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QUARTERLY CALL AGENDA
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3 5 69 Trial Innovation Network (TIN) studies
284 Non-TIN studies




Recent System Updates

Since April 2021



dded” included for Approval

Documents

# Continuing Review: Full Board (exp. 2118/2022) | Current |
= Site approvals
i= Study Info B Key Dales Continuing Review: Full Board (exp 218:2022) | Current |
Role: Heviewing IS8 Submitted: 2MER2081
IRE Numbar: 200533 Fre-Reviewed: i= Site approvals
Status: approved Raviewed: 21192021
Submission Type: Conlinuing Review. Full Board Approved: 21192021 v
Review Cycle: 12 mo Expires: 2BI2022 Use arrows Study Info BB Key Dates
tﬂ' Sﬂrt Suhmil‘he:t_ for Local Review:
» Documents IRE Number: 200533 Local Review Conducted:
Reviewing IRB Decision: approved Local Review Completed:
Review Cycle: 12 mo Reviewing IRE Submitted: 2R

Raviewing IRE Reviewesd: 2119rz021

Type Mame Reviewing IRB Approved: 21572021

Protocol [Protocol V3 Dated -5 ORCHID_PRO_W5 020CT2020. pdr
TNHI0Y ~ Documents
Determination Letter ""‘-.__ IRE FAL_2021CR.par
Continuing Review —,‘4 IRE-Submission_202 1CR.par Type Name Date Added Size
Application

Prolocol [Frolocol V3 % ORCHID_PRO_VS_020CT2020.pdl 10¥26/2020 655 KB
Consents & Assenls - '-_" IRB FAL_2021CR.pdf -

Dated 10/272020]
Consenls & Assenls

— Determinalion Lelter "'""h IRE FAL_2021CR.pdf 02/22/2021 139 KB
Recruiment & g Stamped-intemet and Social Medla ads. pdf
Adverlisements Consents & Assents *h IRB FAL_2021CR paf 0223@0 139 KB
Caonsents & Assents
Recruitment & -'h Stamped-informational Sheet.pdf anae =58
Adverisements ¥
Showmg Tho 3 ol 3 enlnes
Other IRB Approved = Stamped-IRE-Applcation.pdf 1262020
‘a
Bonimants S 2 Download All
Application
Others - Discharge Drisg " Stamped-CRCHID_Discharge Drug Diary_Template pat Q4032020 KB
Diary

Others - DSMB Memo -5 PETAL DEMB IRE memo 19JUN2020.pdf KB




Add Consortiums to Studies

Participating Sites

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

® Salect consortium of sites

Indicate what sites should have access to the study in IREx
Midwest Resgasch Network R + Add Addibonal Site
Provide Site Names and Pl Contact Information
This information 15 used to notify the site HRPP and Pi that the study is in IREx so0 they can begin documenting refiance. IREx i
the initial profocal and consend templates to site Pls. The lead study team / coordinating center should provide these malar
with other study materials, contracts and reguiatory documents outside of IREx. @

Flease tet us kmow if you don't see your consarfivm

Institution Pl (Required) Coordinator
Central Ohio Medical Center #/23455 &+ Add Coordinator - =
Indicate what sites should have access to the study in IREx
Chooss a consomium Columbus University & Ata Coorainator &%

— Ghoose a consorum -
Midwasl Resaarch Mebwork
Linda's test consorbum Eastman Medical Center of Ohle vissagaragss &+ Add Coordinator F X

Testing Consortium

Faraday Institute of Research, Science and 2+ Add Coordinator & %
Tachnology 1569874

Hartford College of Madicine vooooszi6 - Add Coordinaloed & X
Mellon University Medical Center 00001111 ¢ Add Coordinalor s x
Middle-aarth College of Agriculture vi56451 545 &+ Add Coordinator #F X -

Closa




Document Study Closures

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

Dear Liaisons and Study Contacts, Study Closed
VERSIONS

A
Carnegie University Medical Center has issued a closure notification for the following study for your institution, Albert

_ 5 S Study Summary ~ Bl Heviewing IRB Contact « IREX Sludy Managers « 22 Pachicpabng Personnel
Einstein College of Medicine, in IREx: Study Closure

Study Titla Influenza in Jupiter PRV T 20210701 Asri Test Study 1 High of 81 degrees today

Type of Determination Study Closure Carnegie U Med Ctr
Closed T1/2021
Reason for Study Closure | Study Completed Study-wide IRE Appr Site.specific IRB Approvals Status Summary ‘
Date of Closure 7/1/2021 Relying Sites
- i i Poroi= Duke Unlv-Duke Childrens . 2
Study Url https://test.irbexchange.org/feature-branch/public/study?proj=1028876 e R Protocol Versmn. NA
Principal Investigators & Study Contacts: E!“’*:'" — )
¥ou can access the study closure information in IREx. Prior approval information will remain accessible in read-only He s SIRB: Cafﬁegie UniVEfSlt}f Medical Center
format. Please contact your local HRPP, as needed, regarding your local submission requirements for study closure. Emery
Closed 72021 Lead Site: Carnegie University Medical Center
Thank you for using IREx,
Goodall
The IREx Team Ciosad 2021 A Study Closure
& VUMC | Vanderbilt Univ
Ciosed 72024 £= Study Info & Key Dates
Riole: Revizwing IRB Study Closed T2t
IHE Numiser: 443 Closure Heasons
Status: Closad « Hudy Completed
Reglstered /1n PTOQTESS Submisslon Type: Stedy Clasure = Other: VWe'r2 done with this
Baylar College Med
Giosed 72021

# Documents

20210701 Asri Test Study 1 Type Mame Date Added Slze
Didermiradion Letler datermination lefler C docx DrA203 2B KH

Others [ 1 doex or R0 3T KA



New Training Offerings

IREx API Contact Us

ADS Feature Releases

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

-
JULY

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

Understanding Combo Sites in IREx
IREx Resources & Navigation Tips

IREx Live Trainings *NEW*

& Understanding Combo Sites in IREx @ IREx R es and Navigation Ti m
x Resources an gation Tips |
Users: HRPP Liaisons | Study Managers . HOW o Docu e StUdy Closures : IREX
Users: All

Wadnasday st ZPM ET, Juy 21t * How to Upload Continuing Reviews and
Wednesday atl 2PM ET, July 28th & August 25th

HRPPs and Study Managers join this training 10 learn mone about A m e n d m e nts

» Defining a Combeo Site Attend this training to leam mare about the fallowing:

« Establishing a-Cc-‘rbc: Site on & study ‘ rT',-pesc\fi:'-saur-:esa';allable-n.REr ) SI RB WO rkflow Spotlight: Wa ke FO rest

* Undergtanding Reliance Docurnentation for Combo Sites = Whaere 10 find helpful IREX resources

= Understanding Combo Sites for Multisite Liaisons = IREx navigation tips H H H

- Understanding Combo Sites a5 the Study Manager * |REx Resources & Navigation Tips




Upcoming System Updates

Summer/Fall 2021



Site Closures

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

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

* ETA August 2021



Reorganizing Approval Documents

Provide all site’s approval documents on one tab Provide Document History Tab

Approval History | sie specific IRE Approvals Status Summary | S — e Approval History ‘ Document History Status Summary |
View All Amendments I Continuing Reviews ] Albany Medical Center

Consents & Assents . a/1/2021
3 A L
Albany Medical Center Protocol # 3/11/2021
Determination Letter #. df1f021
] sements ~
A~ Amendment: Full Board jpproves &/2072021) Recruitment & Advertisements -
. . . ' 3 121 /P08
“_Continuing Review Full Board fsperoved 1202021 Device Manual ~. s e
Grant Application A, Archive
i 12/5/2020
~ Amendment Full Board #50 23 [ Archived | I Measures A P
b ! . ' -
Initial Study: Full Board (exp Investigator's Brachure . 7/21/2018
Meeting Notes A,
Revised Dral Paclitase] Dosing Instructions Card v 04-Mar2021, released on March 23, 2031. - Other IRB Approved Documents -
Oral Faclitaxel Enceguidar Medication Diary All sites’ ORAL PACLITAXFL/FNCEQLIDAR treatment
ICFs have been revised bo edit the fasting requirements for this drug combination. The Ohio Others Archived
State University: Revision to the HIPAA ptr:griph in tha site-specific section of the S.l;rming
ICF - requested and revised by site. Redline copies of the master consent templates are aailable

\\Dﬂ the: miain study [RETEES

o

ETA October 2021



New Resources

Spring/Summer 2021



Q Recently Updated/Added SM Resources

I Bookmark for yourself (274
* SM Step-by-Step Guide
* Add/Remove Participating Sites

Quick Guide

e Updated to reflect adding a
consortium of sites; request your
consortium be added to IREx here

 Study Closure Quick Guide
e July newsletter! 0

Share with your Study Teams

* Intro to sIRB RewewO

* Great for educating those new to
using a Single IRB; gives overview
of local IRB responsibilities

* Intro to IREX

e Accessing Approvals Quick GuideO

 Add/Remove Study Team
Members Quick Guide



https://www.irbexchange.org/p/wp-content/uploads/2019/02/IREx_StudyManager_Step-by-Step.pdf
https://www.irbexchange.org/p/wp-content/uploads/2018/10/IREx_AddRemoveSites_QuickGuide.pdf
https://redcap.link/irex_consortiums
https://www.youtube.com/watch?v=CywymHcA2WE
https://www.youtube.com/watch?v=tfMKlEdXyB4
https://www.irbexchange.org/p/wp-content/uploads/2021/03/IREx_Approvals_QuickGuide.pdf
https://www.irbexchange.org/p/wp-content/uploads/2020/01/IREx_AddRemove-StudyTeam_QuickGuide.pdf

Next Call

* October 15, 2021



+

® * 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
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