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QUARTERLY CALL AGENDA

* Welcome & Reminders

* Participating Personnel List

* Adding Participating Sites to IREx

* The IREx Study Manager Role: A Refresher
e Updated Resources



Reminders from the Last Call




IN CASE YOU MISSED IT...

* IREx no longer requires institutional portal agreement — HRPP/IRB
managers or directors can request access via website:

https://redcap.vanderbilt.edu/surveys/?s=W98HMCHAPT

* Established “IREx Study Manager” role for CCCs and Lead Study Team
Coordinators to help with single IRB coordination



https://redcap.vanderbilt.edu/surveys/?s=W98HMCHAPT

Participating Personnel List




AVAILABLE IN IREX NOW!

PARTICIPATING PERSONNEL LIST

Site-Specific Info ~ Participating Project Personnel with Access to IREx

Vanderbilt Univ
GETTING STARTED Study Summary -

[= Reviewing IRB Contact + IREx Study Managers ~ [l & Participating Personnel

The individuals on this list have access to the study in IREx

@ Watch the video to see what's . . As a reminder

new! sIRB ( V1 ]MC): ImprOVlng CarE for Communlty 1. Participating Site Study Teams get access from their local institution, after their HRPP has
: . accessed the study. This may not occur until the study team has completed a local submission

«/  Add Participating Sites Acqulred Pneumonia (ICE CAP) 2. Study team members with access can also give access to other members at their site.

« Add Plinfo
‘ Relying Site Approvals ‘ ‘ Status Summary ‘
«”  Notify Site HRPPs/IRBs — . .. . .
Protocol Version: 1 | Steroids to reduce systemic inflammation after infant heart surgery (STRESS)
study
Site 1l Role Name

Ann & Robert H. Lurie Children's Hospital of Chicago Coordinator

* Pa rt i Ci pati ng Pe rso n n e I I i Sts W h O h a S Ann & Robert H. Lurie Children's Hospital of Chicago Coordinator
a C Ce S S to yo u r St u d y. Ann & Robert H. Lurie Children's Hospital of Chicago Pl

Ann & Robert H. Lurie Children's Hospital of Chicago Coordinator

* Participating Personnel are added .
by thei r Ioca I i nstitution Baylor College of Medicine Coordinator

Children's Hospital of Los Angeles Pl
Children's Hospital of Los Angeles Coordinator
Children's Hospital of Wisconsin Pl
Children's Medical Center Dallas Coordinator
Children's Medical Center Dallas Pl

Cincinnati Children's Hospital Medical Center Coordinator

Cincinnati Children's Hospital Medical Center Coordinator



Adding Participating Sites to IREX

Participating Sites = PSites




mal

AVAILABLE IN IREX NOW!

INITIAL PSITE COMMUNICATION —

OUTSIDE OF IREX

BEFORE A SITE IS ADDED AND HAS ACCESS TO IREx
e PSites need to receive an initial communication th

single IRB.

e Disseminate all materials to the PSite
Pls outside of IREx
. —including:

* Approved protocol and ICF templates;
* Reliance instructions;
* Contracts; and

Other regulatory documents

e Sites uses these materials to engage
/ submit to their local HRPP, who
then documents reliance-related
information in IREx.

STUDY INFORMATION:
Study:

Lead Study Site:

Lead Study P!

Coordinating Center:
CentralSingle IRB:

sIRB Name will serve as the single IRB of Record ("sIRB”) using the SMART IRE Master Comman Reciprocal Institutional
Review Board Authorization Agreement ('SMART IRB Agreement”) to establish reliance with all participating sites. SRE,
Name is also using the |RB Reliance Exchanze platform (“IREX") to capture all SIRB documentation (e 2., cede decisions and
local and facilitate between the sIRB and participating site study teams and Human
Research Protection Programs/Offices (HRPPs)

[STUDY POINTS OF CONTACT (POCs)
Primary Study ‘ ‘

| \

= i org

NEXT STEPS FOR RELYING ON THE sIRB

The steps below must be completed before the sIRB.can begin to review for your site. These steps may involve actions
from multiple offices and individuals at your institution. Itis the responsibility of the Site Pifstudy team to work with
research administration officials at your institution to ensure these steps are completed.

1. Site Pls/study teams should SHARE THIS INSTRUCTION SHEET with their HRPP or IRB to facilitate the execution
of the SMART IRB agreement and initiate IREx access, which are required to rely on the sIRB.
SINGLE RESOURCES Status
SMART IRB Agreement: & national, master reliance
agreement supporting single IRB review. Access these
EAQs if you have questions sbout eh eligibility
requirements or key provisions.
single IRE

and communication portal. To access IREX, your institution

Check your site’s status here
If you are not listed, review the agreement and sign the
joinder here

See if your site is a member here

has to have an account on IREx. The human research 1f not, a human research protections administrator or
protecti i or IRB dir must iti: titutic
initiate an institution's access. here

[Note: A portal agreement is no longer required o join IREx ] Send questions to sdmin@IRBExchange org

2. Site Pis/study teams prepare and submit to your local HRPP, as instructed.
Seek guidance from the HRAPP/Research Office/IRB regarding what is required to be submitted to your local HRPP
in arder to rely on the sIRB for this study.

b. Consent form process: Insert instructions for the informed consent documents here. Example: “Please carcfully
review allinformed consent dacuments. You will need to insert your Site specific information into the highiighted
sections of these documents. to be ctions only;
please do not make any other changes to these forms.”

€. Submit the consent forms and these reliance instructions to your HRPP for their review.

at the study will use a

ts/Study Tearns: many

3. Your HRPP will complete the steps below in IREx. Please share these instructions with your HRPP.
@ Confirm your site’s engagement: Lazin to IREx and search for the study an dashboard. Click an the study title snd
‘register’ the FWA(s) that [§(are) engazed in research for this study. This is not an indication of reliance.

Important: i your site is listed wrong or if you need to list an additional FWA that is engaged for your site, please
contact the sIRB POC listed above.

b Indicate willingness to rely on [SIRB Namel: To indicate that your institution will rely on the SIRS, click the steps in
the Getting Started Action List. The actians include providing your local study persannel, your local IRB #, key dates
(optianal), and accepting the Study-Specific Reliance Plan (SSRP). The SSRP is the sIRE's plan for handling HIPAA,
auditing and reporting, as well as other flexible parts of the reliance agreement.

Complete or confirm the information in your Institutional Profile. In order to participate a5 a relying site, sections
1,2 :and 3 of the Institutional Profile, must be completed. Information collected in these sections help the sIRE
know how best to work with your site and provide proper review in the context of your specific participant
population

**delete all of 3.d.if not capturing local considerations in IREX™*

d. Provide your local considerations

i G i ch {HRP) Survey. In order for the sIRE to complete the
IR review for your site, your institution must provide the requirements of any applicable state or local laws,
regulstions, institutional policies, standards, or other local factars, including local site ancillary reviews,
relevant to the research that would affect the conduct or approval of the research at your institution, as well
25 upload the informed consent documents with your local ste information for this stugy.

i you udy the study
at your site, if necessary. Your local study team will provide information about the condiuc of the study at
vour site {e.g., consenting, recruitment, and DSMB plan). You will ke asked to review and confirm the
procedures in IREx to ensure they are permissible at your institutien.

n

»

. Study Teams are provided access to IREX.

Site Pls and study teams receive an email from IREx after their HRPP confirms their site’s participation and lists them in

IREx. Once access to IREx is granted, login to do the following:

5. Add other study team members at your institution, if needed

b. **delete this step if not capturing local considerations in IREX™ Complete the PI survey, which asks about the
conduct of the study at your site. The PI survey can be completed before or after your HRPP completes the HRP
survey.

Once the Pl Survey is completed and yqurlocal HRPP has completed all of their required steps (in
Step 2 above), the study contact will submit your site’s information to the sIRE for review on your behalf.

You will receive an email from IREx when the sIRB has issued approval for your site, at which point
you can login to IREx to download your approved documents (e.g., stamped consents). IMPORTANT:
Your local HRPP may require that you send or submit the approval letter and other approved documents befare you can
begin the study st your site. Please check with your local HRPP regarding the process for using reliance at your institution.



AVAILABLE IN IREX NOW!

ADDING PARTICIPATING SITES
TO IREX

e Projact - | l
Carnegie U Med Cir

GETTING STARTED

20191019 I ALD e Participating Sites

Study Summary + Site Name: ) Show All Personnel
‘ Peabody Institute of Medicine ‘ ¥ Carnegie University Medical Center v
- ' Pl: Josephine Lands - Jlands@cumccc.edu #
_ Pl Name: Coordinator: Missing Name - Missing Email #

Protocol Vers

Enter Pl name, if known

Carnegie Unive!
Pl Email:

A Pending

Enter Pl email address, if known

Coordinator Name:

Enter Coordinator name, if known

You can search for PSites using
their FWA # or their name Coordinator Email:

Enter Coordinator email address, if known

Add Site




AVAILABLE IN IREX NOW!

ADDING PARTICIPATING SITES

TO IREX

Participant Status Summary

Purpose: To connect the PSite HRPP and study team

Q Search: . . .
around the reliance process for their site.
SMART IREx Reliance Local
Site 1= IRB Access Decision © Considerations
Camegie University v v Dear Liaison(s) and Study Investigator,
Medical Center L . . ] o .
Mellon University Medical Center (FTWA: 99900900 ) has been listed as a participating site in IREx for the following study:
Mellon University v Incomplete Title Measuring Levels of Baseline Radiation Exposure in Urgent Care Visits (RADIATE IT)
Medical Center Reviewing IRE  Vanderbilt University Medical Center
Local Investigator Taylor Barbara
Peabody Institute of v v ’
et

Study PI

Many HRPPs require a local submission to initiate the single IRE (sIRB) process at their institution. Feach out to your Human Research Protection Program (HRPP)TRE Liaizons on this email to
find out what you need to do to initiate the sIRB process at your site.

YOU CANNOT ACCESS THE 5TUDY IN IREX YET.

* Does not provide Pl access to IREx o receive access fo the study in TREx afler your FIRFP logs fn 0 confim yout site is paricipating and lss you on the sty
(access is granted by local HRPP) e takons
* Does not provide access to study
documents (materials are sent via
. Edgar DeGs (edegas @i e

email to local study team) ¢ Dule Siody Mansger Giksm@ikacs)

3) Use the Getting Started checklist on the IREx study page to walk you through ceding review and any other required steps.

1) If you have not received a local submission, you may want to contact your study PI (cc’d here) to let him'her know how they can initiate reliance at your institution.

2) When you are ready, login to IREx, confirm vour site’s engagement by registering for the study and provide access to your local PL This is not a cede decision. Email the contact(s) below if the
wrong FWA is listed or another FWA should also be listed. Yon will receive a new email with the correction:



IREx Study Manager Refresher

Study Manager = Lead Study Team or Coordinating Center




AVAILABLE IN IREX NOW!

IREX STUDY MANAGER PERMISSIONS

IREX IRB Liaisons Permissions

Formerly called “CC Staff”

o Create studies in IREx

e Confirm study-specific reliance plan
(SSRP)

e Upload overall/lead site approvals
e |nitial
e Continuing review

e Study amendments (affecting all
sites)

e Can perform all “IREx Study Manager”
activities, too

IREx Study Manager Permissions

e Add other IREx Study Managers
e Add sites and list their PI

* *New™ Indicate when to send the IREx
study notification to PS HRPPs
(requires SSRP be completed by sIRB)

e Export local considerations
e Upload Relying Site approvals
e |nitial
e Continuing review
e Study amendments
e Site amendments (e.g., Pl change)




AVAILABLE IN IREX NOW!

IREX STUDY MANAGER NOTIFICATION

Dear Taylor Jansen,

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 Cluster Randomized Multi-Center Baseline Assessments of Carbon Dioxide Emission (ACE)
Reviewing IRB Vanderbilt University Medical Center
Study Link https://victrtest.irbchoice.org/embryb/irex/public/study/index/?proj=50349

NEW el OIETETE

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.

2. IREx notifies the participating site HRPPs of the study.
After you send the study start up packet (protocol, consent templates, regulatory documents, 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@jirbexchange.org) or request additional training.

Thank you for using IREX,
The IREx Team




AVAILABLE IN IREX NOW!

IREx Study Manager Checklist

Site-Specific Info Manage Project =

20191019 IREx Quarterly Call Demo

Sites
Reviewing IRB Approvals ‘ Relying Site Approvals

Protocol Version: 20180909

Camnegie U Med Citr
GETTING STARTED

‘ Status Summary ‘

Carnegie University Medical Center
A Pending | Current |




AVAILABLE IN IREX NOW!

ADDING PARTICIPATING SITES
TO IREX

e Projact - | l
Carnegie U Med Cir

GETTING STARTED

20191019 I ALD e Participating Sites

Study Summary + Site Name: ) Show All Personnel
‘ Peabody Institute of Medicine ‘ ¥ Carnegie University Medical Center v
- ' Pl: Josephine Lands - Jlands@cumccc.edu #
_ Pl Name: Coordinator: Missing Name - Missing Email #

Protocol Vers

Enter Pl name, if known

Carnegie Unive!
Pl Email:

A Pending

Enter Pl email address, if known

Coordinator Name:

Enter Coordinator name, if known

You can search for PSites using
their FWA # or their name Coordinator Email:

Enter Coordinator email address, if known

Add Site




AVAILABLE IN IREX NOW!

NOTIFYING SITE HRPPS OF STUDIES IN g

IREX

After the sIRB has confirmed
the SSRP for the study...

* IREx SM manually notifies
site HRPP of the study.

* Sites can no longer be
contacted without listing
their local PI

* Local Plis copied on
notification email

Participant Status Summary




AVAILABLE IN IREX NOW!

TRACKING SITE PROGRESS IN IREX

’ Reviewing IRB Approvals ‘ ’ Relying Site Approvals ’
Participant Status Summary __________ PRI | ot ey ete
I e I Has th Il Hasthesite 11 Doesthesite !
Are sites in SMART | ! as the I
[ [
StUdy Ma nage r's use : IRB and IREx? i ] HRPP : i entered local | i have sIRB ]
. . . Q S h : i 1 . . -" 1 -, 1
t h IS I nfo rm at I O n to earc i : i ag::leyc-],to E i considerations? i i approval. :
follow u o with | SMART Rex | | Reliance ! Local | | Approval Status |
Site Ii.- IRB Access: : Decision : : Considerations : : (current version) :
articipating site | N & B :
p p g Carnegie University : v v | : Completed : : 3/3 Surveys Complete - , e I
study teams around Medcalcener | M oo B :
1 1 1 1] . 1
. . : Sl 1 : 1y + Institutional 1
[ [
outstanding actions i B v EEEES ot | |
: : : 1 : + Local Context :
I 1 N 1
Columbus University : v v : : Contacted : : 0/ 3 Surveys Complete{ + Pl Survey eady i
I b 06132013 N :
: : : i : & Email study :
1 I 1 personnel
Hartford Couege of 1 : | Incomplete : 1 mpprovervorrieady :
Medicine : L i :
I I 1
[ [
Mellon University v v 1 : Completed :: ]
A [
Medical Center ! P! 03012013 IR I
———————————————— o -— 3 —-—— o)




SUBMIT TO SIRB FOR REVIEW

EXPORTING LOCAL CONSIDERATIONS AND @

Once a site’s local considerations and Pl surveys are complete...

’ Export the information

Submit the site to the sIRB for review



UPLOADING APPR

Reviewing IRB Approvals

Status Summary Relying Site Approvals

Protocol Version: 1

PIOM Carnegie U Med Ct
Relying sites are awaiting your approval /

Status Date Submitted
approved G—— - 05/01/2018
Carneg'ie U Med Ctr B site amendment
Review Type Date Reviewed
A Initial Study. Full Board (exp. 02/25/2015) Inital Study: Full Board v 0510212012
Pa= ETET | © Delete review Date Approved
- 05/03/2018
Study Info & Key Dates
Role: Relying Site Submitted for Local Review: 02/01/2018
IRB Number: 1234567 Local Review Conducted: 02/08/2018
Reviewing IRB Decision: approved Local Review Completed: 02/15/2018 Documents
Review Cycle: 12mo Reviewing IRB Submitted:  05/01/2018
Reviewing IRB Reviewed: 05/02/2018
Reviewing IRB Approved: 05/03/2018
Determination Letter
+ Documents ) i
[#] DETERMINATION LETTER_Initial Review.docx X
Type Name Size
Protocol [1] [B] PROTOCOL v doex 12KB Consent Documents
Determination Letter DETERMINATION LETTER_Initial Review docx 12KB Consent Document - E CONSENT FORM - Aduit.docx %
Consent Forms - Consent Document E CONSENT FORM - Aduli.docx 12KE

#» Choose a file
or drag it here.
& Download all

Other Documents

#» Choose a file
PIOM

or drag it here.

 |nitial Study: Full Board

Note: The Reviewing IRB can also upload approvals.
Study Managers should discuss who uploads approvals for relying sites



PSITES NOTIFIED OF SIRB APPROVAL

e Notification sent to site’s
study team and HRPP/IRB
contacts

* |REx Study Manager is
copied on the email sent to
the site

e Study teams login to
access/download their
approvals

Man 11/5/2018 %33 AM
IREx Administrator <admin@irbexchange.org>
IREx Update: New IRB Approval For Your Site

Dear Liaisons and Study Contacts,

Vanderbilt University Medical Center has shared IRE approval for vour institution, Camegie University Medical Center, in IREx for the
study below:

Study Title: A Randomized, Placebo-Controlled Trial of Long-Acting Insulin for Treatment of Type 2 Diabetes Mellitus
{TANDEM-SM)

Tvpe of Review / Initial Study: Full Board

Approval:

Expiration Date: 09/30/2019
Study Link: https-//victrtest irbchoice org/embryb/irex/public/study/index/ Tproj=49479

Principal Investigators & Study Contacts:

Your approval documents are available in IREx. If vou have any questions about vour approval or future submissions, please contact the
Coordinating Center (CC)/Lead Study Team (LST) or Reviewing IRB. If needed, contact information for the CC/LST 1s provided in a
blue button just under the study title in IREx.

Thank vou,
The IREx Team




IREX Resources Update




IREX VIDEOS ON YOUTUBE

Approximate

Video Title Length Link
What is IREx? e Iat;pls’,\:/(/v;(v:::/;\s/outube.com/watch?v:NVq4e
How to: Register and Cede Review 4 minutes :étsp;://www'vouwbe'com/watCh?V:'yW'TS'

. o . https://www.youtube.com/watch?v=T9FbOV
What is the Study Specific Reliance Plan (SSRP)? 90 seconds —— ’
How HRPP / IRB Liaisons use the IRB Dashboards 90 seconds Etﬁszg‘t’vww'youmbe'comlwatCh?V:TKyozq
How to Add/Remove Study Team Members from a study in IREx 2 minutes :ttlf;glwww'youwbe'comlwatcmv:f—hng
Using IREx as a Participating Site Study Team 4 minutes hgt:ls:;/lwww'youwbe'com/watCh?vziK'iOM
FFNEW** New Features Highlight for Lead Study Teams and mins https://www.youtube.com/watch
Coordinating Centers e ?v=KoBAytlY5Cw

. . ore : https: : : h

**NEW?** How to: Add Study-wide and Site-specific Amendments 9 mins i e

?v=VvIrEUIV-BMY&t=2s



https://www.youtube.com/watch?v=NV94eUBylMg&t=11s
https://www.youtube.com/watch?v=-yW-TS-z6So
https://www.youtube.com/watch?v=T9FbOV6oN7U
https://www.youtube.com/watch?v=TKy0Z9_yhf4&t
https://www.youtube.com/watch?v=f_hKS8nqbb8
https://www.youtube.com/watch?v=iKjO47QsIws
https://www.youtube.com/watch?v=KoBAytIY5Cw&t=5s
https://www.youtube.com/watch?v=vIrEUIV-BMY&t=2s
https://www.youtube.com/channel/UCVXKpNczhlPcsQRwF7oWcwA/videos

Next Call

* April19,2019 @ 2 PM ET/11 PT



