Quorum: 7

IBC Meeting Comments

May 20, 2026 — Zoom Conference Call

Attends

Attendance — Staff and Guests

Present Name Affiliation/Position

X Pratibha Srivastava UF EHS

X Christine Lashley UF EHS

X Savannah Hardiman UF EHS

X Artiom Chacon UF EHS

X Craig Moneypenny UF EHS

X Laurence Castillo UF EHS

X Laura Castillo UF EHS

X Daniel Nunez UF EHS

X Asha Rani UF EHS

X Alek Aranyos UF EHS

X Kindra Kelly-Quagliana | UF EHS

X Left at 1:29 | Pl Guest
pm

X Erica Gonzaga Joined UF EHS
at 1:06pm

X Kendra Rooks Joined UF IACUC

at 1:08pm

Present | Name Role
Norman Beatty Other: Committee Member
Steeve Boulant Other: Committee Member
X Sanford L. Boye Other: Committee Member
Larry Burris Local Non-Affiliated
X Jason Clements Other: Committee Member
X Mariola Ferraro Other: Committee Member Joined at 1:08pm
X Gary Heil BSO, Voting Contact
John Ligon Other: Committee Member
X Luis Martinez Other: Committee Member
Michael McIntosh Other: Committee Member
X John D. McVay Local Non-Affiliated
Mark Moehle Other: Committee Member
X Kamal A. Mohammed Other: Local VA Hospital representative
X Christopher Overend Other: Biosafety Coordinator
X _ Animal Expert
X Jeffrey Rollins Plant Expert
Elias J. Sayour Other: Human Gene Therapy Expert
X Clay Smith Chair, Voting Contact
X Arun Srivastava Other: Committee Member

Daniel R. Swale

Other: Committee Member

Amy Vittor

Other: committee Member
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Attendance — Gulf Coast Wimauma
Present Name Affiliation/Position
Allen Williford Community Member
Chris Overend Member
Clay Smith Chair
Daniel Swale Member
Dustin Grooms Community Member
X Gary Heill BSO
Michael Mclntosh Member
X Jeffrey Rollins Plant Expert
Agenda:
Full Committee Projects Pl
1 MichaelBubb
2 Proof of Concept Clinical Study of the Safety and Effectiveness of ENS-101 to Reduce Exogenous _
Insulin Requirements in Dogs Diagnosed with Diabetes Mellitus and Receiving Insulin
A Phase 3. Randomized. Placebo-Controlled Study of Adjuvant Intismeran Autogene Plus
3 Subcutaneous Pembrolizumab and Berahyaluronidase Alfa (MK-3475A) or Intismeran Autogene Aline Fares
Monotherapy Versus Placebo in Participants With Completely Resected High-Risk Stage | Non-
Small Cell Lung Cancer (INTerpath-014)
4 CRISPR-knockout for functional validation of target spot resistance candidates in tomato Anuj Sharma (Gulf Coast IBC)
5 Expanded Access Use of ATA-100 for Single Patient with LGMDR9 Barry Byrne
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6 Investigating Qunavirinae bacteriophage biology Sarah Doore -- BIO5802 renewal

MejHe—BIO5787 reneal

A Phase | Study to Assess Safety and Feasibility of IL-8 Receptor Modified Patient-Derived
8 Activated CD70 CAR T Cell Therapy in Adults with Brain Metastases from Primary Cancers Maryam Rahman
(IMPACT-MET)

9 Generating transgenic zebrafish to examine mechanisms of toxicity -- BIO5749 renewal

Amendments

Conditionally active reporter gene constructs for measuring stem cell based chondrogenesis in
1 cartilage repair applications (RD-4148) _ BIO6068

2 Exploring the significance of agroforestry and regenerative agriculture in farmer’s health and risk of

zoonotic disease Anty Vistor BIO7692
3 Role of DNA Sensing Pathways in KSHV Associated Cancers - BIO5715
4 Role of pancreatic cancer cell-derived CTGF in cachexia I G/06120
5 Neural mechanisms of cognition in rodent models I 05849
6 A Phase 1 Study of FT819 in B-cell Mediated Autoimmune Diseases Michael Bubb BIO7962

7 Monitoring mRNA translation fidelity by AAV - BIO7519
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8 RAN-translation Laura-Ranum-BlO7404
9 Nanoliposome immunotherapeutics _BI05659
Minutes

Meeting was called to order at: 1:02pm
Project Review

Principal Investigator: Michael Bubb

Project Title: A DOSE ESCALATION STUDY INVESTIGATING BISPECIFIC ANTIBODY THERAPY IN PATIENTS WITH LUPUS NEPHRITIS

Approval: Pulled from Agenda — does not require IBC approval.

Principal Investigator: _

Project Title: Proof of Concept Clinical Study of the Safety and Effectiveness of ENS-101 to Reduce Exogenous Insulin Requirements in Dogs
Diagnosed with Diabetes Mellitus and Receiving Insulin

Concerns or Discussion: Lack of information in project is concerning and short time frame of animals going back to owners. No mention of
shedding and what precautions will be taken. Will need to table to address how they will handle in the lab and information on how the product is
made. Discussion of a consent form to be signed by owners.

Approval: Tabled.

Principal Investigator: Aline Fares
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Project Title: A Phase 3, Randomized, Placebo-Controlled Study of Adjuvant Intismeran Autogene Plus Subcutaneous Pembrolizumab and
Berahyaluronidase Alfa (MK-3475A) or Intismeran Autogene Monotherapy Versus Placebo in Participants with Completely Resected High-Risk
Stage | Non-Small Cell Lung Cancer (INTerpath-014)

BIO number not yet assigned

Vector/Agent(s) to be used: mRNA-based, individualized neoantigen therapy

Name and Function of Transcribed Nucleic Acids: n/a

Host(s) to be used: Human patients

NIH Guidelines: Il1I-C-1 for experiments involving the deliberate transfer of recombinant or synthetic nucleic acid molecules, or DNA or RNA
derived from recombinant or synthetic nucleic acid molecules, in one or more human research participants.

Biosafety Level and Any Additional Requirements: BSL-1 for handling and administration of the study agent. BSL-2 for collection and/or
processing of human samples. Annual Bloodborne training required for all staff.

Concerns or Discussion: None

Training: All training completed.

Approval: All approved as recommended (Yes-11, No-0, Abstain-0)

Principal Investigator: Anuj Sharma (Gulf Coast IBC)

Project Title: CRISPR-knockout for functional validation of target spot resistance candidates in tomato

Approval: Tabled — No quorum.

Principal Investigator: Barry Byrne

Project Title: Expanded Access Use of ATA-100 for Single Patient with LGMDR9

BIO number not yet assigned
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Vector/Agent(s) to be used: Adeno-associated virus (AAV)

Name and Function of Transcribed Nucleic Acids: The transfer plasmid carries a codon-optimized complementary DNA (cDNA) encoding the
human Fukutin-Related Protein (FKRP) (hFKRPco). The codon optimization enhances translational efficiency without altering the amino acid
sequence of the native human FKRP protein. The Fukutin-Related Protein (FKRP) is a Golgi-localized glycosyltransferase involved in the
post-translational glycosylation of a-dystroglycan. Proper FKRP activity enables correct glycosylation of a-dystroglycan, allowing its interaction with
extracellular matrix proteins such as laminin. This interaction is essential for maintaining skeletal and cardiac muscle fiber membrane stability
during cycles of muscle contraction and relaxation. Loss of FKRP function results in membrane fragility and progressive muscle degeneration
observed in LGMDRO.

Host(s) to be used: Human patients

NIH Guidelines: Il1I-C-1 of the NIH Guidelines for experiments involving the deliberate transfer of recombinant or synthetic nucleic acid molecules
into one or more human research participants.

Biosafety Level and Any Additional Requirements: BSL-2 for handling of any patient samples. All Lab personnel must complete initial and
annual Bloodborne pathogens and biomedical waste training.

Concerns or Discussion: None

Training: All training completed.

Approval: All approved as recommended (Yes-11, No-0, Abstain-0)

Principal Investigator: Sarah Doore

Project Title: Investigating Ounavirinae bacteriophage biology

BlO5802 Renewal

Vector/Agent(s) to be used: Plasmids

Name and Function of Transcribed Nucleic Acids:

e beta/gam/exo, lacl repressor; Excision and recombination; IPTG induction
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e Cas9 and lambda red genes (gam, beta, exo) for recombination; Site-specific cleavage and recombination using sgRNA and a template
from pGRB; IPTG induction

o Sf14 tRNAs, modified tRNAs, or random/non-coding sequence; tRNAs for use during translation (or none, in the case of random/non-
coding sequence); induction with Isopropyl 8- d-1-thiogalactopyranoside (IPTG)

e marC9 mariner transposon; Random insertion

Host(s) to be used: E. coli (DH5a, for storage only), Shigella flexneri

NIH Guidelines: IlI-D-1-a for the work involving the generation of a transposon library's generated with S. flexneri, and the use of Cas9 technology
in S. flexneri; also covered under this section is the transfer of genes and sequences from phages into S. flexneri; IlI-F-8 Appendix C-I (use of
rDNA in tissue culture) and C-Il (use of E. coli K12 host-vector systems).

Biosafety Level and Any Additional Requirements: BSL-1 for the cloning of genes and plasmids into E. coli; BSL-2 for studies using a RG2
agent. For all activities involving Shigella flexneri, all aerosol activities must be in a biosafety cabinet. Aerosol tight rotors in an annual certified
Biosafety cabinet.

Concerns or Discussion: None

Training: All training completed.

Approval: All approved as recommended (Yes-11, No-0, Abstain-0)

Principal Investigator: Mei He

Project Title: 3D biomimetic lymph node engineered extracellular vesicles for understanding the heterogeneity of adaptive immunity

BlO5787 Renewal

Approval: Pulled from agenda due to Committee member absence.

Principal Investigator: Maryam Rahman

Project Title: A Phase | Study to Assess Safety and Feasibility of IL-8 Receptor Modified Patient-Derived Activated CD70 CAR T Cell Therapy in
Adults with Brain Metastases from Primary Cancers (IMPACT-MET)
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BIO number not yet assigned

Vector/Agent(s) to be used: Gammaretroviruses

Name and Function of Transcribed Nucleic Acids: CD70CAR, CXCR2(IL8 receptor). CAR: help T cell to target CD70 molecule; CXCR2:
increase T cell chemotaxis

Host(s) to be used: patient autologous T lymphocytes for CAR-T cell generation; glioma patient for CAR T cell administration

NIH Guidelines: 1l1I-C-1 for the administration of CAR-T cells to human patients; IlI-E-1 for the in vitro transduction of cells with gammaretroviral
vectors.

Biosafety Level and Any Additional Requirements: BSL-2 for both the administration of the investigational product (8R-70CAR-T cells) to
human participants and the handling of associated human clinical specimens, as well as for in vitro work involving gammaretroviral vectors
received from sponsors for downstream viral transduction and CAR T-cell generation. Additional precautions for work with gammaretrovirus
include mucous membrane protection and the use of plastic labware in place of glassware where possible. Required personal protective
equipment includes a laboratory coat, safety glasses, disposable gloves, and mucous membrane protection. All personnel must complete initial
and annual Bloodborne Pathogens and Biomedical Waste training.

Concerns or Discussion: None

Training: All training completed.

Approval: All approved as recommended (Yes-12, No-0, Abstain-0)

Principal Investigator: _

Project Title: Generating transgenic zebrafish to examine mechanisms of toxicity

Bl05749 Renewal

Vector/Agent(s) to be used: RNAi or CRISPR/Cas9

Name and Function of Transcribed Nucleic Acids: replacement of zebrafish gene with human gene and knockout of FMO gene

Host(s) to be used: Zebrafish
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NIH Guidelines: IlI-D-4-a for the generation and breeding of transgenic zebrafish.

Biosafety Level and Any Additional Requirements: BSL-1/ABSL-1 containment and practices for generating and maintenance of transgenic
zebrafish.

Concerns or Discussion: None

Training: All training completed.

Approval: All approved as recommended (Yes-12, No-0, Abstain-0)

Amendments

Principal Investigator: _

Title: Conditionally active reporter gene constructs for measuring stem cell based chondrogenesis in cartilage repair applications (RD-4148)

BlO6068

Summary: This amended project is approved at the following containment and practices: BSL-1 for in vitro work with AAV and plasmids; BSL-2 for
experiments involving human cell lines 293T cells; BSL-2 with additional precautions for the use of lentivirus (additional practices include mucous
membrane protection, and the substitution of glassware with plasticware whenever possible); ABSL-1 for the injection of AAV in rats (additional
required practices include the use of safe engineered sharps, mucous membrane protection, and wiping of the injection site with an appropriate
disinfectant); ABSL-1 for housing after non-systemic injection (intra-articular injection) and ABSL-1i for animal housing after systemic injection
(subcutaneous), with inactivation of bedding materials for the first 72 hours post-inoculation, ABSL-1 housing thereafter. The following sections of
the NIH Guidelines apply to this project: llI-E-1 for the in vitro transduction of cells with lentiviral vectors in cell culture; IlI-D-4-a for the
administration of lentiviral and AAV vector transduced cells into rats; IlI-D-3-a for the production of lentiviral vectors using a helper system; IlI-F-8
appendix C-I for the use of plasmids in cell culture; llI-F-8, Appendix C-Il for the use of plasmid vectors with nonpathogenic K-12 lineage E. coli.
**NOTE** The pMD2.G plasmid encoding the VSV-G gene is subject to export control regulations.

Concerns or Discussion: None

Training: All training completed.

Approval: All approved as recommended (Yes-12, No-0, Abstain-0)
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Principal Investigator: Amy Vittor

Title: Exploring the significance of agroforestry and regenerative agriculture in farmer’s health and risk of zoonotic disease
BIO7892

Summary: This amended project is approved at BSL-2 containment and practices for all procedures involving handling of Risk Group 2 viruses,
human blood, or serum, with annual bloodborne pathogens training required. **NOTE** The approval from NIH OSP to use the chimeric
EEEV/Sindbis at BSL-2 is specific to the Vittor lab. Any use of this chimeric virus outside of the Vittor lab requires additional prior approval by NIH
OSP. Propagation of this virus falls under section IlI-D-1-b of the NIH Guidelines.

Concerns or Discussion: None

Training: All training completed.

Approval: All approved as recommended (Yes-12, No-0, Abstain-0)

Principal Investiqator-

Title: Role of DNA Sensing Pathways in KSHV Associated Cancers
BIO5715

Summary: This project is approved at the following biosafety containment and practices and are listed with the applicable section of the NIH
Guidelines:

[1I-D-1-a for experiments involving the introduction of recombinant or synthetic nucleic acid molecules into Risk Group 2 agents, approved to be
conducted using BSL-2 containment and practices; IlI-D-2-a for experiments in which DNA from Risk Group 2 or Risk Group 3 agents (see Section
[I-A, Risk Assessment) is transferred into nonpathogenic prokaryotes or lower eukaryotes, approved to be conducted using BSL-2 containment
and practices; llI-D-3-a for experiments involving the use of infectious or defective Risk Group 2 viruses (see Appendix B-Il, Risk Group 2 Agents)
in the presence of helper virus, approved to be conducted using BSL-2 containment and practices; I1l-D-3-e for the use of AAV's in the presence of
a helper system and this work can be carried out at BSL-1; llI-D-4-b for experiments involving recombinant or synthetic nucleic acid molecules, or
DNA or RNA derived therefrom, involving whole animals, including transgenic animals, and not covered by Section 1lI-D-1 or Section IlI-D-4-a,
approved to be conducted using ABSL-2 containment and practices for the inoculation of rodents with rKSHV immortalized cells; ABSL-2 biosafety
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containment for the administration of human cell lines (BCBL1 and BC3) into rodents followed by subsequent ABLS-1+Hu housing; Work with the
AAV's can be performed at BSL-1 biosafety containment. Inoculation of mice with AAVs can be performed at ABSL-1, with emphasis on the use of
safe engineered sharps, mucous membrane protection, and wiping of the injection site. Housing of mice inoculated of AAV's (by IP) into rodents
can be performed at ABSL-1i, with the collection of bedding for the first 72 hours and then subsequent housing can be at ABSL-1 containment. llI-
E-1 for experiments Involving the formation of recombinant nucleic acid molecules containing no more than Two-thirds of the genome of any
eukaryotic virus, approved to be conducted using BSL-2 containment and practices; IlI-F-8, app. C-ll for experiments involving E. coli K-12 host-
vector systems for molecular cloning and storage in K-12 lineage E. coli (TOP10) using BSL-1 containment practices.

Concerns or Discussion: None

Training: All training completed.

Approval: All approved as recommended (Yes-11, No-0, Abstain-0)

Principal Investigator: _

Title: Role of pancreatic cancer cell-derived CTGF in cachexia

Bl106120

Summary: This project is approved at the following biosafety containment and practices: BSL-1/ABSL-1 for work involving unmodified murine cell
lines and inoculation into rodents, respectively, with subsequent housing at ABSL-1; BSL-2/ABSL-2 for work involving unmodified human cell lines
and inoculation into rodents, respectively, with subsequent housing at ABSL-1+Hu; BSL-2/ABSL-2 for work with LVV transduced cells and
inoculation into rodents, respectively and subsequent housing at ABSL-1 for murine cell lines and ABSL-1+Hu for human cell lines. This project
falls under the following section of the NIH Guidelines: 11I-D-4-a for the use of recombinant nucleic acid modified cell lines in animals.

Concerns or Discussion: None

Training: All training completed.

Approval: All approved as recommended (Yes-12, No-0, Abstain-0)

Principal Investiqator_
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Title: Neural mechanisms of cognition in rodent models
BlIO5849

Summary: This amended project is approved at the following safety and containment practices: BSL-1 for handling commercially packaged AAVs;
ABSL-1 for stereotaxic administration of AAVs to rodents, with subsequent ABSL-1 housing. The work outlined remains under section IlI-D-4-a of
the NIH Guidelines for the administration of AAV vectors to rodents.

Concerns or Discussion: None

Training: All training completed.

Approval: All approved as recommended (Yes-12, No-0, Abstain-0)

Principal Investigator: Michael Bubb

Title: A Phase 1 Study of FT819 in B-cell Mediated Autoimmune Diseases
BIO7962

Summary: This amended project is approved at the following safety and containment practices: BSL-2 for the administration of a genetically
modified cell therapy to human research participants. Safe sharps should be used. Initial and annual Bloodborne Pathogens training and
Biomedical Waste training are required. This work falls under the following section of the NIH Guidelines: 11I-C-1 for the administration of a
genetically modified human cell line to human research participants.

Concerns or Discussion: None

Training: All training completed.

Approval: All approved as recommended (Yes-12, No-0, Abstain-0)

Principal Investigator: _

Title: Monitoring mRNA translation fidelity by AAV

BIO7519
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Summary: This amended project is approved at the following biosafety containment and practices: BSL-1 for work with murine cell lines and
plasmid vectors in E. coli K-12; BSL-2 for all work involving human cell lines; ABSL-1 for systemic (intravenous and intramuscular) AAV injections
into rodents with subsequent housing at ABSL-1i (with inactivation of bedding materials for the first 72 hours post-inoculation; emphasized
precautions include the use of mucous membrane protection, use of safe sharps, substitution of glassware with plasticware, and wiping of the
injection site); ABSL-1 for administration of plasmid vectors to rodents and ABSL-1 for subsequent housing. This work falls under the following
sections of the NIH Guidelines: 1l1I-D-4 for experiments involving the use of AAV and plasmid vectors in rodents; IlI-E-1 for the in vitro use of AAV
in mammalian cell culture; I1I-F-8 Appendix C-I for the use of plasmids in mammalian cell culture in vitro only and Appendix C-II for the use of
plasmids in K12 strains of E. coli.

Concerns or Discussion: None

Training: All training completed.

Approval: All approved as recommended (Yes-12, No-0, Abstain-0)

Principal Investigator: Laura Ranum

Title: RAN translation
BI107401

Approval: Pulled due to committee member absence.

Principal Investigator: _

Title: Nanoliposome immunotherapeutics
BIO5659

Summary: This amended project is approved at the following biosafety containment and practices: BSL-1 for in vitro studies with plasmids, RCAS
vectors, or murine cell lines transduced by these vectors expressing different luciferase variants; BSL-2 for all work with human-derived cell lines;
BSL-2+ for in vitro use of lentiviral/retroviral vectors, as well as for in vitro transduction of murine and human cells by third generation lentivirus (the
‘+’ designates the use of mucous membrane protection and substitution of glassware with plasticware whenever possible); ABSL-1 with
subsequent ABSL-1 housing for the administration of modified lung cancer cell line (M101) as well as other murine cell lines and RCAS vectors or
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cells transduced by these vectors expressing different luciferase variants, or transfer of cells from transgenic rodents into other rodents and mRNA
loaded lipid formulations; ABSL-1+ rodent studies with 3rd gen or rodent cells transduced with 3rd gen LVV, with subsequent ABSL-1 for housing
of rodents receiving 3rgd gen LVV or murine cells transduced with 3rd gen LVV (the ‘+’ designates the use of mucous membrane protection,
wiping of the injection site, and use of safe sharps for all injections or invasive procedures); ABSL-2 for injection of pertussis toxin into rodents
intraperitoneally, with subsequent ABSL-1-i housing after administration of pertussis toxin which includes bedding to be collected and inactivated
for 72 hours post administration after which ABSL-1 housing is appropriate; ABSL-2+ for the administration of human cells transduced with 3rd
gen LVV into rodents, as well as any subsequent invasive procedures in rodents, with subsequent ABSL-1+hu for housing of rodents receiving
human cells transduced with 3rd gen LVV (the ‘+’ designates the use of mucous membrane protection, wiping of the injection site, and use of safe
sharps for all injections or invasive procedures). The following sections of the NIH Guidelines apply: 11I-D-4-a for the in vivo administration of
recombinant/synthetic nucleic acids in rodents and the inoculation of animals with cells from transgenic donor rodents; IlI-E-1 for in vitro use of
lentiviral/retroviral vectors in cells and for the use of CRISPR/Cas9 editing in cells; IlI-F-1 for work involving the lipid nanoparticle mRNA vaccines;
[lI-F-8 Appendix C-Il for the use of plasmid vectors with nonpathogenic K-12 lineage E. coli.

Concerns or Discussion: None

Training: All training completed.

Approval: All approved as recommended (Yes-12, No-0, Abstain-0)

The meeting adjourned at 2:17pm





