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Welcome & Announcements

System Enhancements / Features

IREx Metrics & Satisfaction Survey

Upcoming Feature:

Supporting Exception from Informed 
Consent (EFIC) studies in IREx
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Next Quarterly Calls

October 18, 2024

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



Announcements



New Team Members

• Study Support

• User Training

Amna  
Baig

• Resources & 
Materials 
Development

Katelyn 
Benhoff

• Study Support

• System 
Evaluation

Tiffany 
Chen

• Study support

• User Training

David 
Crenshaw

• Materials 
Development

• Study Support

LaShondra 
Deyampert

• System 
Website

• Development 
Support

Kaysi 
Quarles

• Manager, 
Application 
Development

Joshua 
Milford

• System 
Direction & 
Evaluation

Emily
Serdoz

• System 
Development

Linda
Tan

• Application 
Developer

Jason 
Tan

• Application 
Developer

Evan 
Wimberly



New / Revised IREx Materials

FOR ALL USERS: IREx History

FOR STUDY MANAGERS
• IREx Study Manager Step-by-Step Guide

• Relying Site Study Team Quick Guide (give to your study teams!)

• Combo Site Overview

• How to Upload the Lead Site / Overall Study Initial Approval in IREx

• How to Upload the Initial Approval for Relying Site(s) in IREx

FOR REVIEWING/SINGLE IRBS
• Using IREx as the Reviewing/Single IRB

• Using IREx to Track Indemnification

For RELYING SITE HRPPs: Relying Site HRPP Workflow

https://www.irbexchange.org/p/history-2/
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/2020/03/IREx_ComboSite_Overview.pdf
https://www.irbexchange.org/p/wp-content/uploads/2019/05/IREx_InitialApproval_ReviewingIRB.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_ReviewingIRB_QuickGuide.pdf
https://www.irbexchange.org/p/wp-content/uploads/2019/02/IREx_LOITracking_QuickGuide_20190220.pdf
https://www.irbexchange.org/p/wp-content/uploads/2022/07/RelyingHRPP_IRExWorkflowOptions_20220725.pdf


Updated Videos Available via 
IREx YouTube Channel

FOR ALL USERS: *NEW* Capturing Local 

Considerations in IREx for the Life of the Study

FOR STUDY MANAGERS
• Using IREx as the IREx Study Manager

• Intro to sIRB Review & IREx Steps for Relying 

Site Study Teams (Send to your study teams!)

• How do I add a Site Amendment approval in 

IREx?

• How to add and edit Relying Sites in an IREx 

Study

https://www.youtube.com/@IRBRelianceExchange/featured
https://www.youtube.com/watch?v=MPswHJNHeL4
https://www.youtube.com/watch?v=MPswHJNHeL4
https://youtu.be/HK6bdm02yYM
https://youtu.be/iiBMJAimR9A
https://youtu.be/iiBMJAimR9A
https://youtu.be/-MX3DU2U1cw
https://youtu.be/-MX3DU2U1cw
https://www.youtube.com/watch?v=Fd8VPl6KWGc
https://www.youtube.com/watch?v=Fd8VPl6KWGc


What’s New?
The IREx Onboarding Tab



• Goal: To allow the sIRB and Lead Study Team/Study Manager (LST/SM) to share 

supplemental documents or guidance to help PSites complete their local submission 

and initiate the reliance process.

• Why do PSites need these documents?
• PSites receive single IRB instructions from IREx when contacted about a study

• PSites access the lead site approval (protocol, consent template, etc) by logging into IREx

• But sometimes sites need extra guidance or other documents that aren’t in the lead site’s 

‘approval’ documents

• Sample Document Types:
• Single IRB Instructions (generated by IREx or uploaded by the sIRB)

• sIRB SOPs/Communication Plans

• Consent form instructions

• Template consents/Part 2 Consent (if an sIRBs does not share with the lead site’s initial approval)

• Released May 2024

About The IREx Onboarding Tab



Onboarding Tab: Uploading Documents

     



Onboarding Tab: Directing PSites

SIRB Instructions now 
reference the Onboarding tab.



Onboarding Tab: Relying Site Access



IREx Metrics
July 2024



2024 Q2 Metrics Update

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

• 88% of IREx sites have indicated reliance

• 87% of sites have ceded review and have approval posted to IREx

• 33 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 Q2 Metrics Update

• 512 unique participating sites

• 4076 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)







Satisfaction Surveys
April-June 2023



Satisfaction Survey: Methods & Response 
Rates

• WHO to survey
• For the sIRB, survey sent to the Primary Contact listed on the study

• For the Relying HRPP, survey sent to the Relying HRPP contact who signed the HRP Survey

• For the LST/SM, survey sent to the most active member-based a) email interactions or b) the person listed most 
frequently in the log

• We did not contact potential respondents >2 times, even if they were eligible

• WHEN to survey IREx users 
• sIRBs surveyed after lead site approval posted to IREx

• Lead Study Teams (LST)/Study Managers (SM) surveyed after ~25% of their PSites received initial approval

• Relying HRPPs surveyed after receiving initial approval on a study

• Survey Completion by Respondent
• sIRBs: 6 completed/15 sent; 40% response rate

• LST/SM: 20 completed/40 sent; 50% response rate

• Relying HRPPs: 22 completed/55 sent; 40% response rate



sIRB Feedback

• Both sIRB and LST reported 
that they:
• Add/remove sites

• Upload initial approval

• Grant site access

• Export local considerations

• Most common difficulty 
factor: educating lead study 
team

• Tasks reported as easy
• Completing IP

• Using getting started checklist

• Indicate required reliance 
agreements

• Confirming SSRP 



How satisfied are sIRB users? 

• 4/4 respondents who reported having to use admin support were 
very satisfied

• 5/6 respondents were satisfied/very satisfied with IREx for their 
study

• 5/6 respondents reported IREx made their role easier/significantly 
easier

• Majority of respondents said using IREx takes less time than for 
studies where IREx is not used 



When is IREx a good fit? 

• 5/6 reported they use IREx when they feel a study is a good fit
• At least 4-5 sites

• Appropriate site type (e.g. primarily CBOs relying = not a good fit)

• When participating sites are already using IREx



“We suggest to study teams to use IREx if they have 4 or more 
sites for their study to alleviate the email back and forth to 
document reliance and provide study teams with one location to 
easily see all of the site information.

We have had a few of our larger study teams and consortiums 
begin to use IREx within the last year. They have indicated that they 
can't imagine having to do the reliance process any more through 
email like they had in the past. One consortium has multiple studies 
that have a minimum of 10 sites for each study.”



IREx is used for studies of all sizes!



How satisfied are Study Managers? 

• 85% of respondents reported:
• Being satisfied/very satisfied with using IREx for their study

• IREx made role of LST easier

• Would recommend other LSTs use IREx

• 60% of respondents reported that IREx takes the same or less 
amount of time as studies that do not use IREx  



How easy are SM tasks?

0 2 4 6 8 10 12 14 16 18

Upload the initial approval for the LEAD SITE

Use the Getting Started Checklist to complete
my steps

Know when to export sites for single IRB
review

Upload site approvals

Add/remove sites from the study

Notify Sites of the study

Track site progress in IREx

Easy/very easy Neither easy or difficult Difficult/very difficult



Sticking points for SMs

• Most commonly reported factors that make IREx difficult to use
• Getting sites to compete their steps in IREx

• Local site variation in process for relying on an sIRB

• Resistance from site HRPPs

• Difficulties with the way approvals are organized and uploading study-
wide/site-specific amendments



Relying HRPPs 

• 73% of respondents reported their institution is a relying site on 50+ 
studies

• 86% reported using IREx made their steps easier 

• 90% of respondents satisfied/very satisfied with using IREx

• Difficulty factor: helping the study team use IREx or its resources, 
communication with study teams



How easy are relying HRPP tasks? 

0 5 10 15 20 25

Use the getting started checklist to complete my
steps

Indicate reliance on the sIRB/accept the SSRP

Document my local reviews (HRP survey)

Find the study

Confirm my site/PI engagement (register)

Confirm/complete my Institutional Profile

Easy/very easy Neither easy nor difficult Difficult/very difficult



Requested Features / Comments

Feature Request/Comment Addressed?

Allow study teams to be responsible for several elements of the questionnaires 

– such as uploading consent forms
Yes

Site staff being able to register themselves; being able to share study documents 

with sites once they are registered to the study (protocol, SIRB study approval

Yes

[As the LST, when initially adding sites and study contacts,] Adding other 

coordinators to IREx for each of our sites would be helpful
Yes

We'd like the local context forms to be editable through the life of the study as 

amendments are added
Yes

Providing cover letters and steps to send to sites to know how to complete 

reliance and submit to the sIRB for approval. Even if the site's HRPP is familiar 

with IREx, many study coordinators are not familiar with the process especially 

with study coordinator turn over

Yes



Requested Features / Comments

Feature Request/Comment Addressed?
SSRP cannot be revised by relying institution, which leads to a lot of discussion 

off-line and requests to make edits with the reviewing IRB admin - oftentimes 

delaying the reliance process

Not yet

Perhaps have a way early on to include local study ID#
Not yet

Make linking sites easier to understand - especially if a site has previously been 

approved then wants to add an additional site (or remove). 
Not yet

Frequency of email notifications (more vs. less) Not yet



Next Steps

• Continue working on solutions for suggestions/comments

• Continue integrating satisfaction/feedback mechanisms into IREx

• Evaluate whether using IREx reduces approval times compared to 
studies that DO NOT use IREx



Upcoming Feature:
Supporting Exception from Informed Consent 
(EFIC) studies in IREx



Upcoming Feature: 
Supporting EFIC studies in IREx 

Need Feature

Capture Reviewing IRB’s community 
consultation plan (CCP) template for sites

• Indicate EFIC study in IREx Setup
• Add document type: CCP template to lead site approval docs

Document relying HRPP acknowledgement 
of site’s CCP

New question added to HRP Survey

Allow Relying Site PI to upload CCP New file upload field on PI Survey

Capture Reviewing IRB acceptance of CCP 
for site

• Capture submission/review/acceptance of CCP by Reviewing IRB
• New “Approval Status” for CCP Accepted (distinct from 

“approved”)
• New notification noting CCP acceptance

Capture CCP Summary of Results
• New local considerations survey: CCP Summary of Results
• New notification to lead study team of CCP Summary upload 

complete

Capture Reviewing IRB initial approval for 
site

Require CCP acceptance and summary of results upload before site 
approval can be indicated



sIRBs can turn on EFIC study in IREx setup 



Upload Community Consultation Plan 
(CCP) template to Lead Site Approval



HRPP must verify review of CCP 
in HRP Survey



PI can upload CCP to PI Survey



New Steps on Study Team Checklist

PI Checklist

Study Team Member Checklist



After site completes all steps and 3/4 
surveys, can capture Reviewing IRB’s CCP 

acceptance

Apple Health



Capture Reviewing IRB acceptance of CCP 
for site



Capture Reviewing IRB dates around CCP 
submissions/review/acceptance

5/11/2024



Display CCP Acceptance Status + Need for 
Upload of CCP Summary of Results 



Capture CCP Summary of Results on 
Study Team Checklist

PI Checklist

Study Team Member Checklist

Coordinator can 
upload CCP Summary 

of Results, but PI 
must attest



After site uploads CCP Summary of 
Results, display IRB approval status



EFIC SS 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



Next Call: October 18, 2024!
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