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QUARTERLY CALL AGENDA  

• Welcome & Reminders

• Participating Personnel List

• Adding Participating Sites to IREx

• The IREx Study Manager Role: A Refresher

• Updated Resources 



Reminders from the Last Call



IN CASE YOU MISSED IT…

• IREx no longer requires institutional portal agreement – HRPP/IRB 
managers or directors can request access via website: 
https://redcap.vanderbilt.edu/surveys/?s=W98HMCHAPT

• Established “IREx Study Manager” role for CCCs and Lead Study Team 
Coordinators to help with single IRB coordination

https://redcap.vanderbilt.edu/surveys/?s=W98HMCHAPT


Participating Personnel List



PARTICIPATING PERSONNEL LIST

AVAILABLE IN IREX NOW!

• Participating Personnel lists who has 
access to your study.

• Participating Personnel are added
by their local institution



Adding Participating Sites to IREx
Participating Sites = PSites



INITIAL PSITE COMMUNICATION –
OUTSIDE OF IREX 
BEFORE A SITE IS ADDED AND HAS ACCESS TO IREx…

• PSites need to receive an initial communication that the study will use a 
single IRB.

• Disseminate all materials to the PSite
PIs outside of IREx 
– including:

• Approved protocol and ICF templates;
• Reliance instructions; 
• Contracts; and 
• Other regulatory documents

• Sites uses these materials to engage
/ submit to their local HRPP, who 
then documents reliance-related 
information in IREx.

AVAILABLE IN IREX NOW!



ADDING PARTICIPATING SITES 
TO IREX

AVAILABLE IN IREX NOW!

You can search for PSites using 
their FWA # or their name



ADDING PARTICIPATING SITES 
TO IREX

AVAILABLE IN IREX NOW!

Purpose: To connect the PSite HRPP and study team 
around the reliance process for their site.

• Does not provide PI access to IREx 
(access is granted by local HRPP)

• Does not provide access to study 
documents (materials are sent via 
email to local study team)



IREx Study Manager Refresher
Study Manager = Lead Study Team or Coordinating Center



IREX STUDY MANAGER PERMISSIONS

IREx IRB Liaisons Permissions

• Create studies in IREx

• Confirm study-specific reliance plan 
(SSRP)

• Upload overall/lead site approvals

• Initial

• Continuing review

• Study amendments (affecting all 
sites)

• Can perform all “IREx Study Manager” 
activities, too

IREx Study Manager Permissions

• Add other IREx Study Managers 

• Add sites and list their PI

• *New* Indicate when to send the IREx 
study notification to PS HRPPs 
(requires SSRP be completed by sIRB)

• Export local considerations

• Upload Relying Site approvals

• Initial

• Continuing review

• Study amendments

• Site amendments (e.g., PI change)

Formerly called “CC Staff”

AVAILABLE IN IREX NOW!



IREX STUDY MANAGER NOTIFICATION

NEW

AVAILABLE IN IREX NOW!



IREx Study Manager Checklist 

AVAILABLE IN IREX NOW!



ADDING PARTICIPATING SITES 
TO IREX

AVAILABLE IN IREX NOW!

You can search for PSites using 
their FWA # or their name



NOTIFYING SITE HRPPS OF STUDIES IN 
IREX

After the sIRB has confirmed 
the SSRP for the study…

• IREx SM manually notifies 
site HRPP of the study.
• Sites can no longer be 

contacted without listing 
their local PI

• Local PI is copied on 
notification email

AVAILABLE IN IREX NOW!



Are sites in SMART 
IRB and IREx?

Has the 
HRPP 

agreed to 
rely?

Has the site 
entered local 

considerations?

Does the site 
have sIRB 
approval?

Study Managers use 
this information to 

follow up with 
participating site 

study teams around 
outstanding actions

TRACKING SITE PROGRESS IN IREX

AVAILABLE IN IREX NOW!



Once a site’s local considerations and PI surveys are complete…

Export the information

Submit the site to the sIRB for review

EXPORTING LOCAL CONSIDERATIONS AND 
SUBMIT TO SIRB FOR REVIEW



Note: The Reviewing IRB can also upload approvals. 
Study Managers should discuss who uploads approvals for relying sites

UPLOADING APPROVALS TO IREX



• Notification sent to site’s 
study team and HRPP/IRB 
contacts

• IREx Study Manager is 
copied on the email sent to 
the site

• Study teams login to 
access/download their 
approvals

PSITES NOTIFIED OF SIRB APPROVAL 



IREx Resources Update



Updates: New Video Tutorials

Video Title
Approximate
Length Link

What is IREx? ~2 minutes
https://www.youtube.com/watch?v=NV94e
UBylMg&t=11s

How to: Register and Cede Review 4 minutes
https://www.youtube.com/watch?v=-yW-TS-
z6So

What is the Study Specific Reliance Plan (SSRP)? 90 seconds
https://www.youtube.com/watch?v=T9FbOV
6oN7U

How HRPP / IRB Liaisons use the IRB Dashboards 90 seconds
https://www.youtube.com/watch?v=TKy0Z9
_yhf4&t

How to Add/Remove Study Team Members from a study in IREx 2 minutes
https://www.youtube.com/watch?v=f_hKS8
nqbb8

Using IREx as a Participating Site Study Team 4 minutes
https://www.youtube.com/watch?v=iKjO47
QsIws

**NEW** New Features Highlight for Lead Study Teams and 
Coordinating Centers

4.5 mins
https://www.youtube.com/watch
?v=KoBAytIY5Cw

**NEW** How to: Add Study-wide and Site-specific Amendments 9 mins
https://www.youtube.com/watch
?v=vIrEUIV-BMY&t=2s

IREX VIDEOS ON YOUTUBE
https://www.youtube.com/channel/UCVXKpNczhlPcsQRwF7oWcwA/videos

https://www.youtube.com/watch?v=NV94eUBylMg&t=11s
https://www.youtube.com/watch?v=-yW-TS-z6So
https://www.youtube.com/watch?v=T9FbOV6oN7U
https://www.youtube.com/watch?v=TKy0Z9_yhf4&t
https://www.youtube.com/watch?v=f_hKS8nqbb8
https://www.youtube.com/watch?v=iKjO47QsIws
https://www.youtube.com/watch?v=KoBAytIY5Cw&t=5s
https://www.youtube.com/watch?v=vIrEUIV-BMY&t=2s
https://www.youtube.com/channel/UCVXKpNczhlPcsQRwF7oWcwA/videos


Next Call
• April 19, 2019 @ 2 PM ET/11 PT


