
QUARTERLY CALL FOR STUDY MANAGERS
October 15, 2021

• User Materials 
Development

• User Support

Katelyn 
Benhoff

• Onboarding
• Study Support

David 
Crenshaw

• Training
• Study Support

Natalie 
Dilts

• Lead 
Application 
Developer

Bryce 
Embry

• System 
Development

Asri 
Mumpuni

• Project 
Director

Emily 
Serdoz

• Application 
Developer

Jason 
Tan

• Onboarding
• Study Support

Bridget 
Swindell

• Website & 
System Dev 

• Study & User 
Support

Linda
Tan

• Application 
Developer

Evan 
Wimberly



QUARTERLY CALL AGENDA

 Welcome!
 Recent System Updates
 Upcoming System 

Updates



Recent System Updates
Since July 2021



Document Study Closures
(Now available to SMs as well)



Document Study Closures
(Now available to SMs as well)



Document Site Closures



Document Site Closures



Document Site Closures
(Viewing closed sites)



Upcoming System Updates
Fall/Winter 2021



New Flexibility for Combo Sites

• “Combo Sites” occur when a single 
study team engages multiple FWAs.

• Each FWA must provide reliance 
documentation (cede decision + local 
considerations)

• IREx required ALL FWA in the combo 
to complete documentation before it 
could be exported for sIRB review.



New Flexibility for Combo Sites

PROBLEMS
• Held up study initiation at some sites. 
• Addition of new recruitment sites 

interfered with already approved sites.

SOLUTION (coming late October)
• Local considerations can be exported 

individually, as they are completed
• sIRB Approvals can be posted to IREx as 

they are issued

IMPORTANT!
• It is the relying HRPP’s responsibility to let their local study team know when they are approved to begin the study at their site. 
• sIRB approval does not mean the site can begin enrolling.
• If a study team is part of a combo, and only one site has been approved, they should verify with their local HRPP that they can begin.



New Questions on the IREx
Institutional Profile (IP)

THANK YOU!

89% of IREX Institutions have 
completed their IP!



New Questions on the IREx
Institutional Profile (IP)

• Institutions are encouraged to update 
their IREx Institutional Profile 
annually.

• New questions will be added in 
November – we’ll notify you by email.

• Institutions will be required to 
respond to the new questions in the 
IP before they can complete the 
reliance process for a study.



Reorganizing Approval Documents

Provide all site’s approval documents on one tab Provide Document History Tab

ETA February 2022



What’s more important?
System Development Priorities

1. Ability to NAME all documents; the 
name would replace the file name

2. Ability to given new coordinators 
access for a registered sites
• Ability to add Coordinator(s) at a PSite 

if the previous Coordinator has left 
the study/organization

• Could help things to run more 
smoothly – new Coordinator doesn’t 
have to rely on their HRPP to provide 
access

• Could improve sorting and usability 
until we have the larger re-
organization complete



New Resources
Spring/Summer 2021



New & Updated IREx Materials

Material Type Audience

How do sIRBs and Study Managers close 
a site on a study in IREx?

Reviewing IRB; Study Managers

How do sIRBs and Study Managers close 
a study in IREx? 

Reviewing IRB; Study Managers

How to Document a Site Closure in IREx Reviewing IRB; Study Managers

How to Document a Study Closure in 
IREx

Reviewing IRB; Study Managers

Using IREx as the Study Manager: A 
Step-by-Step Guide 

Study Managers

How to Add Participating Sites to a Study Reviewing IRB; Study Managers

Agreements Overview Reviewing IRB; Study Managers

https://www.youtube.com/watch?v=1diPNYCebZw
https://www.youtube.com/watch?v=pWTZatTPJZI
https://www.irbexchange.org/p/wp-content/uploads/2021/09/IREx_SiteClosureQuickGuide.pdf
https://www.irbexchange.org/p/wp-content/uploads/2021/07/IREx_Study-SiteClosureQuickGuide.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/2018/10/IREx_AddRemoveSites_QuickGuide.pdf
https://www.irbexchange.org/p/wp-content/uploads/2021/02/IREx_AgreementsOverview.pdf


Next Call
• January 21, 2022



Join the 
IREx User 
Feedback 
Group!

Sign up here

https://nam12.safelinks.protection.outlook.com/?url=https%3A%2F%2Fredcap.vanderbilt.edu%2Fsurveys%2F%3Fs%3DECMXA8FE9N&data=04%7C01%7Cemily.serdoz%40vumc.org%7C52cafb32b6564cf3935e08d8d444fbaf%7Cef57503014244ed8b83c12c533d879ab%7C0%7C0%7C637492740039655241%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=0zL7pQLtCAVOvuP4n9u9K852xvwp0j90PD6GMrhtdcY%3D&reserved=0
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