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. USING IREx AS THE
RE;) IRB Refiance Exchange REVIEWING/SINGLE IRB

IREx can be used to capture all single IRB (sIRB) documentation (e.g., cede decisions, local considerations, sIRB approvals)
and coordinate communications between the sIRB and site study teams and HRPPs. See how to get started below.
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CONSIDERATIONS BEFORE CREATING A STUDY IN IREX

1. Complete or update your institution’s IREx Institutional Profile (see Quick Guide)

2. Review the |IREx Single IRB Instructions Template for participating sites

3. Educate the lead study team or coordinating center staff (“IREx Study Manager”) on your sIRB processes, such as:
e Required sIRB-related agreements
e Process for managing consent forms (e.g., whether a template is being used)
e Process for capturing local considerations from sites (e.g., via IREx surveys; including if the study will be
requesting updates to local considerations after study-wide amendments)
e Process for submitting sites for review (e.g., as an amendment, as a site add)
4. Delegate IREx responsibilities to the lead study team/coordinating center (see Study Manager Quick Guide).
However, the Reviewing IRB can also complete these tasks in IREx, if needed.
e Upload Initial Approval for the Overall Study/Lead Site & Publish Approval
e Add or remove participating sites
o Notify & Grant study access to participating HRPP and study teams
e Export participating sites’ reliance and local review documentation for submission to the sIRB
e Upload sIRB approvals for participating sites
e Manage study-wide amendments and continuing review


https://www.irbexchange.org/p/wp-content/uploads/2018/10/IREx_InstitutionalProfile_QuickGuide.pdf
https://www.irbexchange.org/p/wp-content/uploads/2023/07/IREx_Agreement_and_SingleIRB_Instructions_Template.pdf
https://www.irbexchange.org/p/wp-content/uploads/2020/03/IREx_StudyManager-1Pager.pdf

CREATE THE STUDY IN IREx
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Studies are typically created after you receive the submission from the lead site. You do not have to wait for the overall
study to be approved before creating the study in IREx.

1.

After saving the information, you will see your Checklist with the remaining steps to setup the study.

Login to IREx and click Create a Study on the main homepage.
A. Enter basic study information like the title, study summary, NCT #,

sponsor and click Continue.

B. Enter the protocol date/ version and upload key study documents

(e.g., protocol) and click Continue.

IREx Tip: Document(s) uploaded here can be changed later when

uploading the initial study approval.
C. Review and Submit; click Save.

COMPLETE THE IREX SETUP
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e Complete IREx
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2.

Click the Complete IREx Setup step on your Checklist.
A. Indicate if the lead site is also the Reviewing IRB and if
you are using IREx to capture local considerations.

Double check the lead site is listed correctly, as you
will not be able to edit this without contacting the
IREx team once the study is created.

Choose the Exception from Informed Consent
(EFIC) option for all EFIC studies, as this will trigger
the necessary workflow.

If you would like to capture local considerations in
IREX, you can also indicate if you want IREx to notify
sites to update their local considerations if
necessitated by a study change during a study-wide
amendment. If needed, you can set a date for when
your sites should submit updates.

IREx Tip: IREx will notify sites of the timeframe (if
selected) but will not restrict sites from making changes
after that date.

On a study-by-study basis, the sIRB decides if

Study Setup

Is the Lead Site also at the Reviewing IRB Institution? ® ves O No

OnNo I

[ Using IREx to Capture Local Considerations

I Would you like to collect local considerations in IREx? ® ves

How are sites' consent forms being handled?

® sites will provide consents for sSIRB review (e.g., using a template) OR study will not have
consents.

) Exception From Informed Consent (EFIC).

When a study-wide amendment is posted to IREx, do you want ® ves O Mo
IREx to notify sites to update their local considerations if
necessitated by the study changes?

(Optional) How many days do sites have to submit updates to a5
their local con after an is posted to
IREx? (Leave blank if no specific timeframe)

Would you like to allow turning off study notifications? ® ves O No

If Yes, Reviewing IRBs andfor Study Managers can turn off IREx
approval notifications and updates for the lead site/overall study and

relying sites

Continue 3

approval notifications can be turned off by the person uploading the approval. Turning off notifications is

done on an approval-by-approval basis, i.e., choosing

approvals throughout the life of the study.

B. Identify the Required Agreement(s):

‘Yes’ here does NOT turn off notifications for all

Reliance Agreement(s): The Reviewing IRB can offer SMART IRB and/or Other Reliance Agreements ("ORA"),

such as IAAs or MOUs. Sites that have signed onto SMART IRB default to that agreement when it is offered.

Indemnification Agreements: Given that SMART IRB is silent on indemnification, Reviewing IRBs can require a

separate Indemnification Agreement before sites can rely on a study. Indemnification Agreements can be study-
specific or broad, applying to any study.
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C. Confirm Site Instructions for Executing Required |irexProject setiings
Agreements.

e An optional IREx notification can be sent to

sites requesting they execute any incomplete

agreements for the study. This email is

o =] v

Confirm Site Instructions for Executing Required Agreements

An optional IREx notification can be sent to sites requesting they execute any incomplete agreements for the study.

triggered from the Status Summary tab. e B e {2 S Sy
D. Confirm Site Instructions for Completing the
Single IRB Process. SIRBs can confirm the Vo can isa IRk aand istrctonsfor scutng the e @ Losdstudy O oRB oy
instructions sites should receive when they are siRg
granted access to the study in IREx. You can use roiew the it Instructions befow Do you want t include © Uoe st R et
the default IREx instructions or attach custom ionalinstructions as an s
instructions.
e Optional: Upload additional guidance PREVIEW: Site instructions for exeeuting required agreements
documents to be sent along with the default Dear HRPPLS) and Sie nvestgaon
(or custom) single IRB instructions from IREx. e e e
These are documents that might help relying studyinlIREx:
site HRPPs or study teams understand your Z“'YWT"QIRB [::R(;y:”k]”m]
sIRB process and/or how to prepare their Revievwing IRB Contact | [Primary SIRB Contac] SHOW MORE
local consent form (e.g., Reviewing IRB SOPs,
Reviewing IRB Communication Plans, and Part [ coninie> I

2 consent form templates and guidance for

completing consent forms). These documents will be housed in the Onboarding tab in IREx, and Relying Sites

will be instructed on how to retrieve them in their IREx Access email.
E. Review and Submit; click Save.

IREx Tip: If you would like to enable the ability to request local considerations updates
through the life of the study on an existing IREx study, you can make that change anytime _
through the Edit IREx Setup. & FdlIRExsetp

I Primary Study Contacts

&' Edit Study

i= View log

IREx Tip: Along with any Reviewing
IRB SOPs, Communication Plans,
etc. you may have uploaded to the | onboarding
Onboarding tab, sites will also be
able to access their sIRB
instructions throughout the life of

B= Onboarding &, Approvals BB Status Summary I Sites &% Contacts

sIRB Instructions

the study on this tab. Study B SRS Instructions

Managers can also upload/manage

the documents in the Onboarding Additional Documents
tab.

If applicable, relying sites can use the additional documents below to facilitate their local submission process. Please
contact the Reviewing IRB Contact or Study Manager with any questions

B Agreementinstructions.docx
B MOP_20211026 docx




CONFIRM PRIMARY STUDY CONTACTS
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3. Click Confirm Primary Study Contacts on your Confirm Primary Study Contacts
Checklist.
A. Use the Add a Contact box, to indicate the IREx 2 i
Study Manager & Lead PI. Click +Add Contact Primary Study Team Contacts
button. You must enter a Study Manager first.
However, you can check the box to indicate the Emai * Name t Roie o Add A Contact /
Study Manager is also the PI. Then click Continue. iextstingsm@gmailcom REX SM - IREX Sty O x| Deecieonea e

B. Identify a Primary sIRB Liaison for the study and
others who need to receive study notifications. All
sIRB Liaisons can access the study and perform all
functions.

C. Review and Submit; click Save.

YYou must designate at least one PI.

Manager

email address

first name

CONFIRM THE STUDY-SPECIFIC RELIANCE PLAN (SSRP)

4. Click Confirm SSRP.

e The SSRP is automatically generated from your Institutional Profile and outlines how the flexible elements of
reliance will be handled when using the SMART IRB Agreement. The Reviewing IRB can edit the SSRP for the study

(all sites) or individual sites.

e Relying HRPPs using the SMART IRB Agreement indicate reliance by accepting the SSRP; Relying HRPPs using an
Other Reliance Agreement indicate reliance, but do not accept an SSRP.
e Use the SSRP Quick Guide for guidance on making changes before or after the SSRP has been accepted.

CONFIRM STUDY ELEMENTS (Only Available if Collecting Local Considerations in IREx)

5. Click Confirm Study Elements.
A. Select all the study elements that apply to this study.

IREx Tip: Whatever elements are indicated here will populate into the
Relying Sites’ HRP Surveys from their Institutional Profiles. For more
information on this feature and how it works, please view the Automating
Local Considerations Overview.

Confirm Study Elements

Study-specific Consent and Protocol Elements

In the list below, select elementls) that are relevant to this study Institutions ident z thatma
need parficular attention. The lstis not exhiaustive. Select the “Other” element to include addiional questions on the HRP and/or
Pl Surveys

Relying HRPPS remain responsi all their pertinent 10 you, as the SIRB, even if a

ponsible for
relevant study element is not marked in this list

Federally Regulaied Siudy Elemenis Othes Elements Related o Stale Laws/Local Policies
[ Assent ] Drug or device that could impact biling
[ Chidren [ ] Drug storage or distribution
[) Drugsidevices [] Individuals with impaired decision making
[ eric [ Investigational biosatety review
[ Genetic Testing (] invoives radiation of any kind
) HIPAA appiies to this study [ ]1s federally funded
[] Other wuinerabie popuiations (e.g., siudents) [ Mandatory reporting (e g. testing fo infectous cisesse,
abuse/neglect)
[ Pregnantwomen
Non-English speaking indivicuals
[ Prisoners
] Pregnancy testing or collecting pregnancy status
‘Study has 2 consent form
Other (e.0., Future Use of Data. Standard of Care, efc )
[ Waiver or ateration of informed consent
You must add a Study Element or Question to atleast one Survey (up to five additional elements per survey). Leave biank if not
pplicale.
HRP Survey PI Survey

Write the Study Element o Question as i on  Witethe or Question as it should appear on
the HRP Survey. the P Survey.

TO HELP REDUCE THE REVIEWING IRB BURDEN, IREx RECOMMENDS DELEGATING THE TASKS BELOW TO THE IREX
STUDY MANAGER. IF DESIRED, THE REVIEWING IRB CAN ALSO COMPLETE THESE TASKS, AS SHOWN BELOW:


https://www.irbexchange.org/p/wp-content/uploads/2020/09/IREx_SSRP_QuickGuide.pdf
https://www.irbexchange.org/p/wp-content/uploads/2025/08/IREx_AutoLCOverview.pdf
https://www.irbexchange.org/p/wp-content/uploads/2025/08/IREx_AutoLCOverview.pdf
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UPLOAD OVERALL STUDY APPROVAL

6. Click Upload Overall Study Approval. For more detailed instructions see this Quick Guide.
A. Change the Status to Approved and indicate the reviewing type and cycle. All required fields and documents
will be highlighted in red.
Enter the dates for when it was submitted, approved, reviewed, and expires.
C. Upload your documents.
e Remember to click Accept Draft if
the original protocol uploaded to
IREx was approved or click Replace
Draft if it was modified during the

@

Uploaded Documents

@ Review cannot be approved while documents are still in draft.

review, in which case be sure to X s
change the version of date BEFORE i Doeument REDISES

. . ®  Protocol [1, 5/4/2023] ] PROTOCOL v1.d —
uploading the new protocol file. AR B 1 door (R o

e Replace or accept other draft
documents, as needed.

PUBLISH APPROVAL

7. Publish Approval to make the approved global documents visible to the participating sites once they have study
access. Check the box at the bottom of the Review & Submit page and click Save. Leave the box unselected and click
Save if you want to return to Publish Approval later. If available and desired, check the second box to turn OFF study
approval notifications. If there are sites with study access, they will not receive the approval notification. By

checking this box, any sIRB liaisons and

. . Publish Lead Site / Overall study approval documents. If applicable, sites are not nofified and cannot view these documents until
StUdy managers WI” also NOT receive their site approval is uploaded and saved.
the email approval notification. (This is

nOt recommen dEdfor the Inltla/ [J {Not recommended) Click here fo turn OFF the study approval nofifications. The relying site HRPPs, study teams, and study
managers will not be notified of the approval or any changes to the approval.

approval.)
Cancel E
IREx Tip: After the lead site approval is published, use the button to edit the IREx
Study Setup and/or the Primary Study Contacts. ot sty

#" Edit IREx Setup

I Primary Study Contacts

i= View log

ADD PARTICIPATING SITES

8. Click the Sites tab in the top navigation bar. See the Add/Remove Site Quick Guide for more information.

A. Indicate whether you will Add sites by
name or FWA # (recommended) or
Select consortium of sites, if applicable. | sites

How will you add sites to this study?

& Onboarding &, Approvals BB Status Summary II Sites i3 Contacts



https://www.irbexchange.org/p/wp-content/uploads/2019/05/IREx_InitialApproval_ReviewingIRB.pdf
https://www.irbexchange.org/p/wp-content/uploads/2018/10/IREx_AddRemoveSites_QuickGuide.pdf
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B. Search by the site’s full name (avoid abbreviations, e.g., “VU”) or by FWA number only. As you type, the sites
that match the name/FWA you have entered will appear. Select the site from the drop-down menu.
e The FWA-holding site appears first, followed by any components, if provided by the HRPP.
e Sites that do not appear in the

search can also be added by S

typing their name and FWA ey
number. The IREx Admin will Beiaipaniolpating Sfe
create the site and notify you s:yb, Resears .ns.i.uﬂgmmm

when you can add contacts.
C. Enter the Pl and Study Team Member
contact information, if known at the

time. If not, Save the site and return

Study Team Member ntacts that will need access to IREx. Go to Status Summary to grant study access.

() This Study Team engages additional sites

later to add this information. The PI ) [ o - .
contact information must be added
. Role Email First name Last name
to be able to grant the site study . I 5
access.
&+Addcontact
D. Ifthe Pl/study team engages another 3
site, check the box “This Study Team C““'h

engages additional sites” and select the other site from the drop down.

E. Click the +Add Contact button to add additional study team members.
F. Click Save to list the site on the study.
G. Click the trash can icon to remove any sites that will not be participating in the study.
H. Click the +Add Site button to add additional sites.
& Onboarding &, Approvals BB Status Summary 1 Sites i3 Contacts
Sites
4 Granted
Institution Access Pl (required) Study Team Member
Albert Einstein College of Medicine #00005001 x & Einstein PI & Einstein Coord # Contacts  &Email W

TRACK SITES’ AGREEMENTS (sIRB ONLY)

9. Request sites’ execute required agreements while the lead site is being reviewed by
the sIRB.
A. On the Status Summary, click the Manage Agreements button to track and log

rgquwed institutional reliance and indemnification agreements from participating o
sites.




e Institutions that sign the SMART IRB
Agreement are tracked and updated by IREx
Administrators.

B. Usethe +Agreement button to indicate a site will
be signing an institutional reliance and/or
indemnification agreement before it is executed.
The Date Executed is required to indicate
completion and a copy of the executed
agreement(s) can be uploaded.

ADDITIONAL RESOURCES
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Study Agreement Manager

Study Reliance Agreements Study LOIs

Study Reliance Agreements

The sites below are eligible to sign or have executed the "Other Reliance Agreement” offered on this study. If you are offering a
version of the SMART IRB Agreement for this study, only sites that have NOT signed that version of SMART IRB are eligible to
sign your Other Reliance Agreement.

Add / Edit sites'
agreement information

Q Search:

Agreement
Site I= Name Sent

Executed Signed Copy

Green Medical Center Mellon IAA 11/25/2020 B Signea

Agreement

Middle-earth College of
Agriculture

A. Uploading other approvals (see quick guides below)
e Continuing Review
e Study-wide Amendments
e Site Amendments

B. Site closures

e Closing a site ensures that only active sites retain access to ongoing studies.

e Site Closure Quick Guide

C. Study closures

e Closing a study ensures all sites are aware that the study ended but retains a record of the reliance and a history

of sIRB site approvals.
e Study Closure Quick Guide



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/2020/06/IREx_Uploading_Site_Amendments.pdf
https://www.irbexchange.org/p/wp-content/uploads/2021/09/IREx_SiteClosureQuickGuide.pdf
https://www.irbexchange.org/p/wp-content/uploads/2021/07/IREx_Study-SiteClosureQuickGuide.pdf
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