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04.21.2023
QUARTERLY CALL 
AGENDA ➢ Welcome & 

Announcements

➢ Brief updates

➢ PREVIEW: New  
System Features



About the IREx Quarterly Calls
h

e
ar

 •
n

ew
  •

fe
at

u
re

s • You’re busy.

• IREx is busy.

• Call in once a 
quarter to 
hear what’s 
new!
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• How are 
folks 
leveraging 
IREx on their 
sIRB studies? sh
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e • Give your 
opinion

• Ask your 
questions 

• Express your 
needs



Upcoming Quarterly Calls 

July 21st, 2023 

October 20th, 2023

January 19, 2024



IREx Satisfaction 
Survey Efforts



IREx Study 
Manager Focus 
Group



Features Coming Soon!



IREx Division of Labor: 2018*

Single IRB Lead Study Team

Create study X

Complete IREx Setup X

Confirm Study-specific Reliance Plan (SSRP) X

Upload overall study approval X

Indicate executed IAAs and/or indemnification NA NA

Add PSites X

Track PSites progress X

Export PSite documentation X

Upload PSite Approval X

Upload Continuing Reviews X

Upload Study-wide Amendments X

Upload Site Modifications X

Total Tasks 7 4

* IREx began capturing local considerations



IREx Division of Labor: 2022

Single IRB Lead Study Team

Create study X

Complete IREx Setup X

Confirm Study-specific Reliance Plan (SSRP) X

Upload overall study approval X

Indicate executed IAAs and/or indemnification X

Add PSites X

Track PSites progress X

Export PSite documentation X

Upload PSite Approval X

Upload Continuing Reviews X

Upload Study-wide Amendments X

Upload Site Modifications X

Total Tasks 4 8



Some Early Communications
Occur Outside of IREx

Single IRB Lead Study Team

Create study X

Complete IREx Setup X

Confirm Study-specific Reliance Plan (SSRP) X

Upload overall study approval X

Indicate executed IAAs and/or indemnification X

Add PSites X

Track PSites progress X

Export PSite documentation X

Upload PSite Approval X

Upload Continuing Reviews X

Upload Study-wide Amendments X

Upload Site Modifications X

Total Tasks 4 8

PRIOR TO OVERALL APPROVAL
1. Request sites complete 

required agreements

AFTER OVERALL APPROVAL
1. Disseminate overall approval 

to sites 
2. Include instructions for relying 

on the single IRB 



These early communications are critical!

134 132

100

76 68

0

50

100

150

200

250

2018 2019 2020 2021 2022

Time to PSite Approval by the sIRB –
Time from Lead Site Approval to PSite Submission

Lead Approval - Psite Local Sub. Psite Local Sub. - Local HRPP Review PSite Local Sub. - IREx LC Comp. IREx Local Context Comp. - sIRB Sub PSite sIRB Sub - Approval



Upcoming IREx Enhancements

Request required agreements 
from IREx

Provide single IRB / reliance 
instructions to sites from IREx

Grant Study Teams access to the 
overall approval in IREx without 

requiring HRPP to register

Prior to overall 
study approval

After overall study 
approval



NEW for Single IRBs: 
Include Instruction Templates for PSites

sIRB Options:

1. Use the default 

IREx instructions

2. Upload your own 

instructions

3. Control whether 

the Study 

Manager can 

request 

agreements



NEW for Single IRBs: 
Include Instruction Templates for PSites

sIRB Options:

1. Use the default IREx instructions

2. Upload your own instructions



NEW for Single IRBs: 
Include Instruction Templates for PSites



NEW: Redesigned Status Summary

CURRENT



NEW: Redesigned Status Summary

UPDATED



NEW: Redesigned Status Summary

UPDATED



NEW for Study Managers:
Disseminate Overall / Lead Site Approval 

Docs via IREx

NEW!
1. Include instructions

instead of creating your own
2. Include approval documents 

instead of emailing them separately

3. Grant immediate IREx Access to 
study teams

instead of waiting for HRPP to register



NEW: Study Navigation Bar



NEW: Participating Sites Page – “Sites”

1. Include multiple PIs 
and/or Contacts

2. Edit contacts any 
time

3. Contacts never 
disappear from 
view



NEW for Study Managers:
Include Additional Site Contacts



NEW Streamlined Status Summary



Considerations 
for Single IRBs



New 
Feature 
Release 

• Week of May 15th

• Newsletter announcement a 
few days before the release

• Tips for Study Managers of
existing studies

• Updated quick guides, videos, 
and trainings



Next Call: July 21, 2023
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