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What This Talk Is About

Brief overview of single IRB requirements

Effect of single IRB on study teams

Single IRB navigation strategies

Resources for study teams
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What Is Single IRB Review?

Single IRB review refers to the use of one IRB to review and 
approve all or most sites participating in a multisite research 
study, rather than each site obtaining approval for their 
activities from a different IRB.

Other terms for a single IRB 
include: 

Central IRB

Reviewing IRB

IRB of record



What Single IRB changed

When study teams need to talk to IRBs about a 
research study

Information flow

Monitoring for institutional requirements

Shift or increase in responsibilities



What has not changed…

Relying institutions 
are still responsible 
for the protection 
of human 
participants and 
ensuring their study 
teams comply with 
IRB determinations

Which is why 
Relying Institutions:

• Request a local application 
for review as part of the 
reliance request process

• Conduct post-approving 
monitoring of studies 
reviewed by an external IRB
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Before Single IRB

Researchers usually 
worked with their home 
institution IRBs and 
sometimes an 
independent IRB (aka 
commercial IRB) for 
industry-sponsored 
research and perhaps a 
disease-focused central 
IRB (e.g., the NCI Central 
IRB or StrokeNet IRB)

Local IRB

Commercial IRB

Central IRB
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After Single IRB

Researchers 
are working 

with so many 
more IRBs

Local IRB

Commercial IRB #1

Central IRB #1 

Outside university IRB #1

Central IRB #2

Outside hospital 
IRB

Commercial IRB #2



Navigation Strategy #1: 
Know when your research study 
might require single IRB review
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Prior to 2018
Using one IRB to oversee multisite (aka cooperative) research occurred on 
a limited basis

9

January 25, 2018
Most multisite research supported by 
the National Institutes of Health (NIH) 
requires single IRB review

Most multisite research subject to the 
Common Rule requires single IRB review

January 20, 2020

Brief History 
of Federal 
Single IRB 
Review 
Mandates

The concept of using a single IRB 
has been with us for a while, 
such as the National Cancer 
Institute (NCI) Central IRB or use 
of independent IRBs for industry-
sponsored research. What’s 
different is the scale and types 
of studies requiring single IRB 
review.

September 2022
The FDA issues a Notice of Proposed Rulemaking 
that outlines it proposed single IRB requirements.
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Regulations and Policies That Might Trigger Single IRB Review

If your human participants 
research is multisite study:

Is your research NIH funded?

The NIH Single IRB Policy + the 
Common Rule cooperative 

research requirement likely 
apply

Is your research funded or 
conducted by another federal 

agency?

The Common Rule cooperative 
research requirement likely 

applies

In future: Is your research 
regulated by the FDA?

The FDA cooperative research 
requirement will likely apply 
(whether or not the study is 

federally funded)

10
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Sponsor Requires Single IRB Review at Your Site

Your site is part of 
a multi-site study 
mandated to use a 

single IRB

Industry 
sponsor requires 

sites to rely on the 
study’s single IRB

11



Navigation Strategy #2: 
Know how to address single 
IRB if you are applying for a 
federal grant to support a 
multisite study
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Federal Grants that include Multisite Human Participants Research 

Come back to us 
when you get 
your funding!

The IRB

Please talk to us 
ASAP when you are 

preparing your 
grant!

The IRB

Your local IRB 
might not agree 
to serve as the 

single IRB for the 
study.

Before Single 
IRB Review

What IRBs said to research teams:

After Single IRB 
Review
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What study teams might need to budget for:

IRB fees

•Some independent IRBs 
have special rates for 
federally supported 
research

•Many academic institutions 
now charge fees for IRB 
review of external sites

If you are the Lead Study 
Team:

•Someone who can 
coordinate the single IRB 
review process across sites

•A platform to collect 
information from sites and 
share documents across 
sites



Navigation Strategy 
#3: Be aware of the 
reliance agreement 
process
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Use of a Single IRB Must Be Documented

Reliance agreements spell out the responsibilities of the Reviewing 
IRB and Relying Institutions

Reliance agreements are commonly called IRB Authorization 
Agreements (IAAs)

A frequently used reliance agreement is SMART IRB

Although study teams are not usually responsible for putting such 
agreements in place, they sometimes need to help sites work 
with their local IRBs and HRPPs to execute a reliance agreement

16
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IRB Reliance Exchange

• A freely available, web-based portal 
supporting single IRB review
documentation and coordination for 
multi-center clinical trials. 

• The IRB Reliance Exchange provides 
a document sharing platform that 
allows dissemination of IRB 
determinations and approved 
documents

https://www.irbexchange.org/



Navigation Strategy 
#4: Know your roles 
and responsibilities, 
particularly for 
communication
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Key Study Team Roles

Lead Study Team
Designated by the Overall PI

Provides key administrative and communication 
support for the study. May be a coordinating 

center.

Overall Principal Investigator 
(PI)

Generally, the initiating or funding principal 
investigator

Relying Site Study Team(s)
Study team(s) whose institution has ceded 

review to the Reviewing IRB
Includes Site Investigator and local personnel 

who carry out communication, coordination, and 
administrative procedures

Site Investigator(s) (Site PIs)

Responsible for conduct of the research at their 
institution
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Reviewing 
IRB

Lead Study 
Team/

Coordinatin
g Center

Relying Site 
Study Team

Relying 
Institution 
IRB/HRPP

Lead Study 
Team 

coordinates 
investigator 

communication 
with the IRB

Common Single IRB Communication Model
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Common Key Responsibilities: Lead Study Team

Educating relying site study teams about 
Reviewing IRB processes, requirements 
and policies (e.g., regarding reportable 

events)

Providing draft study materials to all 
site study teams, including any proposed 

consent form template

Submitting 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)

Distributing IRB-approved materials and 
determination letters to all site study 

teams
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Common Key Responsibilities: Site PIs & Relying Site Study Teams

Following the policies and procedures 
of the Reviewing IRB (e.g., for 

reportable events, personnel updates) 

Providing the 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

Providing information to include in 
the informed consent document (e.g., 
study team contact information and 
unique study costs) and using the 

Reviewing IRB’s consent form 
template

Obtaining authorization from their 
local institutions, such as reliance 

Point of Contacts (POCs), in the case 
of personnel changes, conflict of 

interest updates, and/or changes that 
may be affected by State law or 

institutional requirements



Communication plan 
for single IRB review
Use to document key 
communication roles, such as 
responsibilities for:

• submitting initial and continuing 
reviews, amendments, and 
reportable events

• providing conflict of interest 
management plans

• distributing IRB-approved 
documents and communicating 
Reviewing IRB determinations

24

Communication Plan available at 
https://smartirb.org/sites/default/files/Communications_Plan_
Form.pdf

https://smartirb.org/sites/default/files/Communications_Plan_Form.pdf
https://smartirb.org/sites/default/files/Communications_Plan_Form.pdf
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Helpful Hints

Communicate 
early and often!

Be clear on 
expectations and 
communication 

flow

Be flexible

Use Smart IRB 
Resources to assist 

in developing 
communication 

plan

25
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Navigation Strategy 
#5: Don’t forget about 
your institutional 
requirements
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Monitoring for 
Institutional 

Requirements 
BEFORE 

Single IRB
Local IRBScientific 

review

Grants, 
contracts, 

billing
Legal Counsel

Research 
privacy

Institutional 
safety 

committees

Research 
compliance 

program

Research 
pharmacy

Conflict of 
interest
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Monitoring 
& 

Communicating 
Institutional 

Requirements 
AFTER

 Single IRBLocal IRBScientific 
review

Grants, 
contracts, 

billing
Legal Counsel

Research 
privacy

Institutional 
safety 

committees

Research 
compliance 

program

Research 
pharmacy

Conflict of 
interest

New local 
processes
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With a Single IRB Arrangement

Study teams need to 
take more responsibility 

for identifying other 
institutional 

requirements, such as 
ancillary committee 

reviews, that may need 
to be met in addition to 
obtaining IRB approval

IRB approval ≠ ready 
to activate the study

29
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Navigation Strategy 
#6: Know what your 
responsibilities are 
after IRB approval



After Initial IRB Approval

Common Events

Personnel updates

Changes of protocol

Continuing review

Reportable events (noncompliance, 
unanticipated problems)

Keep in Mind

When updates or events can trigger local 
institutional reviews (e.g., Conflict of Interest 

Committee, billing compliance, HIPAA compliance)

What your institution requires to be reported locally 
and when

What the single IRB requires you to report to them 
and when  their policies may differ from your 

those at your institution

31
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Navigation Strategy 
#7: Get to know 
your point of 
contacts (POCs)
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Communication Points of Contact (POCs)

33

Reviewing 
IRB

Relying Site 
Study Teams

Relying 
Institutions

Lead Study 
Team 

(including 
coordinating 

centers)

Extremely important to keep communications organized and consistent

A
Point of Contact 
(POC) should be 

identified for each 
group

Lead Study Teams 
should have a 

designated POC, 
who can help 

Relying Site Study 
Teams with single 

IRB processes



Reliance POCs

• Know when a study requires single IRB 
review

• Assist study teams in navigating single IRB 
processes

• Can help identify an appropriate Reviewing 
IRB for a study

• Facilitate reliance arrangements 

• Are available for questions about single IRB 
or when problems arise

34
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Resources for Study 
Teams



Start Up 
Packages
For investigators

These packages contain a suite of 
resources to help you prepare NIH 
grant applications that require 
single IRB review and to ensure 
you understand and can fulfill 
your responsibilities related to 
single IRB arrangements. Each 
package provides a guide 
describing how and when to use 
the included resource as well as 
links to online tools and further 
information.

36

https://smartirb.org/study-teams/ 

https://smartirb.org/study-teams/


Researcher 
Team Training 
Presentations

https://smartirb.org/irb-admin/ 
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• Topics:

• Developing a Single IRB Plan

• Overview of the NIH Single IRB Policy for 
Researchers

• Potential Effects of Single IRB on Research 
Costs

• Selecting a Single IRB

• Single IRB review and SMART IRB

• Study Team Roles Related to Single IRB

On-demand videos 
on key topics less 
than 10 minutes in 
length.

https://smartirb.org/irb-admin/
https://drive.google.com/file/d/1FUkqaLHlNlQUYFVkXOatWoU9wzTvDZQV/view?usp=sharing
https://drive.google.com/file/d/1kpNmDf_BWQ_45VnIxYGJL64lYDDEIDTb/view?usp=sharing
https://drive.google.com/file/d/1kpNmDf_BWQ_45VnIxYGJL64lYDDEIDTb/view?usp=sharing
https://drive.google.com/file/d/1GGC6yx9jvb4gKUjRqyGPRAMBHW3tJgZO/view?usp=sharing
https://drive.google.com/file/d/1GGC6yx9jvb4gKUjRqyGPRAMBHW3tJgZO/view?usp=sharing
https://drive.google.com/file/d/10i1mUaVRmPF5d6ChWDHtJmZmbmS5kf6W/view?usp=sharing
https://drive.google.com/file/d/1r1bujcC44b6weonPjg4niRv6S1NtIcoY/view?usp=sharing
https://drive.google.com/file/d/1CCgzkUREQaTEKl-27oLEsVO8hqmMwj01/view?usp=sharing
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Summary of Effects of Single IRB on Responsibilities

38

• Reviewing IRBs: consideration of local context issues for each site, including informed 
consent documents

• Relying Institutions: new processes compliance monitoring for compliance (institutional 
requirements, federal regulations, & with IRB determinations) & communication

Shift in responsibilities for academic IRBs & institutions

• Managing regulatory submissions for and additional communication responsibilities with 
relying sites throughout the life of a study

Increase in responsibility for Overall PIs/Lead Study Teams

• Eliminates the need to prepare IRB submissions; however, must provide information to the 
Lead Study Team and ensure compliance with both Reviewing IRB and relying institution 
requirements

Decrease in regulatory responsibility for Relying Site Study Teams?
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THANK YOU AND
QUESTIONS

39



Please Contact Us

Nichelle Cobb 
Email: ncobb@aahrpp.org

Polly Goodman
Email: Polly_Goodman@hms.harvard.edu 

Mike Linke
Email: linkemj@ucmail.uc.edu 

mailto:ncobb@aahrpp.org
mailto:Polly_Goodman@hms.harvard.edu
mailto:linkemj@ucmail.uc.edu
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