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SMART TALK

A Community Forum to Explore
Issues Surrounding Single IRB
Review

This project has been funded in whole or in part with Federal funds
from the National Center for Advancing Translational Sciences,
National Institutes of Health, Department of Health and Human

Services, under Contract No. 75N950C00008.




Questions are welcome! Please post these under ‘Q/A’

Discussion with fellow attendees should be posted under
‘Chat’

A link to today’s recording will be emailed to attendees. A
recording will be posted on the SMART IRB website

Your feedback is valued! Please complete the survey at the
end of the SMART Talk! The survey will be emailed as well.



http://smartirb.org

What Is SMART IRB?

X

SMART IRB is... SMART IRB provides... SMART IRB is NOT...
A federally funded project to An IRB reliance agreement An IRB
support 1n;t1tut.10nrs1 and An Online Reliance System to An electronic system for
researchers in the initiate and track reliance Reviewing IRBs to receive

implementation of single IRB : :
Zero Cost Education, Guidance, studies for review

and Resources



Reach out to a SMART IRB Ambassador

Pief S

ﬁ.[ A\\""-:i e
Aaron Kirby Polly Goodman Jeremy Lavigne Ada Sue Selwitz Carissa Minder
Harvard Catalyst Harvard Catalyst ~ Harvard Catalyst ~ University of Washington
Kentucky University in St. Louis

Find your SMART IRB

Ambassador Today:
www.smartirb.org

Kathy Lawry
AAHRPP AAHRPP

Stacey Goretzka Lubabah Helwani
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Upcoming Events et Soge .
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Join Us! SMART Talk (April 16, 2025, 2-3:30pm ET)
How Shall | Staff for Single IRB? Let Me Count the

Ways...Exploring Models of Reliance Staffing

Moderator:
Nichelle Cobb, SMART IRB Ambassador At Large + Senior Advisor

Panelists:
Angela Braggs-Brown, Senior Director, Human Research Protection Program, University of
Cincinnati

Malica Dock, IRB Reliance Assistant Director, Rutgers IRB

Leslie Howes, Director, Office of Regulatory Affairs and Research Compliance, Harvard
T.H. Chan School of Public Health

SMARTIRB.org
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SMART IRB Office Hours

Next Session April 2 at 2pm ET

Registration Now Open!
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SMART IRB Version 3.0
Launch: Week 1
Retrospective
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3/17/25 - V3.0 Agreement, Reliance System & Website Go Live

New SMARTIRB.org website New Reliance System

SMART IRB Agreement V3.0

& Indemnification

Addendum
« V3.0 Agreement * New agreement and « Replaces the
must be signed for el RIS previous Joinder
any new reliance resources posted and Online
arrangement * New look for the Reliance Systems
. Indemnification Participating * Must be used to
Addendum is Institutions Page execute V3.0
optional « Updates resources Agreement

to reflect V3.0
Agreement


http://smartirb.org

Version 3.0 Will Replace 1.0 and 2.0

* Version 3.0 is a significant amendment of the current agreement

* Version 3.0 is not compatible with Versions 1.0 and 2.0

« Version 3.0 is the only option to join and use for new reliance arrangements

Type of Request SMART IRB Agreement Version(s)

New Reliance Requests, Newly joining institutions,

New Site added to an existing reliance request SN EE S VS

Legacy Reliance Requests SMART IRB Agreement V1.0 or V2.0

- ES———
smartirb.org
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Transition to the New Optional SMART IRB Indemnification Addendum

Type ofIndemnifcaion Agreerment

Existing Indemnification Agreements SMART IRB Indemnification Addendum will not supersede
any separate indemnification Agreements

Applies to any requests entered into by two (or more)
institutions who are signatories to the SMART IRB
indemnification addendum unless a more limited scope
is agreed to by the institutions

SMART IRB Indemnification Addendum

Other Indemnification Addendums Will continue to be permitted

smartirb.org



The SMART IRB Reliance System

Your single IRB home, where institutions can:

* Join SMART IRB Reliance Agreement V3.0

* Create/update institutional profiles

* Manage user permissions

* Request, track, and document reliance arrangements™

* *Institutions must have joined SMART IRB Reliance Agreement V3.0

to be able to request, track, and document any new reliance
arrangements.

12



Ready to Launch: Week 1 Retrospective (3/17-3/21)

78 Institutions across 33 states joined Version 3.0 during week 1!

* NIH: the 1st sighatory
» 27 CTSA Hubs
* 50 Universities/AMCs

+ 18 Hospital Systems

* 5 Commercial IRBs

* 30 Institutions
awaiting signature

* 109 Signatories to
date (as of 03/25)!




SMART IRB Resources, : d
User Guides, and More St




Reliance System Overview

SMART@

Reliance Agreement v Reliance System v \rmonization  Learning Center v

RELIANCE SYSTEM

Overview

Your Single IRB Home: Request, Track, Document

Login >

Resources v Support v

Rel ' a nce System With the SMART IRB Reliance System, seamlessly request, track, and document reliance arrangements with other Participating
Institutions*
Overview
Join SMART IRB & Manage Institutional Details Request, Track, & Document Single IRB
Arrangements
(for L and IRB/HRPP A
Staff only) (for Investigators/Study Team Members and IRB/HRPP

« Join SMART IRB Reliance Agreement V3.0

« Sign the optional Indemnification Addendum
« Manage Institutional Profile(s)

» Establish user permissions

« Access institutional sIRB activity reports

Administrators/Staff)

« Simplify selection of a single IRB

« Manage comim with ir
« Clearly request edits & identify next steps
« Track reliance details for your studies

« Add new sites at any time

&

o = Video Chapters

Welcome to SMART IRB » Introduction to the Reliance Request Process (0:00
e » Who can submit requests (0:46)

» Creating a New Request (1:07)

» Adding a New Site to a Request (3:57)

Ga » Providing Site Details (5:34)
» Reliance Pre-check (7:47)
» Reviewing IRB Decision (8:37)

> e 0:00 ) ——— i1 » Tracking Request Status (9:07)
» Entering a Site's Reliance Decision (9:27)
© Download Video Transcript » Issuing Determination Letter (9:57)
Step-by-step guidance to support Reliance System users.
Study Teams Points of Contact (POCs) Legacy
Learn how investigators and study Learn how IRB/HRPP administrators If your institution has not yet joined
team members can centrally request, or staff and/or institutional leadership SMART IRB Agreement V3.0 (but
track, and document reliance can join the SMART IRB Agreement, participates in V1.0 or V2.0), you may
arrangements for their studies. manage institutional information and use the Reliance System to view
user permissions, and track and arrangements documented in the
View Guides > document their institution’s reliance legacy Online Reliance System, but
arrangements. your institution will not be able to

View Guides >

initiate any new requests.

View Guides >
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User Guides
SMART[]3>

eement, manage
, and track and

Reliance Agreement v Reliance System Harmonization Learning Center v Resources v Support v

Creating a SMART IRB User Account
RELIANCE SYSTEM

Signing Up Log In

]
User Guides

Step-by-step guidance for study
teams and POCs

Signing Reliance Agreement V3.0

Sending V3.0 to Institutional Official  Managing Institutional Agreements

View Instructions > View Instructions >

Freely available for institutions and investigators, the SMART IRB Reliance System allows institutions to join the SMART IRB

General Info

Agreement and helps study teams and IRB/HRPP staff work together to seamlessly request, track, and document reliance

Signing Optional V3.0 Indemnification

arrangements with other Participating Institutions.

Sending Indemnification to
Institutional Official

View Instructions >

User Guides

Study Teams

Learn how investigators and study

team members can centrally request,

track, and document reliance

arrangements for their studies.

View Guides >

Points of Contact (POCs)

Learn how IRB/HRPP administrators
or staff and/or institutional leadership
can join the SMART IRB Agreement,
manage institutional information and
user permissions, and track and
document their institution’s reliance

arrangements.

View Guides >

Legacy

If your institution has not yet joined
SMART IRB Agreement V3.0 (but
participates in V1.0 or V2.0), you may
use the Reliance System to view
arrangements documented in the
legacy Online Reliance System, but
your institution will not be able to

initiate any new requests.

View Guides >

Managing My Institution's Details/Profile

Updates to Institutional Details Key Points of Contact for

Agreement V3.0
View Instructions > View Instructions >

Updates to Institutional Profile

View Instructions >

Managing Reliance Requests

Create a New Reliance Request Reliance Decision Making Requests for Edits

View Instructions > View Instructions > View Instructions >

Navigating Determination Letters

View Instructions >



e
Has your institution joined V3.0?

SMART‘]@ Reliance Agreement v Reliance System ~ Harmonization Learning Center v Resources v Support v ‘ Q

Agreement

Join SMART |

Steps to Join

Become a Participating

Participating Institutions

The SMART IRB Reliance Agreement (V3.0) becomes available on March 17, 2025. As of this date, signatory institutions will need to
join SMART IRB Reliance Agreement V3.0 to initiate any new reliance arrangements under the SMART IRB Agreement. Participating

Five Steps to Join

Institutions may also choose to join the optional Indemnification Addendum. Learn more.

1. Review the Agreement >
2. Log in or Register >
3. Generate your institution's Agreement. >
4. Sign and Submit Agreement >
5. Wait for Activation >



Reviewing & Updating Institution Information
sMARTIR) @

& Back
Sample University 2 ¢ Edit Cancel
E Institution Details o
. ) . Institution Legal Name*
Institution Information Sample University 2
Institution Information . . — .
The information input into the institution details form will appear on @ Any changes to this field may require re-verification of this form
Contact Lists the Agreement PDF for submission exactly as typed on this Institution COUT‘W‘ ‘
Form. United States of America v
Street*
Agreements
B Ag 1234 Street
New Submission To preview the SMART IRB Agreement, please download a sample City*
agreement by visiting the SMART IRB Website Agreements Page. Columbia
Past Submission
State*
Maryland v
B9 Indemnification
Zip*
New Submission 49204
Past Indemnifications
o Institution Display Name:
Upon joining SMART IRB, your institution will be listed as a . .
L . . Sample University 2
Institutional Profile participating institution on the SMART IRB website. Provide a display
name and a URL for your institution's IRB or HRPP website (or other
Purmose appropriate URL) to help users learn about your institution and its IRB Institution IRB or HRBP website (Optional)
P or HRPP activities
Instructions Institution Type (select all that apply)
University
Notes Academic Medical Center
Cancer Center N
Complete Institutional Profile Form
A



e
Sending Agreement to 10 for Signature

Sample University

Institution Details

New Submission
PDF

Institution Information &, Agreem
Download Agreement

SMART IRB Agreement Version 3.0

Contact Lists The SMART IRB 3.0 Agreement is ready to view and download.

EY Agreements

Share Agreement Signatory Official (Institutional Official)

New Submission Once you have reviewed and confirmed the information from Agreement PDF, Please have your
institution's Signatory Official (as documented on the verified Institution Details form) sign the -
First Name Last Name
Past Submission agreement. »
Mary Smith
BQ Indemnification
Honorific Phone Number
New Submission Dr (212) 5551212
Past Indemnifications
Email Address
smartirbuser2@outlook.com v

Institutional Profile

Purpose & Request Signature

Instructions
Notes

Complete Institutional Profile Form

19



e
Signhature Request Process

Adobe Acrobat Sign I
SMART IRB requests your signature on ;:::" sshiedasataiad
Sample University SMART IRB Agreement City, State, Zip:

Phone:

=== e
Review and sign

| understand and affirm that Participating institutions are strongly encouraged to use and follow the SMART IRB
Standard Operating Procedures ("SMART IRB SOPs") for research covered under the Agreement, and that if
After you sign Sample University SMART IRB Agreement, all parties will be notified. institutions do not use the SMART IRB SOPs, they must communicate to each other and the Research Personnel
the policies and procedures that will apply to the ceded Research,

Adobe Acrobat Sign
By proceeding, you agree that this agreement may be signed using electronic or handwritten ot and W M Institutional O"‘(‘JWW(W of the Pomapatmg Instityon
signatures, - * . i Sogn
To ensure that you continue receiving our emails, please add adobesig dobesign.com to your
address book or safe list.
® 2025 Adobe. All rights reserved. Name: M Smith
Title: Dr
Date:Jan 3, 2025

INSTITUTIONAL OFFICIAL/SIGNATORY ADDRESS
Street: 123 K Street

City, State, Zip Code: New York, New York, 10001
Phone: (212) 555-1212

Email address: sasmarturb@gmail.com

smartirb.org 20



Signature Request Pr

This document requires a one time verification code

&)

code requested to "Click to sign” agreement: [DEMO USE ONLY]

ersity V3_03-19-2025-18_50 _54.pcf wes

e @bt e (s JLAN O wengn

SMART, Adode |

Verification code to “Click to sign” [DEMO USE
ONLY] Sample University_V3_03-19-2025-18_
50_54 pdf

708393

Coce wil axpie In 10 ming

Plsase retum 10 Acrobat Sign o varfy your code and “Click to sign*
[DEMO USE ONLY) Sampie University V3 _03-19-2025.18_
50_564 pdf sort by SmartiRB Development
(smartirbdevi@gmail com)

ocess, continued

SMART@ hdove o e
| Acrobet Sign £

This document requires 3 one time verification code

Praie confim your entity by ertenng vesbication code Wrt 10 the kalawrg emul
fereaaenmathigroloy
¥ you enCouTTT ary Riem Tecewing the wmfication cac, pltsse oot Gut 19 Sl

smartirb.org 21
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SMART IRB Reliance System:
User Dashboard &
Permissions




B
User Dashboard

SMAHTJE;;) I °

ADMIN > Users

M Global View Y UserRole 4 RV W Status  p v ®© sShowFields 8 fields selected X v Reset All Filters Q Search

FirstName 1| Y/ LastName T| Y/ Email T| Y/ Last Updated Date T| Y/ Role T| Y status T| Y Institutions Y[ Actions
: My Institutions
SMART IRB smartirbuser1@outlook.com Mar 2, 2025 Site Admin ® Active Sample University E
Sample University
Agreements SMART IRB User smartirbuser2@outlook.com Mear 2, 2025 General User ® Unconfirmed Sample University (4]
Ko Indemnifications
Jane Smith generalusersmartirb@gmail.com Jan 16, 2025 General User ® Active Sample University (4]
RELIANCE
Mary Smith sasmartirb@gmail.com Jan 15, 2025 Site Admin ® Active Sample University (4]
Q All Requests
Mary Smith msmith@sample.edu Jan 3, 2025 General User ® Active Sample University (4]
Jane Smith jsmith@sample.edu Jan 2,2025 General User ® Active Sample University (4]
Sam Jones susmartirb@gmail.com Jan 2, 2025 Site Admin ® Active Sample University G
Jane Smith sa01@sample.edu Dec 31,2024 Site Admin ® Active Sample University (]
1-8of8 « < > » 10 v
@ Invite User
A
-
e S E S ESESSS————

23



User Profiles
smaRTIE)

X SMART IRB User

Institutions (1) User Details Permissions
: First Name
User Account Details SMART IRB

Select the appropriate User Type and Status for the user.
Email Address
smartirbuser2@outlook.com

User Type
@® General User Site Admin

Reliance Access Details

Slide to provide the user with access to the Reliance

System. The Reliance System allows users to request, Give access to Reliance c
track, and document reliance arrangements on study-by-

study basis.

@

Status:  Unconfirmed Vv

Last Name Active

User
Deleted

Super Admin

Save

smartirb.org 24



Activating Users
vl | o °

X Mary Smith flrun T A e
Uset Batpn Fe
Lrve
User Account Cwinie
Mary
(vieis
me=—y= SRR M~
aer Typw
. Setersl Yle ASTMY Suder A
Relance Access Detads
e I — e

25



SMART IRB Checklists & = '
Templates S




Documenting Flexibilities: Implementation Checklist

\
 Document flexibilities sm;xm@ e e e s e S St SMART ‘Eg —
W-i t h ea Se ! Implementation Checklist and Documentation Tool T

Wyt g W) iradtgaon
T e A e

Implementation Checklist and Documentation Tool
" Wesearch Wudy Titels|

* New ‘default’ vs | T

SMART IR Agroemern el aull vrgldermmtibatinn Aguism
Terms Z Heattie mglementation Acoies | outhined delow] |

‘fleXible, ‘ m:.u.'.ww::.:. e enreiin - e 8 fitasy, fete, Dot Rabying Instiution

e
Redyng inghttion

implementation to Fibman | [[————

44424

ey 0 I 1
L]
Heviwwing imstitution P
B Mol st of 1 |DEFAULT) OFTION § - Reviewing 5D Wi Provide Notication
Accoprance or e Rovening RS will sotify t™e Overal M (Or desgnes), e Sre Investigaacns) }
Docmation of Ceded onnd v Partoped 0 NIEAG0eE] v el The chertfond rosenrct 1w mpied
transparency, reduce o el s bl S il i ekt ————r
, Sovtnm 229 Patypng vimatams Tl cun be acs ormgishst e ough the AT 18 Apes » »
SO0 o et e e B
[herlimat I pirnsnlation Agapims
() OPIION 2~ Anothu Party Will Proide Mot stion BMAR T 1D Agresmant Terma ) ain
NAME OF NOTHYING SWATY] wil sty the Over sll #1 and the Sbe investigatonty) Fleuible ingiemenlalion Apgibes o Oulined Do)
A winibvmd P beigatieg el Luteands) whmt hee e et fad remm o b s wceptond i =
Lor Codod Nwavew anvd, £ aiimpmd the Gesgast or i e Revmasng W0 and lelprg This Implementation ChackBsl was complebed by
s o the Tollowing institullonal representatives (Name. Role | Dot

. . 1) OPTYON 3 ' N8 O athon M. By Enternad Group |

o Ava'l la b le in Wo rd and T Pricpetng st a0 menien of/ pameperts n PN 5 S
CLINICAL TIIAL NETWORK, S5 COMMONTIUM DR FROGRAM, 08 0TI K POCIDasigness
EXTENMAL GROUP) arid mmant follow s requassments wnd proosdarey b osdng

10 reviem and deted Aurniryg he Tevirse g S8 aith reag ! f0 (he iders md
1Earch Hakying Insbriuticn
POC Designes

s dgas e wl (LR P |
T Y U

sy T Chuscumd an pad of Sk 1 e
T LT T B b i e -
WinteB &l il Do i il i ol 1Rt e i vl il ] Bae ML (B

whE a aai




Resources: Letter of Acknowledgment (3 options)

- 5 €

Letter of Acknowledgement
SRl Rirviawy wall b cethed under the SAAART BI ARrerement Vesskon ). U esors reparding iy rebisnos srrangement
thoukd be direched 1o SMAKT Hoh inwiubong Parts of Conded.

Reswmihyg M AR

Welying InVIRuben
Narigarch Sudy TRlei)
Wassmd 1 il Auliisn £9

Belying Fabtaion Ste
v g

FMART IN§ Terrmn T [ g B i ety gl [gee iragde el gt on e b
2 iy et g e regleranlation Checbing

Tl Ll il B Wivarmbisdiginnss] weai o omvgpie sl By P Bl bogd bl il ol dugnia senlalives [Mans, Bols, e

Amviraing inabibrfion
P Db i

Helying inviiuton
PO Tenignee

Letier of Acknowledgement (Default Implementation]
1M Baviers wil b ceced urder e {RAAHT IR Agreement Yerson Ll Cuevhions rq.dk‘ thin reliance arsrgement
Whamadil b bl B0 ABAAAT 1AB wab dutional it of Confac

Servierairyg WO InytAE R

Slyirg wadfuhan

Eaqmarch gy TiFe(g|
Revismig PR ution B

nabyiig FeERuBOn Ve
el gabor | IRAF

iy e ber o Ak it e s et by B K A e st by i, Rk D]

Revirming FarEution
POL Euagnes

alyirg Wt ubon
O D g s

Defawdt Implamseinten Applie

I Seradard Oparating 1 : BAAAAT IR S0P Wl pply
Fha Bartic paritng invtiafinny well Aolios the SWART I S0Py wekh respect bo Hra aertilied ressarch

2. [HHPAA Applies| HIPAA Determinatiors snd detiors: Relying Institution Wil Previde Determination
e Radying |nvirbufion or » hind party narred by Belying Fak#ution wall man e wrvy MR deferrmirationy or peiorm any
A, At b don Aeciion with B eesanch,

L (W HPAA Applias| HIFAA dutheriaation Lenguags #nd Censant Farms Ralying Wnstitution Will Provids

W P spples, the Be ey wabbd o proeie the Resisgrg T sith #y e P Isegusge 1o be imeded info the
o mad donased doamand| ), on the Belying ral Bubion vell provide & wepaiale SIRGA AilPadaalion. The Revisssng IR0
0 i e bl gaBEn T snauns PR AubPorinaBan languige mest Ehe requirsmsenty af &b CER 14, KON B} wedd [ch

A Cpn Pt of Irdgrgit. Malyimg mabivatan Will Perlorm Conllial o Intarest nslysss Undes Thes Palipiss
Tha Balyiogg Inatibatian il gartonm ther own andlyses under Thsr reavant policvlies] with respsct ta discosuns e
mraguiel of Pas R Perwensly ionlbots of inferel in oonn e tion st e el et The

AA I ' ) ] ’ ”

Template Letter of Acknowledgement (Flexible Implementation)

TR Revien wil D Ceed e D AMART B8 Ags swrsend Werdan L0 Quesbons fege ding This relince o e'gerent
Wi her drected 0 SAMMRT SR8 sl utorat furts of Cantant

N

Resean™ Wiady Tete(y)

foveming S0 Y

T ey Petiuion She
Inwitgener

Ths Lether of PO ——— T —— o vope D —

Revionsyg VLt fan
PO/ Derygran
B

Pesibie b plementation Apply

[phease ourinw termy a1 manvely ogreed and dedete the aphons that da not apply. we recommend the
e ming M0 POC od rpdying mattbem PO wevt hogeihes te agree or leaiie yoplevntption)

1 Mandard Operating Procedures
(Owfauht) IMART IRD S0P WAl Apply
The Partacpamng Matumany wil Aoflow the JALAR T BE 108 wih rerpect b0 the atertifed ressarch

Roviowing N8 S0P WE Apply
Tr Fartal GuBag st mand wil Lo the Revewnyg A8 LOPS "reart 0 Aevw| mth respuct t0 the sdentifed rese s ch

Ovher Mandeted LOP Wl Appiy
Tre P/t puing Mattatont wil ANoiow 1he et SO0 M| Nad i reseandn

2 HAPAA Detarmvirations and Adtiens

(Onfaudt ol HIPAA Apphes) Radying Inettution or Third Party Wl Pravide Oetermination

The Radying watitution o thard party sl muke ey HIPAA deterinations or parfonm sy HIPAA Actions In
COrmation woth 1 reeanch an bebald of the Relyirg inat itution




bilities for speciiic & i REiewing

Eif@ TRPFL, or less faramally bo gulde

SMART
i L e vie fifuwriang, ond Leod STy oo The SATART IRE recommmends this form be bepl up fo

date with alf key vfarmation throwghout bhe

Communication Plan Template

ife af @ sfudy

Defiritions

& REVIEWING IRB - Polnt of Contact (POC): Maln person respansible for sddressing gquestions related to the Reviewing IRB's policies and procedures and
reviaw status for a ceded study

+ LEAD STUDY TEAM - Representative: Main person responsible for communication with the Reviewing IRB and facilitating communication between relying
site study teams and the Reviewing IRB regarding the ceded study

#  RELYING SITE - POC: Main person responsibbe for communication with the Reviewing IRB and local study team regarding the ceded study (e.g., personnel In
tha local IRE office or local human ressarch protection program personnal)

&  RELYING SITE STUDY TEAM - Répr ésentathee: Main person résponsible for communication with the Lesd Study Team régarding the ceded study

Raslar MWamme, Tithe, Institution Contact nfanmation
Reviewing IRB POC
Lead Study Team Representative
Slte POC
Relying Site Study Team Representative
Study Name
Creranll PILead P1)
Sle vestigaton (Local Pij
Area of Communication Respons| bility Responsible Party (Typloal Party Identifled*) Nobes
COMFLICT OF INTEREST: Prowiding applicable Rehing Site Conflict of interest | [ Relying Site Study Team O Relying Site POC
management plans to the Reviewing IRB O Lead Study Team* O Othvar, spacify:
STUDY TEAM TRAINING & (QUALIFICATIONS: Providing confirmation to the I melying Site Study Team O Relying Site POC
Reviewing IRB that relying site study teams have completed relevant training | O Lead Study Team* I other, spacify:
and are qualified to conduct the proposed research
LOCAL CONSIDERATIONS: Collecting local infarmation related to Relying [ Relying Site Study Team® [ Relying Site POC*
Institution's local and state laws; fedevalwide assurance applicability (e.g. B Lead Study Team O Othr, specify:
"checking the box®); institutional requiremants; unique cultural, language,
geography, or socioeconomic factors; or standard of care

e —
Resources: Communication Plan

Puipens of (he frmm Ths Lan o0 D used 1 Sucamed sy

e e LU L T e L ']
IR PP iy e 198 N 1 0T Rer S Segen anore of
SMAR I Wiady Wt afed I 0g whe TEMNIPRE O ek farmaly 10 pude

(AT b g e s wm iy R0 R ey v bl
Lomd S0dy Taaen The SAAAMT SRl recormemends Toe Yo be syt
U B Gale oD @1 ey SETIINGR iKMo T e of & Waaly

Communication Plan Template

Definitions
¢ REVIEVWING IRD ~ Pomt of Contact (FOCT M person respomsie 1or SO0resting Quesinns reied 0
I Hevbewn'g RS SOMC s 00 roc eOuies and eveesy 50w for 8 coded sbady
¢ LEAD STUDY TEAM = Reprosentative. Mt D 400 maporsie 10 COmmune son wil) (e Revesny (HD
A B g CORIU RO Dadaeens wly | S0 Slody Teams and e S ewinng D regarceg e codund sludy
* RELYING SITE « POC: Mam porsan 1ea0ons e 1 Communcaton wih me Revesng 16 and ool shudy
team mganiing the coded shudy (09 persannes in e ol IR ofMce or DCA hman Mo h prote tion
PrOgram persaneed)
¢ RELYING SITE STUDY TEAM — Representative: Mim peesch) (esporm s kor commune shon wih e
Lead Sty Team regadng e Ceded study

NAME . TITIE, INATTTUTYON COMIACT INF ORMATYON

Relying Site POC

Relying S Study
Team Representative

Study Name
Owerall M (Lead PY)

Sae nvesogator
(Leocal P1)

LAY IR arw cunmpnn (e et BN o W 4 aserd 1| o BRI ey BrGage e (he AT N
T g ot “Thas FRwaion wos Emtad Bore Uvmal 5 and (and Suay T Clendal” a4 por of SAAT S8 aah
YRR im aAYE AR AR v o 8 et R T e e P B e et Vs Abatewg Tardenr e lcam e e e
1A o . Do trewd of waeih an) iherue Sena pn e Cortom e PO 00008




e
SMART IRB Standard Operating Procedures

* SMART IRB SOPs updated for — "
V3.0 1139

* SOPs apply unless alternative Retiance A
SOPs are specifically Yot e

documented Standard Opera ting
Procedures

* Available via ‘Resources’ ->
‘Resource Library’ on
www.smartirb.org
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“Legacy” and Legacy Documents

e «“ Le gacy 7 re fe rS to RESOUREES Discover SMART IRB Resources

V2.0 or V1.0 Iopry

institutions and
materials

Flexible, ready to use, and easy to adapt

- Key documents kept
for these
arrangements —

. . (L) About single IRB Review Legacy Agreements & Related Resources
nc lu d] n g SO P} FAQ} () For Funding Applications ©zip
C h e C k l'i StS ) a n d m O re ! T IR —— Description Includes the Legacy Agreements (SMART IRB Agreements V1.0 and V2.0), as well as key materials to

support instances of reliance documented under either V1.0 or V2.0, prior to March 17, 2025. While these

Filter by Showing 1 of 1 Sort by: Name 1=

Topic =

previously documented arrangements remain valid, Legacy Agreements may not be used for any new

reliance arrangements.

* Additional materials o cumuwroim
available upon
request
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Troubleshooting: :
Reliance System I




SMART@ Register

Welcome to SMART IRB

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
the nation, regardless of funding status.

* Log In - Users with an active account in the old Joinder or Online
Reliance System

* Register - Users that did not have an active account previously in a
SMART IRB system
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Log In Options

SMART@

Do

Welcome to SMART IRB

Log In With

= NIH

o Login.gov

n't have a SMART IRB Account? Sig

SMART IRB Reliance System
has 3 Options to Log In

« Single Sign On (SSO)

* NIH

* Login.gov

Why? Each option meets
federal requirements as
Identity & Access
Management Systems (IAMS)
for secure access to sensitive
information.



http://Login.gov

Registration and Login: SSO

Log In with SSO
« Find Institution in
search box
 List is generated from

Weicome: (o SMART (e InCommon Federation
U network database
e « AlLSSO may be not
available
SMART@ = « |f SSO email does not
U oo match your SMART IRB
Don't have a SMART IR Account? Si system email, please

contact the Help desk
for assistance.

ting the SMART IRB Website Agreements Page




Registration and Login (NIH)

(\||gB) National Institutes of Health

Turning Discovery into Heailth

@ New: Simplify your login experience by clicking "NIH Staff" button below. 4

Sign in

Welcome to SMART IRB Smart Card Login °

Insert your PIV card into your smart card reader or

sign in using your mobile PIV-D credentials. Need -

Log In With help?

D) NIH Authenticator App
| 0] Use your account credentials and check your phone for a one-time code or push notification.
Need help?
o Login.qQov
AN Username Password Forgot Password?

Don't have a SMART IRB Account?
BE) NiH staff

Trouble signing in?

ting the SMART IRB Website Agreements Page




Registration and Login (Login.gov)

Welcome to SMART IRB

Log In With

[Nt} NIH

o Login.gov

Don't have a SMART IRB Account?

SMART IRB Website Agreements Page

U LOGIN.GOV m)

8o ®

PRODUCTION: LSAuth auth.ncats
SAML IAL1is using Login.gov to
allow you to sign in to your account
safely and securely.

Sign in for existing users
Email address
Password

[ Show password

Sign in with your government employee ID

«Back to PRODUCTION: LSAuth auth.ncats SAML |AL1

Forgot your password?
Security Practices and Privacy Act Statement 2

Privacy Act Statement 3

This site is protected by reCAPTCHA and the Google Privacy
Policy » and Terms of Service &z apply.



http://Login.gov

e
Troubleshooting: Common Problems and Solutions

« SSO Institution not on list
— Sign in via Login.gov

* 5SSO0 e-mail doesn’t match e-mail in SMART IRB Reliance System
— Email Help@SMARTIRB.org

- Unauthorized Message when attempting to Log In
— Email address not matching with email in Reliance System
— Account not active

— Authorization Error on the backend of the system

« Email Help@SMARTIRB.org for assistance



mailto:Help@SMARTIRB.org
mailto:Help@SMARTIRB.org
http://Login.gov

Troubleshooting: Why Is My Account “Unauthorized”?

- Unauthorized errors are occurring

when there is a mismatch between SMART@
how a user is logging into the system

and how the system assumed they
would log in. -

Unauthorized

* These issues are being documented
and the informatics team is rapidly
correcting these items.

- We will push an update to the
system soon to resolve the majority
of these issues.



Questions from the Single :
IRB Community o




Questions During Registration

* Are participating institutions required to use the electronic system or will
the Reliance Acknowledgement Doc still be used

* Will the document-based version of SMART IRB [Letter of Acknowledgment]
be changed?

* Will reliance agreements negotiated using the old SMART IRB reliance
platform automatically carry over to the new platform?

* | would like some clarifications on the use of the indemnifications
section/addendum.

* How is flexible implementation of the SMART IRB agreement documented in
the Online Reliance System?

- Estimated length of time to complete required paperwork? Summarize what
is new/different from previous versions.
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Questions and Discussion
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