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Beyond the Approval: Buildin
a Culture of Compliance

*Examine Institutional & other key requirements
*Explore the potential pitfalls during post-review process

*Highlight best practices to stay compliant

Speakers: Rei Thompson, MPA, CHC, CCEP, CHPC, Director of Compliance, Conflicts of Interest & Special Projects, UHealth Compliance
Lory A. Hayes, PhD, CHRC, Director, Disclosures & Scholarly Activities Management (DSAM), Office of the Vice Provost for Research & Scholarship (OVPRS)
William J. Collins, Director of Compliance (Section on Export Control), Office of the Vice Provost for Research & Scholarship (OVPRS)
Ellen Kapsalis, PhD, CPIA, CHRC, Director of Compliance, IACUC/IBC/ESCRO/DEA, Office of the Vice Provost for Research & Scholarship (OVPRS)
Nelson A. Vega, BA, RQAP-GCP, Sr. Quality Assurance Auditor, Research Quality Assurance (RQA), Office of the Vice Provost for Research & Scholarship (OVPRS)

All presenters have indicated that they have no relevant financial relationships with ineligible companies.
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IRB Grand Rounds 2026 - Virtual Series
. Tme | Topic_ | SPEAKER

January 15, 2026, 10-11 am State of our Union: Updates & Best ORA, RIC, EHS, IITSU, HSRO
Practices

February 19, 2026, 10-11 am  Guardians of the Data in the Digital Age Data Brokers, Al

March 19, 2026, 10-11 am Key Ingredients to Running a Successful [ITSU, JHS, CTD
Clinical Trial (UM & JHS)

April 16, 2026, 10-11 am Balancing Act: Biobanking, Big Data & RI, OTT, CTSI
Data Privacy

May 21, 2026, 10-11 am Beyond the Approval: Building a Culture RQA, DSAM, EC

of Compliance
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Building a Culture ot Compliance:
Clinical COl Compliance Perspective

Rei Thompson
Director of Compliance, Conflicts of Interest & Special Projects

UHealth Compliance
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Institutional Approach to Clinical COl for UHealth
Covered Persons: UHC Clinical COIl Processes

Per policy, UHealth Covered Persons (i.e. UMMG faculty, UHealth clinical
providers, etc.) must disclose financial interests in, and activities with,
entities relatln%to institutional responsibilities, or with entities that do or
propose to do business with UM on an annual basis.

UHC regularly reviews disclosures entered in UDisclose by UHealth
Covered Persons based on pre-established parameters.

UHC investigates any potential COls based on review of the disclosures in
UDisclose, or vola.allegBatlons received, or identified via audltm? &
monitoring activities. Based on fmdmgs, UHC reports to UHealth
Leadership, including any recommended corrective actions.

UHC reviews Pre-Approval Requests (PARs) submitted via UDisclose by
UHealth Covered Persons

CURATING GUNNEGTﬁN



UHC Clinical COIl Review Processes: Common
Contracting Considerations

Consulting is , provided that the faculty’s full-time obligation to the University is
met.

UMMG Faculty and UHealth clinical providers must submit all proposed, fee-for-service
consulting agreements as a Pre-Approval Request (PAR) via UDisclose for UHC review in order
to meet |oo||cy and regulatory requirements. Department Chair/Division Chief as ultimate

approval authority in the review process.

Written contract must outline specific services, the amount of compensation, and basis for
payment.

» Consulting services must be in nature and not

constitute marketing or promotion.

« Consulting services cannot be materially similar or the same as UM responsibilities

* Lecture content must be determined b{ the faculty speaker, not the vendor/sponsor, and it
must be clear that the content reflects the views of the lecturer, not UM or UMMG.

« Compensation that is not fair market value (FMV).
* The to the Federal Anti-Kickback Statute requires

that compensation be fair market value.
CURATING ﬂUNNEBTﬁN



Why are UHC PAR Reviews and
Auditing/Monitoring Efforts Required?

UHC reviews private fee-for-service “consulting” agreements to mitigate potential
regulatory risk for the individual clinical providerand the institution.

AKS and Stark violations incur heavy criminal and civil penalties. Such
violations could implicate UHealth as an entity requesting bills from the
government.

RISK: If a clinical provider engages in relationship with an outside entity that
implicates AKS and Stark without the protection of a safe harbor/exception, the
compensation that is exchanged between clinical provider and outside entity may
be seen as an inducement to refer or arrange for the referral of business that is
payable by the federal government.

Adherence to policy requirements and regulatory protections.

CURATING GUNNEGTﬁN



UHC Pre-Approval Request (PAR) Review
Process: Considerations & Best Practices

UHealth clinical providers are permitted to engage in activities and/or
relationships with outside entities that do not interfere with their
institutional responsibilities and conduct such activities only after receiving

approval and disclosing appropriately.

As part of the PAR process, UHC may request ancillary review by
stakeholder departments and flag certain relationships to the Purchasing
COl and/or Research Committees for further review.
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UHC Resources

Rei Thompson Cristina Garcia-Delgado Alyssa Lawrence
Director, COl Executive Director Asst. VP, UHC
rxt1493@miami.edu c.delgadol16@miami.edu Alyssa.Lawrence@miami.edu

https://umiamihealth.org/en/uhealth-compliance

Compliance Help General Inbox: compliancehelp@miami.edu
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Building a Culture ot Compliance:
Disclosures, COls in Research, and
UM'’s Research Security Program

_Lory A. Hayes, PhD, CHRC
Research Security Officer (RSO) and

Director, Disclosures & Scholarly Activities Management
(DSAM)
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OVERVIEW

CONFLICT OF INTEREST

* Three primary areas of COl concern at UM: Procurement, Clinical, and Research

» Compliance by Covered Persons generally guided by:
* Faculty, Faculty Manual (which includes Institutional COI Policy)
* Clinical faculty and billing providers, UMMG Policies and Institutional COI Policy.
* For non-clinical staff,

« Covered Persons must disclose financial interests in, and activities with, entities related to their institutional responsibilities
or those that do/may do business with the University, ANNUALLY.

+ Staff should review outside employment/significant outside interests with supervisor PRIOR TO engagement.

 Staff who believe their desired secondary employment, self-employment, or outside consulting activity may not be
compliant with the Secondary Employment Policy, may request review/approval by completing the form embedded in the
policy. This can also be done by dept.

 If approved (by supervisor, Dept or Compliance Unit), the interest should be disclosed in the UDisclose System upon
executing the relationship and/or receipt of compensation.

 If individual sees patients at UM/ UHealth- PAR process (pre-approval contract review) applies.
 If individual does not, the Secondary Employment policy applies.

UNIVERSITY OF MIAMI
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https://umiami.policystat.com/policy/17990938/latest
https://umhs-ummg.policystat.com/search/?category=50386&q=UMMG&titleOnly=true
https://nam10.safelinks.protection.outlook.com/?url=https%3A%2F%2Fumhs-ummg.policystat.com%2Fpolicy%2F18044515%2Flatest&data=05%7C02%7CKViamonte%40med.miami.edu%7C12d0662535b0415cd44d08de5869380e%7C2a144b72f23942d48c0e6f0f17c48e33%7C0%7C0%7C639045406090716552%7CUnknown%7CTWFpbGZsb3d8eyJFbXB0eU1hcGkiOnRydWUsIlYiOiIwLjAuMDAwMCIsIlAiOiJXaW4zMiIsIkFOIjoiTWFpbCIsIldUIjoyfQ%3D%3D%7C0%7C%7C%7C&sdata=Uij3hLN9bU%2FRT9e9e0qNDqPudIhSEypes34xwJf%2FP6Q%3D&reserved=0
https://nam10.safelinks.protection.outlook.com/?url=https%3A%2F%2Fumhs-ummg.policystat.com%2Fpolicy%2F18435002%2Flatest&data=05%7C02%7CKViamonte%40med.miami.edu%7C12d0662535b0415cd44d08de5869380e%7C2a144b72f23942d48c0e6f0f17c48e33%7C0%7C0%7C639045406090678506%7CUnknown%7CTWFpbGZsb3d8eyJFbXB0eU1hcGkiOnRydWUsIlYiOiIwLjAuMDAwMCIsIlAiOiJXaW4zMiIsIkFOIjoiTWFpbCIsIldUIjoyfQ%3D%3D%7C0%7C%7C%7C&sdata=tabDdCGwJCYfK6TJsfA4hJvul%2B%2FYLqw1yisfl2HNpe8%3D&reserved=0
https://nam10.safelinks.protection.outlook.com/?url=https%3A%2F%2Fumhs-ummg.policystat.com%2Fpolicy%2F18435002%2Flatest&data=05%7C02%7CKViamonte%40med.miami.edu%7C12d0662535b0415cd44d08de5869380e%7C2a144b72f23942d48c0e6f0f17c48e33%7C0%7C0%7C639045406090678506%7CUnknown%7CTWFpbGZsb3d8eyJFbXB0eU1hcGkiOnRydWUsIlYiOiIwLjAuMDAwMCIsIlAiOiJXaW4zMiIsIkFOIjoiTWFpbCIsIldUIjoyfQ%3D%3D%7C0%7C%7C%7C&sdata=tabDdCGwJCYfK6TJsfA4hJvul%2B%2FYLqw1yisfl2HNpe8%3D&reserved=0

UM'S COMPREHENSIVE POLICY

Articulates that all Covered Persons, must
« Complete annual training (1st page of the disclosure form), and
« Disclose interests to UM on an annual basis, including:

o Outside interests (including non-compensated business and fiduciary responsibilities, consulting,
gifts, royalties, travel, etc.)

Financial interests of spouse and dependent children related to UM responsibilities
Non-UM Scholarly Activities (e.g., teaching & research)

Non-UM “C”-suite positions and fiduciary responsibilities
Financial interests in entities that do, or propose to do business
Receipt of non-UM, “Other Support,” and

Foreign affiliations/income/support

o O o O O O

» Separate UHealth and Scholarly Activities sections

v'Conflict of Interest, Conflict of Commitment,
Foreign Influence, and Institutional Conflict of Interest
Policy in Policystat



https://umiami.policystat.com/policy/15376062/latest/
https://umiami.policystat.com/policy/15376062/latest/
https://umiami.policystat.com/policy/15376062/latest/
https://umiami.policystat.com/policy/15376062/latest/

WHERE DO COVERED PERSONS DISCLOSE?

UDisclose as UM internal disclosure platform

Per the Institutional COI Policy, Covered Persons will disclose through the University’s disclosure
system:
* their financial interests in, and activities with, external entities related to their UM
responsibilities, or with entities that do or propose to do business with the University in the 12

months preceding the date that it is disclosed.
* the financial interests of their spouse and dependent children that are related to the Covered
Person’s UM responsibilities, or with entities that do or propose to do business with the

University in the 12 months preceding the date it is disclosed.

» Update for new interests within 30 calendar days

CURATING GUNNEGTﬁN



UDISCLOSE SYSTEM

Completion of the training & disclosure process shows “No Action Required”

F

COl = Disdosures > Disclosure Profile for Lory Hayes

/ Disclosure Profile for Lory Hayes
Disclosure profile last

Instruction Center
?E";gﬁ;gd: Action Required Reason
Training last completed: Mo actions need to be taken at this time  Discloser's disclosure profile is up-to-date and requires no action
1/23/2023
Training expiration date: . ]
12192023 Edit Disclosure Profile

&+ Assign Proxy

Access the system at UDisclose.miami.edu
Resources (require CanelD):

« UDisclose User Guides & Job Aids (Box folder)
* Discloser Compliance Status Job Aid (PDF)

« Discloser Compliance Status Report (PowerBl)

Questions? Call the UDisclose Help Desk 305-243-0877

CURATING BDNNECT@N


https://udisclose.miami.edu/
https://miami.app.box.com/folder/154394195171?s=6xc2p8ewf608v1sziuq96qgao7cl4i3z
https://miami.app.box.com/folder/154394195171?s=6xc2p8ewf608v1sziuq96qgao7cl4i3z
https://miami.app.box.com/file/925702267386?s=g3shfjnej5v98b4n8r91r3jn8k0efz9y
https://miami.app.box.com/file/925702267386?s=g3shfjnej5v98b4n8r91r3jn8k0efz9y
https://app.powerbi.com/groups/adda7113-5b01-4f01-a16a-e7b31864f013/reports/04a2a0d6-16cb-4c53-85a0-5b07824c21de/ReportSection
https://app.powerbi.com/groups/adda7113-5b01-4f01-a16a-e7b31864f013/reports/04a2a0d6-16cb-4c53-85a0-5b07824c21de/ReportSection
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Comments, Questions, or Suggestions?

Lory A. Hayes, PhD, CHRC

Research Security Officer (RSO) and
Director, Disclosures & Scholarly Activities Management
(DSAM)

lhayes@miami.edu
Office: 305-243-5036
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Export Control Basics

1 J | sy William J. Collins
L O TIHE VICE PROVOST IFOR RESEARCII + SCITOLARSIIIP Expon ContrOI Com pliance Di rector
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UNIVERSITY OF MIAMI

OFFICE of the VICE PROVOST
for RESEARCH & SCHOLARSHIP
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Research

International
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What do
Export

Controls
Affect at
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Employing
Foreign
Nationals

International
Shipping

International
Travel

AQPA
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What is Export Control at the University?

U.S. government regulates exports of sensitive
equipment, software, and technology to protect
national security interests and foreign policy objectives.

U.S. export control regulations affect a wide range of
research and academic activities at UM including:

Conducting restricted sponsored research
Engaging in international collaborations
Hosting international visitors or visiting scholars

International travel

Employing foreign nationals (nonimmigrant
employees)

Shipping — Internationally, and

Tariffs — International Purchasing — USG Refunds

CURATING CONNECTION



What should |
do if | engage in
any of these
export-related
activities?

1. Consult with UM’s Export Control Unit

Call or email UM’s Director of Export Control, Mr. William
Collins at (305) 284-9558 or wic59@miami.edu

2. Report Your Travel to Export Control

Use the UM REDCap platform to request a temporary
export license, document your travel and include UM

equipment traveling with you.

3. Share Export Information with Your Team

Discuss with your respective research teams, including faculty,

staff and trainees about reporting international travel and

shipping to UM’s export control unit.

AQPA
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Use REDCap to Report and Log International Travel

lJ UNIVERSITY OF MIAMI C'Retu:liﬂg?
OFFICE of the VICE PROVOST o
for RESEARCH & SCHOLARSHIP ccess the REDCap Platform using

either direct URL or QR symbol.

REDCap Platform

UM International Travel Disclosure & Export Compliance

Form
https://redcap.miami.edu/surveys/?s=F73NLXKHFCHAJ8H9

To support our research security and compliance, all University of Miami travelers are requested to provide details
about their upcoming foreign travel for research-related activities. The information you submit will help ensure that
your travel aligns with UM's research security policies and federal requirements.

For additional guidance and resources, please visit the UM Research Security Program website:
https://www.research.miami.edu/about/admin-areas/2rise/research-security-program/.

If you have any questions, please contact the Research Security team.

Instructions:

* This form must be completed by the traveler before each University business trip.
* |f you are visiting multiple countries on one trip, complete this form once for the entire trip. For multiple trips in a
year, submit a separate form for each trip.

For more information, please visit the University of Miami Export Control Compliance website:
https://www.research.miami.edu/about/admin-areas/2rise/export-control-compliance/index.html.




William J. Collins

UNIVERSITY

lJ OF MIAMI

OFFICE OF TIE VICE PROVOST IF'OR RESEARCIIT + SCITOLARSIIIP

---  (305) 284-9558

a—ad Wjc59@miami.edu & exportcontrol@miami.edu

https://www.research.miami.edu/how-to-
= quides/compliance/export-control/index.html

UNIVERSITY OF MIAMI
OFFICE of the VICE PROVOST
for RESEARCH & SCHOLARSHIP
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Overview for the Research Community:
Clinical Trials Using Gene Transfer or Human Stem Cells

Ellen Kapsalis, PhD, CPIA
Director of Compliance, IACUC/IBC/ESCRO/DURC/DEA
Research, Regulation, Integrity, Security & Evaluation (2RISE)

Office of the Vice Provost for Research + Scholarship
Ph: (305) 243-9518; Cell: (305) 301-3315

ekapsali@miami.edu

UNIVERSITY OF MIAMI
OFFICE of the VICE PROVOST
for RESEARCH & SCHOLARSHIP
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OVERVIEW

INSTITUTIONAL BIOSAFETY COMMITTEE (IBC)

HUMAN GENE TRANSFER STUDIES (HGT)
What Triggers IBC review

» Any study involving recombinant or synthetic nucleic acid (r/sNA) molecules, viral vectors, gene therapy, gene
editing (CRISPR, TALEN, Zinc Finger), CAR-T cell therapy, genetically modified stem cells, molecular immunotherapy,
oncolytic viruses, or INDs/vaccines containing microorganisms or microbial toxins requires IBC review and approval.

« The definition of Human Gene Transfer (HGT) has been expanded to include certain gene-editing technologies (e.g.,
CRISPR-based systems) that do not use viral vectors — these now fall under IBC oversight

« UM receives NIH funding and is therefore obligated to comply with NIH Guidelines for all r/sNA research institution-
wide — not just NIH-funded studies

Human Gene Transfer (HGT) Studies — Full Committee Review Only
« HGT studies undergo full IBC Committee review (no expedited review pathway)

« IBC approval must be obtained in parallel with IRB review; the IRB will not issue its approval letter until the IBC has
approved the study

« Every HGT study receives a unique IBC protocol number and is treated as a distinct application — approvals from
similar studies may NOT be used interchangeably

UNIVERSITY OF MIAMI
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OVERVIEW

INSTITUTIONAL BIOSAFETY COMMITTEE (IBC)

HUMAN GENE TRANSFER STUDIES (HGT)

Based on recurring reviewer feedback from IBC meetings and common submission issues
observed by our office, the following tips will help ensure a smooth review:

Submit before the deadline. The IBC does not conduct expedited or accelerated reviews. Missing the
deadline means waiting for the next scheduled monthly meeting. Allow adequate lead time — approximately
3 weeks before the meeting date is recommended.

Use unscanned, editable forms. Scanned or image-locked PDFs prevent reviewers from fully reading the
content of text boxes —a common cause of revision requests. If a PDF locks up, provide the full text of those
sections in a cover email.

|dentify all study locations precisely. Include specific building names, addresses, and room numbers for all
locations where the study agent is stored, prepared, administered, or disposed of — especially if any site is off-
campus or outside UM Miller School of Medicine.

Provide all referenced manuals and SOPs. If your Biosafety SOP references a Pharmacy Manual, IMP Manual,
or other document, submit copies of those materials with your package. Reviewers will ask for them if not
included.

Do not rely on IRB submissions to satisfy IBC requirements. Checking the rDNA box on an IRB submission
does NOT fulfill IBC review criteria. Each committee has distinct review criteria and processes.

UNIVERSITY OF MIAMI
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OVERVIEW

INSTITUTIONAL BIOSAFETY COMMITTEE (IBC)

HUMAN GENE TRANSFER STUDIES (HGT)

Required Submission Package for HGT Studies

« Completed IBC Human Gene Transfer Form (unscanned)

« Completed UM Biosafety SOP Form (unscanned)

* Investigational Brochure (IB) and/or Sponsor's Protocol (including most recent amendment, if any)
« Scientific Overview with references (2-3 pages)

 All correspondence to and from the FDA

« Vector/plasmid maps for the study agent

A note from the IBC Office: The most frequent causes of delays in IBC review are incomplete submission packages, locked/scanned forms,
missing training records, and insufficient specificity in study location and vector descriptions. Reaching out to our office before submission is
always encouraged — we can help you navigate the process and avoid common pitfalls.

Contact Information:

» Lizzeth Meza Imeza@miami.edu or |IBCsupport@miami.edu

» Forms: https://www.research.miami.edu/how-to-guides/compliance/institutional-biosafety/index.html

UNIVERSITY OF MIAMI

OFFICE of the VICE PROVOST
for RESEARCH & SCHOLARSHIP
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mailto:lmeza@miami.edu
mailto:IBCsupport@miami.edu
https://www.research.miami.edu/how-to-guides/compliance/institutional-biosafety/index.html
https://www.research.miami.edu/how-to-guides/compliance/institutional-biosafety/index.html
https://www.research.miami.edu/how-to-guides/compliance/institutional-biosafety/index.html
https://www.research.miami.edu/how-to-guides/compliance/institutional-biosafety/index.html
https://www.research.miami.edu/how-to-guides/compliance/institutional-biosafety/index.html
https://www.research.miami.edu/how-to-guides/compliance/institutional-biosafety/index.html
https://www.research.miami.edu/how-to-guides/compliance/institutional-biosafety/index.html

OVERVIEW

EMBRYONIC HUMAN STEM CELL OVERSIGHT COMMITTEE (ESCRO)

Therapies using Human Embryonic Stem Cells or Derivatives (hESCs)

What Triggers ESCRO review

« ESCRO Oversight review is triggered when the investigational new drug (IND), cellular therapy, or vaccine contains
agents derived from hESCs or their derivatives — including gene-edited or genetically modified stem cell products.

Human Gene Transfer (HGT) Studies — Full Committee Review Only
* hESCs studies undergo full ESCRO Committee review (no expedited review pathway).

* ESCRO approval is required BEFORE IRB approval can be issued for clinical trials involving hESCs or their
derivatives. IRB may review concurrently but will not issue its approval letter until ESCRO has approved.

UNIVERSITY OF MIAMI
OFFICE of the VICE PROVOST
for RESEARCH & SCHOLARSHIP
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OVERVIEW

EMBRYONIC HUMAN STEM CELL OVERSIGHT COMMITTEE (ESCRO)

Therapies using Human Embryonic Stem Cells or Derivatives (hESCs)

Based on recurring reviewer feedback from ESCRO meetings and common submission issues
observed by our office, the following tips will help ensure a smooth review:

The ESCRO committee does not conduct expedited or accelerated reviews for clinical trials. Missing the

deadline means waiting for the next scheduled monthly meeting. Allow adequate lead time — approximately
3 weeks before the meeting date is recommended.

Document cell line provenance thoroughly. The committee will scrutinize the origin, consent history, and
ethical documentation of every hESC line used. Include NIH Registry links, MTA copies, and donor consent
documents, even for pre-approved lines.

Have your MTA executed in advance. Material Transfer Agreements for imported hESC lines must be fully

executed prior to submission. Work with Grants and Contracts Administration early, as MTA negotiation can
take weeks.

Do not rely on IRB submissions to satisfy IBC requirements. Checking the rDNA box on an IRB form does NOT
fulfill IBC review criteria. Each committee has distinct review criteria and processes.

UNIVERSITY OF MIAMI
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OVERVIEW

EMBRYONIC HUMAN STEM CELL OVERSIGHT COMMITTEE (ESCRO)

Therapies using Human Embryonic Stem Cells or Derivatives (hESCs)

Required Submission Package for HGT Studies
« Completed UM ESCRO Application Form Form (unscanned)

 Biosketch for Pl and all Co-Investigators

« Abstract and research plan from funding grants

« Scientific Overview with references (2-3 pages)

« Pre-executed Material Transfer Agreement (MTA)

Contact Information:
* ESCROsupport@med.miami.edu

* Lizzeth Meza Imeza@miami.edu or Ellen Kapsalis Ekapsali@miami.edu

» Forms: https://www.research.miami.edu/about/oversight-committees/embryonic-stem-cell/

UNIVERSITY OF MIAMI
OFFICE of the VICE PROVOST
for RESEARCH & SCHOLARSHIP

CURATING CUNNECTﬁN
lj kb brand Rounds ZUZb



mailto:ESCROsupport@med.miami.edu
mailto:ESCROsupport@med.miami.edu
mailto:lmeza@miami.edu
mailto:Ekapsali@miami.edu
https://www.research.miami.edu/about/oversight-committees/embryonic-stem-cell/
https://www.research.miami.edu/about/oversight-committees/embryonic-stem-cell/
https://www.research.miami.edu/about/oversight-committees/embryonic-stem-cell/
https://www.research.miami.edu/about/oversight-committees/embryonic-stem-cell/
https://www.research.miami.edu/about/oversight-committees/embryonic-stem-cell/
https://www.research.miami.edu/about/oversight-committees/embryonic-stem-cell/
https://www.research.miami.edu/about/oversight-committees/embryonic-stem-cell/

The Research Protocol:

The Basis for a Culture of Compliance

Nelson A. Vega, BA, ROQAP-GCP

Sr. Quality Assurance Auditor
Research Quality Assurance

3 ‘ UNIVERSITY
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Federal Inspection Support

UM-Wide Policy: Hosting External Governmental Audits of Clinical Research

Key Points:

* Notify RQA immediately of *ANY* Gov’t research compliance audit/inspection/review

 Policy applies to all Federal and State inspections: FDA, NIH, DOD, EMA...

Notify RQA of the following regarding FDA/GoV’t inspection:

* Plname

e Study number and title

* FDA/GoVv’t Investigator name

 Date inspection will begin

* Information provided by the FDA/GoV’t Investigator: e.g. reason for inspection

4
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Quality Assurance - Protocol Compliance

Study
Protocol

AP
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Quality Assurance - Protocol Compliance

TWO CRITICAL FUNCTIONS OF A
PROTOCOL

. SCIENCE OPERATIONS .

AP
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Common Protocol Compliance Issues

Document-Based

Conflicts Within the Protocol

> Schedule of Events vs Protocol Text

Lack of Clarity
» AE Review: Symptom Diaries Included?
» Pre-Study Records:
> Are they allowed per Protocol?
» How old is too old?

DA
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Common Protocol Compliance Issues

Protocol Execution

Eligibility Confirmation
» Procedures spread across multiple visits

o Checklist signed before all test results received

Biospecimen Handling

> “Process & store sample w/in 2 hours of draw”
o Med Campus!? Satellites?

DA
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Common Protocol Compliance Issues

Protocol vs Informed Consent

Prohibited Medications
»> Not always listed in ICF

Errors /| Conflicts

> ICF shows more/fewer exams than Protocol

o Initial & Modifications

DA
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Common Protocol Compliance Issues

Protocol vs Data Capture (EDC / CRF)

Data Forms Structure
» Do they accurately reflect Protocol?
» Do they capture data needed for Study Objectives?

DA
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Paths Forward

AP
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CONTACT US

Nelson Vega

Sr. Quality Assurance Auditor,
Research Quality Assurance (RQA)

(305) 243-7797

- n.vegal@med.miami.edu

UNIVERSITY OF MIAMI
OFFICE of the VICE PROVOST
for RESEARCH & SCHOLARSHIP
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! 2026 IRB Grand Rounds - Continuing

Continuing Medical Education (CME) ! Nursing Education (CNE) Credit
! Registration Form
!
Below please find the claim credit link for session scheduled |
for 5.21.2026: https://miami.cloud- |

cme.com/cme/ClaimCredit?P=850&eventid=18751 :

I UNIVERSITY OF MIAMI “
l SCHOOL of NURSING
. & HEALTH STUDIES [ ]
o TAL ADVA

| Nursing Continuing Professional Development (NCPD)

The University of Miami School of Nursing and Health Studies is accredited as

I a provider of nursing continuing

professional development by the American Nurses Credentialing Center’s
Commission on Accreditation.

CURATING CONNECTION


https://miami.cloud-cme.com/cme/ClaimCredit?P=850&eventid=18751
https://miami.cloud-cme.com/cme/ClaimCredit?P=850&eventid=18751
https://miami.cloud-cme.com/cme/ClaimCredit?P=850&eventid=18751

Thank you!

For additional information about today’s presentation,

Please contact curatingconnection@miami.edu and reference

“IRB Grand Round 2026".

UNIVERSITY OF MIAMI
OFFICE of the VICE PROVOST
for RESEARCH & SCHOLARSHIP

L] CURATING CDNNECTﬁN
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