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QUARTERLY CALL AGENDA

> Welcome
> Year End Metrics

> Feedback Needed
» Recent System Updates



New [REx Team
Member: Carrie Smith

 Formerly an IREx Study Manager for the APOLLO
study with >100 study sites (Wake Forest sIRB)!

* Will support new Lead Study Teams and
Coordinating Centers using IREx

e Will inform feature development for lead study
teams and coordinating centers

<
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* Also driving master contracting & budgeting tool

SN
. initiatives (non-IREx)



YEAR END METRICS
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YEAR END METRICS

Study Size by Year
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YEAR END METRICS

New Studies & New sIRBs by Year
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YEAR END METRICS

Single IRB Trendsetters

* Pennington Biomedical added their 40th study
« UC San Francisco added 16 studies in 2021

UM Baltimore added their 1st study & approved all sites within 3
months of the lead site approval

 UW-Madison launched their 1st study in IREx
* Vanderbilt exceeded over 100 studies in IREx
« Wake Forest is the sIRB in IREx for >140 relying sites



YEAR END METRICS -

It PENNINGTON BIOMEDICAL
RESEARCH CENTER

Your site is the reviewe

for 35 studies
reviewer

Your site is a participant

il

in 14 studies
There are 45 users at
your site
users
7= Dashboard A Home

Run your own!

. . o . =
Reviewing Site's Studies Al Studies ~
Overall Study Report (CSV)
Ll Search ; Participating Site Report (CSV)
IRB Participating Approved
# Study Title Sites Sites Expiration To Do
2019-  Creation and maintenance of 2 2 4/11/2022
015 integrated biorepository databases
(IBD) to support research usage of
biorepository samples.
2020- Pancreatic Tissue Collection 1 1 1/30/12023
| 004

Overall Study Report includes all studies where your | Participating Site Report lists all approvals (initial, CR,

site is the sIRB

mod) for all sites on all studies where your site is the sIRB

* Count # of studies, by year created/approved * Count # of unique relying sites
* Count # of studies by risk type
e Count # of total relying sites across all studies e (Calculate time from site’s local HRPP

e Count # of sites with initial approval

e Calculate time to approval metrics

submission/review to sIRB submission/approval




YEAR END METRICS -

Run your own!

1t PENNINGTON BIOMEDICAL Pa rt|0|pat| ng Site's Studies

RESEARCH CENTER

Your site is the reviewer Q. Search: pi
. for 35 studies
| reviewer |

M7 d= Expiration
Your site is a particy Reviewing IRB Date To Do
—_— in 14 studies
participant
3D Body Pilot Study LA State Univ A & Register
There are 45 users at M
your site
— Health Behaviors Syndrome Pilot Study ~ John W. LSUHSC at 9/27/2021
Apolzan, PhD Shreveport
f= Dashboard A Home
Urinalysis and STI Association in Ron Horswell LSU HSC New Remind Pl To Complete
Adolescent Psychiatric Patients Orleans Survey

Participating Site Report lists all approvals from studies where your site is relying on an sIRB:

e Count the # of unique sIRBs for your site * Calculate # of days from when your site was
» Reference dates of each sIRB approval for your notified/contacted about study to
site (initial, CR, mods) - Date the study was submitted for local
submission/review

- Date your HRP and PI Surveys completed
- Date of sIRB approval




Request for Feedback!




IREx SATISFACTION SURVEYS

Respondents
* sIRB Liaisons, after uploading lead site approval

* Study managers, after a few relying sites get
approval

* PSite HRPPs, after receiving approval from sIRB

Satisfaction with using IREXx...
* on THIS study
* ingeneral
* resources

Are there features we should
improve/add

Participating Site experience



SUPPORT & TRAINING

On demand videos available by user: USER TRAININGS
https://www.irbexchange.org/p/sign-up-

e o Select a training below that works best for you. Don't see a training? Contact us.
for-training/

W
) mins - Watch Now

Are there any resource gaps we should fill in with [P
training or educational offerings? w1

Request a live:
https://redcap
=H8XMMD7KT

IREx Outreach:

* Each time the
to the study |

* Reminders &

FYI - available fc
presentation to relying site study teams
on using sIRB & IREx

HRPP Training

Videos

« How do Relying HRPPs register for a study in IREx? | 2 mins — Watch Now
+ Uploading Consent Forms in IREx | 1 min = Watch Now

« How do Relying HRPPs use their IRB Dashboard? | 1 min — Watch Now

« Getting Approved & Accessing Approvals in IREX | 1 min = Watch Now

» Relying Site Study Team Trainings



https://www.irbexchange.org/p/sign-up-for-training/
https://redcap.vanderbilt.edu/surveys/?s=H8XMMD7KTX

+

® * Open to HRPP Liaisons and Study
Managers

o
= * Members provide input on upcoming
O I n e features and priorities.

e Current membership includes:

* Indiana
X S e r * Johns Hopkins
* Ohio State

* Oregon

* Pennington Biomedical
eedbac o
* Vanderbilt

* Wake Forest

I * WashU
rO u p ® * Meets the 3rd Friday each month at 1 ET.

e 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

Recent System Updates

Since October 2021



1. NEW IREX LOGIN SCREEN

(for enhanced security)

& Participating Institutions @ m
@ IRB Reliance Exchange ...

YOUR SYSTEM SCLUTION FOR SINGLE IRB REVIEW  Join IRExX! \

About Resources User Trainings News & Announcements Contact Us

What is IREx?

A freely available, web-based portal supporting single IRB review
documentation and coordination for multi-center clinical trials.
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SIRBS IN (a11]:3 NEWEST
IREX METRICS FEATURES

YOUR SYSTEM SOLUTION FOR SINGLE IRB REVIEW

@ IRB Reliance Exchange

IRB Reliance Exchange member login

[onai |

[ password ]

Login

© Forgot your password?

IREx) IRB Reliance Exchange

YOUR SYSTEM SOLUTION FOR SINGLE IRB REVIEW

You have sucessfully logged out.



2. PRIMARY LIAISON LISTED IN EXPORT

1T ALBERT EINSTEIN COLLEGE OF

Reviewing Site's Studies

All Studies -

MEDICINE
e Overall Study Report (CSV)
Your site is the reviewer Q, Search: Participating Site Report (CSV)
5 for 68 studies
reviewer
A | B C | D | E | G | H | | 1 K L
projectld shortTitle longTitle dateCreatisCollectirisTin riskType minRiskC: isReviewi reviewingIRB reviewing reviewingIRBContact
74 CPCCRN 082: PICU Outcomes CPCCRN O s 1 1 minimal (f){5), (f}(i 0 University of Utah 3743 Annie Risenmay
24 CPCCRN 077: SiRD Study CPCCRN O 2/3/2017 0 1 minimal 0 University of Utah 3743 Annie Risenmay
12 CPCCRN 041: PICgCPR CPCCRN O o 1 minimal (f){3) 0 University of Utah 3743 Annie Risenmay
14 CPCCRN 065: VAP CPCCRN 0 st [} 1 minimal (f){2), (f)(: 0 University of Utah 3743 Annie Risenmay
15 CPCCRN 064: GIFT CPCCRN 0 #HHH#H o 1 greater than minima 0 University of Utah 3743 Annie Risenmay
16 CPCCRN 068: ICU-RESUS CPCCRN O #tHiHHH 0 1 minimal (f)(5) 0 University of Utah 3743 Annie Risenmay
20 CPCCRN 047: PHENOMS CPCCRN 0« 2/2/2017 o] 1 minimal (f){2) 0 University of Utah 3743 Annie Risenmay
18 CPCCRN 059: PEACE CPCCRM 0. 2/2/2017 [} 1 minimal (f){4), (f)(! 0 University of Utah 3743 Annie Risenmay
9 ValEAR Randomiz st o 1 greater than minima 1 University of Utah 37413 Lisa Rigtrup
22 CPCCRN 053: LAPSE CPCCRN O, 2/2/2017 0 1 minimal (f){5), (f){’ 0 University of Utah 3743 Annie Risenmay
21 CPCCRN 066: IRA CPCCRNO 2/2/2017 o] 1 minimal (f)(5) 0 University of Utah 3743 Annie Risenmay
416 AZ-SWED PECARN 0. #HHHHHH 1 1 greater than minima 0 University of Utah 3743 Lisa Rigtrup
125 CPCCRM GRACE CPCCRN ({ st 1 1 greater than minima 0 University of Utah 3743 Annie Risenmay
119 PECARN: C-Spine PECARN: [ #tHHHHH 1 1 minimal 0 University of Utah 3745
104 PECARN: STIs in Peds ED PECARN: 1 6/6/2018 1 1 minimal 0 University of Utah 3743 Gary Henderson
323 P-RAPP Procalcito 5/7/2020 1 0 greater than minima 0 University of Utah 3743 Lisa Rigtrup
432 STArT PECARNM 0. 2/8/2021 1 1 greater than minima 0 University of Utah 3743 Ammon Pate
368 BEEPER PECARMN O i 1 0 minimal (f){5), (f}(" 0 University of Utah 3743 Annie Risenmay
208 RADIANT Rare and / #HH##HH 1 1 greater than minima 0 University of Utah 3744 Lisa Rigtrup
253 TTRAPP Study TTR Amylc s 1 0 minimal 1 University of Utah 3743 Lisa Rigtrup
267 Lipoic acic #tHHHHHH 1 0 greater than minima 1 University of Utah 37413 Lisa Rigtrup
83 PECARN 043 PECARMN O i 1 1 minimal (f){5), (f){’ 0 University of Utah 3743 Lisa Rigtrup
367 HEADACHE Headache ##HH##HH 1 0 minimal 0 University of Utah 3744 Lisa Rigtrup
425 F-AraG-PET Pilot A pilot stu s 1 1 greater than minima 0 University of Utah 3743 Gary Henderson
421 SPAN Study of P 1/5/2021 1 o 1 University of Utah 37413 Lisa Rigtrup
457 KALPAS Optimizin 5/3/2021 1 1 greater than minima 0 University of Utah 3743 Ammon Pate
459 PRECISE Personali: 5/5/2021 1 1 greater than minima 0 University of Utah 3743 Annie Risenmay
476 Pedi-DOSE PECARMN S #tHitH#HHH 1 1 greater than minima 0 University of Utah 3745
479 Understar 7/6/2021 1 0 minimal {f){7) 1 University of Utah 37413 Lisa Rigtrup
482 ACHD Gaps Utilizing P 7/8/2021 1 1 minimal (f){5), (f){’ 0 University of Utah 3743 Lisa Rigtrup




3. INDICATE WHEN SITES ARE

NOT ENROLLING PARTICIPANTS

Use Cases: -+« Sites are engaged, but not enrolling
e Studies are closed to enrollment

Lead Site Relying Site

Relying Site Approvals

Mellon Univ. Med Ctr
' Carnegie Univ
Study Information - status Review Type
approved v Initial Study: Full Board W

Is Site Enrolling?

Change new changes O Yes ® No
Summary Date Submitted
{1020zt @ Add pre-review exchanges with PI
s
Date Pre-Reviewed
mmiddfyyyy
Status ® Approved
= Date Reviewed
O PEI'IdIﬂg 1'1_,33;2521 @ Add post-review exchanges with P1
Add another Review Date
IRBZ
20211103
Date Approved
1110372021
Review Type Study-Wide Amendment: Full Board W
Documents

Determination Letter

Iz Site O Yes
Enrolling ® Mo "h

B DETERMINATION LETTER_RelyingSite2 docx X

Consents & Assents

& Choose s file
or drag if here.




3. INDICATE WHEN SITES ARE

NOT ENROLLING PARTICIPANTS

~ Study-Wide Amendment: Full Board (approved) Current

ﬂ- i3 Site Mot Enrolling

= S ol

:= Study Info i Key Dates

Riole: Reviewing IRE Submitted: 1122021
IRE Number: 20211103 Pre-Reviewed:

Status: approved Reviewsd: 111002021
Submission Type: Study-Widse Amendment: Full Bosrd Approved: 02021
Review Cycle: Mo Further Review Required Expires:

Change Summary: new changss =

Site is not enrolling ..h

A Documents

Type Hame Date Added Size

Protocal 1 B FROTOCOL v .docx TM272021 18535
Digtermination Letter B DETERMINATION LETTER_Amendrmient. pdf TM272021 M
Amendment Application BAMENDMENT AFPPLICATION. docx TM272021 17

2 Download All



4. ADDED FLEXIBILITY FOR

COMBO SITE DOCUMENTATION

Problem: FWA sites

Combo Sites: When iy Lo ) Solution: IREx needs
a single Pl/study NIRRT to allow FWAs be
independently of

team engages

reviewed and
multiple FWAs

one another and/or
approved separately.

2) added later to
increase enrollment

Approval
Status
Reliance IREx Reliance {current
Site Agreament @ Access © Decision @ Local Conslderations version)
SMART 2 v 0 /3 Surveys Complete *
Anderson 1172021
Medical
Center
& Baylar
Collegs Mad
Baylor SMART 2 v Contacted
College ol 100172021
Medicing

& Bndearson

Med Cir




4. ADDED FLEXIBILITY FOR

COMBO SITE DOCUMENTATION

l Study-wide IRB Approvals ‘ Site-specific IRB Approvals
Participant Status Summary Export Data =
Q, Search:
Approval
Reliance IREx Reliance Status
Agreement Access Decision Local (current
Site e (2] Considerations version)

Research, Science and

Faraday Institute of SMART 2 v Completed
i 511212021

Technology
e

Goodall University SMART 2 v Completed 3/3 Surveys Complete =

& GUMC 1/19/2022

Goodall University SMART 2 v 0/ 3 Surveys Complete = Not Approved

Medical Center
& Goodall




4. ADDED FLEXIBILITY FOR

COMBO SITE DOCUMENTATION

HRPPs can copy the answers from one HRP Survey
to another for a combo site

& Goodall | GUMC

The sIRB needs local considerations/reviews for Goodall University Medical
Center - FWA#T78899657.

As a non-primary HRPP for this combo site, please indicate how you would like to
proceed:

Complete the survey from scratch. Copy & edit responses from Goodall

*NEW* Pls must provide a Pl Survey for each FWA, and they can copy
the answers from one to another

When Pl completes 2nd PI
survey, they have the option to

» & Goodall | GUMC
copy their answers

The sIRB needs a Pl Survey for Goodall University Medical Center.

You have already completed a Pl survey for this combo site. Please indicate how
you would like to proceed:

Complete the survey from scratch. | Copy & edit responses from Goodall




4. ADDED FLEXIBILITY FOR

COMBO SITE DOCUMENTATION

l Study-wide IRB Approvals Site-specific IRB Approvals Status Summary ‘

Protocol Version: 1.02, 20200703

Faraday Institute of Research, Science and Technology

Goodall University

Current

v Initial Study: Expedited (exp. 411/2022)

w_Initial Study: Expedited (exp. 4/11/2022)

Goodall University Medical Center

Goodall and Goodall MC can have approval
documents posted atdifferenttimes

v Initial Study:



5. CUSTOMIZE DOCUMENT TYPES

Please describe the document type

Consents & Assents - LIVING DONOR ICF

1. Upload ICF
2. Use pencil to

add descriptors
to help with
sorting




5. CUSTOMIZE DOCUMENT TYPES

Customize

document TYPE for
‘Additional IRB
Approved Documents’

+ ‘Others’




5. CUSTOMIZE DOCUMENT TYPES

Protocol Version: 20Jan2022,
version 1

SIRB: Mellon University Medical Center

Lead Site: Mellon University Medical Center

A Initial Study: Full Board (exp. 11912023
VAT | = Site approvals

= Study Info &8 Key Dates

Role: Reviewing IRB Submitted: 11872022

IRB Number: 28110310 Pre-Reviewed:

Status: approved Reviewed: 112072022

Submizsion Type: Initial Study: Full Board Approved: 112072022

Review Cycle: 12 mo Expires: 11972023

» Documents

Type Mame Date Added Size

Protocol 20Jan2022, version [ Protocol_version 1.0_20Jan2022 docx 172062022 12811
1

IRE Approval Documentation [ IRB Approval Memo_20Jan2022 docx 172002022 12230
IRE Application B IRB Application_20Jan2022 docx 17202022 12828

Consents & Assents - B ADULT ICF_20Jan2022 docx 172042022 12247
LIVING DONCR ICF

Consenis & Assenis B ICF_CREOQLE_20Jan2022 docx 1/2002022 12322
Consents & Assents B ICF_SPANISH_20JAN2022 docx 17202022 12324
Conzents & Assenis B ASSENT_AGES 10-15_20Jan2022 docx 172002022 12328

.ecruitment Materials Recruitment Flyer_20Jan2022 docx 112042022 12825

articipant Q i i B Medical History_20Jan2022 docx 1/2002022 12832

ognitive Battery B Cognitive Battery_20Jan2022 docx 172062022 12828




6. DOCUMENT “DATE OF APPROVAL”

(COMING SOON!)

SIRB: Mellon University Medical Center

W — bl
= & v . _— :
Lead Site: Mellon University Medical Center
Upload Documents A Study-Wide Amendment: Expedited (exp. 5/5/2022) m :
Drag file into document type or click a document type to upload.
& Consents & Assents & Grant Application & Meeting Notes & investigators Brochure C A== = | = Site approvals
& Device Manual & Recruitment & & Additional IRB Approved & Others = Study Info & Key Dates
AT PERATEE Role: Reviewing IRB Submitted:  1/5/2022
IRB Number: 654321 Pre-Reviewed:
Status: approved j H
Package Insert i
& Package Inse LR Submission Type: Study-Wide Amendment: Expedited m
Review Cycle: 12 mo Xxpires:
Uploaded Documents Change Summary: some changes =
e ~ Documents
Date ]
Type Document Approved
™ Consents & Ass = 5/6/2021 X Delete Type Name > Date Approved
New documents uploaded ) Protocol 1.1 B PROTOCOL_v1.1.docx 41312020
™ Protocol [1.1 4/3/2020 I
: — does not yet show date ) IRB Approval Documentation B IRB APPROVAL_Lsadsite. docx
Study Materi ; ; 4/3/2020 X Delete I
/ approved until published : Amendment Application B AMENDMENT APPLICATION. docx
Study Material Lo g 4/3/2020 X Delete i
N Consents & Assents B CONSENT FORM - Assent.docx 5/6/2021
N Amendment E AMENDMENT APPLICATION.docx X Delete 1
i Application Consents & Assents B CONSENT FORM Spanish.docx -
Consents &Assents @] CONSENT FORM Spanish.docx X Delete Others - Study Material B Flyerpng 4/3/2020
=™ [RB Approval [#] IRB APPROVAL_Leadsite.docx X Delete Others - Study Material 8 Recruitment.docx 41312020
Documentation
& Download All



New and Updated Resources

for HRPPs

Quick Guides Quick Vids
How to Document a Site Closure (90 seconds or less!)
How to Upload the Initial Site Approval for Relying Sites
How to Upload a Site Amendment Approval
How to Upload Continuing Review Approvals
How to Upload Study-wide Amendment Approvals
IREx Combo Sites Overview

W/ /7 /0 LU LA N
A h |

e How to Upload a Site Amendment Approval
e How do sIRBs & Study Managers Close a Site on a Study?
e How do Relying HRPPs Register for a Study?

Overviews
Study-wide and Site-specific Document Types
IREx Notifications Encyclopedia for sIRBs
IREx Notifications Encyclopedia for Relying HRPPs

General Resources
e General Resources for sIRBs

e General Resources for Relying HRPPs



https://www.irbexchange.org/p/wp-content/uploads/2021/09/IREx_SiteClosureQuickGuide.pdf
https://www.irbexchange.org/p/wp-content/uploads/2019/10/IREx_InitialApproval_RelyingSites_StudyManager.pdf
https://www.irbexchange.org/p/wp-content/uploads/2020/06/IREx_Uploading_Site_Amendments.pdf
https://www.irbexchange.org/p/wp-content/uploads/2019/05/IREx_Uploading_Continuing_Review.pdf
https://www.irbexchange.org/p/wp-content/uploads/2020/06/IREx_Uploading_Study-wide_Amendments.pdf
https://www.irbexchange.org/p/wp-content/uploads/2020/03/IREx_ComboSite_Overview.pdf
https://www.irbexchange.org/p/wp-content/uploads/2020/05/IREx_DocumentTypes_Overview.pdf
https://www.irbexchange.org/p/wp-content/uploads/2022/01/Notifications_Encyclopedia_ReviewingIRB.pdf
https://www.irbexchange.org/p/wp-content/uploads/2022/01/Notifications_Encyclopedia_RelyingHRPP.pdf
https://youtu.be/fvIXtLDuKmw
https://youtu.be/v8MWPE9cjv4
https://youtu.be/3hXvygP4eNM
https://youtu.be/v8MWPE9cjv4
https://www.irbexchange.org/p/reviewingirb/
https://www.irbexchange.org/p/participating-site-hrpps/

Next Call: April 15, 2022
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