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Welcome –
About the IREx Quarterly Calls
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2026 Quarterly Calls

October 16, 2026



Welcome The 
Guthrie Clinic - 
NEWEST sIRB in 
IREx!



Who Else Created Studies in Q2?

• Nationwide Children’s Hospital – 2
• Pennington Biomedical Research Center – 2
• The Guthrie Clinic – 2
• The Ohio State University – 1
• UCLA – 1
• UCSF – 18
• University of North Texas HSC – 1
• University of Utah – 2
• Vanderbilt Health – 6
• Wake Forest University Health Sciences – 2 



Updated IREx 
Resource Pages!



Why change the IREx Resource Pages?

• Feedback from users
• Resources are helpful, but…
• Pages were difficult to navigate
• “Takes more time to find the guide I need than to actually use it and do the task”

• Solution
• Simplify pages
• Break up resources by study ‘phase’
• Highlight most requested resources
• Better navigability overall



Old…

Cluttered
Too much 

information

May not 
make sense 
to folks new 

to IREx / 
Too much 
IREx lingo



NEW!

Sleeker
More 

intuitive

Easier to 
take in and 

navigate



IREx Mid-Year 
Metrics



Notable Metrics

Active Studies
IREx supports 902 active 
studies

Single IRBs
51 unique sIRBs oversee these 
studies

Participating Sites
5,850 participating sites across 
all studies

Institutional Diversity
570 unique participating 
institutions



IREx studies growing steadily in 2026



IREx is useful for studies of all sizes



IREx maintains high adoption and 
retention

73%
continue using IREx

IRBs with >1 studies 
in IREx

Average 10 studies per 
relying site



Sites are moving through the process 
efficiently

92% of sites have made it through the sIRB process and received initial approval, up from 90%

Median of 13 days from submission to approval for relying sites

Site approvalSite submitted 
to sIRB

Local 
considerations

Local 
submissionSite contactedLead site 

approved



New IREx 
Features



NEW: Reviewing IRB # Included on 
sIRB Emails



NEW: Local reliance instructions 
included in email

• Local reliance instructions piped 
from Institutional Profile into 
first relying site email

• This will help investigators know 
their first step and save the 
Relying HRPP from having to 
follow up

• Reminder: Update Section 3 of 
your Institutional Profile!



New Indemnification Enhancements

• Indicate use of SMART IRB 
Indemnification Addendum 

• Offer multiple indemnification 
agreements (e.g., LOI and 
SMART IRB Addendum)

• Archive previous agreements
• Option to no longer offer 

indemnification on existing 
study



Automating Local Considerations 
Improvements

• Screening questions added to HRP Survey to allow the 
relying HRPP to indicate it does not apply to their site.

• Other study elements will have a “N/A for this study” 
for related questions



Exception From 
Informed Consent 
(EFIC) Workflow in 
IREx



EFIC in IREx Refresher

• Launched September 2024
• Goals:

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

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

• Provide sites with clear EFIC processes and approval statuses

• Update:
• 2 EFIC studies; 10 total relying sites, all with initial approval
• Look forward to a Lead Study Team presentation on a future Quarterly Call!



sIRBs turn on EFIC study in IREx setup 
sIRB indicates study is EFIC

sIRB/SM uploads 
Community 

Consultation Plan 
Template (CCP) with 

lead site approval

Relying HRPP 
confirms review of 
local CCP & Study 

Team Uploads

SM uploads sIRB’s 
acceptance of CCP – 
ready to implement

Study Team uploads 
CCP Summary of 

Results

SM submits CCP 
Summary to sIRB for 

approval



Upload Community Consultation Plan 
(CCP) Template

With the Lead Site Approval Optional: Include on the Onboarding Tab

sIRB indicates study is EFIC

sIRB/SM uploads 
Community 

Consultation Plan 
Template (CCP) with 

lead site approval

Relying HRPP 
confirms review of 
local CCP & Study 

Team Uploads

SM uploads sIRB’s 
acceptance of CCP – 
ready to implement

Study Team uploads 
CCP Summary of 

Results

SM submits CCP 
Summary to sIRB for 

approval



Relying HRPP confirm review of CCP 
in HRP Survey

sIRB indicates study is EFIC

sIRB/SM uploads 
Community 

Consultation Plan 
Template (CCP) with 

lead site approval

Relying HRPP 
confirms review of 
local CCP & Study 

Team Uploads

SM uploads sIRB’s 
acceptance of CCP – 
ready to implement

Study Team uploads 
CCP Summary of 

Results

SM submits CCP 
Summary to sIRB for 

approval



PI Uploads CCP to PI Survey
sIRB indicates study is EFIC

sIRB/SM uploads 
Community 

Consultation Plan 
Template (CCP) with 

lead site approval

Relying HRPP 
confirms review of 
local CCP & Study 

Team Uploads

SM uploads sIRB’s 
acceptance of CCP – 
ready to implement

Study Team uploads 
CCP Summary of 

Results

SM submits CCP 
Summary to sIRB for 

approval



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

sIRB indicates study is EFIC

sIRB/SM uploads 
Community 

Consultation Plan 
Template (CCP) with 

lead site approval

Relying HRPP 
confirms review of 
local CCP & Study 

Team Uploads

SM uploads sIRB’s 
acceptance of CCP – 
ready to implement

Study Team uploads 
CCP Summary of 

Results

SM submits CCP 
Summary to sIRB for 

approval



Lead Study Team Uploads CCP 
Acceptance from sIRB

Apple Health

Apple Health

sIRB indicates study is EFIC

sIRB/SM uploads 
Community 

Consultation Plan 
Template (CCP) with 

lead site approval

Relying HRPP 
confirms review of 
local CCP & Study 

Team Uploads

SM uploads sIRB’s 
acceptance of CCP – 
ready to implement

Study Team uploads 
CCP Summary of 

Results

SM submits CCP 
Summary to sIRB for 

approval



Review dates captured: 
CCP submissions + review + acceptance

5/11/2024

Apple Health

Apple health

sIRB indicates study is EFIC

sIRB/SM uploads 
Community 

Consultation Plan 
Template (CCP) with 

lead site approval

Relying HRPP 
confirms review of 
local CCP & Study 

Team Uploads

SM uploads sIRB’s 
acceptance of CCP – 
ready to implement

Study Team uploads 
CCP Summary of 

Results

SM submits CCP 
Summary to sIRB for 

approval



Status Summary: 
After CCP Accepted

Apple Health Status 
Updated

Next Step: Upload of 
CCP Summary of 
Results 

sIRB indicates study is EFIC

sIRB/SM uploads 
Community 

Consultation Plan 
Template (CCP) with 

lead site approval

Relying HRPP 
confirms review of 
local CCP & Study 

Team Uploads

SM uploads sIRB’s 
acceptance of CCP – 
ready to implement

Study Team uploads 
CCP Summary of 

Results

SM submits CCP 
Summary to sIRB for 

approval



Status Summary: 
CCP Summary of Results Uploaded

 Relying Sites 
Uploaded CCP 
Summary of 
Results

 Site is ready for 
sIRB review and 
initial approval

sIRB indicates study is EFIC

sIRB/SM uploads 
Community 

Consultation Plan 
Template (CCP) with 

lead site approval

Relying HRPP 
confirms review of 
local CCP & Study 

Team Uploads

SM uploads sIRB’s 
acceptance of CCP – 
ready to implement

Study Team uploads 
CCP Summary of 

Results

SM submits CCP 
Summary to sIRB for 

approval



Current & 
Upcoming Feature 
Development



Improve relying site usability via progress bar

Allow Lead Study Teams to request changes to HRP / PI 
Surveys within IREx

Allow Lead Study Teams to create studies in IREx (to save sIRBs 
1 step)

How can IREx better support you? Chat or email us your ideas 
or feature suggestions!

Upcoming IREx Features



Next Call: 
October 16, 2026!
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