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QUARTERLY CALL AGENDA – HRPPs 

• Welcome & Reminders
• Tracking Component Sites 
• Tracking Letters of Indemnification (LOIs) 
• Capturing Local Considerations
• 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

• Improved “IREx Study at your site” email: (1) local study PI is always 
noted and (2) highlight importance of local study team and local HRPP 
connecting around sIRB studies

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


Tracking Component Sites 



USING IREX TO TRACK COMPONENTS

• FWA sites can list their components in IREx
+ Delineate where research is happening
+ Allows for multiple, separate study teams to be engaged on the same study

Formatting on Studies and in Emails:

FWA Short Name – Component Site Name

FWA Component

FWA
11/1/2017

• Component sites DO NOT have liaisons or Institutional Profiles – the FWA site’s 
liaisons perform all actions in IREx for their components sites (e.g., ceding review, providing 
local considerations)

AVAILABLE IN IREX NOW!



USING IREX TO TRACK COMPONENTS

AVAILABLE IN IREX NOW!



Tracking Letters of 
Indemnification (LOIs) 



TRACKING LETTERS OF 
INDEMNIFICATION (LOIs) 
• Some institutions require an LOI given that SMART IRB is silent on 

indemnification
• IREx will allow for tracking of institutional-level LOIs

• Cannot have different LOIs for different studies

• Internal and External LOI tracking
• Sites who have signed your LOI
• External LOIs you signed

COMING SOON TO IREX!



Add the LOI your Institution 
Requires when serving as the 

Reviewing IRB

TRACKING LETTERS OF 
INDEMNIFICATION (LOIs) 

COMING SOON TO IREX!



Tracking Your Institution’s LOIs
• Site name
• “Date Sent” LOI to site
• “Date Executed” LOI with site
• Upload copy of agreement
• Add notes about correspondence

TRACKING LETTERS OF 
INDEMNIFICATION (LOIs) 

Sites who have signed LOI

COMING SOON TO IREX!



TRACKING LETTERS OF 
INDEMNIFICATION (LOIs) 

COMING SOON TO IREX!



Track the LOIs you have executed with other institutions

TRACKING LETTERS OF 
INDEMNIFICATION (LOIs) 

COMING SOON TO IREX!



TRACKING LETTERS OF 
INDEMNIFICATION (LOIs) 

The Reviewing IRB 
indicates whether the 

LOI is required for a 
study

COMING SOON TO IREX!



TRACKING LETTERS OF 
INDEMNIFICATION (LOIs) 

COMING SOON TO IREX!



Capturing Local Considerations



• SMART IRB Agreement | 6. Responsibilities of the Relying Institution(s) 
Section 6.4 “Local Considerations”…[Each Relying Institution will…] Communicate to the Reviewing 
IRB the requirements of any applicable state or local laws, regulations, institutional policies, 
standards, or other local factors, including local ancillary reviews, relevant to the Research (“Local 
Considerations”) that would affect the conduct or approval of the Research at the Relying 
Institution. Such communication may be made through the Reviewing IRB’s designee, as 
determined by the Participating Institutions in connection with the specific Research.

• Reviewing IRBs can use IREx to centralize this documentation for their 
studies

• Standardizes the questions asked of Relying Sites
• Standardizes the process of providing local considerations
• Ensure local HRPP involvement in the reliance process 
• Facilitate site-specific tracking and documentation on a study-by-study basis

USING IREX TO CAPTURE LOCAL 
CONSIDERATIONS

AVAILABLE IN IREX NOW!



USING IREX TO CAPTURE LOCAL 
CONSIDERATIONS

Institutional Profile

HRPP completes 
1x per site

PI Survey

PI completes 
1x per study

Human Research 
Protection (HRP) 
Review Surveys:

HRPP completes 
1x per study

AVAILABLE IN IREX NOW!



USING IREX TO CAPTURE LOCAL 
CONSIDERATIONS

The Reviewing IRB or Lead 
Study Team/Coordinating 
Center can tracking Local 

Considerations in IREx

Once complete for a site, surveys are 
exported and submitted to sIRB system 

for review.

Want more info? Sign up for a training: 
https://attendee.gototraining.com/rt/485841592003

962113

AVAILABLE IN IREX NOW!

https://attendee.gototraining.com/rt/485841592003962113


IREx Resources Update



Updates: New Video Tutorials

Video Title Target Audience Length Link

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

What is the Study Specific Reliance Plan (SSRP)? • Participating Site HRPPs
• Reviewing IRBs 1.5 mins https://www.youtube.com/watch?v=T9FbOV6oN7U

How HRPP/ IRB Liaisons use the IRB Dashboards • Participating site HRPPs
• Reviewing IRBs 1.5 mins https://www.youtube.com/watch?v=TKy0Z9_yhf4

How to: Add/Remove Study Team Members from a study in IREx • Coordinating Center Staff or Lead Study Teams 
• Participating site study teams 2 mins https://www.youtube.com/watch?v=f_hKS8nqbb8

Using IREx as a Participating Site Study Team Participating site study teams 4 mins https://www.youtube.com/watch?v=iKjO47QsIws

What is IREx? All Users 2.5 mins https://www.youtube.com/watch?v=NV94eUBylMg

**NEW** How to: Manage Participating Sites in IREx • Reviewing IRBs 
• Coordinating Center Staff or Lead Study Teams 4 mins https://www.youtube.com/watch?v=1sxprbGZN5M

**NEW** New Features Highlight for HRPPs/ IRBs • Participating Site HRPPs
• Reviewing IRBs 4 mins https://www.youtube.com/watch?v=Xv6xLNAxKBA

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

• Coordinating Center Staff or Lead Study Teams 
• Participating site study teams 4.5 mins https://www.youtube.com/watch?v=KoBAytIY5Cw

**NEW** How to: Create a Study Reviewing IRBs 6 mins https://www.youtube.com/watch?v=xIi8YXgDlN4

**NEW** How to: Add Study-wide and Site-specific Amendments • Reviewing IRBs 
• Coordinating Center Staff or Lead Study Teams 9 mins https://www.youtube.com/watch?v=vIrEUIV-BMY&t=2s

IREX VIDEOS ON YOUTUBE
https://www.youtube.com/channel/UCVXKpNczhlPcsQRwF7oWcwA/videos
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https://www.youtube.com/watch?v=iKjO47QsIws
https://www.youtube.com/watch?v=NV94eUBylMg
https://www.youtube.com/watch?v=1sxprbGZN5M
https://www.youtube.com/watch?v=Xv6xLNAxKBA
https://www.youtube.com/watch?v=KoBAytIY5Cw&t=5s
https://www.youtube.com/watch?v=xIi8YXgDlN4
https://www.youtube.com/watch?v=vIrEUIV-BMY&t=2s
https://www.youtube.com/channel/UCVXKpNczhlPcsQRwF7oWcwA/videos


REQUEST A DEMO OR TRAINING



Next Call
• April 19, 2019 @ 1 PM ET/10 AM PT
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