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Upcoming Quarterly Calls 

October 20, 2023October 20, 2023

January 19, 2024January 19, 2024

April 19, 2024April 19, 2024



New Features Released July 18th



IREx Division of Labor

Lead Study TeamSingle IRB
XCreate study

XComplete IREx Setup

XConfirm Study-specific Reliance Plan (SSRP)

XIndicate executed IAAs and/or indemnification 

XAdd PSites

XUpload overall study approval 

XTrack PSites progress

XExport PSite documentation

XUpload PSite Approval

XUpload Continuing Reviews

XUpload Study-wide Amendments

XUpload Site Modifications

84Total Tasks



Some Early Communications
Occur Outside of IREx

Lead Study TeamSingle IRB
XCreate study

XComplete IREx Setup

XConfirm Study-specific Reliance Plan (SSRP)

XIndicate executed IAAs and/or indemnification 

XAdd PSites

XUpload overall study approval 

XTrack PSites progress

XExport PSite documentation

XUpload PSite Approval

XUpload Continuing Reviews

XUpload Study-wide Amendments

XUpload Site Modifications

84Total Tasks

Outside of IREx
1. Request sites complete 

required agreements

Outside of IREx
1. Disseminate overall approval 

to sites 
2. Include instructions for relying 

on the single IRB 



New & 
Improved 
Features

Single IRBs can include Site Instructions in IREx.

Lead Study Teams (LSTs)/ IREx Study Managers (IREx 
SMs) can use IREx to request agreements & disseminate the 
initial overall approval documents to sites.

LSTs/IREx SMs can list multiple study team contacts before 
notifying sites of a study. 

Relying Study Teams get immediate access to IREx when 
their site is notified of a study.

All users will notice the IREx study page has a new look!



Single IRBs Confirm New Site Instructions
sIRBs



Sites Page – Adding Sites

1. Enter site name and select from dropdown
2. Enter PI and Coordinator information
3. Add additional contacts

IREx Study Manager 



Sites Page Enhancements

1. Add new sites
2. Edit contacts for an existing site
3. View whether sites have been granted access to the study

IREx Study Manager & sIRBs

4. View multiple PIs and/or coordinators for each site
5. Email all site contacts with the click of a button



New Feature: Request Agreements from Sites

1. sIRBs or Study Managers can Request Agreements from any 
site(s) missing the required agreements.

2. Instructions include links to complete agreements (SMART IRB) 
or an attachment of the sIRB’s required agreement template. 

IREx Study Manager & sIRBs



New Feature: Notify & Grant Access to Study Teams

1. Notify & Grant Access grants the study team immediate 
access to the study & approved study materials to prepare for 
local submission.

(Preview 
notification 
before sending)

IREx Study Manager & sIRBs



Sample Notification Email

2. A zip file of the lead site’s initial approval are attached to 
the email.

3. The email includes instructions for completing the single 
IRB process.



None if the lead site approval is not published

What documents are sent when sites are notified?What documents are sent when sites are notified?

Note: Be sure to include the consent template to the lead site’s approval, if one is used.



The last published version.

What documents are sent when sites are notified?What documents are sent when sites are notified?

Note: Be sure to include the consent template to the lead site’s approval, if one is used.



If sites were notified and a
new approval is published,
they get notified of the new
documents.

What documents are sent when sites are notified?What documents are sent when sites are notified?

Note: Be sure to include the consent template to the lead site’s approval, if one is used.



IREx Study Page Redesign



New Study Page Redesign

2. Use the Info Icon to view the Study Summary (sponsor, NCT#) and the Reviewing IRB & IREx Study Manager 
contact information.

1. Study title is now at the top of the study page.



New Study Page Navigation Bar

The IREx Study Page has a new look – use the navigation bar at the top to quickly view 
approvals, the status summary, add sites, view contacts with access to IREx .

IREx Study Manager 



New Navigation Bar: Approvals Page
IREx Study Manager & sIRBs



New Navigation Bar: Status Summary Page
IREx Study Manager & sIRBs

1. Status Summary is a separate page on the study navigation bar.
2. Agreements combines the Reliance Agreement, Indemnification, and IREx Access into a single 

column. 
3. Color is used to draw attention to steps that are incomplete or need action. Completed steps are 

greyed out.



Status Summary Legend Update

The Reliance Decision Legend has been updated. The Completed
status is now grey colored, indicating no further actions are required.



New Navigation Bar: Sites Page

1. Add new sites
2. Edit contacts for an existing site
3. View whether sites have been granted access to the study

IREx Study Manager & sIRBs

4. View multiple PIs and/or coordinators for each site
5. Email all site contacts with the click of a button



New Navigation Bar: Contacts Page

View all study personnel with study access on the 
new Contacts page.

IREx Study Manager & sIRBs



Study Team Navigation Bar
Relying Site Study Team – PI View

Relying Sites only have the Approvals, Status Summary pages, and a My Site Info menu. 

Note: Study teams get access to the PI Survey when their HRPP confirms study participation. 



Relying Site’s Approvals Page
Relying Site HRPP & Study Teams



Relying Site’s Approvals Page
Relying Site HRPP & Study Teams



Wait – what’s this mean for existing studies?!Wait – what’s this mean for existing studies?!

• Studies created prior to 7/18 – are automatically set to use the default IREx 
instructions so the SIRB doesn’t have log in and edit anything.

• Sites/study teams contacted before 7/18 – did not get single IRB 
instructions, zip file of approval documents, or immediate access for study 
teams

• Relying study teams must wait for their HRPP to register to log in before they get access.
• To send instructions, documents, and grant immediate approval, you can re-contact the 

site – just be sure it won’t be confusing to the site to get something new.
• Adding new contacts for existing sites –

• If the site has not registered, they will not get access to IREx until their HRPP registers.
• If their site has registered, they get access when they are added.

• Adding new sites to a study created before 7/18 – study teams will get the 
default IREx single IRB instructions, approval documents zip, immediate 
access for study teams



What’s Next for IREx?



What’s Next?

• Capturing other single IRB communications – not just approvals
• IRB letter from protocol deviation that doesn’t result in any changes.
• important study-related changes that aren’t IRB approved yet (e.g., FDA issues Safety Memo)
• communicate preliminary reports to relying sites, and later send final determination letters, action plans

• Enhancing document history & displayed for study teams
• Revising local considerations to account for study-specific questions 

(e.g., accounting for standard of care / routine care) & SMART IRB 
recommendations (released for comment today!)

• Capturing information needed for Continuing Review from Relying 
Study Teams

• Supporting SMART IRB Version 3, once released
• Other Suggestions?



Next Call: October 20, 2023


