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HRPPs QUARTERLY CALL AGENDA

• Welcome

• IREx Utilization Update

• Reminders from the Last Call

• New System Features

• Upcoming Development Releases

• Bonus Discussion!

• Next Call



IREX UTILIZATION

Linda



IREX UTILIZATION

Linda
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Reminders from the Last Call



REMINDERS FROM THE LAST CALL 

The version # and change summary 
you enter for amendments are 
included on notifications

Relying Sites (HRPPs & PIs) can view their 
site’s status on the Status Summary



REMINDERS FROM THE LAST CALL 

Edits made to the HRP and PI Surveys 
are tracked and sent via email.

Distinguish the Single IRB from the 
Lead Site, when needed



REMINDERS FROM THE LAST CALL 

Distinguishing study-wide and site-
specific approval documents.



New System Features!



HEADS UP: REVIEWING IRB CAN 
EDIT APPROVALS ANYTIME

• Reviewing IRB Liaisons can edit / update an 
existing approval at any time.

• This is NOT for amendments or new 
approvals. Only additions & corrections to 
existing approvals.



STUDY MANAGER NOTIFIED OF 
LEAD SITE’S UPDATED APPROVAL

• If the Lead Site’s materials 
are changed, the Study 
Manager (SM) is notified.

• If Participating Sites have 
changes, the SM can 
update their approvals & 
they will be notified.



IF A PARTICIPATING SITE’S APPROVAL
IS UPDATED, THEY ARE NOTIFIED



NEW QUESTION ON THE 
INSTITUTIONAL PROFILE

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: 



STUDY TEAM CONTACTS 
AUTO-POPULATE

• Relying HRPPs confirm the contacts 
are correct, remove and /or add 
new contacts.



STUDY TEAM CONTACTS 
LOCKED AFTER SITE REGISTERS

• After a site registers, contacts 
can longer be edited by the 
Study Manager.

• Sites become responsible for the 
contacts and access at their site.



ADD/EDIT STUDY TEAM IN 
PI CHECKLIST



UPDATED RESOURCE MATERIALS

• Revamped website resources pages
• https://www.irbexchange.org/p/reviewingirb/

• https://www.irbexchange.org/p/participating-site-hrpps/

• https://www.irbexchange.org/p/irexstudymanager/

• https://www.irbexchange.org/p/participating-site-study-teams/

• Organization of each page
• Quick link to sign up for training

• Quick link to general video for specific user type

• Brief descriptions of how the user type uses IREx

• Newly organized resources for the user type

https://www.irbexchange.org/p/reviewingirb/
https://www.irbexchange.org/p/participating-site-hrpps/
https://www.irbexchange.org/p/irexstudymanager/
https://www.irbexchange.org/p/participating-site-study-teams/


UPDATED RESOURCE MATERIALS

• NEW VIDEOS ON YOU TUBE
• Local considerations video:

https://www.youtube.com/watch?v=iN3mEDQ9kx8&feature=youtu.be

• How to Add HRPP/IRB Contacts: 
https://www.youtube.com/watch?v=870HCtnCAWI

• How to Remove HRPP/IRB Contacts: 
https://www.youtube.com/watch?v=LUo0uVE-bvQ

https://nam05.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.youtube.com%2Fwatch%3Fv%3DiN3mEDQ9kx8%26feature%3Dyoutu.be&data=02%7C01%7Cemily.serdoz%40vumc.org%7C8224588801434cfe5b4808d79ac7e544%7Cef57503014244ed8b83c12c533d879ab%7C0%7C0%7C637148056714927234&sdata=d3ycMfFEZB%2Fc1DBIqIdTKF5N1eHn1t49%2FVlj4ARm43Y%3D&reserved=0
https://www.youtube.com/watch?v=870HCtnCAWI
https://www.youtube.com/watch?v=LUo0uVE-bvQ


Upcoming Development Releases



COMBO SITES: A BRIEF INTRODUCTION 
TO A FEW NEW FEATURES

• Facilitating reliance documentation for a single study team that 
engages multiple FWAs for a study
• For example, if a PI engages University of Pittsburgh Medical Center (FWA 

00006735) & University of Pittsburgh (FWA 00006790).

FWA #1 “Primary” FWA #2

Cede Decision Required Required

Institutional Profile Required Required

HRP Survey Required
Option to default to 

Primary HRPP

PI survey One survey

Validate PI survey Required View only

Approval docs from 
sIRB

One set of documents 

• Reviewing IRB needs cede 
decision & local 
considerations from both 
FWAs before they review “the 
site”

• Only need 1 PI survey & 1 set 
of approval documents



COMBO SITES – ADD PARTICIPATING 
SITES DIALOG UPDATES

CURRENT:
COMING SOON:



Edit / delete
Combo site
“Primary” is bold 
& listed first

Single site Site has registered; 
contacts are managed 
by the site 

Optional information missing

Checkbox to indicate 
“combo site”



BONUS DISCUSSION!



STUDY MANAGER FOCUS GROUP

MORE FEATURES FOR COORDINATING CENTERS & LEAD STUDY TEAMS

• Ability to disseminate the overall study approval to sites (Protocol, 
ICF templates, reliance instructions)

• Ability to track other study documents (e.g., SOPs, MOPs) and 
documentation (Key Study Personnel Training)

• Ability to capture regulatory information from sites post-initial 
approval (continuing review information)

We hear you and we want you to join our focus 
group to inform new system features and priorities!



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


