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QUARTERLY CALL AGENDA

• Welcome
• Reminders from the Last Call
• New System Features
• Next Call



Reminders from the Last Call



REMINDERS FROM THE LAST CALL 

IREx API available for Single IRBs to integrate with their local 
electronic system

1. Push a new study & lead site approval from your e-IRB system  to IREx
2. Pull site-specific documentation into your e-IRB system  from IREx
3. Push site approvals from your e-IRB system  to IREx

Learn More: https://www.irbexchange.org/p/irex-integration-api/

Get Connected: Contact admin@IRBExchange.org to schedule a call with 
your IT folks & the IREx Developers

https://www.irbexchange.org/p/irex-integration-api/
mailto:admin@IRBExchange.org


REMINDERS FROM THE LAST CALL 

.

The Reviewing IRB can edit an existing approval

Study Managers are notified of updates

Relying Sites are notified if their 
approval is updated



REMINDERS FROM THE LAST CALL 

WHAT: “After your HRPP has provided local reviews to the SIRB, 
does your IRB or HRPP require a submission of your site’s 
sIRB approved documents before your site is 
activated/enrollment can begin?”

WHY: To help coordinating centers / lead study teams know when 
a site is fully activated to begin enrollment.

WHERE: 
New question on Institutional Profile



SITE SPECIFIC SSRPS AVAILABLE FOR
REVIEWING IRB TO DOWNLOAD

Status Summary Tab



New System Features!



NEW REGISTRATION PROCESS FOR 
ALL RELYING HRPPS

What is registration? 
• Registration confirms your FWA is 

engaged.
• Registration gives your site access to 

the study to provide reliance 
documentation.

• Registration is NOT an indication of 
reliance.

CURRENT REGISTRATION PAGE

PROBLEM: HRPPs are currently unable to change 
the information for their PI or FWA on 

registration.



NEW QUESTIONS ON 
STUDY REGISTRATION

Starting Tuesday, April 21st:
Confirm the FWA & PI are correct

Clarify the FWA for the PI

Change the FWA engaged by the PI 

Change the PI engaged for your FWA 

Indicate your FWA is not engaged for the study 

Add an FWA for the PI



REGISTRATION –
Confirm the FWA & PI are correct

Scenario #1



REGISTRATION –
Clarify the FWA for the PI

If no, Submit and 
your site is 

registered & PI 
given access

Scenario #1



REGISTRATION –
Change the FWA for the PI

Scenario #2



REGISTRATION –
Change the PI engaged for your FWA 

Scenario #3



REGISTRATION –
Indicate your FWA is not engaged for the study  

Scenario #4



REGISTRATION:
Add an FWA for the PI

This creates a “Combo Site”

Scenario #5



PI

Medical Center
FWA456456456

University
FWA123123123

What is a Combo Site?

A Combo Site occurs when 
one investigator or study team 

engages multiple FWAs for a 
study

CHALLENGES: 
1. sIRB needs reliance documentation (cede 

decision + local considerations) from all 
engaged FWAs/sites

2. Sites could not be identified as Combos in IREx



Reliance Documentation 
for Combo Sites

• Combo Sites have similar reliance documentation as non-combo sites.
• Combo Sites have a self-identified “Primary” who assumes responsibility for the PI Survey 

& serves as the primary POC.

Documentation Primary HRPP Non-Primary HRPP(S)

Reliance Decision X X

Institutional Profile X X

HRP Survey X Option to defer to Primary 
HRPP’s responses

PI Survey One PI survey
Validated by Primary HRPP, viewable by Non-Primary HRPP(s)

Approval Documents from sIRB One set of approval documents



REGISTRATION:
Add an FWA for the PI

This creates a “Combo Site”



REGISTRATION –
Creating a Combo Site

• If you’re the Liaison for the FWA added, it is registered 
on the study.

• If you’re not the Liaison for the FWA added, they are 
notified. 

Starting Tuesday, April 21st:



REGISTRATION –
Confirm you are a Combo Site

Note: If the sIRB or lead study team listed your site as a Combo Site, your registration will also look like this.



REGISTRATION –
Confirm you are a Combo Site



BUSINESS AS USUAL FOR THE PRIMARY HRPP

Combo Site HRPPs can see the 
status of each site on the Status 

Summary Tab.



MULTISITE LIAISON STUDY 
DASHBOARD



NON-PRIMARY HRPPS & 
THE HRP SURVEY



NON-PRIMARY HRPPS & 
THE HRP SURVEY

Non-Primary HRPPs must add:
1. Local HRPP contact info

2. Consent language, if applicable
3. Signature



COMBO SITES ON THE 
SITE-SPECIFIC APPROVALS TAB



ENHANCED PARTICIPATING SITES
DIALOG

CURRENT:

Starting Tuesday, April 21st:



STUDY MANAGERS CAN UPLOAD 
CONTINUING REVIEWS & AMENDMENTS

sIRB
• Create study*
• Assign Study Manager
• Complete SSRP
• Upload initial approval*

Study Manager
• Add sites
• Track site progress completing steps
• Export local considerations*
• Upload initial site approvals from 

sIRB*
• **NEW** Upload continuing 

reviews
• **NEW** Upload study-wide and 

site-specific amendments 

*API available for interconnectivity with sIRB e-IRB system

**Available Now**



UPDATED RESOURCE MATERIALS

• New Videos on YouTube
• Combo Site Trailer
• Participating Site HRPPs
• Adding Participating Sites

• Combo Site Overview Handout
• New Quick Guides:

• Reviewing IRB
• PSite HRPPs
• Multisite Liaisons
• Study Manager
• PSite Study Teams

https://www.youtube.com/watch?v=U0AlkKVPnfw&feature=youtu.be
https://www.youtube.com/watch?v=6v1qcI4tTeo&feature=youtu.be
https://www.youtube.com/watch?v=utvT-TNQ3tI&feature=youtu.be
https://www.irbexchange.org/p/wp-content/uploads/2020/03/IREx_ComboSite_Overview.pdf
https://www.irbexchange.org/p/wp-content/uploads/2018/10/IREx_ReviewingIRB_QuickGuide.pdf
https://www.irbexchange.org/p/wp-content/uploads/2019/02/IREx_PSiteHRPP_QuickGuide.pdf
https://www.irbexchange.org/p/wp-content/uploads/2019/09/IREx_Multi-siteLiaison_QuickGuide.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/2018/12/IREx_PS-StudyTeam_QuickGuide.pdf


JOIN A TRAINING TO LEARN MORE

https://attendee.gototraining.com/rt/6676527480060440578
• April 23 at 3 ET
• April 27 at 12 ET
• April 28 at 2 ET

https://attendee.gototraining.com/rt/6676527480060440578


Next Call
• July 17, 2020 @ 1 PM ET/10 AM PT
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