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FYI

Questions for the presenter or SMART IRB Team are welcome!
Please post these under ‘Q/A

Questions for fellow attendees should be posted under ‘Chat’

A link to today’s recording will be emailed to attendees. A
recording will be posted on the SMART IRB website

Your feedback is valued! Please complete the survey at the
end of the SMART Talk! The survey will be emailed as well.




What Is SMART IRB?

SMART IRB is...

A federally funded project to
support institutions and
researchers in the
implementation of single IRB

&

SMART IRB provides...

An IRB reliance agreement

An Online Reliance System to
initiate and track reliance

Zero Cost Education, Guidance,
and Resources

X

SMART IRB is NOT...

An IRB

An electronic system for
Reviewing IRBs to receive
studies for review



Reach out to a SMART IRB Ambassador

https://smartirb.org/
ambassadors/
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https://smartirb.org/

What We’ve Been Up To... o |




SMART IRB Reliance Agreement Version 3.0: Public Comment Period

 Public Comment Period (2"¢ Round)
Coming VERY Soon!

« 30 Day Comment Period

« www.smartirb.org/agreement

« Agreement Materials and support SMART

documents including:

— Executive Summary

— FAQ

— Redlined Copy

_ PowerPoint Slides Questions? Contact us at Help@smartirb.org


http://www.smartirb.org/agreement
mailto:Help@smartirb.org
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See You In Seattle! PRIM&R 2024 National Conference

« Join us at the Exhibition hall:

SMART IRB will be at Booth 422 TR
I'm Exhibiting!

+ Say Hello to Polly and Jeremy!
PRIM&R Annual Conference

* Free Swag and SMART-IRB related November 17-20. 2024
goodies! Seattle, Washington

* Learn more about our upcoming
Reliance System, V3.0, website,

and more!

#PRIMR2
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Online Reliance System: Present State

Request Details

* System designed to allow

study teams to drive the ... T ——_—

Sophia Channing '
p rOC e SS 4 Ridgeview Research Facility Overall Status details Sites Involved
Reviewing IRB Willing to Rely
Identified
‘ ° ’ ° Not Relying
* ‘Batch Rel .
atching’ Reliance )
Awaiting Response
Reliance Request [ ]
re q u e S t S Reliance Pre-Check [ ] Sites Removed
Reviewing IRB Ridgeview Research Facility
Ridgeview Research Facility [ ]

* As of 2020, Site-specific =~ nowmwee e
dete rmi nations can be Benjamin Frankiin College

Carnegie University

L]
p rOVI d e d Ridgeview Research Facility Request History @ Show all status changes

No comments have been added for this request.
Awaiting Decision

cooe

Determination (@) Gamegle Univershy Awaiting Response Jodi Atkinson reopened this Samantha Mar 04, 2020 4:11 PM UTC
. - Reliance request for revisions for Doe
Awaiting Decision the following reason(s):
Need Help? add site
Contact us
Anderson-McCoy Willing To Rely
Suggest an improvement University

Reliance Form Issue Site Specific Determination

Downloads
Request (ZIP)

smartirb.org 8
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Online Reliance System: Present State (2 of 2)
o Opportu nities to share SMART@ Reliance Home NewRequest  Logout You are logged in as system_administrator@ridgeview.net

local site context, other Request Details
relevant information l ID: 3 - A literature review of methods for data security

Principal Investigator (Pl)

* Notifications to Study i Institution Reliance Form
teams and IRB/HRPPs at it

each step along the way il

You have the option to rely on Belledale Institute's review and oversight of the research according to the Reliance Agreement and

Protocol Number(s) SOPs.
° C l e a r, C e n t r a l-i Z e d SRS :r:pose.d Reviewing IRB: Belledale Institute |
ntact: IRB Office, 555-555-5655, irb_office@Belledale.org
documentation of reliance = s

Reliance Request @

a r ra n ge m e n tS Reliance Pre-Check ) Does Adams University agree © Yes _ 'No

to rely on Belledale Institute?*

Reviewing IRB
Belledale institute [©)
I;stlltutlortlal requirements and Enter local context
Involved Institutions ol context.concerms concerns here
D Adams University O These comments will be visible to
anyone who can view the request.
Belledale Institute

Benjamin Franklin College (@)

Determination Q| Cme ‘ Save ‘ m
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Online Reliance System IT Transition

Last major system upgrade in 2020

System oversight transitioned from Harvard to NCATS in May 2021

—AXLE Informatics leading development and informatics for ORS

Significant changes to come:
—Accommodate Version 3.0 (e.g. indemnification provision, electronic signature)

—Inclusion of US Dept of Veterans Affairs, Department of Defense, and Department of
Energy

—Incorporate frequently asked system enhancements
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SMART‘I@

SMART Talk: The *New* SMART IRB Reliance System
November 13, 2024, 1:00-2:30pm ET

Presenter:
-Kalifa Alexander, Business Analyst- IRB SME, AXLE Informatics

Moderator:
-Jeremy Lavigne, Senior Officer, SMART IRB

Panel:
-Kevin Thirkell, IT Engagement Director, AXLE Informatics
-Polly Goodman, Senior Associate Director of Regulatory Affairs + Operations, SMART IRB

-Nadia Johnson, Assistant Director of IRB Operations, NYU Langone

SMARTIRB.org



http://smartirb.org
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