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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 

.

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



REMINDERS FROM THE LAST CALL 

PIs now have “Verify Study Team Contacts” on their Getting Started Checklist



New System Features!



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 – Discuss with the sIRB**



UPLOADING CONTINUING REVIEWS 
& AMENDMENTS

1. Upload the approval for the overall study/lead site first

2. Then upload updated materials (e.g., consents) for relying sites

Your queue to upload a new approval to IREx comes from the sIRB’s system



UPLOADING SITE AMENDMENTS
(E.G., PI CHANGE) 



NEW DIALOG FOR ADDING 
PARTICIPATING SITES

Goals:

• To improve the user interface

• To allow for the capture of 
combo sites

Starting Tuesday, April 21st:



NEW DIALOG FOR ADDING 
PARTICIPATING SITES



NEW DIALOG FOR ADDING 
PARTICIPATING SITES

WHAT’S NEW?

• How to video in dialog

• PIs with IREx access auto 
populate as you type 

• Indicate PIs engage 
additional FWAs
• Creating a Combo Site



NEW DIALOG FOR ADDING 
PARTICIPATING SITES



NEW DIALOG FOR ADDING 
PARTICIPATING SITES



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



COMBO SITES ON THE 
STATUS SUMMARY 

• Listed alphabetically 
based on the Combo Site 
Primary

• Grouped together, but 
include a row for each 
Combo Site

• Press Notify HRPP for 
each site in Combo Site 



NEW REGISTRATION QUESTIONS ALLOW HRPP 
TO MAKE CHANGES

Starting Tuesday, April 21st:



NEW SITE REGISTERED FOR STUDY

Starting Tuesday, April 21st:

The site confirmed their PI & FWA – No Changes!



NEW SITE REGISTERED FOR STUDY

Starting Tuesday, April 21st:

The site added an additional FWA, creating a combo!



SITE DECLINED ENGAGEMENT FOR STUDY

Starting Tuesday, April 21st:

The site indicated they are NOT engaged.



NEW REGISTRATION PROCESS
FOR RELYING HRPPS

Local considerations must be 
complete for ALL sites in Combo 

before exporting Local Considerations



UPLOAD ONE SET OF APPROVAL
DOCUMENTS FOR COMBO SITES



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/7231248688485046273

• April 22 at 12 ET

• April 29 at 3 ET

• April 30 at 2 ET

https://attendee.gototraining.com/rt/7231248688485046273


Next Call
• July 17, 2020 @ 2 PM ET/11 AM PT


