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About the IREx Quarterly Calls
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Next Quarterly Calls

January 17, 2025 
(new Zoom information will be sent)

April 18, 2025



Announcements



Stop by to see Tiffany at PRIM&R!

Sunday, 
November 17

Monday, 
November 18

Tuesday, 
November 19

4:15-6:00 PM PT
PRIMR24 Workshops 

Networking Reception

12:30 PM-1:30 PM PT
Open time on the agenda 

12:30 PM-1:30 PM PT 
Open time on the agenda 4:45-6:00 PM PT

PRIMR24 Welcome 
Reception

Single IRB Stakeholder Feedback: Evaluating the Use of the IRB Reliance Exchange



New / Revised IREx Materials

*NEW* VIDEOS FOR ALL USERS:
• IREx: Introducing Single IRB Review & Supporting Resources

• Using IREx to Support Single IRB Review Process

• IREx Support for Studies Meeting the Exception from Informed 
Consent (EFIC) Requirement

FOR STUDY MANAGERS
• IREx Study Manager Step-by-Step Guide
• Relying Site Study Team Quick Guide (give to your study teams!)
• How to Upload the Initial Approval for Relying Site(s) in IREx
FOR REVIEWING/SINGLE IRBS
• Using IREx as the Reviewing/Single IRB
FOR ALL HRPPs: Institutional Profile Quick Guide

https://youtu.be/lS-xNqspDJc
https://youtu.be/P4fx_oYf9nE
https://www.youtube.com/watch?v=g7DgjAzr4hw
https://www.youtube.com/watch?v=g7DgjAzr4hw
https://www.irbexchange.org/p/wp-content/uploads/2019/02/IREx_StudyManager_Step-by-Step.pdf
https://www.irbexchange.org/p/wp-content/uploads/2018/12/IREx_PS-StudyTeam_QuickGuide.pdf
https://www.irbexchange.org/p/wp-content/uploads/2019/10/IREx_InitialApproval_RelyingSites_StudyManager.pdf
https://www.irbexchange.org/p/wp-content/uploads/2018/10/IREx_InstitutionalProfile_QuickGuide.pdf


What’s New?
- Updated Institutional Profile & PI Survey
- Export Institutional Profile CSV
- Supporting EFIC Studies



New in IP: 
Include your site’s instructions for relying on an sIRB!



Updated PI Survey

1. Better document what activities are happening at each 
site

2. Continue to capture whether the site has differences 
from the protocol

3. Allow sites to denote that they are engaged due to 
affiliations/institutional relations, but have not 

activities at their site.



Export Institutional Profile as CSV: 
From Public Website



Export Institutional Profile as CSV: 
After logging into IREx

View your IP 
 > Download CSV for 

your site

From Homepage: 
 Find other Sites
 Search for site 
 Download



IREx Now Supports Studies with EFIC!

1. Support lead study teams as they track sites in various stages of the 
EFIC process

2. Standardize and centralize EFIC documentation (based on IREx User 
Feedback Group input)

3. Provide sites with clear EFIC processes and approval statuses

Goals



sIRBs can turn on EFIC study in IREx setup 



Upload Community Consultation Plan (CCP) 
Template

With the Lead Site Approval As a document on the Onboarding Tab



Relying HRPP must verify review of CCP 
in HRP Survey



PI Uploads CCP to PI Survey



New Steps on Study Team Checklist

PI Checklist

Study Team Member Checklist



Status Summary: 
After Site Completes Initial Documentation

Apple Health  Relying Sites 
Completed 
Reliance 
Documentation 
and Local 
Considerations

 Site is ready for 
sIRB review of 
CCP



Apple Health

Apple Health

Lead Study Team Uploads CCP Acceptance 
from sIRB



Review dates captured: 
CCP submissions + review + acceptance

5/11/2024

Apple Health

Apple health



Apple Health

Status Summary: 
After CCP Accepted

Status 
Updated

Next Step: Upload of 
CCP Summary of 
Results 



After CCP implementation, Study Team 
Uploads CCP Summary of Results

PI Checklist Coordinator can 
upload CCP Summary 

of Results, but PI 
must attest

Study Team Member Checklist

1

2

3

4



Status Summary: 
CCP Summary of Results Uploaded 

 Relying Sites 
Uploaded CCP 
Summary of 
Results

 Site is ready for 
sIRB review and 
initial approval



EFIC Status Summary Tab Approval Status 

4/4

Awaiting CCP 
Acceptance

3/4

3/4

3/4

4/4

4/4

Lemon University

CCP 
Pending

CCP 
Accepted

Not Approved
CCP Summary of Results

Apple Health

Bayside Research



Approval Status Legend (EFIC Studies only) 



IREx Metrics
October 2024



2024 Q3 Metrics Update

• 92% of sites in IREx have completed their Institutional Profile

• 88% of IREx sites have indicated reliance

• 88% of sites have ceded review and have approval posted to IREx

• 34 out of 46 single IRBs are using IREx for more than one study

• 12 median days from initial sIRB submission to sIRB approval for 

relying sites (not including local review time) 



2024 Q3 Metrics Update

• 517 unique participating sites

• 4263 total reliances across all studies

• 7 sites per study on average

• 85% of studies created after 2018 collecting local considerations

• 33 days between lead site initial approval to submission (median)







Upcoming Features



Upcoming Feature

Upcoming Features Est. Timeline

Enhance IREx API to accommodate 
1. Component sites on studies
2. EFIC: CCP acceptance + submission of summary of results

November 2024

Support for studies where sIRB is PSite, but NOT Lead Site December 2024

Support Importing PSite Contacts January 2024

sIRB & Study Managers turn on/off notification February 2025

Incorporating satisfaction surveys into IREx March 2025

Automating Local Considerations July 2025



sIRB documents unique study criteria

Vulnerable Populations
Children
Pregnant women
Prisoners
Individuals with impaired decision-making capacity
Other populations that may require additional requirements
LGBTQIA
Elderly
Non-English speaking
Students, staff, or faculty of the research institution
Student athletes
Legally authorized representatives
Unique documentation requirements 

Assent 
Waiver of consent
Use of eConsent
Select potential ancillary reviews
Imaging 
Patient contact prior to consent
Sharing of specimens
HIPAA status and procedure
Compensation?

OTHER – allow sIRB to list the issue and that would populate on the HRP 
survey for the HRPP to respond to

Unique Protocol Elements
Standard of care with description from protocol
Pregnancy testing
Genetic testing

IREX Checks for related IREx IP Questions

• State and local laws that establish 
age of majority

• Institutional policies that affect any 
applicable assent process

• Community Info (e.g., Populations 
likely to be enrolled at a site or by a 
study team that could affect the 
assent process, such as in terms of 
language, religious or cultural 
consideration)

Relying Site confirms/edits on HRP Survey

PREVIEW: Automating Local Considerations 
Documentation

Goals: simplify Relying HRPP Process + Improve Information Quality for sIRB



Next Call: January 17, 2025!
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