
01.17.2025
QUARTERLY 
CALL 
AGENDA

Welcome & Announcements

Development Updates:
- Top 10 Items from 2024
- 2025 Planned Enhancements 

IREx Metrics:
- Year in Review Metrics
- Demo: How to Run Metrics for your 
sIRB Studies

Wrap Up & Next Call



Welcome –
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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s • Who’s using 
IREx?

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

• Ask your 
questions 

• Express your 
needs



2025 Quarterly Calls

April 18, 2025

July 18, 2025

October 17, 2025



Announcements



New / Revised IREx Materials

FOR REVIEWIG IRBs & STUDY MANAGERS

• Site Closure Quick Guide

• Study Closure Quick Guide

• Document Types Quick Guide

• Combo Site Quick Guide

https://nam12.safelinks.protection.outlook.com/?url=https%3A%2F%2Fmailer.vumc.org%2Fc%2F18qDfRWUIOdjwY3zIVPj1bB3U&data=05%7C02%7Ckaysi.phillips%40vumc.org%7Cb6d30582e60f439b332708dd21070fcf%7Cef57503014244ed8b83c12c533d879ab%7C0%7C0%7C638703036424980307%7CUnknown%7CTWFpbGZsb3d8eyJFbXB0eU1hcGkiOnRydWUsIlYiOiIwLjAuMDAwMCIsIlAiOiJXaW4zMiIsIkFOIjoiTWFpbCIsIldUIjoyfQ%3D%3D%7C0%7C%7C%7C&sdata=JV0xjw%2BfW9suBzgn4UEymk55KM4GS4RafHbeIbGqiA4%3D&reserved=0
https://nam12.safelinks.protection.outlook.com/?url=https%3A%2F%2Fmailer.vumc.org%2Fc%2F18qDjRig9xyOuWNLAvdEKad9v&data=05%7C02%7Ckaysi.phillips%40vumc.org%7Cb6d30582e60f439b332708dd21070fcf%7Cef57503014244ed8b83c12c533d879ab%7C0%7C0%7C638703036425003019%7CUnknown%7CTWFpbGZsb3d8eyJFbXB0eU1hcGkiOnRydWUsIlYiOiIwLjAuMDAwMCIsIlAiOiJXaW4zMiIsIkFOIjoiTWFpbCIsIldUIjoyfQ%3D%3D%7C0%7C%7C%7C&sdata=3ikD11pteZ6pcf4kiRGrrk88HRYG9kHY9lKPStbuANA%3D&reserved=0
https://nam12.safelinks.protection.outlook.com/?url=https%3A%2F%2Fmailer.vumc.org%2Fc%2F18qDnQDBAgUjsVxXs4C0t8Pf6&data=05%7C02%7Ckaysi.phillips%40vumc.org%7Cb6d30582e60f439b332708dd21070fcf%7Cef57503014244ed8b83c12c533d879ab%7C0%7C0%7C638703036425025955%7CUnknown%7CTWFpbGZsb3d8eyJFbXB0eU1hcGkiOnRydWUsIlYiOiIwLjAuMDAwMCIsIlAiOiJXaW4zMiIsIkFOIjoiTWFpbCIsIldUIjoyfQ%3D%3D%7C0%7C%7C%7C&sdata=pjO6AYolZPolhCBnVDH6B2Tl5gAj6Ps8MlnFNyDFuZc%3D&reserved=0
https://nam12.safelinks.protection.outlook.com/?url=https%3A%2F%2Fmailer.vumc.org%2Fc%2F18qCZUzwZSPjF34OgEfU7h8Hw&data=05%7C02%7Ckaysi.phillips%40vumc.org%7Cb6d30582e60f439b332708dd21070fcf%7Cef57503014244ed8b83c12c533d879ab%7C0%7C0%7C638703036424910131%7CUnknown%7CTWFpbGZsb3d8eyJFbXB0eU1hcGkiOnRydWUsIlYiOiIwLjAuMDAwMCIsIlAiOiJXaW4zMiIsIkFOIjoiTWFpbCIsIldUIjoyfQ%3D%3D%7C0%7C%7C%7C&sdata=wKqQ%2BFfQK6YFujDpekozypM62PRAGBLuRsa0hmGBG%2Fc%3D&reserved=0


Development Updates



Top 10 Development Items from 2024

SIRBs and SMs can upload 
additional documents for 

site onboarding

Onboarding Tab available 
for all studies to help sites 

with sIRB process

SIRBs can request sites 
update their local 

considerations for the life 
of study

Amendment content 
changes can be indicated 
on amendment uploads 

Relying sites can edit HRP 
and PI Surveys after initial 

approval

IREx now supports 
Exception from Informed 

Consent (EFIC) studies

Institutional Profile (IP) is 
available for download in 

CSV format

Enhanced Combo Site 
Management

SIRBs can connect their 
eIRB system to IREx

Participating Site Report 
now separated by review 

type

SMs = Study managers



Anticipating 2025 Enhancements

Automating local 
consideration surveys

Better info for the sIRB
Less repetition for the HRPP

Allow lead study teams 
to import site contacts 
when adding sites to a 

study

Enhance IREx API to 
allow approvals sent 
from the eIRB to be 

modified /confirmed 
prior to publishing

Remove file upload 
fields from the 

Institutional Profile

Allow Reviewing IRBs & 
SMs to disable 

approval notification 
emails

Incorporate user 
satisfaction in IREx 
(sIRB, relying HRPP, 

lead and relying study 
teams)

SMs = Study managers



IREx Metrics



135 studies 

created

2549
users 

added

32 sites  

joined

663
new 

reliances

580
sites received 

initial approval

10
average studies 

per relying site
10 major system 

enhancements

7
average sites 

per study in IREx

13
median days from sIRB 

submission to approval 

for relying sites

47% increase

9% increase

25% increase

2024 Year in Review



Single IRB Utilization of IREx

47 single IRBs are using IREx for over 700 studies

• 187 Vanderbilt studies with 1359 reliances

• 104 UCSF studies with 534 reliances

• 98 Utah studies with 740 reliances

• 43 Wake Forest studies with 387 reliances

• 23 Johns Hopkins studies with 423 reliances

• 19 Nationwide Children’s studies with 193 reliances

• 13 UT Southwestern studies with 118 reliances

• 13 Duke University studies with 120 reliances

New Institutions using IREx as the Single IRB in 2024

❖ Children’s Hospital of Orange County

❖ University of Oklahoma Health Sciences Center

❖ University of South Carolina



2024 Metrics Update

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

• 88% of IREx sites used IREx to rely on a sIRB

• 88% of sites have made it through the sIRB process and received 

initial approval

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

relying sites (not including local review time) 









Using IREx Exports



Where can I find my site’s data?

• Only liaisons (sIRB users) have access to their site’s data

• Exports are found on the Reviewing Site’s Studies page



Overall Study Report



Participating Site Reports



What can we do with this data?

dateCreated

0

5

10

15

20

25

30

35

40

2017 2018 2019 2020 2021 2022 2023 2024

Studies Created by Year



What can we do with this data?

dateLeadSiteInitialApproval
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What can we do with this data?

• Overall study report
• Count of studies by PI, Study Manager, sponsor

• Number of sites per study

• Participating site report
• How long are relying sites are taking to get through the approval process? 

• How has this changed over time? 

• How does this change depending on study type? Risk type?

• Breakdown by each step in the process



What can we do with this data?

Date that all local considerations were complete (dateLCcomplete) = taking the maximum 
value (latest date) out of the following variables

o dateSsrpUpdateAccepted
o dateSsrpUpdateCompleted
o dateSiteProfileValidated
o dateLcHrppSurveyUpdated
o dateSsrpAccepted
o dateSsrpReset
o dateSsrpUpdateAccepted
o datePiSurveyCompleted
o datePiSurveyUpdated.0 – datePiSurveyUpdated.9
o datePiSurveyAttested.0 – datePiSurveyAttested.9

*Note: studies prior to 2018 did not allow for LCs to be collected in IREx, so exclude these 
studies and those where isCollectingLocalContext = 0



What can we do with this data?

• Time it took from contacting a site for their local review to be submitted = 
dateLocalReviewSubmitted – dateSiteContacted 

• Time it took from the site submitting the local review to their Local 
Considerations to be completed = dateLCcomplete – 
dateLocalReviewSubmitted

• Time it took for the site to be submitted to the sIRB after completing their 
Local Considerations = dateSubmitted – dateLCcomplete

• Time it took for site to be approved after submitted to sIRB = 
dateSubmitted – dateApproved 



Considerations

• Sample size 

• Metrics used (median vs. mean)

• dateSiteContacted variable as a proxy for when the site was added

• IREx history (e.g. local considerations in 2018) 

• How your site uses IREx (e.g. if your site does not upload relying site 
approvals)



Next Call: April 18, 2025!
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