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10.21.2022
QUARTERLY CALL 
AGENDA

➢ Welcome & 
Announcements

➢ Recent System 
Updates

➢ Q & A with IREx & 
SMART IRB



About the IREx Quarterly Calls
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s • You’re busy.

• IREx is busy.

• Call in once a 
quarter to 
hear what’s 
new!
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IREx?

• How are 
folks 
leveraging 
IREx on their 
sIRB studies? sh
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•

vo
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e • Give your 
opinion

• Ask your 
questions 

• Express your 
needs



Upcoming Calls

STARTING TODAY: Quarterly calls will combine HRPPs and lead study teams

January 20th, 2022

April 21st, 2023

July 21st, 2023 

Zoom: https://zoom.us/meeting/register/tJwud-irrzoiHtKcmf1BEmwhqm7YvXg0rhYq

https://zoom.us/meeting/register/tJwud-irrzoiHtKcmf1BEmwhqm7YvXg0rhYq


IREx SATISFACTION 
SURVEYS



IREx PUBLICATION

Serdoz, E., Edwards, T., Pulley, J., Beadles, J., 
Ozier, J., Harris, P., . . . Rice, T. (2022). The IRB 
Reliance Exchange (IREx): A national web-
based platform for operationalizing single IRB 
review. Journal of Clinical and Translational 
Science, 6(1), E39. doi:10.1017/cts.2022.376

Operational 
Challenge IREx Solution Advantages Utilization

Documenting 
reliance & 
flexible elements 
of reliance 
agreement

Study-specific Reliance 
Plan (SSRP) / SMART 
IRB Implementation 
Checklist

• Electronic 
documentation & 
automated emails

• Easily customizable for 
individual sites

• Centralized historical 
reference

>2300 reliances

Standardizing 
“local 
considerations” 
questions & 
processes

Capture static 
information via the 
Institutional Profile and 
study-specific 
information from the 
HRPP & PI in the HRP & 
PI Surveys

• Electronic 
documentation

• Collaborative HRPP & PI 
documentation

• Central repository 
(instead of email)

• Facilitative 
communications

• 291 of 378 IREx 
studies (79%) 
capture local 
considerations

• 362 (87%) 
completed IPs

Supporting sIRB 
coordination

Empower and equip 
lead study teams to 
support sites thru sIRB 
review and 
communicate  sIRB 
approvals with sites

• Minimize work for the 
sIRB

• Automate site tracking / 
progress

• Automate sIRB approval 
communications

• IREx Admin Support & 
Training for lead study 
teams

• >400 lead study team 
members

• Relying site time to 
approval is improving 
each year

Capturing sIRB 
metrics 
systematically 

Capture all timepoints 
in the sIRB review & 
approval process

• Identify averages / 
standards

• Identify common 
bottlenecks

• Report to policy makers 

• Steadily increasing 
use by new sIRBs 
each year

• Data highlight 
improvements & 
ongoing challenges

https://www.cambridge.org/core/journals/journal-of-clinical-and-translational-science/article/irb-reliance-exchange-irex-a-national-webbased-platform-for-operationalizing-single-irb-review/F874E9A5B74587BDA0F9E807701CA8E6


IREx Utilization – Quarterly Update

89% of IREx Institutional Profiles 
are complete (n=398!)

82% of IREx sites have indicated 
reliance on 1+ studies

89% of ceded sites have sIRB approval in 
IREx

• 38 sIRBs using IREx (view here)
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# Studies

474 Studies

2769 total reliances

https://www.irbexchange.org/p/sirbs-in-irex/


Recent System Updates
Since January 2022



Automatically share approvals for Relying Sites
(October 2022)

• Relying site approvals no longer have to be manually confirmed when 
there are not site-specific changes 
• At continuing review (e.g., ICFs aren’t re-stamped or sites aren’t enrolling)

• For study-wide amendments that don’t alter sites’ documents

• New “Site Updates” tab to inform whether sites’ can be automatically 
notified of approval:

Asked at CR



Study managers can now upload initial approval
for the overall study/lead site

(September 2022)

• The sIRB now only needs to do the following IREx:
• Create the study

• Complete the IREx Setup (agreements required, study & sIRB contacts)

• Confirm the study-specific reliance plan (SSRP)

• The lead study team/study manager can:
• Upload initial approval for the lead site 

• Add & notify participating sites (PSites)

• Export local considerations

• Upload approvals for PSites

• Upload other study approvals (continuing review, amendments)



Simplified Local Considerations Workflow
(July 2022)

• PSite Coordinators have a Getting 
Started Checklist in IREx

• PSite Coordinators can complete the 
PI Survey

• PSite Investigators are only required 
to attest to the PI Survey 

• PSite HRPPs no longer upload the 
locally-verified ICF to the HRP Survey

• PSite HRPPs are no longer required 
to validate the PI Survey



Complete IREx API for sIRBs 

• Bi-directional API between 
sIRB’s electronic system and 
IREx

• System agnostic – can 
connect with any e-IRB system

• General information:  
https://www.irbexchange.org/
p/irex-integration-api/

• Technical information (IREx 
login required): 
https://www.irbexchange.org/
s/doc/api

GOALS

1. Minimize sIRB setup in IREx

2. Streamline ingesting of PSite local reviews

3. Streamline posting of approvals for the life of 

the study

https://www.irbexchange.org/p/irex-integration-api/
https://www.irbexchange.org/s/doc/api


Relying site approval documents are all 
listed on a single tab 



Study Managers can add access for new site 
coordinators and site PIs



Discussion with IREx & 
SMART IRB



Topics



What is SMART IRB?



How does SMART IRB Support the sIRB 
Review Process?



IREx: A platform supporting sIRB 
Documentation & Communication

Basic Reliance 
Documentation

1. sIRB agreement 
completion

2. Study-specific reliance
decisions

Advanced Reliance 
Documentation

1. Study-specific local 
considerations from sites

2. sIRB approval 
documents for sites

sIRB Site 
Coordination

1. Communicating to sites
2. Tracking site readiness 

for sIRB review
3. Facilitating site 

submissions to the sIRB
4. Disseminating site 

approvals

Basic Reliance 
Documentation

Advanced Reliance 
Documentation

sIRB Site 
Coordination



Responsibilities & Guidance Operational Implementation



SMART IRB & IREx:
Complementary Resources

SMART IRB Implementation Checklist IREx Study-specific Reliance Plan (SSRP)

SMART IRB Continuing Review Content & 
Process Recommendations

IREx participating site notification of continuing 
review approval

SMART IRB Agreement Section 6.4: Local considerations
Informed Consent Documents – Inserting Local Context 

Language

Documenting local considerations (and consent forms) 
in IREx

SMART IRB Letter of Acknowledgement 
Template

IREx Notification of Reliance

SMART IRB Agreement, Section 5.9 Notification 
of IRB Decisions, etc

IREx Notification of Approval: Initial, CR, 
Amendments

https://smartirb.org/assets/files/SMART_IRB_Agreement_Implementation_Checklist_FORM.pdf
https://smartirb.org/assets/files/CR-ContentRec-HSC-TableExtract.pdf
https://smartirb.org/assets/files/Continuing-Review-Recommendations-Final.pdf
https://smartirb.org/assets/files/Local_Context_Language_Guidelines.pdf
https://smartirb.org/assets/files/Template_Letter_of_Acknowledgement.docx


Question & Answer



Who is my 
SMART IRB 

Ambassador?



What 
questions can 

SMART IRB 
Ambassadors 

help with?

• How to join SMART IRB?

• How can we handle a 
disagreement between the 
Reviewing IRB and Relying 
Institution?

• How can I use SMART IRB to 
document reliance for a 
network or group of studies?



Where can I locate materials 
to help me uses these 
resources?



SMART IRB Resources

SMART Talk - Monthly 

virtual forums
•Best practices

•Emerging issues

•Ask the experts

Monthly NewsletterResources Website

Help Desk

• Help button on bottom 
right of every page

• You can also contact us 
directly at 
Help@SMARTIRB.org



SMART IRB Resources: 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/


IREx Resources

IREx 
Administrators

admin@IRBExchan
ge.org

Quick Videos on 
using IREx -

YouTube

IREx Resources for 
sIRBs, PSite HRPPs, 
Lead Study Teams, 

and PSite Study 
Teams

IREx Quarterly 
Calls

IREx 
Announcements & 
Newsletters (past 

issues)

mailto:admin@IRBExchange.org
https://www.youtube.com/channel/UCVXKpNczhlPcsQRwF7oWcwA
https://www.irbexchange.org/p/reviewingirb/
https://www.irbexchange.org/p/participating-site-hrpps/
https://www.irbexchange.org/p/irexstudymanager/
https://www.irbexchange.org/p/participating-site-study-teams/
https://www.irbexchange.org/p/newsletters/


How do I get 
sites to sign the 

SMART IRB 
Agreement?



Why are not all 
SMART IRB 

member 
institutions 
members of 

IREx?

https://www.irbexchange.org/p/irb-reliance-exchange-terms-of-use/


Are the SMART 
IRB 

Institutional 
Profile & IREx 
Institutional 
Profile the 

same?



What are my 
options for 

documenting 
reliance on an 

sIRB?



How do I know 
when to use 
the ORS vs 

IREx?



How to 
document 

reliance with a 
site that is not 
a member of 
SMART IRB?



How to 
document 

reliance with a 
site that 

doesn’t have 
an FWA?

2. Individual Investigator 
Agreement can be used in 
limited instances. 



How to work 
with smaller 
sites without 

an IRB or 
HRPP?



Next Call: January 20, 
2023 @ 1 PM ET


