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In this presentation, we will cover:
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• A brief 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

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.

A Roadmap to 
Single IRB Review

GROW
A national IRB 

reliance network

SUPPORT
Use of SMART IRB

EDUCATE 
& TRAIN
Institutions & 
Investigators

HARMONIZE
sIRB review 

processes across 
the nation
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Supporting Single IRB Review
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Eligibility to Join SMART IRB

Institution has a 
Federalwide 
Assurance (FWA)

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

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 
years of joining the 
agreement

Institution must 
assign a Point of 
Contact (POC)
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How to find out who’s joined SMART IRB

Click on 
“Participating Institutions"

• Visit smartirb.org to find the full list of 
SMART IRB Participating Institutions. 

• Once an institution’s joinder is 
activated, they are listed on the 
Participating Institutions page.
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List of Institutions & POCs

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).



9

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).
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Resources & Guidance

smartirb.org/resources

• 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.



Joining SMART IRB
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Resources for joining

If you want to use the SMART IRB agreement 
and a collaborating institution has not yet 

signed 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 
help you with getting the 
institution signed on.

• Ambassadors are HRPP 
professionals knowledgeable 
in the processes and 
practicalities of IRB reliance 
who are available to assist 
institutions in joining and 
implementing the SMART 
IRB Agreement. Find and contact your ambassador 

smartirb.org/ambassadors

https://smartirb.org/ambassadors/


Guidance about how to join via the 
SMART IRB Joinder Platform

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
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https://joinder.smartirb.org/download_mra


SMART IRB FAQs

Frequently asked questions 
covering eligibility, how to 
join, agreement provisions, 
and other important topics. 

Download the FAQs

Search SMART IRB’s 
Support Center
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https://smartirb.org/sites/default/files/faq.pdf
https://support.smartirb.org/hc/en-us


Joinder Checklist

An overview of the 
information required to 
generate the institution's 
Joinder Agreement. 

Download the Joinder 
Checklist
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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 

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
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Need for a Reliance Arrangement

A researcher plans on 
conducting a multisite 

research project

Single IRB review is required 
by a funding agency 

Overall PI wants to 
streamline the regulatory 

process by using a single IRB

OR
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Nature of the SMART IRB Agreement

The Agreement is a “master” agreement 
which means:

No additional IRB 
authorization agreements 

required to enable reliance 
among institutions that 
have joined SMART IRB 

Reliance arrangements, 
however, need to be 

documented for each study
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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.
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Allows SMART IRB 
Participating Institutions to 
work together to establish 
reliance arrangements on a 

study-by-study basis

1. With and without significant 
reliance experience

2. Familiar or unfamiliar with one 
another

3. With limited or substantial 
infrastructure to support single IRB 
review

Single point 
of entry 
standardizes 
reliance processes

Communication 
portal eliminates 
tracking via email 
or other methods

Guided workflow 
makes clear when 
action is required

The system works for institutions:

Launched in May 2017

Request, Track, and Document Arrangements

Get started at smartirb.org/reliance.

https://smartirb.org/reliance/
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Benefits for INVESTIGATORS

The system gives you a window into the decision-making 
process and provides a single place to track reliance 
arrangements for your studies

The system guides you through the request process, 
collecting the information institutions need to determine 
an appropriate arrangement for your study

Clarity and Guidance

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

Automatic Notifications

Reliance Tracking
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Benefits for INSTITUTIONS

Provides a central, transparent platform to communicate 
local context issues

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
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Take a look inside the system at 
smartirb.org/reliance
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Preview a Sample Reliance Request Form.

https://smartirb.org/reliance/
https://smartirb.org/sites/default/files/SampleRelianceRequestForm.pdf
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System-generated Determination Letter

• 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 PI and Site Investigators.



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
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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
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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 COI assessments



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
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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


Getting Started as a 
Reviewing IRB
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Identify 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.



SMART IRB SOPs

Standard operating procedures 
(SOPs) for establishing and 
implementing reliance provide 
clarity during the review and 
conduct of research using the 
SMART IRB Agreement. 

• Provide clarity on key 
roles and responsibilities

• Use of SMART IRB SOPs is 
not mandated

• SMART IRB supports 
networks with existing 
SOPs 

• Institutions communicate 
whether other policies or 
procedures apply

Download the SOP Manual
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https://smartirb.org/sites/default/files/SMART_IRB_SOP-090816.pdf
https://smartirb.org/sites/default/files/SMART_IRB_SOP-090816.pdf
https://smartirb.org/sites/default/files/SMART_IRB_SOP-090816.pdf
https://smartirb.org/sites/default/files/SMART_IRB_SOP-090816.pdf
https://smartirb.org/sites/default/files/SMART_IRB_SOP-090816.pdf
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SMART IRB SOPs: 
Overall PI & Lead Study Team Key Responsibilities

Overall Principal 
Investigator

Assumes leadership and has 
ultimate responsibility for 
conduct of the research 

study
(generally, the initiating 
principal investigator or 

funding principal investigator, 
as applicable).

Designates a Lead Study 
Team*, 

can be a coordinating center

Lead Study Team

Submits materials to the Reviewing 
IRB for all sites, including study-wide 
and site-specific changes of protocol, 
continuing reviews, and reportable 

events (e.g., unanticipated problems, 
noncompliance, and new information)

Provide draft study materials to all 
site study teams, including proposed 

consent form template

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.
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SMART IRB SOPs: Site PIs & Relying Site Study Teams

Follow the policies and 
procedures of the Reviewing IRB 

(e.g., for reportable events, 
personnel changes) 

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

Use the Reviewing IRB’s consent 
form template 

(excepting limited local language 
that can be added/changed)

Obtain authorization from their 
SMART IRB POCs

in the case of personnel changes, 
COI updates, and/or changes that 
may be affected by State law or 

institutional requirements

• Site Investigator = the investigator (Site PI) 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.*

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

Reviewing 
IRB

Lead Study 
Team

Relying 
Site Study 

Team

Relying 
Institution 
IRB/HRPP



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 
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 
Survey

Local Context Survey: 
Reviewing IRB POCs may use 
this to obtain local context 
from Relying Institutions.

Download the Local 
Context Survey as a 
customizable Word 
document
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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 PI/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

39

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


Educating and 
Working with Study 
Teams



Investigator 
Checklists
Overall PI (and Lead Study Team) 
Checklist: Helps Overall PIs (and 
Lead Study Teams) understand and 
fulfill their responsibilities.

Download the Overall PI (and 
Lead Study Team) Checklist as 
customizable Word document

Relying Institution PI 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 
PI Checklist as customizable 
Word document
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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.
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https://smartirb.org/sites/default/files/Relying_on_an_External_IRB_FAQs_for_Study_Teams.pdf
https://smartirb.org/sites/default/files/Relying_on_an_External_IRB_FAQs_for_Study_Teams.pdf
https://smartirb.org/sites/default/files/Relying_on_an_External_IRB_FAQs_for_Study_Teams.pdf
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. 
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https://smartirb.org/sites/default/files/Grant_Process_before_SIRB_review.pdf


IRB Letter of 
Support for Grants

IRB Support Letter Model 
Language: Provides 
language for IRBs/HRPPs to 
provide for grants that 
demonstrates support for 
single IRB review. 
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https://smartirb.org/sites/default/files/IRB-support-letter-model-language.docx


Grant Application 
Language
Grant Applications: 
Template Description of 
SMART IRB: Provides 
language for researchers 
and their institutions to 
adapt for federal grant 
applications. 
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https://smartirb.org/sites/default/files/Template_Description_SMART_IRB_for_grant_applications_11-17-2017.docx
https://smartirb.org/sites/default/files/Template_Description_SMART_IRB_for_grant_applications_11-17-2017.docx
https://smartirb.org/sites/default/files/Template_Description_SMART_IRB_for_grant_applications_11-17-2017.docx
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Investigator Guidance at smartirb.org/go



Getting Help from 
the SMART IRB Team
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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/

https://smartirb.org/ambassadors/
https://support.smartirb.org/hc/en-us
https://smartirb.org/
mailto:help@smartirb.org
mailto:help@smartirb.org%20-
https://smartirb.org/support/


Expert Advice and 
Guidance

Prepare to serve as a 
Reviewing IRB or Relying 
Institution by consulting 
with an IRB experienced in 
the conduct, review, and 
oversight of multisite 
research.

Request a Consultation
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https://smartirb.org/support/
https://smartirb.org/support/
https://smartirb.org/support/
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More Learning Opportunities

Webinar series

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.

Getting Started with SMART IRB 
& the Online Reliance System

Implementing the SMART IRB Agreement

Responsibilities of Relying Institutions

Serving as a Reviewing IRB

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


Questions and Discussion
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