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Recent System Updates

Since April 2021



New Exports Available for SIRBs

1 PENNINGTON BIOMEDICAL Reviewing Site's Studies All Studies ~

RESEARCH CENTER
Overall Study Report (CSV)

Your site is the reviews L Soarch : Participating Site Report (CSV)
for 35 studies

il

reviewer
- o IRB Participating Approved
TOUE A1 15 6 poraciant # Study Title Sites Sites Expiration To Do
s in 14 studies
parm ] xani
2019- Creation and maintenance of 2 2 4/11/2022
There are 45 users at 015 integrated biorepository databases
— your site (IBD) to support research usage of
biorepository samples.
= Dashboard # Home 2020- Pancreatic Tissue Collection 1 1 1/30/2023

o4

Overall Study Report includes the following for each sIRB study:

e Date study created in IREx e # Participating Sites
* Risk Type (GTMR, MR) e # Registered Sites
e LeadPI e # Sites indicating reliance

* Initial review dates for lead site e # Sites with initial approval




New Exports Available for SIRBs

1 PENNINGTON BIOMEDICAL Reviewing Site's Studies All Studies ~

RESEARCH CENTER
Overall Study Report (CSV)

E Your site is the reviews L Soarch : Participating Site Report (CSV)
for 35 studies
reviewer

- o IRB Participating Approved
TOUE A1 15 6 poraciant # Study Title Sites Sites Expiration To Do
e in 14 studies
2019- Creation and maintenance of 2 2 4/11/2022
There are 45 users at 015 integrated biorepository databases
— your site (IBD) to support research usage of
biorepository samples.
= Dashboard # Home 2020- Pancreatic Tissue Collection 1 1 1/30/2023
| 004

Participating Site Report includes the following for each site on your sIRB studies:

* Relying site FWA and name » Date site notified/contacted about study
* Whether site signed SMART IRB, LOI, other IAA ¢ Date site registered
e Site Pl e Date site relied

Local submission/review dates (if provided)
e Date HRP and PI Surveys completed, updated

* Dates of each sIRB approval (initial, CR, mods)




New Exports Available for

Participating Site HRPPs

meennnaTonsiomeica. | Participating Site's Studies Al Studies ~

RESEARCH CENTER

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

Participating Site Report (C5V)

LeTRly o Expiration
Yoursite s & partg Reviewing IRB Date To Do
S in 14 studies
- 3D Body Pilot Study LA State UnivA & Ragister
There are 45 users at M
ﬁ your site
e Health Behaviors Syndrome Pilot Study ~ John W. LSUHSC at 9/27/2021
Apolzan, PhD Shreveport
f= Dashboard 4 Home
Urinalysis and STI Association in Ran Horswell LSU HSC New Remind Pl To Complete
Adolescent Psychiatric Patients Orleans Survey

Participating Site Report includes the following for each study where your site is relying on an sIRB:

* Reviewing IRB name & FWA * Date your site was notified/contacted about study
e Local PI * Date your site registered
* Dates of each sIRB approval for your site * Date your site relied

(initial, CR, mods) * Your Local submission/review dates (if provided)

* Date your HRP and PI Surveys completed, updated




Add Consortiums to Studies

Participating Sites

How will you add sites to this study? © Add sites by name or Fwa #

o) © Scloct consortium of sites _ _ _
Indicate what sites should have access to the study in IREx

Midwest Research Nelwork L + Add Addihbonal Site

Flaase let us kmaow if you don't s2e your consarhium

Provide Site Names and Pl Contact Information
This information is used to notify the site HRPP and Pi that the study is in IREx so they can begin documenting reliance. IREx is n
the inikial protocal and consant templatas ta site Pls Tha lead study team / coordinating center should provida these matenals b

with other study malerials, coniracts and regulaiony documents outside of IREx. @ Institution Fl (Required) Coordinator
Central Ohio Medical Center 2122455 &+ Add Coordinalor £ x o

Indi i ould hawv the study in IREx
dicate what sites should have access to study in IRE Coliarribie Liniveskity 2 A5d Coordinator ’ %

| Choosa a consortium i
- Lhoose a consorbum -
Eastman Madical Centar of Ohlo vasaa59 74865 * Ak Pl * Ada Coondinator x
Midwast Research Network ’ ’ & 4

Linda's test consortium
Testing Consartium

Faraday Institute of Research, Science and 2+ 500 P aF Add Coondinator a9
Teachnology wo15695874

Hartford Collage of Medicine sooonzz16 &+ Add Coordinator P
Mellon University Medical Center 200001111 &+ Aga Coorainator & x
Middle-sarth Collage of Agriculturs #456431545 &+ Add Coordinator P -

Closea




New Training Offerings

ADs Feature Releases IREx AP| Contact Us

RAINING

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

IREx Live Trainings *NEW*

& Understanding Combo Sites in IREx
IREx Resources and Navigation Tips

Users: HRPP Liaisons | Study Managers
Users; All
Wednesday at 2PM ET, July 215t
Wednesday at 2PM ET, July 28th & August 25th
HRPPs and Study Managers join this training 1o learn more about
+ Defining a Combo Site Aftend this training to leam more about the following
« Establishing a Combo Site on a study = Types of resources available in IREx
+ Understanding Rellance Documentation for Combo Sites = Where 1o find helpful IREx resources

» Understanding Combo Sites for Multisite Liaisons = IREx navigation tips
+ Understanding Combo Sites as the Study Manager

WEDNESDAYS AT 2 ET/1 CT/12 MT/11 PT

-
JULY

Understanding Combo Sites in IREx
IREx Resources & Navigation Tips

How to Document Study Closures in IREx
How to Upload Continuing Reviews and
Amendments

sIRB Workflow Spotlight: Wake Forest
IREx Resources & Navigation Tips



Document Study Closures

Site-Specific Info « Manage Project

Study Closure

Study Summary - ES Reviewing IRB Contact - BB IREx Study Managers ~ 2% Participating Personnel

Influenza-associated pneumonia hospitalizations in
Jupiter

Influenza-associated pneumonia hospitalizations in

Juplter Reason for Study Closure Study Completed
(Select all that apply) [ Study Discontinued for futility

[J Study Discontinued for under-enrollment

Study-wide IRB Approvals ‘ Site-specific IRB Approvals Status Summary ‘ 0 Study Discontinued for lack of resources or funding
O Study Terminated for ethical concemns or non-compliance

Protocol Version: 1
Please type dany other reasons...
Site Approvals

SIRB: University of Black Labrador (9/Add Continuing Review

& Add Study-Wide Amendment Date of Closure 07/01/2021

» [nitial Study: Full Board (exp. 829/2020)

| 4 Add SITE amendment o - o
VA GEET | = Site approvals IRB Determination Letter Choose File | determination letter.docx

’ () Add Study Closure
i= Study Info 8 Key Dates Other Documents Choose Files | No file chosen

[J Publish study closure documents, making them visible to relying sites.

sIRBs (only) can document study closures.
This option is not available to Study Managers (yet?)

Cancel Save




Document Study Closures

Dear Liaisons and Study Contacts,

Carnegie University Medical Center has issued a closure notification for the following study for your institution, Albert
Einstein College of Medicine, in IREx:

Study Title Influenza in Jupiter

Type of Determination Study Closure
Reason for Study Closure Study Completed
Date of Closure 7/1/2021

Study Url https://test.irbexchange.org/feature-branch/public/study?proj=1028876

Principal Investigators & Study Contacts:
You can access the study closure information in IREx. Prior approval information will remain accessible in read-only
format. Please contact your local HRPP, as needed, regarding your local submission requirements for study closure.

Thank you for using IREx,
The IREx Team

WERSIONS

Study Closura

Reviewing IRB

Carnegie U Med Ctr
Closed

Relying Sites
Duke Univ-Duke Childrens

Glosed T

Elnstein
Ciosed

Emory
Closed

Goodall

-

Closed il

& VUMC | Vanderbilt Univ

Closed [fa

Registered / In Progress

Baylor College Med

Closed ™

20210701 Asri Test Study 1

=

=

=

1/2021

]

202

]
2l

v20

2021

Study Closed

B8 Reviewing IRE Contect ~

Sudy Summary ~ BB IREx Sludy Managers ~ & Partiopabng Personnel

20210701 Asri Test Study 1 High of 81 degrees today

Study-wide IRB Appr

Site-spacific IRB Approvals

Status Summary |

Protocol Version: NA

SIRB: Carnegie University Medical Center

Lead Site: Carnegie University Medical Center

~ Study Closure

i= Study Info & Koy Dates

Rola: Revizwing IRB Study Closed 72021
IHH Numdbser: 443 Closure Heasons

Status: Closad » Study Completed

Submisslon Type: Swdy Closure « Other: We're done with this

- Documents

Type Mams Date Added Slze
Deftesrniniation Letler m dabermination lether C docx 012021 28 KB
Oihers W 1.docx OTmMReM 37 KA




Upcoming System Updates

Summer/Fall 2021



Site Closures

* Allow sIRB to close a single site on an active study

* Bonus feature: Allow an sIRB to indicate a study is “closed to
enrollment”, but has ongoing approval (i.e., may not have approved
consents, but has CR approval)

o ETA August 2021



Reorganizing Approval Documents

Provide all site’s approval documents on one tab

Approval History Sife-specific IRB Approvals Status Summary
View All Amendments I Continuing Reviews ]

Albany Medical Center

A Amendment: Full Board  (approved 4/m/2021) Current
v_Continuing Review: Full Board fassroved y/2072021) Archived
Change Summary: Submission of 1ISPY2 Mema, dated 24MARI02: Updaling the fasting ,«"J\\

instructions for the oral paclitaxel + encequidar + dostarlimab 4/- carboglatin regimens as per

w Amendment: Full Board #50 i 12/5/2020
w |nitial Study: Full Board (exp

ICFL hanve been rewited Eo edit thas f:‘n.l:inﬂ requirsments fowr this dl'ug combination. The Ohio
Stale University: Rewvision to the HIPAS pﬁragraph in thae site-specific section ol the S.cmmling
ICF = reqquersted and rovited by site. Redline copies af the master condent templates ane oailable

Provide Document History Tab

Approval History Decument History Status Summarny

Albany Medical Center

Consents & Assents -,

A/1/2021

Protocol ~.
Determination Lettar #.
Recruitment & Advertisements . 4/1/2021
Device Manual A, iy i

Grant Application -,
Measures A,

Archived

Investigator's Brachure .

T/2172018

Other IRE Approved Documents ™ 311,201

Meeting Notes

Others Archived

on the main study pape.
\ A

ETA October 2021




Enhancing IREx API

* Allow e-IRB systems to send ANY IRB approval to IREx, not just initial
IRB approval

* Note: tips for connecting from APl with Huron system and
homegrown are available.

e ETA December 2021



Public Service Announcement

For Trial Innovation Network



TIN [ University of Utah

Consent Builder

e Utah Trial Innovation Center has created “Consent Builder” tool for
coordinating centers/lead study teams.

e Goal is to streamline the creation of consent forms



Next Call

* October 15, 2021
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Using IREX
IREx Quarterly HRPP Call —July 16, 2021

University of Utah Operations Managers
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Lisa Rigtrup Annie Risenmay




UU SIRB Workflow

STEP1
Reliance Consultation

“Reliance Consultation Request”
or application submitted
Assioned to IRE Operations
Manager, who meets with study
team to discuss SIRE process and
participating sites

Follow-up instructions sent to
meeting attendees

STEF 3
Pre-Review & Board Review

+ |RB Administrator reviews
application and sends necessary
revision reguests

+ Local HRPP may be working on their
review in tandem and notifying LU

+ Study team sends reliance
invitations to study site Pls and

HRPP contacts

- -..' '-_i‘
l R

Expedited)

STEP 2
Reliance Confirmation/
Local Requirements

Study submitted in application
submission system, ERICA
Manager reviews and ensures
completion of applicable reliance
agreements

Communication between IRB
manager and study team/Tocal
HRPF to ensure local requirements
are considered and that local
review is underway

IRE of site-specific items
« Study is reviewed at board (or

time

STEP 4
Initial Approval

= Approval notification and
approved documents are
disseminated

o Protocol-only/Lead sitef=1
participating site

© Site HRPPs may review
documents and require changes
{amendment)

STEPS
Site Addition(s)
* Participating sites are added when

reliance requirements and met
* Multiple sites may be added at 2

STEP &
Continuing Review,/
Amendments/Report Forms

Main study + sites can be
reviewed at the same time or
separately (Continuing Reviews,
Amendments)

Lead study team-driven or
assigned to site study teams
Report Forms come through main
application



UU SIRB Workflow — IREx Usage

STEP1 ug Resources
Reliance Consultation
« Assess participating sites
« |REXx Registration
« SMART IRB B Agreement Checker

® Find other users

I Find other sites

« Protocol vs. Institutional Profile &+ Add HRPP Staff / Members
Q) Search: university of Utaf| a REQUESt HE|p'
SMARTIRB SMART IRB IREx . o
Name V1 v2 Access Profile Download === Join ATFEII’III’IQ
University ofUlah@ m m v v v I view profile [3 download profile
« Huntsman Cancer Institute ii-‘j- R esouUurces

« Associated Regional & U Pathologists (ARUP)
» Eccles Institute of Human Genetics

« [lMoran Eye Center

« South Jordan Health Center

« Farmington Health Center

1] o= [ I




UU SIRB Workflow — IREx Usage

STEP 2 STEFP 3

Reliance Confirmation/ Pre-Review & Board Review
Local Requirements

Study-Specific Reliance Plan (SSRP)

» Create study in IREx using drafts

@ This is your initial SSRP that will be presented to Relying Sites when they join this
e Collecti ng local context? study. You will be able to modify the SSRP for each individual IRB before reliance is

finalized.
« Establish a Study Specific Reliance Plan (SSRP)
 Invite sites to rely as applicable

STANDARD OPERATING PROCEDURES ("SOPs")  Using SMART IRB SOPs (recommended)

HIPAA DETERMINATIONS AND ACTIONS




UU SIRB Workflow — IREx Usage

STEP 4
Initial Approval

Upload/publish overall study approval
» Approved protocol/consent forms
» IRB determinations

Invite any remaining sites to rely
» ‘Notify HRPP’

&/ Complete IREx Setup
«/ Confirm SSRP

Upload Overall
Study Approval

/ERSIONS

June 4, 2021 v1.0

Reviewing IRB

Univ of Utah
Pending

Endophenotypes of Persistent Post-Concussive
Symptoms in Adolescents - CARE4Kids

‘ Status Summary

Participant Status Summary

Q Search:
Approval
Status
Reliance IREx Reliance Local {current
Site Agreement @ Access @ Decision @ Considerations version)
Children's SMART 2 v | |
National Medical e
Center
Seattle SMART 1 v | |
Children's e

Hospital




UU SIRB Workflow — IREx Usage

STEP -5 Study-wide IRB Approvals .‘S:e-s|:-e-;"-; RB Approvals ,‘ STEP 6
Site Addition(s) Continuing Review/
Participant Status Summary Desortoacosaemions | Anendments/Report Forms
Q, Search: [@ Export Status Summary Tab
« Confirm reliance decision is . « Create CR and/or AM
eSta b I iSh Ed Reliance IREx Reliance Ej:r:nt d P u bI iS h a p p rova I
. . Site Agreementﬁ Access 9 Decision 9 Local Considerations version]
 Collect local considerations o .
 SIRB review includes local Universiy
considerations ey T2 v (e T
Kentucky
Upload site approval o, v
Sty
_ . SMART 2 v Jr— 373 Surveys Complete =
o
S

=[] ]o]=]=



3 Models for Multi-Site Management

Default Site-Control Hybrid
Default Model Site-Control Model Hybrid Model
IRB APPLICATION IRB APPLICATION IRB APPLICATION
= g =

Q Sitel Q Sitel

Q Site 2 Q Site 1

Q Site 3 o Sie Q Site 2
Q site 3 e




Default Model

Default Model

IRB APPLICATION

Benefits

Provides the benefit of having
multiple sites and the
protocol reviewed and
approved within one process

@ EHEES

If one or more of the listed sites
are not fully prepared for IRB
review, the review process is
halted until every site is fully
prepared for IRB review

Sites do not receive automated
study notifications, unless they
have an ERICA profile and are
listed in the application. In this
case, sites receive all notifications,
regardless of the relevance or
applicability to their site



Site-Control Model

Site-Control Model

IRB APPLICATION

=

Q Site 1

Q Site 2

Q Site 3

Benefits

Allows participating sites to be
managed independently from the main
IRB application

Main application can go through IRB
review process while participating sites
are working on completing reliance
and site-specific requirements

Sites can be submitted for IRB review
as they are ready and are not beholden
to the progress/delays caused by other
sites

Sites receive automated notices
relevant to their site

Challenges

Sites that have their own
participating site application must
have a Site Investigator (Sl) listed.
The SI must have an ERICA
account and profile in order to
have access to the application,
enter the required information,
and receive study notifications



Hybrid Model

EENS Challenges

Hybrid Model

IRB APPLICATION

* Provides the benefits of both the * Determining which sites to

Default and Site-Control Models keep with the main application
and which sites to “peel off”

into their own participating
site applications can be
challenging in the early stages
of the review process

* Once a site has been “peeled
off” and given their own site
application workspace, they
cannot be re-integrated into
the main application




When Do We Choose to Use IREx?

* When the University of Utah is serving as the SIRB, we decide on a case-by-
case basis when to use the IREx system.

When We Use IREXx When We Don’t Use IREx

« When the study is from the TIC « Whenitis not a TIC study (sometimes)

« When there are lots of sites to manage - When the majority of sites aren’t signed onto

« When the majority of the sites are already SMART
signed onto SMART and have used IREx before + When the study only has a couple of sites or

: : the other sites are inside our state (Utah
« When the study coordinator is from an external ( )

institution and may need an extra site « When we have a master agreement with sites

management tool or a SIRB and don't need to execute a study-
specific reliance agreement (e.g. cooperative
groups)



Pros & Cons of Using IREX

An Academic IRB’s Perspective

Challenges to Consider

» System saturation: Yet another electronic system for study teams and HRPPs to learn; however, IREx is easier than most to
use, more aesthetically user-friendly, and more useful to SIRBs

 |REx is not a document management/distribution system, but sites may get that impression because the system
allows/requires you to upload documents — can lead to sites using versions of documents that are not the most recent
version approved by the SIRB

e For the UU IRB, IREXx is not as helpful after initial IRB approval because our own electronic system, ERICA has the “site-
control model” available**. Our electronic system allows external users to get an account and have access to their own
site application.

**|f your institution doesn’t have this ability, you will need to come up with a way to manage each site’s documents and distribute them to
site PI’s, who then need to keep their HRPPs informed per their local policies.
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Pros & Cons of Using IREX

An Academic IRB’s Perspective

Features that Make Life Easier
* The hard part is over: Many academic HRPPs already know how to use the system
e Study teams can keep up with the status of each of their sites’ reliance without sending the SIRB an email
* |t can help a SIRB figure out which sites need to rely when a combo site/group relationship isn’t clear
e Clean, easy to read “Study Summary” tab

* Collects local considerations in an easy, streamlined manner — can prevent lengthy email threads and conference calls with
sites because there’s a simple way for them to communicate concerns and requirements to the SIRB

* The Institutional Profile database is a game changer

* The IREx team is extremely responsive, open to feedback, and friendly — there’s a real person available to help you if you
need it

* Prevents HRPPs from having to use institution specific systems — one central hub for reliance and local
considerations (vs. SMART IRB reliance system, which stops at indicating reliance)




Questions?




+

® * Open to HRPP Liaisons and Study
Managers

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

e Current membership includes:

* |ndiana
X S e r * Johns Hopkins
* Ohio State

* Oregon

* Pennington Biomedical
eeipdC :
* Vanderbilt

e 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
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