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QUARTERLY CALL AGENDA - HRPPs

* Welcome & Reminders

* New Study Manager Dashboard

* Exporting the Status Summary Tab

* Tracking Letters of Indemnification (LOls)
* Managing FWAs Sites Engaged on a Study
e Updated Resources



Reminders from the Last Call




IN CASE YOU MISSED IT...

e Catch IREx improvements as they are released @msnenameamange m
* Check out the IREx Feature Release Log oo reoues iax e
* Read our monthly IREx Newsletter What is IREX?  tew e

IRB Reliance Exchange (IREx) is a freely available, web-based portal that supports single IRB (SIRB) review documentation and
communication for multi-center clinical trials:

* New to IREx or need a refresher? Join a training!
* Lead Study Teams/Coordination Centers — using IREx to support your sIRB study
e Capturing Local Considerations Using IREx — in-depth review of the local considerations
e Using IREx as the Participating Site Study Team — 4 min video, no training required
* Can’t make the monthly trainings? Request a demo for your team/ psites



https://www.irbexchange.org/p/feature-release-log/
https://www.irbexchange.org/p/newsletters/
https://attendee.gototraining.com/rt/4406302028509029890
https://attendee.gototraining.com/rt/485841592003962113
https://www.youtube.com/watch?v=WnWz61BS4-I
https://redcap.vanderbilt.edu/surveys/?s=H8XMMD7KTX

New Study Manager Dashboard




AVAILABLE IN IREX NOW!

NEW STUDY MANAGER DASHBOARD

IREx Study Managers have a new
dashboard to manage studies in
IREX

 Goal: Provide a quick
overview of all your studies

8 Find a Study

by Name:

= Study Manager Dashboard
by Sponsor: [

| d

Note: Studies will not be shown on the
dashboard if you are listed as a coordinator




Note: Each counter will turn
green when all the
participating sites listed on
the study have completed
the step.

AVAILABLE IN IREX NOW!

NEW STUDY MANAGER DASHBOARD

Study Manager Dashboard

r—_—_

: ) Completeq| Completed IApproved? I
Q search: | Registered? ] P Ipdic ated| Local |
I AgreementsI elnance ocal ] |
| II | Conte’(t II Current I
:I I Signed I I Local I Version
Study Title 12 sites Agreements I I Reliance Context I Approved I
A Cluster Randomized Multi- 114 Registered I SMART IRE q | a I I B Ill:l I
center Baseline Assessment of | |
Carbon Dioxide Emission (ACE) I’ o I | ! !
|| IREx | I [ I| |
Evidence for the Association I e ——— I I I
| | I I
between Reduced Sleep and I I I I I
Noise Pollution (EARN) | | [ | |
Assessing the Influenza-A [ II SMART IRB é | B [ I [ 21 ] Ilm I
Checklist for Health Outcome I I é I I
Optimization (ACHOO) ' = | | [ I |
| | | |
A Randomized, Double- Blind, I SMART IRE q I B I n'a I B I
Placebo-Controlled Trial fo II I I I II I
Assess the Primary Outcomes 1 LOI m I I
of Tramadol to treal acute I IREx I I I I
post-surgical pain (FRIMARY) e o e _|_ — _E- — — |_ — — J_ — — m—




Export the Status Summary Tab




AVAILABLE IN IREX NOW!

EXPORT THE STATUS SUMMARY TAB

‘ Reviewing IRB Approvals ‘ Relying Site Approvals ‘
Export Data «
Participant Status Summary )
[& Export Local Considerations
[ Export Status Summary Tab ‘
Q search: I
[ ] [ J
Re V'e Wln g IRBS an d SMART IREx Reliance Local Approval Status
Site It IRB LOI Access Decision @ Considerations {current version)
IREx Study Managers | crscwmess — « « . g
Medical Center 12/04/2018
can generate a CSV conaonoress v . g
= 0/ 3 Surveys Complete = Approval Not Ready
f Columbus University v v & Add Pl Info 0/ 3 Surveys Complete» = Approval Not Ready
summary tab
y . v v & Add Plinfo 0/ 3 Surveys Complete» = Approval Not Ready
of Ohio
IMedical Center 12/07/2018
IMedicine 1210712018
University of the Bay v v 0/3 Surveys Complete>  Approval Not Ready




AVAILABLE IN IREX NOW!

EXPORT THE STATUS SUMMARY TAB

* The Status Summary Tab download includes:
* Site name
* FWA holder name
e FWA number

* Agreement status
* SMART IRB, LOI, IREx Access

e Reliance Decision Status
* Dates Contacted, Started, and Completed

* Local Considerations Completion (if applicable)
* Date IP Confirmed

* Date HRP Survey Completed
* Date Pl survey Completed and Validated by HRPP

* Approval Status for the current version




Tracking Letters of
Indemnification (LOls)




Available now in IREx!

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
e External LOls you signed



Available now in IREx!

TRACKING LETTERS OF
INDEMNIFICATION (LOIs)

‘ Reviewing IRB Approvals H Relying Site Approvals Status Su

]
¥

¢ Th e REViEWi ng I R B Wl I I Participant Status Summary
turn LOI traCking On for Q search: med
your study y L R e

e Use the Status Summary
Tab to track LOI
completion

Note: Please check the LOI

status with your IRB before you wempuren- v | v | v
fO//OW Up With SiteSo Peaboldylnslitulenf v v v —




Available now in IREx!

TRACKING LETTERS OF

INDEMNIFICATION (LOIs)

Participating Sites must complete agreements in order to indicate reliance for a study

Required Agreements

& Renqister
Your site has signed the SMART IRB
& Add Study Team S M ART agreement v
© Complete
Agreements Your site must sign the LOI from Vanderbilt
LOI University Medical Center before you can b 4
© Confirm Institutional indicate reliance.

il LOI Template from the Reviewing IRB

Ik LOI Template docx

Reviewing IRB Liaison
Please send any questions and return the
executed LOI to Taylor Jansen

Note: HRPPs can begin documenting local
considerations before completing agreements




Available now in IREx!

TRACKING LETTERS OF

INDEMNIFICATION (LOIs)

@ IRB Reliance Exchange

YOUR SYSTEM SOLUTION FOR SINGLE IRB REVIEW

Official Documentation of Reliance
April 22, 2019

Dear all,

N O te : Th e N O tl:fi C a ti O n Of This letter serves as documentation that University of the Bay has agreed to rely on the

Vanderbilt University Medical Center IRB using the SMART IRB Master Common Reciprocal

' / Institutional Review Board Authorization Agreement and Letter of Indemnification pursuant to
R el I an Ce LEtter WI I / section 4.11 “Indemnification” of the SMART IRB Master Common Reciprocal Institutional Review
include the LOI name

Board Authorization Agreement.

NOTE: This is not a notice of IRB approval. A separate email will be sent when the study is
approved by the reviewing IRB.

Study Title: Measuring Levels of Baseline Radiation Exposure in Routine Care Visits (RADIATE)
Relying Site PI: Emilio Shawn

Information about this study is available online at:
https://www.irbexchange.org/studv/index/?proj=50573

Sincerely,

The IREx Team




Managing FWA Sites Engaged




MANAGING FWA SITES ENGAGED i%i

FOR A STUDY

e Correctly identifying which sites are engaged for a study can be

difficult
* Eg:
 Component sites under the same FWA
e Separate FWA institutions that share an IRB

e Study teams that engage multiple FWAs institutions
e Pls with dual appointments

e Currently no easy way to do this in IREx

* Coming soon: Relying Institutions will have the ability to indicate FWA
engagement



FOR A STUDY

AVAILABLE IN IREX NOW!

MANAGING FWA SITES ENGAGED

What can | do now?
1) Ensure the correct FWA number is listed on your study

You can search
for sites by
FWA#

Add A Site

Site Name:

=p Search by name or FWA number

Participating Sites

¥ Carnegie University Medical Center #12345678
¥ Central Ohio Medical Center #123456

¥ Faraday Institute of Research, Science and
Technology #01569874

¥ Hartford College of Medicinel £00003216

¥ Mellon University Medical Center #00001111

¥ Midwest University Medical Center #00951753

¥ University of the Bay #00012553

[ Show All Personnel

Check FWA#
listed in IREx




AVAILABLE IN IREX NOW!

MANAGING FWA SITES ENGAGED

FOR A STUDY

What can | do now?
2) Ensure the correct component sites are listed on your study

Sites Legend v
Hl“ Q search:
Resources SMART IREx
Name IRB 15 Access Profile Download
@ Find other users Augusta University L v 1 view profile |5 download profile
‘m Find other sites Ball State University v v it view profile [ download profile
Brown University L v 1 view profile [3 download profile
© Request Help
Columbia University [ ctsa ] v v 1 view profile | [ download profile

= Earth Institute
« Lamont-Doherty Earth Obsenvatory
» Trustees of Columbia University in the City of New York (The)

2% Join A Training

@ Resources
Columbia University Medical Center v w i view profile | [3 download profile

Children's Hospital of New York

Ciollege of Physicians and Surgeons

Caolumbia University College of Dental Medicine
Mailman School of Public Health

New York State Psychiatric Instifute

School of Nursing

Drexel University v v 1 view profile [ download profile




AVAILABLE IN IREX NOW!

MANAGING FWA SITES ENGAGED

FOR A STUDY

Why should | list component sites? |« o [

+ Delineate where research is happening  paricipant status Summary

+ Allows for multiple, separate study Q searcn
teams to be engaged on the same study FWA Holder — C ayprom

+ Coming soon: allows relying sites to e ORS00 A @ verson
indicate which sites are engaged in esete sy s v M e
research for a study SR -

FWA Component



IREX Resources Update




IREX QUICK GUIDES

Title Target Audience
IREx Study Manager Step-by-Step Guide Coordinating Center Staff or Lead Study Teams
Using IREx as the Participating Site Study Team Participating Site Study Teams

. Coordinating Center Staff or Lead Study Teams
Adding & Removing Study Team Members from a Study in IREx *  Participating site study teams
o Participating site HRPPs

J Reviewing IRBs

Adding & Removing Participating Site Access to Studies in IREx . Coordinating Center Staff or Lead Study Teams

. Reviewing IRBs

“E*NEW** How to Add Study-wide and Site-specific Amendments 0 Qe Caner SE e e Sty TS

. Reviewing IRBs

k¥ kK H H 1
NEW** How to Add Continuing Review Approvals . Coordinating Center Staff or Lead Study Teams

© Reviewing IRBs

**NEW** How to Add Initial Study Approvals for Relying Sites . Coordinating Center Staff or Lead Study Teams



https://www.irbexchange.org/p/resources/

IREX VIDEOS ON YOUTUBE

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-26S0
. . . *  Participating Site HRPPs .
What is the Study Specific Reliance Plan (SSRP)? . p_ & 1.5 mins https://www.youtube.com/watch?v=T9FbOV6oN7U
. Reviewing IRBs
. *  Participating site HRPPs .
How HRPP/ IRB Liaisons use the IRB Dashboards . p' g 1.5 mins https://www.youtube.com/watch?v=TKy0Z9_yhf4
*  Reviewing IRBs
. *  Coordinating Center Staff or Lead Study Teams .
How to: Add/Remove Study Team Members from a study in IREx . : . Y 2 mins https://www.youtube.com/watch?v=f hKS8nqbb8
*  Participating site study teams
Using IREx as a Participating Site Study Team Participating site study teams 4 mins https://www.youtube.com/watch?v=iKj047Qslws
What is IREx? All Users 2.5 mins https://www.youtube.com/watch?v=NV94eUByIMg
How to: Manage Participating Sites in IREx ) Reviewing iz 4 mins https://www.youtube.com/watch ?v=1sxprbGZN5M
: g pating e Coordinating Center Staff or Lead Study Teams ' ' ' '
IREx Features for HRPPS/ IRBs : Part,ICIp_atmg Site HRPPs 4 mins https://www.youtube.com/watch ?v=Xv6xLNAXKBA
C Reviewing IRBs
S *  Coordinating Center Staff or Lead Study Teams .
IREx Features for Lead Study Teams and Coordinating Centers UL v 4.5 mins https://www.youtube.com/watch?v=KoBAytIY5Cw
*  Participating site study teams
How to: Create a Study Reviewing IRBs 6 mins https://www.youtube.com/watch?v=xIi8YXgDIN4
. . oo *  Reviewing IRBs )
How to: Add Study-wide and Site-specific Amendments 9 mins https://www.youtube.com/watch?v=vIrEUIV-BMY&t=2s

*  Coordinating Center Staff or Lead Study Teams



https://www.youtube.com/watch?v=-yW-TS-z6So
https://www.youtube.com/watch?v=T9FbOV6oN7U
https://www.youtube.com/watch?v=TKy0Z9_yhf4
https://www.youtube.com/watch?v=f_hKS8nqbb8
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

Next Call

* July19,2019 @ 2 PM ET/11 AM PT




