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The basics

Single IRB (sIRB)
* IRB of one site provides IRB oversight for all
relying sites

Reviewing IRB (IRB of record) Fe‘is;a‘::::;::ed

research

» Accepts the responsibility of research oversight Revised Common Rule
» Usually identified by the federal department

supporting the research

Relying IRB
« An IRB that agrees to rely on the Reviewing IRB
and comply with their requirements

Reliance agreement (IRB Authorization Agreement-

1AA)

» Allows an IRB to rely on another IRB as the IRB of
record

« Outlines specific provisions and responsibilities _
for each of the parties entering the agreement hitps://www.washington.edu

NIH Single IRB policy
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Responsibilities of Each
Institution

Relying Institution (Cedes review to another IRB)

o Provide local context (applicable state or local laws,
regulations, institutional policies, local factors, etc.)

o Provide study documents with the
local/institutionally required language
(compensation for injury, payment, etc.)

o Perform ancillary reviews such as conflict of interest
review.

o Review study personnel’s education, training and
qualifications.

o Comply with the determinations of the Reviewing
IRB.

o Notify the Reviewing IRB of unanticipated problems,
potential noncompliance, suspension or restriction,
significant subject complaints.

o Submit any change in research in a timely manner

UNIVERSITY

Reviewing Institution (Serves as IRB of record)

(@]

Making IRB determinations for all types of review (initial,
amendments, continuing, reportable events, etc.)

Review of findings and actions related to reportable issues
(unanticipated problems, serious or continuing
noncompliance, suspension or termination, subjects’
complaints)

Report to federal, state or funding agencies.

Audits (Investigating and determining potential corrective
and preventive actions in the event of non-compliance)

Shared Responsibilities

(@]

o

Sign an IRB Authorization Agreement (I1AA).

Establish a plan for sharing of information between the site
and the IRB. A crucial one is as establishing a Coordinating
Center or Coordinating Center Liaison.
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UM as the Single IRB

Exemptions

Requirements

o Study is federally funded
o International sites
o Relying site must be engaged in the human subject

seEas o Exempt studies

o The federal department supporting the research

o The Lead Pl is a UM Pl or study is conducted in _ T _
collaboration with a UM PI. determines that sIRB review is not appropriate.

) o Prohibited by tribal or state laws so some sites may not be
o The engaged site does not have an IRB. )
required to comply.

o The relying site must be domestic.

Coordinating Center

o The UM PI will serve as the Coordinating Center for the
research or designate a Coordinating Center Liaison.

o The Coordinating Center will be responsible for
coordinating the submissions from each site and
submitting information into the UM HSRQ'’s electronic
system, IBISResearch.

UNIVERSITY
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UM as the sIRB

USet up a reliance consultation with the HSRO to discuss the study plan, expectations, how many sites
site eligibility, coordinating center responsibilities, etc...

QSubmit the study through IBIS. Jocumens
eUM site must always be approved first
eSubmit as multi-site where all sites are relying on the UM IRB

UM L ocal Context Information
Qinclude an external site application for @ IRB Authorization Agreement

o M'S r0|e In th e resea rCh Indiviciual Investigator Agreement
L4 Re|y| n g S |te’S ro I e | n t h e researc h Request for Waiver of Authorization

Reguired L anguage for Consent Documents

SMART IRB Letter of Acknowledgement Template

UA reliance agreement must be in place with each of the relying sites

HRP-216 (External IRB Reliance Application)

HRP-21/ (Reliance Questionnaire for Internal IRB Review)

QEach relying site prtSt compiete the Relying site Information
Questionnaire forrg HRP-218:
eResearch personnetinvolved in the research at the site
eRole of the site in the research Single IR pian
eConfirmation that all ancillary reviews, training and financial disclosures
have been completed
eLocal context/site’s requirements for consent

HRP-218 (Relying_ Site Information Questionnaire)

Interests Disclosure Form (IDF) for Investigators Not Affiliated with UM

UNIVERSITY
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UM as the sIRB

Basic Study Information

* Title of study:

* Short title:

* Study purpose/objective (2-3 sentences):

The study purposes/objective shoould be af the same 6-8 grade reading level as the
Inforrmed Consent Form. This freld will be exporfed and wused by other Ul systermssiools,
which pofential research participants will access fo learn about the different research
studies at the University of Ndiami.

This Phase 2 study is a 2-arm, multi-center, double-masked, placebo-controlled, 21
randomized sequential tnal design in new onset T1D participants (within 100 days of

diagnosis). Participants will be administere—d_nce every 14

days owver 26 weeks with an additional 6-month follow-up period.

* What kKind of study is this?
Multi-site or Collaborative study

* Will an external IRB act as the IRB of record for this study?
es Mo

* WVill yvour IRB act as the single IRB of record for other participating
sites?
Yes MNo

i)




Study Funding Sources

1. = ldentify each organization supplying funding for the study:

Sponsor's Grants

Funding Source Funding ID  Office ID

Attachments

National Institute of
Diabetes and Digestive
and Kidney Diseases
(NIDDK)

History Funding Contacts COI Documents Sites Follow-on Submissions Reviews Snapshots CITI Inforn

Study Related Documents
Draft Category Final

_StUdyQRe_Iated Docuhenté:_ add témplates for cons_ent_foi*ms, r'ec;uitme'nt ma_terialé,_aﬁa_other
documents that are required study-wide and that participating sites will need to access.

Site Related Documents
Draft Category Final

Local Site Documents: add consent forms, recruitment materials and other documents specific
to your site.

UNIVERSITY
OF MIAMI

i)




Local Study Team Members

e List all UM staff who will be “engaged” in the study.

https://www.hhs.gov/ohrp/regulations-and-

policy/guidance/determining-when-institutions-are-engaged-in-

research/index.html

* Itis the PI's responsibility to ensure that all study team members
are CITI Certified and keep a record of expiration dates. The HSRO
no longer reviews training.

* If a member does not appear in IBIS, they do not have an IBIS
account. Study team must contact OVPRShelpdesk@miami.edu to
troubleshoot any issues.

* Any individual added in this section will be required to also
complete the COIl Disclosure through udisclose@miami.edu.

UNIVERSITY
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Parent study (UM) is approved first

o

Principal investigator: | s | IRB office: HSRO
Eljt.ered IRB: 1272024 34TPM o b iecion type: Initial Study IRB coordinator: Mabel Algeciras
In!l!al appro.val: 12110/2024 Primary contact: Letter: m c g ; 202_!
Initial effective: 1/14/2025 Pl proxies: - - LOIrespondence_lor_
Effective: 11/25/2025 Regulatory authority: 2018 Requirements + FDA

Approval end:  11/24/2026
Last updated: 3/31/2026 1:36 PM

Pre-Submission Pre-Review Post-Review

IRB Review

Clarification
Requested

Next Steps

View Study
Create Modification/CR History Funding Contacts COI Documents Follow-on Submissions Reviews Snapshots CITI Information
. Study Related Documents
Report New Information Draft Category Final Last Finalized

IRB Protocol 9/25/2025 1:24 PM
Other
Consent Form

Clarification
Requested

Modifications
Required

%" Manage Relationships
5M12/2025 12:11 PM

Consent Form 4/8/2025 3:25 PM
A Send Letter Other
Oth
[# Prepare Letter Othg
) ) ) Other
[ Submit Committee Review Other
- . Other
M Add Participating Sites
& Assign Coordinator Site Related Documents
Draft Category Final Last Finalized Document History

& Assign Primary Contact
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Process for Onboarding Relying Sites

#3 ]

=  The HSRO reliance coordinator will create the site

=  Complete HRP-217 (External site
application)

Reliance agreement is executed IRB Submission

submission for the relying site in the IBIS system
=  Obtain reliance decision from Reliance upon completion of the reliance agreement.

Analyst (signed HRP-217) = The Coordinating Center will submit all site materials

including signed HRP-217, completed HRP-218 and
= Complete HRP-218 (Relying site relying site’s local language documentation.
information questionnaire) =  The relying site must provide a version of the
consent document(s) that includes the relying site’s
institutionally required language and meets their
institutional and local requirements.

* The Coordinating Center will act as liaison to ensure
any pending items are addressed to secure IRB
approval for the relying site.

* IRB will conduct its review and provide approval
letter for each onboarded site.

*  Coordinating Center will distribute IRB approval
letter and documents to the relying site.

RIS S
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FORM: External Site Application for UM IRB Review

NUMBER DATE VERSION AUTHOR | APPROVED PAGE

HRP-217 10f3

The purpose of this application is to see if the proposed research qualifies for an IRB Reliance with the University of
Miami serving as the IRB of record for the research. Please answer all of the questions and submit the application in
eProst or via email.

1. If you have an eProst number, enter it here. (Please note, an eProst application is not required until
the HSRO has determined whether the reliance can move forward
[
2.UM Investigator
|
3. Name of Relying Site:
[
4. Study Title:
|
5. Name of Relying Site Investigator and credentials:
I
6. Relying Site Investigator phone number and email address:
Phone
Email
| 7. Who is primary contact for UM site:
e ...
| 8. UM Pnmary Contact phone number and email address:
Name
Phane
Email

| 9. Person Completing this Form, if different from Primary Contact

il UM serve as the single IRB for all participating sites?
Yes

O
O | Maybe
O | NO

11. Please choose the applicable boxes below

O | Studyis NIH funded - single IRB review is required

O | Study is industry sponsored - single IRB review is requested
O | Grantor is requiring single IRB as condition of the grant

O | Cther

FORM: External Site Application for UM IRB Review

NUMBEER DAT

RSION | AUTHOR | APPROVED PAGE

12. Before an instituion can rely on an external IRB, a "Reliance Agreement” is required. Please indicate which
“Reliance Agreement” will be used for eliance.

SMART IRE Agreement. See ht martirh.org/agreement for information
O University of Miami HSRO Template Agreement located on the HSRO website
| Other

. Describe your plan for overseeing the study sites
A UM Investigator will be the Lead Pl and will oversee all research activities

A researcher at another institution will be the Lead P and will oversee all research activities

Each research site will have its own Pl to oversee the study activities at that site

None of the above

. Describe UM's role in this research. Checklist all that apply
O UM is the grant recipient

UM is the data coordinating center

UM Faculty and staff will be interacting or intervening with subjects to obtain data or specimens (this response
includes adminisirating a test aricle)

[

O

[ UM Faculty and staff will be collecting information from subjects through surveys or inferviews

O UM Faculty and staff will obtain private, identifiable data about subjects through review of records or other
information that were collected for another purpose (e.g. EMR, student records, records from another study.)
Maote: Do not check this box if the data received are coded and linked to the subjects’ identity and the
researchers will not have access to the subjects’ identities.

O UM Faculty and staff will obtain anonymous or de-identified data about subjects that were collected for other
purposes (2. g. a different research study. or a di-identified data base)

Mote: Check the box if the data you are receiving are in a Limited Data Set with a Data Use Agreement of
when the data are coded and linked to the subjects” identity and the UM researchers will not have access o
that link.

O UM Faculty and staff will obtain identifiable human biospecimens that were collected for another purpose.
MWote: Do not check the box if the biospecimens are coded and linked to the subjects’ identity when UM will
not have access to that link.

O MWone of the above (additional information required)
Please provide a description of the procedures UM will be conducting for this research:

select the procedures the relying site will conduct for this research (check answer that applies):
The relying site is the grant recipient

Relying site is the data coordinating center

administrating a test article)

Relying site will be collecting information from subjects through surveys or interviews

[
[
O Relying site will be interacting or intervening with subjects to obtain data or specimens (this response includes
O
O

Relying site will obtain private, idenfifiable data about subjects through review of records or other information
that were collected for another purpose (e.g. EMR, student records, records from another study )

MWote: Do not check this box if the data received are coded and linked to the subjects’ identity when the relying
site researchers will not have access fo the subjects’ identities.

A member of the HSRO Reliance Team will review the application and contact you with a decision.
UNIVERSITY
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Reliance agreement

Single IRB and Reliances

Does My Project Need Review
by the IRB Introduction

Types of IRB Review Definitions

How to Submit to the IRB
Documents

Forms & Templates

Required Language for Consent Docurments

Single IRB and Reliances

U Local Context Information

IRB Authorization Agreement

Individual Investigator Agreement

Request for Waiver of Authorization

SMART IRB Letter of Acknowledgement Template

HRP-216 (External IRB Reliance Application}

HRP-217 (Reliance Questionnaire for Internal IRB Review)

HRP-218 (Relying Site Information Questionnaire)

Interests Disclosure Form (IDF) for Investigators Mot Affiliated with UM

EFW&?IITY https://hsro.uresearch.miami.edu/submit-to-the-irb/single-irb-and-

l.j reliances/index.html
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FORM: Relying Site Information Questionnaire FORM: Relying Site Information Questionnaire

MUMBER DATE VERSION AUTHOR | AP PAGE NUMBER DATE VERSION AUTHOR | AP

HRP-218 6/10/2020 2 C.GATES C.GATES of o HRP-218 6/10/2020 2 C.GATES

1. Name of Relying_Site:

2. Study Title:

This site is the grant recipient

This site is the data coordinating center
Facuity and staff at this site will be interacting or intervening with subjects to obtain data or specimens (this
4. Relying Site Investigator phone number and email address: response includes administrating a test aricle)

3. Name of Relying Site Investigator and credentials:

Phane ] | Faculty and staff at this site will be collecting information from subjects through surveys or interviews
Email O | Faculty and staff at this site will obtain private, identifiable data about subjects through review of records or
5. Who is primary contact for this site: other information that were collected for another purpose (2.9. EMR, student records, records from another
study.}
6. Primary Contact phone number and email address: Mote: Do not check this box if the data received are coded and linked to the subjects’ identity and the
Mame researchers will not have access to the subjects’ identiies.
Phone O | Faculty and staff at this site will obtain anonymous or de-identified data about subjects that were collected for
Email other purposes (e_g. a different research study, or a di-identified data base)
7. UM IBIS Submission Mumber Mote: Check the box if the data you are receiving are in a Limited Data Set with a Data Use Agreement or
when the data are coded and linked to the subjects’ identity and the researchers will not have access fo that
8. Please list all research personnel involved in this study at this site: __ | link. __ _ _
First Name Last Mame Email address | Faculty and staff at this site will obtain identifiable human biospecimens that were collected for another
purpose.

Mote: Do not check the box if the biospecimens are coded and linked fo the subjects’ identity when the
researchers receive them and when the researchers will not have access to that link.

Wone of the above (additional information required)

Please provide a description of the procedures you will be conducting for this research:

10. Sites relying on the University of Miami IRB are responsible for ensuring required ancillary reviews are completed
prior to commencing the research.
Please indicate below that you will fulfill this responsibility by checking box:
| agree fo ensure all required ancillary reviews are completed prior to starting this research.
Interest Disclosure and Confiict of Interest Management
Disclosure of interests related to the study not only ensures an investigator's compliance with federal regulations

and institutional policies, but also allows an adminisirative body to identify and manage conflicts of interest. The
ersity of Miami requires that relying sites confirm that each individual engaged in the research have
losed any interest{s) related to the study, and that conflicts of interests are managed in order to reduce the
introduction of bias into the results of a project.

O is site does not have an administrative body to identify and manage confiicts of interest.
- Please ensure each investigator completes the UM Interest Disclosure Form (IDF) and submit all
forms into UM's [BIS System using the public comment function

I | agree to ensure all conflict of interest concemns will be addressed prior fo starfing this research.
This site has an administrative body to identify and manage conflicts of interest. (Check one below)
_ The administrative body has not identified any conflicts of interest related to this study.
_ The administrative body has identified conflict of interests related to this study. Please find attached




After parent study is approved- how to create

site pages (HSRO only)

2025
Principal investigator_

Entered IRB:  1/15/2026 5:03 PM Submission type: Initial Study

IRE office: HSRO
IRB coordinator: Mabel Algeciras
Letter:

[8 correspondence_for

Regulatory authority: 2018 Requirements

[h Bl
412112026 Pl proxies:

Effective:

Next Steps

Last updated: 4/21/2026 3:31 PM
View Study
Requested

IRB Review Post-Review
' Clarification . ' Modifications I
Requested Required

Printer Version

Create Modification/CR ) ; ; - ; ;
History Funding Contacts co1 Documents Sites Follow-on Submissions Reviews Snapshots CITI Information
Report New Information
Filter by @ | Activity v | | Enter text to search B + oo Fiter
" Manage Relationships Activity Author

A Send Letter

[# Prepare Letter

M Submit Committee Review

&+ Assign Coordinator
&+ Assign Primary Contact

&+ Assign Pl Proxy

STUDY TEAM DOES NOT EXECUTE THE “ADD PARTICIPATING
UNIVERSITY SITES” ACTIVITY- ONLY THE HSRO WILL PERFORM THIS FUNCTION

J



HSRO Analyst creates site page

Entered IRB:  4/28/2026 9:47 AM
Last updated: 4/28/2026 9:47 AM

Next Steps

Edit Site

Printer Version

& Assign Designated Reviewer
4 Assign to Meeting

& Assign Coordinator

& Assign Primary Contact

& Assign Pl Proxy

* Clinical Trials

® N,

Manage Guest List

N

Correspond with Site

0 Add Comment

‘,-.
)
v

Add Private Comment

Withdraw

Discard

o 01t 0

Manage Tags

UNIVERSITY

S1TE0000 0

Principal |nvest|galor IRB office: HSRO
Submission type: IRB Site IRB coordinator: IMabel Algeciras
Primary contact: | Regulatory authority: 2018 Requirements
Pl proxies: Study: | g
Institution: University of Mississippi Medical Center

Post-Review

Awaiting Sit
meat\un Pende ::altlenrg\als € m—{ IRB Review Review Ccmp|at9

Modifications
Required

History Funding Documents IRB Assignment Details Reviews Snapshots CITI Information Related Projects
Filter by @ | Activity v | | Enter text to search KN +rcorier
Activity Author
@  Site Materials Submitted _
Dear IRB

Please review site documentation

O Comment Added Algeciras, Mabel

Dear study team,

The site page for the University of Mississippi has been created. Please ensure the following steps are followed:
1) Submit all site specific documents that this relying site will use:

* HRP-217 (signed)

» HRP-218 (completed collaboratively with the local PI)

« Consent/Assent Documents (if applicable)

« Relying Institution's Consent/Assent Template language/requirements document(s) (if applicable)

» Other site-specific documents (ex. Flyer with local contact information)

2) Answer question #3 in the IBIS application: "Brief description of activities this site will perform”.

NOTE: The creation of the site page in IBIS does NOT constitute approval of the site.

You must submit all the site-specific documents for IRB review in order to obtain site approval.

Thank you and feel free to contact me if you have any questions.
Mabel read less =

™ Invitation Decision Submitted Algeciras, Mabel

Reliance agreement attached




Entered IRB: 4/28/2026 9:47 AM
Last updated: 4/28/2026 9:47 AM

Next Steps
Edit Site

&+ Assign Designated Reviewer
B3 Assign to Meeting

&+ Assign Coordinator

&+ Assign Primary Contact

&+ Assign Pl Proxy

& Clinical Trials

4% Manage Guest List

«d Correspond with Site

¢ Add Comment

® Add Private Comment
€ Withdraw

@ Discard
-]

Manage Tags

SITE000003

principal investigator: N IRB office: HSRO
Submission type: IRB Site IRB coordinator: Mabel Algeciras
Primary contact: ] Regulatory authority: 2018 Requirements
PI proxies: Study: 74
Institution: University of Mississippi Medical Center

IRB Review Post-Review

Modifications
Required
History Funding @ IRB Assignment Details Reviews Snapshots CITI Information Related Projects

Review Complete

Awaiting Sit
Gmwnun PendlﬂH ;aa't:r?ah - D_{

Filter by @ | Activity v | | Enter text to search BN + oo Finer
Activity Author
Dear IRB

Please review site documentation

o Comment Added Algeciras, Mabel

Dear study team,

The site page for the University of Mississippi has been created. Please ensure the following steps are followed:
1) Submit all site specific documents that this relying site will use:

« HRP-217 (signed)

+ HRP-218 (completed collaboratively with the local Pl)

= Consent/Assent Documents (if applicable)

« Relying Institution’s Consent/Assent Template language/requirements document(s) (if applicable)

« Other site-specific documents (ex. Flyer with local contact information)

2) Answer question #3 in the IBIS application: "Brief description of activities this site will perform”.

NOTE: The creation of the site page in 1BIS does NOT constitute approval of the site.

‘You must submit all the site-specific documents for IRB review in order to obtain site approval.

Thank you and feel free to contact me if you have any questions.
Mabel read less ~

& Invitation Decision Submitted Algeciras, Mabel

Reliance agreement attached

Site Related Documents

Draft Category

UMMC HIPAA Authorization for Research Subjects Other

UMmc Relying Site Information Questionnaire (HRP-218) Other

UMMC - External Site Application for UM Review (HRP-217) Signed 03.03.2026 Other

UMNMC - nstitutional Authorization Agreement (Executed 04.06.2026) Other

UMMC Prescreening Script v04.13.2026 Recruitment Materials
UMMC Website and Twitter Flyer v04.17.2026 Recruitment Materials
UnmC- I Recruitment Flyer v04.17.2026 Recruitment Materials

UNIVERSITY ummc I Pariicipating Site Informed Consent v04.13.2026 Consent Form

OF MIAMI
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SITES

History Funding Contacts COI Documents Follow-on Submissions Reviews Snapshots
Filter by e D ¥ | | Enter text to search “ = Add Filter
ID a Name SmartForm Institution

CITI Information

Principal Investigator State

SITEOOOO. Barbara Davis Center (UC Denver) Participating Site for |l 4~

SITEOOOO- Benaroya Research Institute at Virginia Mason Participating Site for-[,fv

SITEOOOO(. Columbia University Participating Site for [ 4~
SITEOOOO[-Indiana University Participating Site for- @~
SlTEOOOO.JOSlin Diabsetes Center Participating Site for- 4~
SITEOOO. Stanford University Participating Site ol 2

SITECOOCHEMM University of California - San Francisco Participating Site for- @~

Barbara Davis Center (UC Denver)

Peter -

Benaroya Research Institute at Virginia Mason Kun-

Columbia University
Indiana University
Joslin Diabetes Center

Stanford University

University of California San Francisco (UCSF) Stephen -

Jacqueline -
Linda [

Jason-
Priya -

Active
Active
Active
Active
Awaiting Site Materials
Awaiting Site Materials

Awaiting Site Materials

SITEOOOO' UNIVERSITY OF FLORIDA (UF) Participating Site for [ G- @~ UNIVERSITY OF FLORIDA (UF) ﬁmothy- Active
siTeoooocdll University of Minnesota Participating Site fo. /i University of Minnesota Antomette- Awaiting Site Materials
SITE0000QM University of Pittsburgh Participating Site for - & University of Pittsburgh Ingrid [ Active
1
UNIVERSITY

OF MIAMI
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Entered IRB:  4/6/2026 4:44 PM
Initial approval: 4/6/2026
Initial effective: 41612026
Effective: 41812026
Approval end:  9/8/2026
/!

Last updated: 4/9/2026 12:09 PM

Next Steps

View Site
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Continuing Reviews

Entered IRB:  11/3/2025 9:48 AM
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Initial effective: 11/25/2025
Effective: 11125/2025

Last updated: 11/25/2025 2:08 PM

Next Steps
—_ e

View ModificationCR )
e —

4 send Letter

(¢ Prepare Letter

&+ Assign Coordinator

{& Manage Ancillary Reviews
© Add Comment

® Add Private Comment

UNIVERSITY
OF MIAMI

croooo4

Principal investigator: - IRB office: HSRO
Submissiontype:  Continuing Review IRB coordinator: ~ Mabel Algeciras

Primary contact: Lefter: Correspondence_for_CROO-

Regulatory authority: 2018 Requirements + FDA
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* Specify enrollment totals at this investigator's sites: @
0

* Specify enrollment totals at this investigator's sites since last approval:
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* Specify enrollment totals study-wide: @
13

o (Confirmed sites: 5 of 5. Total enrollment for pSites with completed reports: 13)
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Awaiting Sit
Next Steps G\.‘itaticn PE“"““H h::altl:jali € H Pre-Review

Post-Review

IRB Review

Modifications
Required
History Funding Documents Follow-on Submissions Reviews Snapshots CITI Information Related Pro;
Create Site Modification
Filter by 2] Activity ¥ | | Enter text to search B <= Add Filter
Report New Information .
Activity Author
B
4 Send Letter
B
[& Prepare Letter
(i)
#  Return to Post-Review
Modifi
# Update Site Status
(i)
&+ Assign Coordinator Modifi
&+ Assign Primary Contact 4
&+ Assign Pl Proxy F’
# Clinical Trials &
8 Manage Guest List
Report Continuing Review 4 Site Designated Review Submitted Algeciras, Mabel

Data

J



CR site activity reporting

ISummary of Continuing Review Data Reported

Continuing Review Data Reported

Submit enroliment information to the sIRB for continuing review purposes

T Autnor I -
3 Logged For (IRB Submission). Barbara Davis Center (UC Denver) Participating Site for-
2025

Summary

Activity Date: 11/3/2025 9:47 AM

Form

1. Specify enroliment totals at this investigator's sites:
o

2. Specify enroliment totals at this investigator's sites since last approval:
o

3. Check the items that are true for this site since the last IRB approval: (initial review or last continuing review)
NO subjects experienced unexpected harm
Anticipated adverse events have NOT taken place with greater frequency or severity than expected
NO subjects withdrew from the study
NO unanticipated problems involving risks to subjects or others
NO complaints about the study
NO publications in the literature relevant to risks or potential benefits
NO interim findings
NO multi-center trial reports
NO data safety monitoring reporis
NO regulatory actions that could affect safety and risk assessments
NO other relevant information regarding this study, especially information about risks
In the opinion of the PI, the risks and potential benefits are unchanged
All modifications to the protocol have been submitted to the IRB
All problems that require prompt reporting to the IRB have been submitted

4. Supporting documents: (include an explanation of each item left unchecked above)

Name
@Y BDC - Continuing Review Form 060CT2025.docx(0.01)

5. Comments:
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Reducing Your Burden for Onboarding Relying Sites

Develop a protocol that clearly defines the responsibilities of
each participating institution including data collection, subject
recruitment, adverse event reporting, and communication with
the reviewing IRB.

* Ensure that the core elements in the study protocol are
included as they pertain the UM and the relying sites in
general or specific terms as applicable.

* This will reduce the need for revision, and, after study
approval, this will help ensure that review of site
submissions and modifications are not delayed until the
protocol can be adequately revised.

Develop Template versions of Consent Documents and
Recruitment Materials.

* Templates for these essential documents will help
streamline the review process for the relying sites by
significantly simplifying the document localization process.

UNIVERSITY

Ensure that the relying site completes the HRP-218 Relying site
Information Questionnaire in coordination with their local IRB.

This document lists research personnel involved in the research
at the site, the role of the site in the research, confirmation
that all ancillary reviews, training and financial disclosures have
been completed, and important local context.

The local study team alone will likely not be able to complete
this without assistance from their local IRB.

Ensure that the relying site(s) provides a documentation of their
institutionally required language and local requirements before
submitting to the IRB for review.

This documentation from the relying site must be
provided to validate that the revisions made to the
consent documents are consistent with their institutional
requirements.

If the documents submitted deviate from the relying site’s
language requirements, we will send the submission back
for confirmation.
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Reducing Your Burden for Onboarding Community Centers as
Relying Sites

Consider if they have an administrative body to identify and manage conflicts of interest.

*  The HRP-218 will indicate if the Community Partner does or does not have an administrative body
to identify and manage conflicts of interest.

* If the relying site does not have an administrative body to identify and manage conflicts of
interest, the UM’s office of Disclosures & Scholarly Activities Management (DSAM) will need to
conduct these reviews on their behalf.

* Thisis a manual process where each individual team member will need to disclose to DSAM via
Qualtrics.

Consider the community partner’s access to CITI training.

* If the community center does not have access to CITI training, the relying study team will need to
complete Miami CTSI’s Community Involvement in Research Training course. (CIRTification)

* https://miamictsi.org/community/cirtification/

UNIVERSITY
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https://miamictsi.org/community/cirtification/

Tips for efficient reliance/review

U Plan ahead and initiate discussions early

U Engage with collaborating institutions and with the UM reliance
team

0 Be aware of the extra responsibilities on the UM PIl/Coordinating
Center liason

O Develop a protocol that clearly defines the responsibilities of each
participating institution, including data collection, subject
recruitment, adverse event reporting, and communication with the
reviewing IRB

U Develop template consent documents

U Provide training to all research team members involved in the
reliance process, including investigators, coordinators, and IRB
staff at each site

L Maintain regular communication with sIRB
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HSRO Helpful Links & Resources

*  FAQs

https://hsro.uresearch.miami.edu/resources-and-guidance/hsro-education-
exchange/index.html

) , Chapter 4
* Investigator’s Manual & SOPs

Reliances and Cooperative Research for IRB Oversight

https://hsro.uresearch.miami.edu/resources-and-guidance/policies-procedures-and-
regulations/index.html

e Single IRB and Reliances

https://hsro.uresearch.miami.edu/submit-to-the-irb/single-irb-and-
reliances/index.html

e Committee review dates

https://hsro.uresearch.miami.edu/institutional-review-boards/irb-meeting-
dates/index.html
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