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Welcome –
About the IREx Quarterly Calls
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• 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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• Ask your 
questions 

• Express your 
needs



Remaining 2025 Quarterly Calls

October 17, 2025



Announcements



Website Updates -
https://www.irbexchange.org/p/participants/

• SMART V3 status 
available on public IREx 
Participating Institutions 
page

• Improved load time

https://www.irbexchange.org/p/participants/


Website Updates -
https://www.irbexchange.org/p/agreement-checker/ 

https://www.irbexchange.org/p/agreement-checker/


Updated Materials Related to 
Reliance Agreements / SMART

PDFs Available on the IREx Website
• SSRP QG (PDF)
• Using IREx to Capture Local Considerations (PDF)
• Local Considerations Packet – non-EFIC Studies (PDF)
• Local Considerations Packet – EFIC Studies (PDF)
• Agreements Overview (PDF)
Videos Available on the IREx YouTube Channel
• Managing Agreements in IREx (video)
• How to Add Another Reliance Agreement to an Existing Study in IREx (video)
• What is the SSRP? (video)
• The Importance of Study-specific Local Considerations & Using IREx to 

Capture LCs (video)

https://www.irbexchange.org/p/wp-content/uploads/2020/09/IREx_SSRP_QuickGuide.pdf
https://www.irbexchange.org/p/wp-content/uploads/2018/10/IREx_LocalConsiderations_1-pager.pdf
https://www.irbexchange.org/p/wp-content/uploads/2019/01/IREx_LocalContextOverview_PSsGeneratingICFs.pdf
https://www.irbexchange.org/p/wp-content/uploads/2024/08/IREx_LocalContextOverview_EFIC.pdf
https://www.irbexchange.org/p/wp-content/uploads/2021/02/IREx_AgreementsOverview.pdf
https://youtu.be/dURYVqmDCYc
https://youtu.be/BBV8_Erzm9w
https://youtu.be/SumQaBdvz_E
https://youtu.be/cWSN5O6sLC4
https://youtu.be/cWSN5O6sLC4


New IREx Feature: 
Turning Off Approval Notifications



This Photo by Unknown Author 
is licensed under CC BY-NC

https://jordanfinners.dev/blogs/how-to-collect-date-information-using-html-input/
https://creativecommons.org/licenses/by-nc/3.0/


Allow Reviewing IRBs & SMs to turn 
off approval notification emails

1. Single IRB will have option to allow Lead Study Team 
/ CC to turn off approval notifications

2. If allowed, Lead Study Team / CC can check box to 
publish approval WITHOUT sending notifications



Updated Materials Related to Turning 
Off Notifications

PDFs Available on the IREx Website
• How to Upload Site Amendments (PDF)
• How to Upload Initial Approvals for Relying Sites (PDF)
• IREx Study Manager Step-by-Step (PDF)
• IREx API Study Manager Step-by-Step (PDF) (only use if your sIRB uses the IREx API)
• Reviewing IRB QG (PDF)
• How to Upload the Lead Site / Overall Study Initial Approval (PDF)
• How to Upload a Study-Wide Amendment (PDF)
• How to Upload Continuing Review Approvals in IREx (PDF)
Videos Available on the IREx YouTube Channel
• How to Upload the Initial Approvals for Relying Sites (video)
• How to Upload the Lead Site / Overall Study Initial Approval (video)

https://www.irbexchange.org/p/wp-content/uploads/2020/06/IREx_Uploading_Site_Amendments.pdf
https://www.irbexchange.org/p/wp-content/uploads/2019/10/IREx_InitialApproval_RelyingSites_StudyManager.pdf
https://www.irbexchange.org/p/wp-content/uploads/2019/02/IREx_StudyManager_Step-by-Step.pdf
https://www.irbexchange.org/p/wp-content/uploads/2024/10/IREx_API_StudyManager_Step-by-Step.pdf
https://www.irbexchange.org/p/wp-content/uploads/2018/10/IREx_ReviewingIRB_QuickGuide.pdf
https://www.irbexchange.org/p/wp-content/uploads/2019/05/IREx_InitialApproval_ReviewingIRB.pdf
https://www.irbexchange.org/p/wp-content/uploads/2020/06/IREx_Uploading_Study-wide_Amendments.pdf
https://www.irbexchange.org/p/wp-content/uploads/2019/05/IREx_Uploading_Continuing_Review.pdf
https://www.youtube.com/watch?v=yWodVkdIxIU
https://www.youtube.com/watch?v=Tzyxk8ZoNRE


PI Survey Updates
New questions to improve response quality



This Photo by Unknown Author is licensed under CC BY-
SA-NC

Thank you Vanderbilt 
Coordinating Center for 

the suggestions!

Thank you IREx User 
Feedback Group for 
review & additional 

thoughts!

http://www.michellesmirror.com/2017/05/the-irregular-summer-sabbatical.html
https://creativecommons.org/licenses/by-nc-sa/3.0/
https://creativecommons.org/licenses/by-nc-sa/3.0/


New Question



Institutional Profile (IP) 
Updates & Statistics



IP Reminder

• No file uploads 
• Simplify review
• Minimizes out of date 

information

• Line breaks to 
improve formatting!



About the New IP Fields

1. Align IREx’s SSRP with the SMART IRB 
v3 Implementation Checklist

2. Capture additional state/local 
requirements that have standard 
implications for review or the 
consent form, for example:
• Pregnancy testing
• Text/email communication policies
• Signature block requirements
• Genetic testing



Responses are general 
and should not be 
tailored to a study.

About the New Local Review Fields



About the New Local Review Fields

It’s okay to include 
hyperlinks to policies 
and websites.

When possible, also 
include navigational 
tips and important 
notes.





IREx is bringing automation to Local 
Context Reporting!

It’s an investment in your 
future!

Coming soon for sIRBs: 
• When sIRBs create a study, they 

will indicate study elements that 
apply to the study

• sIRBs can also add specific 
questions to the HRPP and/or PI 
Survey (e.g., Is use of the ABCDE sleep 
protocol standard of care in the ICU at your 
site?)



IREx is bringing automation to Local 
Context Reporting!

Coming soon for Relying Sites: 
• IP questions & answers related to 

the study elements will pipe into 
the HRP Survey for relying HRPP 
to: 
• Confirm response OR
• Tailor response to the study

Minimize duplication & streamline 
reporting of local context! 



IREx is bringing automation to Local 
Context Reporting!

Coming soon for sIRBs: 
• All IP & HRP Survey 

information will be on a single 
form for review.

• The full IP will no longer export 
with local considerations 

Minimize inconsistencies 
between the IP & HRP Survey



Update your IP & Complete the New 
Questions!



Upcoming Features
ETA –Fall 2025



‘Exempt’ Studies in IREx



Mid-Year Metrics Check



Notable Metrics

• 49 institutions are using IREx as the sIRB for over 700 studies

• 70% of single IRBs using IREx, continue to use it (have >1 studies in IREx)

• 68% of studies have 1-5 sites | 32% of studies have >5 sites

• 40 sites have >40 studies in which they are relying

• Average of 10 studies per relying site

• 90% of sites have made it through the sIRB process and received initial 
approval   



Who’s next??

This Photo by Unknown Author is licensed under CC BY-ND

https://comeexplorewithmeblog.wordpress.com/2017/02/21/stepping-out-of-your-comfort-zone/
https://creativecommons.org/licenses/by-nd/3.0/


Using IREx as the Single IRB



IREx is proven useful for studies of all sizes

• Centralizes documentation for large studies
• Helps capture document for many, many sites
• Easy to track where sites are in the pipeline
• Provides Transparency for coordinating centers or studies with large teams to 

onboard sites
• Simplifies the process for small studies 

• May not have a ‘study manager’ or coordinating center to manage communications
• PIs may be new to multisite studies + sIRB → IREx is their guide to what needs to 

happen
• Minimizes burden on sIRB to answer operational/process questions

• IREx Support Team offers 2 trainings per month to lead study teams
• IREx Support Team monitors site onboarding ON ALL STUDIES to offer tips/answer 

questions



IREx and SMART Online Reliance System Differ

• In IREx…
• PIs do not request an sIRB within IREx – they discuss directly with the sIRB (e.g., 

email, HRPP website)

• sIRBs creates the study shell + configure preferred settings

• Capture reliance decisions, the Implementation Checklist (SSRP), local context and 
Approvals

• IREx local context and SSRP are dynamic – they can be edited and captured for the 
life of the study

• IREx captures relying site approvals to streamline communications and centralize 
access for the life of the study

• The SAME: Study Teams add sites and contacts



IREx Workflow is Flexible

• When should the study be created? 
❑Prior to lead site approval – this gives study team time for 

training & adding sites + contacts
❑After the lead site is approved

• What features can I leverage?
❑Reliance agreements offered (SMART IRB and/or others)
❑Track indemnification agreements in IREx, or not
❑Use IREx template emails (instructions to sites, agreements to 

complete) or upload custom templates
❑Capture Local Context for the life of the study or not
❑Allow study manager to turn off approval notifications

• How much do I want the Study Manager to do?
• All of it (other than study creation and setup)
• A mix – sIRB screens local context and creates site add | SM 

adds sites and their sIRB approvals
• FWIW: Most offload all tasks the Lead Study Team!



[Demo] Create a Study in IREx

IREx Resource & Navigation 
Tour



We Want to Hear From You!



How can we improve IREx?

• Other metrics or information we can make available on the 
public homepage?

• New features?

• Reports?



Next Call: October 17, 2025!


	Slide 1: 07.18.2025 QUARTERLY CALL  AGENDA
	Slide 2: Welcome –  About the IREx Quarterly Calls
	Slide 3: Remaining 2025 Quarterly Calls
	Slide 4: Announcements
	Slide 5: Website Updates - https://www.irbexchange.org/p/participants/ 
	Slide 6: Website Updates - https://www.irbexchange.org/p/agreement-checker/ 
	Slide 7: Updated Materials Related to Reliance Agreements / SMART
	Slide 8: New IREx Feature: 
	Slide 9
	Slide 10: Allow Reviewing IRBs & SMs to turn off approval notification emails
	Slide 11: Updated Materials Related to Turning Off Notifications
	Slide 12: PI Survey Updates
	Slide 13
	Slide 14: New Question
	Slide 15:  
	Slide 16: IP Reminder
	Slide 17: About the New IP Fields
	Slide 18
	Slide 19: About the New Local Review Fields
	Slide 20
	Slide 21: IREx is bringing automation to Local Context Reporting!
	Slide 22: IREx is bringing automation to Local Context Reporting!
	Slide 23: IREx is bringing automation to Local Context Reporting!
	Slide 24: Update your IP & Complete the New Questions!
	Slide 25: Upcoming Features  ETA –Fall 2025
	Slide 26: ‘Exempt’ Studies in IREx
	Slide 27: Mid-Year Metrics Check
	Slide 28: Notable Metrics
	Slide 29: Who’s next??
	Slide 30: Using IREx as the Single IRB
	Slide 31: IREx is proven useful for studies of all sizes
	Slide 32: IREx and SMART Online Reliance System Differ
	Slide 33: IREx Workflow is Flexible
	Slide 34: [Demo] Create a Study in IREx  IREx Resource & Navigation Tour
	Slide 35: We Want to Hear From You!
	Slide 36: How can we improve IREx?
	Slide 37: Next Call: October 17, 2025!

