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1.0 ABOUT THE IREX STUDMANAGER

IRExwas developed by Vanderbilt University Medical Center eqport Institutional Review Boards (IRBs), Human

Research Protection Programs (HRPPs), Lead Study Team (LSTs) and Coordinating Centers (CCs), and stud
implementing single IRB (sIRB) review. IREx can be used to capture all SIRB documentatioade decesions and local
considerations) and facilitate communications between the sIRB and participating site (PSite) study teams and HR

IREx Study Manageis the person(s) from the Lead Study Team or Coordinating Center who is responsible for
managirg PSite access to IREx and overseeing PSite readiness for single IRB (sIRB) review.

OPTIONALSTUDY MANAGER ASKSIN IREX:

C - ATACA 03 EOAOS A&dA&O®GmMOGH site®ffvd th©stuGyA U
Notify PSite HRPPs of the studyz send the IREx study liakd notification to PSite HRPPs and their investiga
and coordinator so they can connect around the local process for initiating reliance
Track PSite readiness for sIRB revieg/follow PSite progress as they complete the sIRB steps, and send
reminders td®Sites about outstanding actions
%@Di OO0 03EOAOGS 11T AAT AT 1T OEAAOAOE gdxport the@odnipletpdZ96@ys A
AT A OOAI EO OEA OEOA AO A OEOA AAATAI AT Ai AT O Ol
Centrally manage PSite approval docurants and notifications to PSiteszOB1 T AA 03 EOAB3 O ¢/
to IREX to centrally store all approvals and automatically notify the PSite that they have approval.

O 0 0O 0

IMPORTANT: sIRBs have different processes and ufttizdy Managers in different wgs.
Before completing any actions in IREx as thady Manager, please discuss your role and
what tasks the sIRB would like for you to assume in IREx

IREX OVERVIEW: STHBEYUP AND USER ABEBOINTS

Usually after
receiving the
approved protocol
and consents from
the local team

PS HRPPs CONFIRM
ENGAGEMENT, IREx SM EXPORTS
GRANT PS PI ACCESS, LOCAL
AND INDICATE CONSIDERATIONS
RELIANCE FOR SIRB REVIEW

sIRB CREATES STUDY
IN IREx AND GRANTS
IREX SM ACCESS

IREx SM ADDS PS HRPPs AND Pls IREx SM UPLOADs PS

PARTICIPATING SITES COMPLETE STUDY- sIRB APPROVALS TO
(PS) TO GRANT PS SPECIFIC LOCAL IREX
HRPPs ACCESS CONSIDERATIONS

KEY:SM=Study ManagerPS=Participating Site HRPP=Human Research Protection Program

After the sIRB creates a study in IREx arehtg lead site approval, the IREx Study Managers (see role above) typically:

1. Email the Approved Study 2. Include Reliance Instructions | 3. Remind Study Teams to Engage Thei
Materials to Study teams from the Reviewing IRB Local HRPP/IRB

The Lead Study Team or Coordinating PStes may rely on many sIRBs f{ Study teamsstart the reliance processby

Center should disseminate the initially different studies. It is helpful if th¢ contacting their local HRPP tosk about

approved documents (protocol, s 2" DOT OE A A § their local requirements when usirysIRB.
consent forms) alog with any other | instttA OET T 08 I OOI| This ensures the local HRPP has f
regulatory documents td®Ste study required before the sIRBreview | information needed to complete ang
teams so they can engage their local | can occur for thé*Ste. communicate local considerations to th
HRPP. sIRB.

y te

PPs

tor
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1.1 THESTUDY MANAGERDASHBOARD

TheStudy ManageDashboard is tailored to you and provides information about your ud&BRelianceExchange
(IREX.

i)
IREx IRB Rellance Emhange 1 Home Contact Us Your Profile Resources Administration Logout

YOUR SYSTEM SOLUTION FOR SINGLE IRB REVIEW Rah e Q Search

m
2 \ Find a Study 3
9 You are participating in 9 by Name:
: ! [ isted?
studies |:| 5 Don't see your study listed?
: Contact your Liaison(s)
18 There are 18 users at by Sponsor:
your ste
Qfind
-} Bs
B Your Institution 4 ol Resources 6

Carnegie University Medical Center @ Find other users

s

I Find other sites

© Request Help

m . & Join A Training
Your Liaisons 5

@ Resources

Carnegie HRPP 555-123-4567

Relying Site HRPP

A W N P

ol

In the top right corner are quick links, which are visible from any page of IREXx, that provide acces:
edit your user profile, contact us, view resources, return to the Dashboard and log out.

Also visible aall times, use thé®verviewbox located on the left side of the screen, for quick access
list of all the studiesvhereyou are theStudy Manager

UseFind a Studyto search for studies in IREXx.

UseProfile to viewyourinstitutiond I®stitutional Profile, which containgnformation aboutyour
HRPP/IRBNd their processes and considerations when using reliahdes four sections that capture
General HRPP InformationLocal Casiderations, Institutional Policies and Processefor Relying on
a sIRBandReliance Preferencesvhen serving as the IRB of RecotéseComponentsto seeall

L A L oA N oA £ oA

compond OO 11 UI OO ET OOEOOOEI 180 &7! 8
UseYour Liaisonto identify your site liaisons.

UnderResourcesuseFind other sites view the institutional prolesand list of FWA componentsf
other IRExinstitutions. UseFind other usersto view other users at your institutioms well as to
identify usersat other IRExinstitutions.
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1.2ACCESS THE IRB RELWCE EXCHANGE (IREX)

ThelRExwebsite can be accssed fromwww.irbexchange.org

Click theLOGIN button in the top right
of the web page, enter your email
address and your password to login.

The FIRST TIME you logiryou will need
to use the temporary passwd emailed
to you from IREX. Your access is set up by~ .
the slRBor another Study Manager who |

already has access

NOTE:USE THE EMAIL
ADDRESS WHERE YOU
RECEIVED THE IREX
NOTIFICATION AS YOUR

LOGIN NAME

YOUR SYSTEM SOLUTION FOR SINGLE IRB REVIEW

What is IREX?  teammore

@ IRB Reliance Exchange

members studies

IRB Reliance Exchange (IREx) is a web-based portal freely available to support Single IRB review documentation and

communication.

iie DOt

Thu 5/31/2018 9:03 AM

Dear Jacob Williamson,

You have been added as a user to IREx.
Your temporary password 1s: 568eefl7

Be sure to login and set a penmanent password.

Login to IREx

Click on "Your Profile" at the top of the page
Click the "Change Password" button

Enter and confirm your new password

Thank vou for using IREx.
The IREx Team

IREx Administrator <admin@irbexchange.org>

Your IREx user account has been created

Relying Site Study Teams

Manage site approval documents
for the life of the study

1.3CHANGE YOUR PASSWAR

After you firstlogin to IREX, pleasehange your password using
Your Profile at the top of thedashboard

Home Contact Us Your Profile Resources Logout

Search for Q Search
ClickChange Passwordo set a new password. | “"*
j § g
User
First Name IREx
Last Name User
Email \rexuser@\rex,nrg
Phone
Use% @® Active O Inactive
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http://www.irbexchange.org/

1.4 FIND A STUDY

To find a study inREx

OOA OEA O&E
search at the top of the
Dashboad. You can
view the entirelREx
database of studies by
leaving the name and
sponsor fields blank and
Al EAEEI C OF

NOTE SEARCH FOR
SPECIFIC STUDIES BY
ENTERING AULLOR
PARTIAL NAMEOF
THE STUDY, OR BY

SELECTING A

SPONSORORSIRB.

.
@ IRB Mlance Emhange Home Contact Us Your Profile Resources Administration Logout
YOUR SYSTEM SOLUTION FOR SINGLE IRB REVIEW Q Search
m
“Q Find a study
9 You are participating in 9 by Name:
m studies Don't see your study listed?
Contact your Liaison(s)
53 There are 53 users at by Sponsor:
your site v|
Study Title 1&  sponsor Sites Reviewing IRB
'Type to filter v v
A placebo-controlied clinical trial NHLBI 5 Vanderbilt Univ Med
of InFLUenza-Specific Olfactory Treatments (FLU-SHOT) D) Ctr
0928-A Randomized, Double-Blind, Placebo-Controlied Trial to NIH 47 Vanderbilt Univ Med
Assess the Primary Outcomes of Tramadol to treat acute post- Ctr
suraical pain (PRIMARY)

1.5 ACCESS TOYOUR STUDIES IN IREX

Once you have
access to IRExpy
will receive an email
notification each
time you are added
to a new study. The
email will include
the study title and a
link to login toyour
study in IREx

You can alsoeess
these studieausing
the search feature
on thelREx
dashboard.

Wed 10/31/21 3 AM

admin@irbexchange.org
Your study is in IREx

o If there are problems with how this message is displayed, click here to view it in a web browser.

Dear IREx Study Manager,

You have been given access, as an IREx Study Manager, to the study below in IREx. If this is your first study on this platform, a separate email was
also sent with your login information.

Study Title A Randomized, Placebo-Cc lled Trial of Long-Acting Insulin for Treatment of Type 2 Diabetes Mellitus (TANDEM HRPP)

Reviewing IRB Vanderbilt University Medical Center

https://www.irbexchange.org/study/index/?proj=60 I

I Study Link

our Next Steps

Please discuss your role with the Reviewing IRB before completing these steps.
You have the following abilities in IREX. You can also visit the resources page for detailed instructions on these steps:
1. Designate the Participating Sites and site Pls in IREx.

Please login and enter the participating sites and their corresponding study PIs to help the Human Research Protection Program (HRPP)/IRB
Liaisons check on the status of the study at their sites.

=

IREx notifies the participating site HRPPs of the study.

After you send the study start up packet (protocol, consent temp regulatory dc etc) to your participating site study teams, click
the “Notify HRPP™ button in IREx to notify the participating site HRPPs/IRBs about the study. The HRPP/IRB will confirm their institution’s
engagement in research, begin the cede review process, and provide the study team with access to IREx when appropriate. Generally, a local
submission is required before the HRPP/IRB will begin completing their steps in IREx.

IMPORTANT: Participating site study teams should receive the study start-up packets BEFORE IREX notifies their HRPP/IRB about the study.
Study teams need these materials to begin preparing their local IRB submission. IREx is not used to disseminate the study start up materials
as study teams can not get access until their local HRPP/IRB receives a local submission.

3. Use IREx to track site progress towards reliance and initial IRB approval.
You will receive notifications from IREx as sites complete the required steps.

If you have questions about using IREX, you can email us your questions (admin@irbexchange.org) or request additional training.

Thank you for using IREx
The IREx Team
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2.0NAVIGATING THE IRE®TUDY PAGE

As theStudy Manageryou have access to a lot of information on each study page. Use this screenshot and the tex

below to help you navigate the pagadditional pemissions and tasks are outlined in the following sections.

1. The Getting Started
Checklist helps you track
your tasks in IREx. Note:

Remember to dSCUSS Wlth GETTING STARTED ‘ 2 Study Summary ~  EEReviewing IRB Contact - EBIREx Study Managers ~ 48 Participating Personnel
Watch the video to see what's . .
thekSIRB yOL;]r rcif and V\I/hat - t A Randomized, Placebo-Controlled Trial of Long-
tasks you should complete T Acting Insulin for Treatment of Type 2 Diabetes
in IRExfor this study. Sites Mellitus (TANDEM-SM)
2. General Study Information | 3 , L 7,57
is locatedjustabovethe title. Revioning IR6 Approvals - [ I
Study Summary: Includes Protocol Version: 1
a brief summary of the o = n
. elying sites are awaiting your approval
study, NCT #yrisk type and
Sponsor VERSIONS n -~ Vanderbilt University Medical Center CEEnd €
ﬂ Reviewing IRB Contact: 1 w Initial Study: Expedited (exp. 09/30/2019) | Archived |
Contact information for R B
the sIRB LiaiS(xIS) Varkaitt Uy Moo C& (Cendig) = Study Info £ Key Dates
TIREx Study Managers | oo
Contact information for all | ResistersdinProgress el s

Study Managers
i Participating Personnel:
Contact information for all
HRPP and study team staff
at all participating sites,
j itesd 8
3. TheReviewing IRB Approvaldab contains the approval®r the Lead Site, separate from approvals Rf8ites Here
you can view the stais of the approval (pending/approvedype of review conducted, key dat&sstudy documents
for the Lead Site.

A Documents

NOTE:IF THE LEAD SITENST APPROVER DRAFT PROTOCOINE

CONSENT FORMS MAY BE/AILABLE FOR DOWMIAD FOR ALL [ pease contm

PSITES HOWEVER, THEY WIBE MARKED DRAFT AND PORUP | e s msercttees sproet et s e o s 5opous
NOTES THE DOCUMENTS ARERBFT WHENTHE FILES ARH """

DOWNLOALED. WHEN THE LEAD SIT§ APPROVED, YOU W BE (o« JEE=
NOTIFIEDAND THE DOCUMENTS WILLEBVISIBLE UNDER TH
REVIEWING IRBPPROVALSAB

4. The Relying Site Approvals &b showsthe approval detailsand documentsfor PSites. PSites can only view
documents for their own site, bubtudy Manages can view alPE OA 08 A PSkd lard listddd@phabetical
orderfor the Study ManageHowever, when a PSitgewsthis tab, their sie is listed at the top.

5. TheStatus Summarytab is used to track eadPSited O D OT COA OO O1 x A Gucidas thémgréeindnt

status,reliancedecision, locatonsiderationscompletion status, and their approval status.

Use theSite-specificInfo menu to addor remove otheiStudy Managersr Lead Study Team staisnecessary

UseManage Projectto edit the PSites listed on the study (e.qg., if new sites are added or sites drop).

8. TheVersionsbox organizes the study approvals with the most est at the top and previous versions collapse
below.

9. ThesIRB orStudy Manageican uploadPSite Approvals via the yellow ribbon on the Reviewing IRB Approvals a
Relying Site Approvals tabs.

10. Similar to #9, the sIRB orStudy Managercanalso uséMlanageVersionto uploadapprovals folPSites.

No

—
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Version Tracking

As your study progresses, you may see seveegions available in the Versions box on the left. When you login to v
your approval, the current approval is always listed at the top and magkédO OO AT 006 8

Current Protocol
Version

e

Study Summary ~ [3 Reviewing IRB Contact ~ ERIREx Study Managers ~ 4% Participating Personnel

A Randomized, Placebo-Controlled Trial of Long-
Review ng IRB Acting Insulin for Treatment of Type 2 Diabetes

Vanderbilt Univ Med Ctr (Amend:  09/30/19

Ful) Mellitus (TANDEM-SM)
Midwest Univ Med Cir (Amend: 09/30/18

Full) [ |
Relying Site Approvals ‘ Status Summary

VERSIONS

PIOM {Amend: Full) 09/3019 ‘ Reviewing IRB Approvals

Current Approval:
Amendment

Registerad/in Progress

none listed Protocol Version: 2 Protocol Version 2
1, Rev. 1
1 Midwest University Medical Center [ site amendment
= v Amendment: Full Board (exp. 09/30/2019) Current I
Previous
Protocol
Versions
= Study Info 22 Key Dates
Role: Relying Site Submitted for Local Review:
IRB Number: Local Review Conducted:
Reviewing IRB Decision: approved Local Review Completed:
Review Cycle: Reviewing IRB Submitted: 10/08/2018

Reviewing IRB Reviewed: 10/08/2018
Reviewing IRB Approved: 10/0872018

Archived versions are also available. New versioasibers (e.g., Versio@ vs Versionl) are an indication that the
POl 0T ATl xAO AEAT GCAA8 )& Ui O OAA 02A08 Yo A Aepratdeol A
version nhumber did nothange

2.1 USING THE GETTI®BI STARTED CHECKLIST

As the Study Manager, you
EAOGEWING
STARTED AEAAEI I

Vanderbilt Univ Med Cir
GETTING STARTED

Study Summary ~ X Reviewing IRB Contact ~ R IREx Study Managers ~ & Participating Personnel

help you track what needs @ Watch the video o see what's . .
to be completed in IREx new A Randomlz'ed, Placebo-Controlled Trial pf Long-
Th ) bel ' © Add Participating Acting Insulin for Treatment of Type 2 Diabetes

e sections below Stes Mellitus (TANDEM-SM)

describe what is required in

each sep and why they are

Relying Site Approvals ‘

Status Summary ‘

important. Protocol Version: 1
N OT E T H E G ETTI N G Vanderbilt University Medical Center
v Initial Study: Expedited (exp. 09/30/2019) =
STARTED CHECKLIST |- o | s
WILL DISAPPEAR WHEN : LT
ALL THE STEPS ARE i= Study Info 9 Key Dates
ReviewinglRB Role: ) waew ing IRB Suhmm.ed: . 10;0;;201%\
COMPLETED. R i roiled
2 . Submission Type: Initial Study: Expedited Approved: 1010172018
Relying Sites Review Cycle: 12mo Expires: 00/30/2018

Remember to discuss with rone Istea

Registered/In Progress

the sIRB your role and | mreise

A Documents

Type Name Size
what tasks you should S— [ rtet vi o
Com plete In I R EX for th IS Determination Letter :_ Determination-V1 Overall. :»d" 288 KiE
IRB Application %) IR Agplication-Original pdf 186 KB
Stu dy . Consent Forms "_ Consent-V1 Overall pdf 212KB
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2.2 MANAGE PARTICIPATING ) 4 %B®ESS TO IREX

As the Study Managey,ou can oversee wheRSites have access to the study in IRESites are given access if they
are listed as &Site on the study. As the study progresses, some sites may be added and others may drop. Itis

A N oz o~

important to keep theselection o3 EOAO Ob O1 AAOA ET 1T OAAO O1 OOAAE

To managePSites in IREX:

1. /1T Ui 60 O' AOGOET ¢ 3 @ddddrarikipaiing A E /
Sitesd. Verify you have the correct PSite name by referencing i )
the OHRP FWA websijeontacting the site's HRPP or asking the | o e tosee s
local PI to confirm with their HRPP. '

2. On theParticipatingSites popup, ®arch by the PSite's FWA or

full name(do not use abteviations, e.g., "UCLAAS you type,

the PSites that match the FWA/name you have entered will
appear. You can also add PSites that do not appear in the search.
NOTE: THE FWAOLDING PSITE APPEARS FIRS
FOLLOWED BY ANY COMINENTS, IF PROVIDEBY THE
HRMP.

3. A PI name and
email address has
to be entered
before you can
notify the site
that they have
access to the
study. However,
you can list the
site without a PI
name or email
and return later to
enter this
information. This
does not provide
the Pl/Study
Coordinator with
IREXx access but
CC's them on the
email to their
HRPP about the
study.

4. Click theAdd Site
button to add the
site to the study.
ClickSaveto save
your  changes.
You can add and remove sites throughout the life of the study.

5. Sitecontth OO AAT AA AT OAOAA AO AT U OEIi A8 #1 EAE O3EIl »
name to display the information. Click the pencil icon to update the contact info

6. To remove sites, ncheck the box next to the PSite name. After makirgoges, cliciSave.

NOTE: AS YOU ADD/REIE THE PSITES, THBNLL BE UPDATED OMNE STATUS SUMMARMB.

1.) Click Add
Participating
Sites
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