to the
Reviewing IRB; and providing IRB-approved documents and communicating Reviewing |IRB determinations to relying site
study teams.

Download the Communication Plan for Single IRB Review as customizable Word document, @

smartirb.org
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Joining SMART IRB




Resources for joining

If you want to use the SMART IRB agreement
and a collaborating institution has not yet
sighed on, SMART IRB has resources to help you
work with that institution to join SMART IRB.
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Reach out to Ambassadors

« SMART IRB Ambassadors can west MIDWEST NORTHEAST
help yOU With getting the l‘z’acific Mountain Nort\:zztntrul Nortﬁ((’:s:ntral :tl:g:fc Er?gT&d
institution signed on. -

» Ambassadors are HRPP Y D u
professionals knowledgeable

in the processes and oy #ﬁ
practicalities of IRB reliance | mﬂn

who are available to assist

. o o | -.\\\\ Soutf.\
]nSt]tutlonS ]n JO]n]ng and South Central | South Central Atlantic
implementing the SMART
IRB Agreement.

Find and contact your ambassador
smartirb.org/ambassadors
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https://smartirb.org/ambassadors/

Guidance about how to join«via the

SMART IRB Joinder Platform

Review the ;
Review the Agreement

Agreement

Review the agreement with institution officials and

counsel, as appropriate.
2 Request an Invitation

* Download the SMART IRB Agreement.
* Download the Joinder Agreement Checklist.

Create Your

Joinder Agreement * Review Offline.

- = Do not sign the sample Joinder Agreement. You
4 5'5" and Submit will use the SMART IRB Joinder platform to generate

you institution-specific Joinder Agreement.

5 Wait for Activation

The process starts at smartirb.org/join.




* A copy of the SMART IRB
Agreement is posted on
the SMART IRB website.

» Before starting the joinder
process, review the terms
of the Agreement with
institution representatives
and counsel (as
appropriate) to be sure all
understand the terms of
joining.

smartirb.org/resources

Odober 17, 2016 Pagc 1 0f23 SMART IRE Agreement Fival {Version 1.2}
hitpsffsnatub.org
Any o a ILLEE NULL AND VOID, AND UNENFORCEARLE.
L R R ———————

SMART‘EQ

The purpose of this SMART IRB Master Common Reciprocal Institutional Review Board Authorization
Agreement {“Agreement”) is to support Institutional Review Board {“IRB”) reliance in facilitation of multi-
site human subjects research. The Agreement allows Participating Institutions {defined below) to cede IRB
review {“Relying Institution™) to the IRB {“Reviewing IRB"} of another Participating Institution {“Reviewing
IRB Institution™).

Rech | Institutional iew Board Authorizati

Introduction

Developed under an award from the National Center for Advancing Translational Sciences {“NCATS"), the
National Institutes of Health {NIH), the Agreement sets forth the respective authorities, roles, and
responsibilities of the parties when a Ceded Review {defined in Exhibit A) is determined to be acceptable
by Participating Institutions in accordance with the process set forth herein.

This Agreement is open to participation by any institution that {i) meets the eligibility requirements
outlined herein and {ii) agrees to accept the terms and conditions of the Agreement through the
execution of a Joinder Agreement, as further set forth in Section 1 below {“Partici pating Institution™).

This Agreement is also open to participation on the same conditions by any independent IRB organization
that provides IRB review services {“IRB Organization™). The terms “Participating Institution”™ and
“Reviewing IRB" as used herein, and all rights and obligations of Participating Institutions and Reviewing
IRBs hereunder, shall include and apply to IRB Organizations unless otherwise noted herein.

A glossary of all acronyms and capitalized terms used in this Agreement, whether or not they are defined
within the body of the Agreement, is provided at Exhibit A, which is attached hereto and incorporated by
reference herein.

This Agreement meets federal requirements for designation of another Participating Institution’s IRB as
the Reviewing IRB. This Agreement shall be kept on file at each Participating Institution and shall be
provided to the Office for Human Research Protections {“OHRP”) or other federal agencies upon request.

1. Ekgibility and Process To Partidpate in the Agreement
An Institution is eligible to participate in this Agreement if it meets the following requirements:

L1 FWA; Oversight of All Research. Unless it is an IRB Organization, the institution must maintain an
OHRP-approved Federalwide Assurance {“FPWA"), regardless of whether it engages in federally funded
human subjects research that is subject to the Federal Policy for the Protection of Human Subjects
{“Federal Policy™). In addition, the institution, by policy or otherwise, must require IRB review and provide
institutional oversight of its human subjects research regard less of funding source or the scope of its FWA.
In the case of human subjects research that would be exempt from IRB review under Federal Policy, the
institution must still provide institutional oversight of such research. Such policy need not require, and
this Agreement does not require, reporting unanticipated problems, serious or continuing noncompliance,
or suspensionftermination of such research to OHRP or other agencies when such reporting is not
required by the institution’s FWA or policies or otherwise by regulation. However, nothing in the
institution’s policies may predlude, and this Agreement shall not preclude, the institution from reporting
such events to OHRP or other agencies in such circumstances. The institution must inform all Participating

15


https://joinder.smartirb.org/download_mra

SMART‘]@

SMART IRB FAQS Frequently Asked Questions (FAQs)

The SMART IRB Reliance Model ... ieei i s s s svsss s s sssssssas snsssssssnsens 2
Frequently aSked questions Scope of Covered RESEACH. ... it e e et e e s s st e e ses ssam s smen e e s 3
Eligibility 10 PartiCiPateuu e iein ssrsssnssnmsansissississs sossnsns sasssnss snsassassnssasens sessasss snsnssnss nes snsnssns sens sns 5

Covering eligi bility7 hOW to HOW 10 JOIN SIMART IRB ..o cuuetcaseucas serassasassas sess sessasns asessas sesassssasss sesss sebssses assssasssias sesassas svas ses 9
j O'i n , ag reem ent p rov‘isi Ons , The Agreement: selected provisions and aNNOtATIONS .....cc.cieceiieiecenriee e e e e e e 11

and other important topics. Contio ot "
Erbtoct Comgiais s futone. .
Download the FAQs it f ormomre i

Insurance and INdemMNIficAatioN .....oc.ueie e e e e e e s e s 18

Sea rCh SMART IRB ,S Amendments to the SMART IRB AZrEEMENT wuvieieississssassasnssasssssssssass sssnssns sassasssnssns ssamsassnass 19
S u p po rt Ce n te r Termination of Participation in SIMART IRB .....cc.ceeciecniecin sesmsesiecussrens sesmmens ess srmsmmens msssns smes 21

B0 PPN 23
Using SMART IRB fOr @ STUAY .. ueueeeieeie e mis sesses e s s st s ses ees snsm sems ssmames ees semsms mame 24
Reliance Requests 24
Selecting a Reviewing IRB 24
Local Considerations — UPDATED 27
Consent Forms 28
Conflicts of Interest (COI) 29
Federal Grant Congruency Review 30
Study Review and Amendment Submissions 31
Study Audits, Noncompliance, and Termination 33

Guidance Regarding Scope of Review Provision of the Trial Innovation Network (TIN) Letter of
Indemnification (LOI) — NEW ... e e eies e sies sesmsns e s s s s ees ees snsm asms samames ens semnams mame 36

V1.7
October 16, 2017
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https://smartirb.org/sites/default/files/faq.pdf
https://support.smartirb.org/hc/en-us
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SMART, Joinder Agreement Informational Sheet

Joinder Checklist

Initiating the Joinder process
Due to the nature of the information required, IRB administraters or other research compliance personnel will be best

An ove rV'I ew Of the suited to initiate the Joinder process.
.Informat.lon requ.l red tO 1. Go to smartirb.org/join and fill in the blue box at the bottom of the page.

2. The SMART IRB team will review the information provided and send you an email with an
3 4 3 ! invite link to the SMART IRB Joinder System (be sure to check SPAM filters); if you do not see
generate the 1 nSt] tUtlon S an invite email within 1 week, please contact us.

J O-l N der Ag reemen t 3. Once you have received the email, follow the invite link to register your institution.

Note: You will need your unique invite link to start the process; if you need to return to the
system later, you may do so by logging in here.

Down load the JO] nder Generating your institution’s Joinder Agreement

C h ec k li St O Provide your institution’s legal name, city, and state.
Provide an institution display name so that we may list your institution on smartirb.org.

a
O Provide a link to your institution or its IRB/HRPP website/page (optional).
a

Indicate institution type (university, academic medical center, community hospital, cancer
center, ather).

Indicate CTSA affiliation (if applicable).

Indicate whether application of the FWA is restricted to federally funded research (i.e.,
has your institution “unchecked the box"” on its FWA), and if not, which subparts apply.

oo

O Indicate whether the institution maintains one or more IRBs.

O Indicate how the institution assures the quality of its Human Research Protection
Program (HRPP).

Within the past five years institutions that maintain one or more IRBs must have undergone
or initiated assessment of the HRPP by one of the following methods:

Undergone external accreditation (date received and accrediting organization)
Be pursuing accreditation (status and accrediting organization)
Undergone or initiated OHRP’s Quality Assessment Program (date completed or status)

c o o o

Other approach, e.g. internal/external audit, review by external consultant, etc.,
{please describe)

To learn more about how you may fulfill this requirement, see the FAQs or contact us.



https://smartirb.org/sites/default/files/Joinder_Checklist.pdf
https://smartirb.org/sites/default/files/Joinder_Checklist.pdf
https://smartirb.org/sites/default/files/Joinder_Checklist.pdf

A decision tree to help an affiliate of another institution determine
how to join SMART IRB. Download Guidance for Affiliates

How may an institution/site that is affiliated with another
institution join SMART IRB?

The dffiliate must register with SMART
Does the affiliate hold an FWA in its IRB and execute its own Joinder
ownh hame? Agreement.

Start the Joinder process.

Is the dffiliate listed as a The affiliate must obtain an FWA in
"component” on the FWA held by order fo join SMART IRB.

the institution with which it is
affiliated?

Is the dffiliate a separate legal Is the institution with which the
corporation from the institution affiliate is affiliated already a
with which it is affiliated? SMART IRB Participating Institution?
Yes @ No @ Yes &
The affiliat t register with The institution with which the No additional action required.
SMz;T IIRIE znrsuesx;?:?:ise?irs“:wn dffiliate is affiliated must register The affiliate is covered by the
; with SMART IRB and execute a SMART IRB registration and
Joinder Agreement. Joinder Agreement. Joinder Agreement of the
Contact us to get started _ institution with which it is
Learn more about joining affiliated.

Each institution that has an FWA or that is a separate legal entity needs to join the SMART
IRB Agreement to be covered by a reliance arrangement.



https://smartirb.org/sites/default/files/affiliate_decision_tree.pdf
https://smartirb.org/sites/default/files/affiliate_decision_tree.pdf
https://smartirb.org/sites/default/files/affiliate_decision_tree.pdf

Setting Up and
Documenting
Reliance
Arrangements




Need for a Reliance Arrangement

A researcher plans on
conducting a multisite
research project

Single IRB review is required
by a funding agency

Overall Pl wants to
streamline the regulatory
process by using a single IRB



Nature of the SMART_IRB Agreement

The Agreement is a “master” agreement
which means:

No additional IRB
authorization agreements Reliance arrangements,
required to enable reliance however, need to be

among institutions that documented for each study
have joined SMART IRB

21



Documenting Reliance

The Online Reliance System provides a central web-based portal
for documenting reliance arrangements on a study-by-study
basis.

SMART IRB offers the Online Reliance System to anyone who
joins SMART IRB, at no cost.

If you do not use Online Reliance System to document the
reliance arrangements for a study, SMART IRB provides a
template acknowledgement letter that can be adapted for use.




Request, Track, and Document Arrangements

Single point Communication
of entry portal eliminates

standardizes tracking via email
reliance processes or other methods

SMART, Online Reliance System  Launched in May 2017

Guided workflow
makes clear when
action is required

-

The system works for institutions:
1.

With and without significant Allows SMART IRB

reliance experience Participating Institutions to

Familiar or unfamiliar with one work together to establish

another reliance arrangements on a
. With limited or substantial ALk s

infrastructure to support single IRB
review

Get started at smartirb.org/reliance.



https://smartirb.org/reliance/

Benefits for INVESTIGATORS

Clarity and Guidance

The system guides you through the request process,
collecting the information institutions need to determine

an appropriate arrangement for your study

Automatic Notifications
Email notifications ensure you are informed at key points
in the decision-making process

Reliance Tracking

The system gives you a window into the decision-making
o
a0

process and provides a single place to track reliance
arrangements for your studies




Benefits for INSTITUTIONS

Provides a centralized place to record and track reliance
arrangements on a study-by-study basis

Connects you with the appropriate POC for each site,
eliminating the need to track down their information

Guides you through the decision-making process, making
clear when your action is required

Provides a central, transparent platform to communicate
local context issues




Take a look inside the system at
smartirb.org/reliance

L 4

o b o SMAHT‘@ He"ance Home New Request Logout You are logged in as applicant@ridgeview.net
Li

& Request Details
SMAH‘T‘]}Q ID: 1 - Effects of population increase on agricultural output in Genovia
Principal Investigator (P1)
— Sop:acmw o Reliance Request form Last Updated Arthur Doe, Jun 28, 2017 3:53 PM UTC

-~

Using the SM#/~ “jance System NT Mmoo FE) EEREDETTD st Samay
to request cL ne reliance e S P—
arangemy, ~site study — i
w0 i I_mm T e =y |

aaaaa 1on Request ()] | Banedale |nstitute . = |
I'Gmmeymu-mmm Compéata - |
Neod Help?
Contact us |“'I » " i
sogest an improvemen L)
|-muumm Medical Sclences Compeate

Investigator

Preview a Sample Reliance Request Form.
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https://smartirb.org/reliance/
https://smartirb.org/sites/default/files/SampleRelianceRequestForm.pdf

e
System-generated Determination Letter

Determination [y} Reliance Determination:

Overall Principal Investigator: Sophia Channing
The Reviewing IRB is: Belledale Institute

Contact Information Federal Wide Assurance (FWA): FWAQ000001
Contact List for this Raquest Point of Contact: Thomas Werner, institution_poc@belledale.org
Site Investigator: Jordan Smithfield

Reviewing IRB accepts review for:

Need Help? Uni
Contact us Federal Wide Assurance (FWA): FWAD0D0014
Site Investigator: Manjush Singh, m.singh@adams.edu

Suggest an improvement
Belledale Institute
Federal Wide Assurance (FWA): FWADOOD001
Site Investigator: Jordan Smithfield, jordan.smithfield@belledale.org
Downloads
Request (ZIP) Golden Gate Eye Research Institute
Federal Wide Assurance (FWA): FWADODOO002
Site Investigator: Feng Guo, feng.guo@goldengate.org

Ridgeview Ressarch Facility
Federal Wide Assurance (FWA): FWADOD000S5
Site Investigator: Sophia Channing, sophia.channing@ridgeview.net

The following institutions will NOT rely upon the Reviewing IRB:
Approval for each must be obtained from the IRB for that site (or through other arrangement, as applicable) prior to initiating
study activity at that site. Please consult the institution's Point of Gontact for further instructions:

Salk University for Medical Sciences, Point of Contact: Sarah Alonzo, institution_poc@salk. edu

The following information summarizes the responsibilities of the Overall Principal Investigator (P1) and the Site Invest E
Responsibilities of Overall Pl:

1. Provide Site Investigators with:
© Copies of all IRB approval documents

o b e sl s b . - rpp———

Proposed
Reviewing IRB

» Sent to Overall PI, Site Investigators, and designated contacts for all
engaged sites; stored in the system.

» Documents the Reviewing IRB and Relying Institution(s).

» Describes responsibilities of the Overall Pl and Site Investigators.

smartirb.org



Template Letter of
Acknowledgement

If not using the SMART IRB
Online Reliance System to
coordinate and document
study-specific reliance
arrangements, institutions
may use this template to
document the Reviewing IRB
and Relying Institutions for a
specific study.

Download Template Letter of
Acknowledgement

SMART;

Purpose of form: If not using the SMART IRB Online Reliance System to coordinate and
document study-specific reliance arrangements, institutions may use this template to
document the Reviewing IRB and Relying Institutions for a study.

TEMPLATE LETTER

ACKNOWLEDGEMENT OF SITE AGREEMENT TO CEDE IRB REVIEW AND REVIEWING IR TO PROVIDE
OVERSIGHT

This farm documents that:

1) [NAME OF REVIEWING IRB INSTITUTION] will serve as the Reviewing IRB for [NAME OF RELYING
INSTITUTION] for the study noted below;

and

2] [MAME OF RELYING INSTITUTION] has agreed to cede IRB review to [NAME OF REVIEWING IRB
INSTITUTION] for the study noted below.

Study Title:

Owerall PI:

Relying Site Investigatar:

IRS review will be ceded under the SMART IRB Master Commen Reciprocal Institutional Review Board
Autherization Agreement.

Questions about the RS review process or study status should be directed to [POINT OF CONTACT
EMAIL AND TELEPHONE].

ce: <Overall A=

<Relying Site investigator=

28


https://smartirb.org/sites/default/files/Template_Letter_of_Acknowledgement.docx
https://smartirb.org/sites/default/files/Template_Letter_of_Acknowledgement.docx
https://smartirb.org/sites/default/files/Template_Letter_of_Acknowledgement.docx

Documenting How Agreement

Flexibility Will Be Implemented

The SMART IRB
Agreement has
several default
positions, but
allows for
flexibility of
terms in some
areas, such as:

Whether Reviewing IRB will make Privacy Board
determinations

Who reports events to federal agencies/sponsors

Whether insurance will be required

Whether a separate indemnification agreement
will be required

Whether the relying institution will be required
to be able to conduct for cause audits

Whether the relying institution is required to
conduct COIl assessments

29



Implementation
Checklist

Highlights flexible provisions
of the Agreement and allows a
Reviewing IRB to document
which options they will
implement as part of the
Ceded Review.

Download the
Implementation Checklist

Download the
Implementation Checklist as
a customizable Word
document

SMAHT‘EJ;)

SMART IRB Agreement Implementation Checklist and Documentation Tool

Purpose: (1) to highligh
Institutions will irmplem
review while other dety

‘While use of this tool is
which they are involved
alternative documentay

Instructions:

1. The Reviewing
or modify fieldd
and discuss any

a. Toapp
Indicaty
complg

b, Additig
tErms
limitat]
Review

2. For each provig
Iinstitutions to |
Participating In|
one option per|

a. Ifthe A
than o
approp

b. Additig
tErms
Board
perform
complg

NOTE:

»  Fll in any required

®  Capitalized words &

#  The SMART IRE Stal
that works in collabd

www.smartirb.org

SMART@

Study Teams, routing all IRB subrmissions to the & IRB and cor
Investigators.

1§ IRE determinations Lo Site

Study Title:
Overall PI:

Site Investigator(s)
Study ID No.
Reviewing IR8:
Relying Institution{s):

Lead Study Team (if
applicable}:

Date Tool Completed:

Revlewing IRB

1. Motification of Acceptance or
Declination of Ceded Review

Dm 1 - Revlewlng IRE will provide notification
The Reviewing IRE will notify the Overall Pl jor designee), the Site
Investigator|s), and involved Particpating Institution(s) whether the Identified
studyiles) s sccepted for Ceded Review and, if accepted, the designation of the
Reviewing IRE and Rebying Institutions. This can be accomplished through the
SMART IRB Online Rellance System or another mechanism.

SMART IRE Agreement Section 3.4

[JopTioN 2 — Ancther party will provide notification

[NAME OF NOTIFYING PARTY je.g., the Lead Study Team or & Relying
Institution)]

will natify the Owverall Pl and the Site Investigator(s) and involved
Participating Institution(s) whether the identified study{les) k= accepted for
Ceded Review and, If accepted, the designation of the Reviewing IRB and
Relying Institutbons.

[CJorTion 3 - Requirements/processes for determining the Reviewing IRE
are mandated by an external group with authority for the study{les)

Wsmammm Faudiad by the NIH Clivical and Trivrkatione! Science Awards (CTSA) Prograe, grant numbaer UL 1TRO0 1020487



https://smartirb.org/sites/default/files/SMART_IRB_Agreement_Implementation_Checklist_FORM.pdf
https://smartirb.org/sites/default/files/SMART_IRB_Agreement_Implementation_Checklist.docx
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Getting Started as a
Reviewing |IRB




|ldentify the Standard Operating
Procedures.that Will Apply

 SMART IRB developed SOPs to support implementation
of the SMART IRB Agreement and to outline study team
responsibilities.

« SMART IRB SOPs are not required.

 |If the Reviewing IRB does not use SMART IRB SOPs, it
must identify which SOPs it will use.

32



SMART‘]B>

SMART IRB SOPs

Standard operating procedures
(SOPs) for establishing and SMARTIE)
implementing re“ance prOVide Master Com Record Keeping and Document Retention

This section describes the process for maintaining and storing SMART IRE administrative records and the

clarity during the review and Review Boa e e e L L L
conduct of research using the Standa T
SMART IRB Agreement. S, S

SMART IRE Records

Record Type Party Storage Location
. . Ve rsi' ‘Current SMART IRE policies and procedures including: 50Ps, SMART IRE SMARTIRB.org
° Prov-l d ec la ri ty on key forms, templates, ctc. Administratian
Current executed SMART IRB Reliance Agreements and Joinder SMART IRE SMARTIRB.org and at
- b BT Agreements, a5 well 25 any amendments Administration and Participating
roles and responsipitities B | B
Institutions
Study-specific reliance requests including: identification of Participating Local storage at
. Reviewing IRB{z} and Relying Institutions, and Study Team Institutions Participating
« Use of SMART IRB SOPs is i
Minutes from IRB meetings at which Research ceded under the Local storage;
n t m n d t d SMART IRB Agreement was reviewed; portions of the minutes svailable upon
0 a a e that are relevant to & Relying Institution available upon request | Reviewing IRE request
to designated officials of the Relying Institution.
Records of any applicable COI management plans provided by Reviewing IRE and Local storage
° SMART I RB S u p po rtS the Relying Institution and received by the Reviewing Institution | Relying Institution
Records of events reported by Relying Institution and received Reviewing IRE and Local storage:
n etWo rkS W-i t h eX-i St-i n g by the Reviewing Institutions Relying Institution available on request
Study-specific review and approval notifications Reviewing IRE and Reviewing IRE and
SO PS Relying Institutions | Lead Study Team
Other genersl correspondence besween the Belying Institution | Reviewing IRB and Reviewing IRB znd
and the Reviewing IRE Relying Institution Lead Study Team;

available upon

 |nstitutions communicate _ o
. . Emn" . Stm.#-'.‘u:iﬁ: determinations r!lamﬂ! bnoed.ilfs review to 3 ] Relying I.m:ﬁ.tutiun Local storage
Whether Other pOl]C]eS or Reviewing IRB [e.5., forms documenting decision to cede review; | and Reviewing

any outstanding concerns or reguirements that must be Institution

addressed by the Reviewing IRB, and any institutional

procedures apply et s s o e ) o o e 5

Download the SOP Manual

| [ SMART IRB Standard Operating Procedures | [—
[ VERSION DATE: S/a2iiE [ Page 22 of 36 |
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e
SMART IRB SOPs:

Overall Pl & Lead Study Team Key Responsibilities

Overall Principal

Lead Study Team

Investigator
f . ° ° ° \
(" Assumes leadership and has Submits materials to the Reviewing
ultimate responsibility for IRB fqr all sites, including study-wide
conduct of the research | and sfce-;peaﬁg changes of protocol,
study continuing rev1ew§,.and reportable
o events (e.g., unanticipated problems,
(generally, the initiating noncompliance, and new information)
principal investigator or - y,
funding principal investigator, p ~
\§ as applicable). J Provide draft study materials to all
site study teams, including proposed
4 h B consent form template
Designates a Lead Study L )
Team?*, : .
can be a coordinating center Provide IRB-approved
. ) || materials/determinations to all site
study teams )

*The Lead Study Team is often (but not always) the study team at the Reviewing IRB’s institution. In collaboration with
the Reviewing IRB, the Lead Study Team ensures study coordination, communication, and the routing of IRB submissions.



e
SMART IRB SOPs: Site Pls & Relying Site Study Teams

» Site Investigator = the investigator (Site Pl) responsible for conduct of the Research at
his/her institution.

» Relying Site Study Team = a study team whose institution ceded IRB Review to the
Reviewing IRB, includes Site investigator and any local site personnel designated to carry
out the applicable communication, coordination, and administrative procedures described
within the Agreement and SOPs.*

Provide Lead Study Team

information about study
progress for continuing review
and local events
(e.g., unanticipated problems,
noncompliance) so that it can be
reported to the Reviewing IRB

Follow the policies and
procedures of the Reviewing IRB

- — (e.g., for reportable events,
Elr *L- personnel changes)

Obtain authorization from their
Use the Reviewing IRB’s consent SMART IRB POCs

form template in the case of personnel changes,

(excepting limited local language COIl updates, and/or changes that

that can be added/changed) may be affected by State law or
institutional requirements

*If the Lead Study Team is from an institution other than the Reviewing IRB Institution, the roles and smartirb.org
responsibilities of the “Relying Site Study Team” also apply to the study team at the Reviewing IRB’s institution.



SMART IRB SOPs: Communication Model

Reviewing Lead Study
IRB Team

Relying Relying
Institution Site Study
IRB/HRPP Team

36



Communication
plan for single IRB
review

Document key communication
roles, e.g., submitting initial
and continuing reviews,
amendments, and reportable
events; providing conflict of
interest management plans;
and providing IRB-approved
documents and communicating
Reviewing IRB determinations.

Download the Communication

Plan

Download the Communication

responsbifies. However, the form also could be used less formally fo quide conversations among fhe

Purpose of the form: Tivs form can be used by Revewmng IRBs and oihers io idderntify and doctiment
SMART key comuminication roles for a study: i is recommended thal the form be used fo document the various
Rewviewing IRB, Relying Instiufions, and [ ead Study Team.

Template Communication Plan for SMART IRB

Defmiims

= REVIEWING RB — Point of Confact #OC) Main person for ions refated to the Reviewing IRB’s policies and procedures and
review stalus for a ceded study

= LEAD 5STUDY TEAM—FPOC: Mal e acation with th g IRG and faciiating communication between relying site shudly
teams and the Reviewing IRB regarding the ceded study

= RELYING SITE —POC: Main p forc ication with the Reviewing IRE and local study team regarding the ceded shuly (e g, personnel in
thelocal IRB ofic o lead hamBn rseardth pd etin poran persamel )

= RELYING SITE STUDY TEAM POC: Main person forc ication with the: L ly Team the ceded study

ROLE NAME(S) CONTACT INFORMATION

REVIEWING RB —POC

LEAD STUDY TEAM-—-POC

www smartirborg

Fonded by the NOF Chnical and Transhionel Science Awands (CTSA) Program, grani nomber ULT TRODT 1020451

Plan as customizable Word
document.
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https://smartirb.org/sites/default/files/Communications_Plan_Form.pdf
https://smartirb.org/sites/default/files/Communications_Plan_Form.docx

Local Context SMAHTAE} e
Survey

Potential Relying Site SMARTIRB Point of Contact Surnvey

General Irformation

Local Context Survey: . Mameat Sty
Reviewing IRB POCs may use . vt P lmesst:
this to obtain local context
from Relying Institutions.

3 Proposed Reviewing IRB:

4. Name of Relying Instilution:

Download the Local P
Context Survey as a e e et e et s A
customizable Word o oty

document

8  Please idenlify any afild ims  this site has relevant to this study, such as a university, clinic, or hospital Note-
This mfommation is collectad to allow usto confir  that all sites engaged in the research are covered by a reliance
amangemesit and to idenlify relationships between institubions.

9 If any of the sitesidentifie in question 8 are within a network or systern, do they have a separale PWWA?
Yes No

Fanded try Sie NiH Clnk ence Awsants {CTSA) Program, grant namber ULTTROD02.0451
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https://smartirb.org/sites/default/files/20170510-Relying-Site-Survey-POCs.pdf
https://smartirb.org/sites/default/files/20170510-Relying-Site-Survey-for-SMART-IRB-POCs.docx

Relying Site Study
Team Survey

Relying Site Study Team
Survey: The Overall Pl/Lead
Study Team may use this to
obtain information from a
relying site study team
regarding whether
regulatory or institutional
requirements should be
communicated to the
Reviewing IRB.

Download the Relying Site
Study Team Survey as a
customizable Word
document

particitar requiatory or institulional req shotdd be fo
the Reviewing IRB.

SM AR—.-‘]3> e e s e oty o

Potential Relying Site Study Team Survey
General Irdormalion

1. Name of Study:

2. Overall Principal Investigator

3. Name of Relying Insiitution:

4. Site Pl Name, Degree, and Contact Information:

5. Mam contact for this research at site other than P1 — Name and Contact Information:

6. Name and fitie of person completing this survey:

Special Procedires and Populalions
1. Does the study involve any of the following special procedures or considerdiions?
The shudy team may enwoll subjects with impaired decision-making capacity.
i selected, describe beiow how the study feam will verily someone is qualific o le e piatid abj €t s legaly
Authorized Representalive.

The shudy team may enwoll wards of the state (e g., foster children).

Fonvded by fe M Clnical and Translsional Scence Awards (CTSA) Program;, grant neber ULTTRO0T 1020451
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https://smartirb.org/sites/default/files/20170510-Relying-Site-Team-Survey.pdf
https://smartirb.org/sites/default/files/20170510-Relying-Site-Study-Team-Survey.docx

Handling Consent
Forms and Local
Considerations

SMART IRB Guidance:
Inserting “Local Context”
Language in Informed
Consent Documents

Illustrates roles the
Reviewing IRB, Overall PI,
Relying Site Study Team,
and Relying Institution POC
may play in providing
information and language
for local consent forms.

SMAHT@

Reviewing IRB

SMART IRB Guidance: Inserting “Local Context” Language in Informed Consent Documents

Version cote: December 14, 2007

Approves an informed consent
templatz, identifying specific
areas that can be revised
to Include appropriate local
conlext information*

Distributes infor ned
consent templsta**

.1\

T
i
T

Overall Principal
Investigator
(or designee)

1

k4

‘Works with the Reviewing |RE to ensurs
relying site study teams are aware of
the process to provide local context

Iinformation for the consent form

+

3

‘Works with the Overall Principal Investigator [or designee) to:
Obtain a copy of the apgropriate consent form template
Ensure they understand the sections that can be revised

Works with their local SMART IRE Point of Contact (POC) to:
+ Confirm the appropriate institutional langiage that can

Relying Site be included in the template consent form
to reflect local context language
Study Team Canfirm th hrcueh which the local + Obtain sign off on the consent forms te provide to the
* \ narm tf: F:::::s: :jugld :e ich i : ::: :;:1;:“ Raviewing IRE with documentation, through the agreed
language for site show provide: wiewing that the | oted
IRE, once approved by the relying site’s SMART IRE POC Hpen process, that e JangUsgs was sccente
L ¥
. " Works with thelr ref te study t to:
Relying Site If additional areas of the consent ; ! thee " ym:l = T.'II:I.I:I eaTI oded
K t be ted to * Ensure the appropriate institutional language ks include
SMART IRB reﬂ:crtn:';nttslaw ;ﬁ::riturion-l In that sita’s consent form based on the template e —
Point of requirements, contacts provided by the Reu_ewmg IRB
Contact (POC) Revlewing IRB to discuss inclusion + Provide documentation that the local language Included

*Ternplate arexs that can be changed are usually limited toc
= Contact informartion for local study team

= Costs that differ for the relying site

= Relying site's language regarding the availability of end compersation for resesrch-related injury

www.smartirb.org

in the draft consent document(s) is accepiabla

L S S |

**The Reviewing IR can distribute the template to the dverall Frindpal
Investigator (or designee) ANDYOR the Relying Site SWART IRB FOC.

Funded iy the HIH National Center for Advancing Transiational Science; through its Clinical and Translational Science Awasnds Frogram, grant number LUL1RO01I0Z0451.
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https://smartirb.org/sites/default/files/Local_Context_Language_Guidelines.pdf

Educating and
Working with Study
Teams




Puspose of form: The Home instilufion for the Overall Pancipal investigator

Investigator _
Checklists o e e

Owverall Principal Investigator/Lead Study Team Guidance and Checldist

As the Overall Principal i fora

Overall Pl (and Lead Study Team) e e st et s e
Checklist: Helps Overall PIs (and e Paposs e Rt o oo o ot
SMART@

stidy leams with g the iities when a
Study i under the oversight of an 1R8 mmmm.m particitarty

“You should contact the IRB administ)

Lead Study Teams) understand and e
fulfill their responsibilities. it

when the SMART IR (&) Pri are L
in tis shoukd be adapied fo redel igal g @esses.

participating in this study or|
= ldentify who will act in the 1y
both). The Lead Study Tean]
= Provide them with details alj
document(s), which will helf|

Relying Investigator Guidance and Checldist

As Principal Investigator at the Relying Instituion for a study that may be overseen by an external IRB, you should be

Download the Overall Pl (and

- -Imlffy;lﬂksm-wihe rmmmzu,q;:uy:ﬁm::mmmMMmimmammmmm
Lead StUdy Team) CheCkliSt as $ﬂa““?:ﬂﬁ0 You should contact the IRE administration or relevant Human Research Protection Program (HRPP) personne at
° Works in cdiaboration with the Revid your mnstitution to:
customizable Word document T commurkcstog nd ot ST —
procedures and training materials). wﬂ': l:::lnm m“::“‘::::ﬂy (ncluding your study team’s rile), the propased reviewing IRB,
Prompty responds to questions arn| J )

Program personnel al insiitutions wi Obtain a copy of the hywide protocol and consent doc which will help

Particisates in ¢ e calls regd 7 ) fa:lmﬂl!lﬁ:vlihyl:llixleHHRPP.
ittes the Site I _ with If your institution agrees o cede review to an external IRB, you will be asked fo:

Relying Institution Pl Checklist:

Helps site investigators and study
teams understand and fulfill their
responsibilities when a study has

been ceded to an external IRB.

Download the Relying Institution
Pl Checklist as customizable
Word document

for reporting unanticipated problems]
Provides participaling Retying Site §
consent and authorization forms, p
Prepares and submils IRB appicatid
upiates, local reportable events, any
As pait of preparing the IR
= Have a mechanis
amior Relying S
that miormakion 2y
recruiiment mater|

processes.

Provide the IRB mistration or HRPP p al your institution with:
- The names and roles of all key study personnel on the local study team
it plans for @l confits of inferest (COI) relevant to the study that will be

Any
ceded to the external IRB, including any new or altered management plans put in plac e throughout
ihe §fespan of the study.

Regisier the study at your nsiitution acconding to local processes, such as crealing a shell study in the
local electronic system and uploading documents recefved.

Prompity to ons or recp fori ation from the Lead Study Team (or their designee) as
well as from the Reviewing IRB.
Participate, as i nc e calls rety X a study as req by the Lead Study Team,

Reviewing IRB, or your local IRBHRPP.

Berome famiBar with the reporiable event policy of the Reviewing IRB to ensure that you appropriately
repot protocol deviations, noncompiance, signiiicnt  subject complaints, subject inuries, unanticipated

problems, or other events required by the Reviewing IRB to be rep and within the imeframes
required.
Ensuellﬂdln:amvﬂsanﬂymﬂsm in addition to IRB approval, are in place before a study

is aclivated, such as 3 . data use agr nis, material transfer
agreements, ancllary commitiee reviews (e.g., mimx_;y nursing, and phamacy).
Work with the Lead Study Team and the IRBHRPP POC from your institulion to incorporate locally
mmhwmm:ummmmmmmwuuamm such as institutionally

fon for mpury local study team contact mformation, and addiionalicosts that
nlﬂtsmaymwllﬂliﬁufrunﬂlmmﬁﬁe in the tempiate consent form.
For extemally funded studies, provide your s offic with oc ion that IRE
muﬂjlﬁrashﬂylnsmﬂ'lcumm:xuwwmhymmmﬂ

Fence Awants {GTSA) Propram, grand nomixer ULTTRO0I02-0451



https://smartirb.org/sites/default/files/PI_checklist.pdf
https://smartirb.org/sites/default/files/PI_checklist.docx
https://smartirb.org/sites/default/files/Relying_institution_checklist.pdf
https://smartirb.org/sites/default/files/Relying_Institution_Checklist.docx

FAQs for Research
Teams

FAQs for Research Teams -
Relying on an External IRB:
Provides helpful hints for
study teams whose institutions
have agreed to rely on an
external IRB.

Also available in a
customizable Word Template:
Institutions may use this
template to create institution-
specific guidance for study
teams whose research study is
ceded to an external IRB.

SMARTAE>

Relying on an Extemnal IRB: FAQs for Research Teams
Version Date: November 14, 2017

The purpose of this document is to provide helpful hints for study teams whose institutions have agreed
to rely on an external IRB.

What does relying on an external IRB mean?

Institutions may agree to use an IRB outside their institution to oversee a research study or studies. This
s called ceding or deferring IRB review.

How do | know whether a study can be ceded to an external IRB?

Please contact your institution’s SMART IRB point of contact {MOC), or check with the office at your site
responsible for making determinations regarding whether IRB review will be ceded to an external IRB
{usually the IRB office), to find out:

« what research qualifies for ceded review
+« how to make requests for ceding IRB review, and
+ what, if any, agreement may be in place to cover the specific IRB review arrangement.

Does my institution need to sign an agreement in order to rely on an external IRB?

Ily, a written agr between the institutions must be executed for an institution to rely on
an external IRB. The agreement spells out the responsibilities of the institution providing IRB review as
well as the institution relying on the external IRB.

What is the SMART IRB Agreement?

The SMART IRB Agreement is a national master agreement that allows institutions to avoid having to
negotiate indwidual agreement per study or group of studies. More information about SMART IRB is at
hittps:ffsmartirb.omg and a fist of institutions that have joined SMART IRB by signing onto the agreement
s at hitps:/fsmartirb.ompfparticipating-institutions/.

Do i need to obtain sign-off from my home institution, such as from its IRB office, to use an
external IRB2?

Generally, yes. Because institutions need to identify the research that falls under their purview, even if
an IRB outside the institution oversees some or all of its research, they usually require researchers at
least to alert appropriate institutional officials about a study they wish to have reviewed by an external
IRB. Institutions often require institutional sign-off before the study can be reviewed by an external IRB.
The mechanism by which this “registration” occurs varies by institution. Some, for example, require
researchers to provide a brief application in the local electronic submission system. Study teams should
check to find out what their institutional requirements are in regard to the use of an external IRB.

www . smarltirb.org Farnded by the M o . ' s Gadcal ot
Transisbonal Science Awanis Program; granf nomber UL1 TRO0T 1020451,
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https://smartirb.org/sites/default/files/Relying_on_an_External_IRB_FAQs_for_Study_Teams.pdf
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https://smartirb.org/sites/default/files/Template_Relying_on_an_External_IRB_FAQs_for_Study_Teams.docx

Comparison of Grant
Submission and Review
Process Before & After
the NIH SIRB Policy

Grant Submission and
Review Guidance:
Illustrates the new steps
required for research
teams and administrators
when applying for NIH
grants that require a
single IRB.

SMAF!T‘EJ>

PROCESS

www.smartirb.org

BEFORE THE SINGLE IRE POLICY

Research team obtains input from budget 3
and other fiscal experts as part of developing
a funding proposal.

The institution’s sponsored programs office Y
submits the proposal to the funding agency.

Funding agency notifies institution that an
award is likely and requasts IRB approvals 7
and other certifications.

Prime awardee and subawardees each obtain —
IRB approval for the study.

Agency releases funds Lpon provision of IRB —_
aparoval for the prime awardee.

Grant Submission and Review:
A Comparison of the Process Before and After the NIH Single IRB (sIRB) Policy

AFTER THE SINGLE IRB POLICY
Frocess differences die to the sIRB Policy are indicated in BLUE.

Research team obtains input from budget and other fiscal exper:s as part of

developing a funding proposal. In addition, the research team reaches out to

their local IRB or human research protection program [HRPP) office to:

+ Obtain input on budget for sIRB review, such as IRB fees.

+ Begin outreach to sther institutions regarding sIRB arrangerent |e.g., whe
will serve as the Reviewing IRB and which institutions will rely on that IRB).

+ Obtain a letter of support for the reliance arrangement.

The institution's spansored programs office submits the proposal to the funding
agency, including information about the proposed reliance arrangement, such as:
+ A confirmation that the NIH sIRB Policy will be followed.

* The proposed sIRB and proposed relying institutions.

The IRE agreement that will be used for the reliance arrangement, such as the
SMART IRB Agreement, and a description of how that agreement addresses
the sIRB policy’s communication plan requirement.

Budget needs related to sIRB review, such as IRB review fees and additional
resources required to support communication between the sIRB and the
relying site study t2ams (e.g., coordi center or latory personnel).

Funding agency notifies institution that an award is likely and requests
sIRE approval and other certifications.

SIRB approves study for prime and subawardees.

Agency releases funds upon provision of sIRB approval for study.

Funded by the NIH Natianal Center for Advancing Translational Sciences throagh its Clinical and Translatioral Science Awards Pragram, grant number ULITROD1102-0451.

SMART IRE encourages use and distribution of this coment. I you extract any klanguage, please cite SMART IRBas follows, "This infarmation was cbtained from [dec name] as part of SMART IRE, which & funded by
the NIH Natianal Center for Advancing Transhational Scences through its Clinical ard Trarslational Science Awards Pragram, grant numiber UL1TRO01102-0451."
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IRB Letter of SMARTIED

Instructions: The purpose of this document is to provide language for IRBs/HRPPs to adapt to provide a
letter of support for grant apphications when 1) the grant falls under the NIH Single IRB Policy or the

S u O rt fo r G ra n t S researcher expects to streamfine IRB review by using a single IRB, and 2) all or most of the institutions
collaborating on the research have joined the SMART IRB Agreement

| that is in brackets | ] and shaded in gray should be modified as appropriate.

IRB Support Letter Model Language

IRB Support Letter Model
Language: Prov.ides [PI NAME AND TITLE]
language for IRBs/HRPPs to S

Dear Dr. [PI LAST NAME],

p rOVi d e fo r g ra n tS t h at 1 am pleased to provide this letter of support for the application that you are submitting to the [NAME

'OF FUNDING AGENCY GRANT] titled “[TITLE OF PI’'S GRANT APPLICATION].”

d e m O n S t ra tes S u p po rt fo r The [NAME OF INSTITUTION] Institutional Review Board {IRB} will continue to work with and support

you in this new research endeavor. [IRB or HRPP] staff will be available to you and your study team as

S'i n g le I RB reV'i eW. needed regarding this grant, both for consultation regarding regulatory ssues and for IRB review

arrangements.

[DATE]

[NAME OF INSTITUTION] has signed onto the SMART IRB Agreement {waw smartirh.omg), which isa
standard, national, master IRB relance agreement that is responsive to the National Institutes of Health
Single IRB {sIRB) Policy; SMART IRB also provides standard operating procedures and informatics
solutions in support of this Agreement. As of the date of this letter, more than [### (see
https://smartirb.org/participating-institutions/ for current count)] institutions have joined SMART IRB,
inchuding [many or all] of the institutions expected to participate in and collaborate on your proposed
research. We can leverage the SMART IRB Agreement to great effect to reduce regulatory oversight
burdens.

[If the institution has agreed to serve as the Reviewing IRB and has reached out to other institutions
about a reliance arrangement, include language to that effect, such as: We are willing to serve as the
Reviewing IRB for this study and have already communicated with the collaborating institutions
identified in your grant. We've confirmed their willingness to cede review to the [NAME OF IRB] for the
proposed research.]

1 look forward to collaborating with you and your team to address the IRB oversight needs for this grant.
Best wishes for a successful application.

With best regards,

[NAME OF IRB/HRPP DIRECTOR]

www.snarlirb.org Fanded by fhe M Mafonal Center for. & K

it #x Clnical and
Transisbonal Science Awards Prograr, grani nember ULTTROOT 102-045 1.
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Grant Application
Language

Grant Applications:
Template Description of
SMART IRB: Provides
language for researchers
and their institutions to
adapt for federal grant
applications.

SMART@

Instructions: The purpose of this document is to provide language for researchers and their institutions
to adapt for federal grant applications when 1) the grant falls under the NIH Single IRB review policy or
the researcher expects to streamline IRB review by using a single IRB, and 2) all or most of the
institutions collaborating on the research have joined the SMART IRB Master Reliance Agreement.

Language that is in brackets [ ] and shaded in gray may need to be modified as appropriate to the
funding situation.

TEMPLATE DESCRIPTION OF SMART IRB FOR GRANT APPLICATIONS

This project will use the SMART IRB Master Common Reciprocal Institutional Review Board
Authorization Agreement {SMART IRB Agreement) to support single IRB review [in compliance with NIH
Policy on the Use of a Single Institutional Review Board for Multi-Site Research.] Development of the
SMART IRB Agreement was funded by the National Center for Advancing Translational Sciences
{“NCATS") at the National Institutes of Health {NIH) to be responsive to and serve as a roadmap for
implementing [single IRB review or the NIH sIRB policy]. SMART IRB streamlines and advances
collaboration by establishing a common IRB authorization agreement and standardizing the roles and
responsibilities of all parties involved in the review and conduct of multisite research. Further, the
SMART IRB Agreement outlines the responsibilities of all Participating Institutions, the Reviewing IRB,
and Relying Institutions, in addition to detailing the communication plan between the Reviewing IRB and
Relying Institutions.

[Include one of the following options below.]

[OPTION 1] Each engaged institution has joined SMART IRB by signing a Joinder Agreement to the
master SMART IRB Agreement, thus avoiding the need for protracted negotiations about reliance
details. [xx] IRB has agreed to serve as Reviewing IRB, and the following Relying Institutions, have agreed
to cede review as noted in the letters of support: [list of sites]

[OPTION 2] To date approximately [xx] of the [xx] planned participating sites already have signed onto
the SMART IRB Agreement through the joinder process. It is anticipated that all participating sites will be
signatories to the SMART IRB Agreement prior to the planned award date.

[OPTION 3] [X, Y and Z] have each joined SMART IRB by signing a Joinder Agreement to the master
SMART IRB Agreement. Use of the SMART IRB Agreement helps reduce the need to negotiate between
institutions about reliance details. The other participating institutions have been contacted with a
request to join SMART IRB as we await notice of award.

The sites have agreed that IRB review, regulatory oversight, and roles and responsibilities of the parties
will be governed by the SMART IRB Agreement and [the SMART IRB Standard Operating Procedures or
identify other standard operating procedures that will be followed] throughout the life of the project.

In joining SMART IRB, each site has designated a Point of Contact {POC) to provide the Reviewing IRB
with knowledge about local context and facilitate coordination among the sites.

In accordance with the SMART IRB Agreement and SOPs:

www._smartirb.org Forded ty e NBH MSional Cerer for. & k e
Transkional Science Awards Program; granl nomber ULTTRO0 11020451
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S TR
Investigator Guidance at smartirb.org/go

Use SMART IRB to enable

single IRB review for your next study

You will need an IRB
reliance arrangement if:

t @ multisite study and..

‘You will conduct a single-site study and..

More than 300 institutions have joined SMART IRB to simplify and
speed single IRB review. Starting January 25, 2018, all NIH-funded

single IRE review is required

studies must use a single IRB for review and oversight of the research,
by a funding agency or sponsor

but regardless of funding source or study type, SMART IRB can help

you want to streamline the regulatory

‘ support your IRB reliance arrangements.

process by using a single IRE

Once your institution has joined SMART IRB, you can start using the

SMART IRB Agreement to enable reliance arrangements with any
other SMART IRB Participating Institutions. To find out if your

institution has already joined, visit the Participating Institutions page
or contact your IRB or human research protections program.

Follow these 3 easy steps to get started with SMART IRB

Contact your
SMART IRB Point of Contact
(POC)
Overall Principal Investigators, connect with your
institution’s POC(s) to determine an appropriate
arrangement and discuss your responsibilities.

For more information, see:
SMART IRB FAQs ®
SMART IRB SOP Manual ®

Submit a reliance request

Use SMART IRB's Online Reliance System to
request, track, and document reliance
arrangements for your study (or other process as
indicated by your POC). First-time users, request
access here.

For more information, see:

Online Reliance System Walkthrough H
SMART IRB Support Center

Sample Reliance Request Form ®

Check out our
Resources for study teams

SMART IRB tools and resources will help you to
understand and fulfill your responsibilities and
regulatory obligations when using the SMART IRB
Agreement and serving as a Lead or Relying Site
Study Team.

For more information, see:

Overall Pl (and Lead Study Team) Checklist ®
Relying Institution Pl Checklist @

FAQs for Research Teams - Relying on an External
IRB @

smartirb.org



Getting Help from
the SMART IRB Team




We’re Here to Help

« Contact an Ambassador for help joining and
implement SMART IRB.

« Search the Support Center for answers to
frequently asked questions.

» Subscribe to the SMART IRB Mailing List for
updates and new resource announcements.

« Contact help@smartirb.org - we’ll get back to you
as soon as possible.

smartirb.org/support/

49


https://smartirb.org/ambassadors/
https://support.smartirb.org/hc/en-us
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EXpert Advice and Consultation Request
Guidance

E Please scroll down to fill out all fields. This form works best in Chrome, Firefox, or Safari.

Prepare to serve as a

Reviewing IRB or Relying 1. Whatis h oo ofyur requet? (- word)
Institution by consulting o
with an IRB experienced in e
the conduct, review, and 3. (oftheperso requstng consutatn)
oversight of multisite S

research. 5. omai

6. Phone Number

Request a Consultation 7. Have IRE" [ 1o -

7. Does your institution have an IRB?

2. (of the person requesting consultation)

8. Served as IRB" () yes
7 no
~) not applicable (do not have local IRB)
8. Has your IRB ever served as IRB of Record for other organizations with an FWA within the past year?

9. Ceded review' () yes
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https://smartirb.org/support/

More Learning Opportunities

SMART@

Webinar series

Getting Started with SMART IRB
& the Online Reliance System

Implementing the SMART IRB Agreement

Responsibilities of Relying Institutions

Serving as a Reviewing IRB

Bringing together a
community of users, to aid in
adoption and
implementation of SMART
IRB and single IRB review

Visit smartirb.org to watch
a previous session and
download slides.



https://smartirb.org/
https://smartirb.org/resources/#W

Questions and Discussion
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