Quorum: 7

IBC Meeting Comments

March 4, 2026 — Zoom Conference Call

Attendance — IBC Committee

Attendsz

Present | Name Expertise Role Present | Name Affiliation/Position
Paul Gulig Microbiology Member X Asha Rani UF EHS

X Luis Martinez Microbiology Member X Pratibha Srivastava UF EHS

X Jason Clements Member X Christine Lashley UF EHS
Norman Beatty Infectious Diseases Member X Savannah Hardiman UF EHS
Steeve Boulant Virology Member X Leah Breault UF EHS

X Sanford L. Boye Virology Member X UF IACUC
Amber Duren Community Member X Jennifer Jackson UF EHS

X Mariola Ferraro Microbiology Member X Laura Castillo UF EHS Left at

X Gary Heil Member 1:45pm

X Michael McIntosh Virology Member X Emmanuelle Genoyer T_IZ(SUESt Left at

X John D. McVay Plants Community Member X Lauren Gilman P.I Gﬂr:st Leftat 1-19

X Mark Moehle Microbiology Member pm

X Kamal A. Mohammed | Microbiology Member Laurence Prunetti UF EHS

X Christopher Overend Member Alek Aranyos UF EHS

X _ Animals Member Nagheme Thomas Pl Guest Left at

X Jeffrey Rollins Plants Member " Anna Giosefn :J:;QIEPI-TS Joned at
Elias J. Sayour Clinical Trials Member 1:30pm

X Clay Smith Virology Chair X Artiom Chacon UF EHS Joined at
Daniel R. Swale Insects Member 1:37pm
Amy Vittor Infectious Diseases Member
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Attenda O IB Apopka, Orlando ake Alfred ake Nona Attenda 5 . a
Present Name Affiliation/Position Present | Name Affiliation/Position
Annette R. Khaled Community member - Covers X _ Animal Expert
ﬁgf:l;\lac; r?arlando, Lake Alfred and X Gary Heil BSO
Norman Beatty Other: Infectious Disease X Clay Smith Chair _
X Mariola J. Ferraro Other: Microbiology and Cell X James Sylvester ;or%l;rr’:y Member — Left
Science - -
X Gary L. Heil Other: Bio-Safety / Alternate Megan Allyse Community Member
Responsible Official X Christopher Overend Member
Kindra A. Kelly-Quagliana | BSO, Voting Contact X Jason Clements Member
X Michael T. Mcintosh Other: infectious disease Paul Gulig Member
X R Animal Expert X Sanford Boye Member
X Jeffrey Rollins Plant Expert Elias Sayour Member
X Hubert Salvail Community member - Covers Apopka,
Orlando, Lake Alfred and Lake Nona —
Joined at 1:24pm left at 1:29pm
X Wesley Clay Smith Chair
Agenda:
Full Committee Projects Pl
1 Neuro-Endocrine Control of Energy Balance ]

An Open-label, Multicenter, Two Part, Ascending Dose Followed by a Controlled Trial to Assess

2 the Safety and Efficacy of a Subretinal Administration of AAVB-039 in Participants with Stargardt

Disease (STGD1) (CELESTE) Jacksonville IBC

Sandeep Grover

3 Research on Citrus greening disease Orlando IBC

Choaa El Mohtar BA-2889

4 Spatial Reqgulation of Viral Replication and Innate Immune Activation

Emmanuelle Genoyer
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Characterization of RelA-Dependent Signaling that Modulates DC licensing and Impairs T Cell

5 Cytotoxicit Cleverson De Souza
6 Neuromodulation of smell and reward _ BIO5764 renewal
7 Mustafa-Ahmed

Amendments

1 Study of oncogenic driver mutations (e.q. PIK3CA, KDR, and etc.) in canine hemangiosarcoma and
human angiosarcoma tumorigenesis.

Pl

2 Role of Hepcidin in acute kidney injury and fibrosis
3 Viral transduction in the rodent brain
4 Dopamine transporter requlates neural networks. Vagus Nerve Stimulation increases basal

dopamine levels in the brain to decrease methamphetamine-mediated responses

5 Evaluation of various factors of translation on the production of RAN proteins
6 Poultry Vaccines
7 Assess effects of soluble checkpoint receptors in intracranial glioma

Minutes
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Meeting was called to order at: 1:02pm

Project Review

Principal Investigator: _

Project Title: AAV manipulation of the ECM in Alzheimer’s Disease

BIO number not yet assigned

Vector/Agent(s) to be used: Adeno-associated virus (AAV)

Name and Function of Transcribed Nucleic Acids: GCaMP7b, visualize and measure neuronal activity. hM4Di-eYFP, neuronal inhibition.
eGFP, eYFP, fluorescent reporter. GCaMP6s, in vivo calcium activity reporting. chst-eGFP, modulation of perineuronal nets. tdTomato,
fluorescent reporter

Host(s) to be used: rodents

NIH Guidelines: IlI-D-4-a for use of AAV in rodents.

Biosafety Level and Any Additional Requirements: BSL-1 for handling of AAV and ABSL-1+ for administration to rodents with subsequent
housing at ABSL-1 after non-systemic (intracerebroventricular) administration and ABSL-1i after systemic (intravenous, intraperitoneal,
subcutaneous, intramuscular, and intranasal) administration. (The extra + precautions include the use of mucous membrane protection, use of
safe sharps, substitution of glassware with plasticware, and wiping of the injection site)

Concerns or Discussion: Title was updated to AAV manipulation of the ECM in Alzheimer’s Disease during the meeting.

Training: All training completed.

Approval: All approved as recommended (Yes-13, No-0, Abstain-0)

Principal Investigator: Sandeep Grover

Project Title: An Open-label, Multicenter, Two Part, Ascending Dose Followed by a Controlled Trial to Assess the Safety and Efficacy of a
Subretinal Administration of AAVB-039 in Participants with Stargardt Disease (STGD1) (CELESTE)

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: Human ABCA4 coding sequence, The ABCA4 protein is an ABC transporter present in the
outer segments of photoreceptors that functions in visual cycle-related vitamin A metabolism, specifically acting as a flippase for N-retinylidene-
phosphatidylethanolamine. Impairment of this leads to build-up of N-retinylidene-N-retinylethanolamine (A2E) (Kohli, 2024). Accumulation of all-
trans and 11-cis retinoids in photoreceptors (PRs), and accumulation of lipofuscin (a fine yellow-brown metabolic waste product of lysosomal
digestion in which the major fluorophore is A2E in the retinal pigmented epithelium [RPE]), is a hallmark of most phenotypes caused by
dysfunction of the ABCA4 protein ultimately leading to RPE and PR cell death.

Host(s) to be used: human patients

NIH Guidelines: 11I-C-1 for the use of rAAV in human research participants.

Biosafety Level and Any Additional Requirements: BSL-1 for manipulation and administration of the investigational product; BSL-2 for
collection and handling of human body fluids/tissues. All personnel who handle primary human specimens must complete annual Bloodborne
Pathogens training.

Concerns or Discussion: None

Training: All training completed.

Approval: Sanford Boye had a conflict and was in waiting room during discussion and did not vote. All approved as recommended. Was voted on
by UF Jacksonville Committee (Yes-6, No-0, Abstain-0)

Principal Investigator: Choaa El Mohtar

Project Title: Research on Citrus greening disease

BIO number not yet assigned, Transcription of BA-2889

Vector/Agent(s) to be used: Plasmid

Name and Function of Transcribed Nucleic Acids: Citrus tristeza virus and potential therapeutics to mitigate HLB, Antimicrobial peptides, RNAi
against citrus and Asian citrus psyllids and bacterial modified pesticidal proteins against Asian citrus psyllids.

Host(s) to be used: Nicotiana benthamiana, Citrus macrophylla, Citrus sinensis, Citrus paradisi, JM109 and SCS110 E. Coli
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NIH Guidelines: IlI-E-2-b for experiments with whole plants (PBSL-2), IlI-F-8 Appendix C-II for the use of plasmid vectors with nonpathogenic K-
12 lineage E. Coli, and application of genome editing in eukaryotic hosts (such as CRISPR/Cas9 technologies).

Biosafety Level and Any Additional Requirements: BSL-1 and PBSL-2 containment and practices.

Concerns or Discussion: None

Training: All training completed.

Approval: Voted on by UF Orlando Committee. All approved as recommended (Yes-7, No-0, Abstain-0)

Principal Investigator: Emmanuelle Genoyer

Project Title: Spatial Regulation of Viral Replication and Innate Immune Activation

BIO number not yet assigned

Vector/Agent(s) to be used: Lentivirus, second-generation (Gag/Pol/Rev expressed in a single helper plasmid)

Name and Function of Transcribed Nucleic Acids: RIG-I, innate immune sensor. IRF3, transcription factor activated during viral infection that is
involved in the transcription of interferon beta and antiviral genes. duplicated promoter of interferon beta driving green fluorescence protein (GFP),
generates green fluorescent protein to act as a reporter for the transcription of interferon beta.

Host(s) to be used: human cell lines

NIH Guidelines: Il1I-D-3-a for the generation of the LVV vectors using a helper system; IlI-E-1 for the in vitro transduction of cells with LVVs; IlI-F-8
Appendix C-I for the maintenance of genetically modified cells in culture; Application of genome editing in eukaryotic hosts (such as CRISPR/Cas9
technologies)

Biosafety Level and Any Additional Requirements: BSL-2 with additional enhancements for in vitro experiments involving West Nile, Zika, and
Dengue viruses, as well as human and transduced cell lines and lentiviral vectors (LVV) to include: personal protective equipment (PPE) includes
a laboratory coat with sleeves properly fitted and securely fastened at the wrists, double disposable gloves, and mucous membrane protection.
Strict adherence to proper biohazard waste inactivation and decontamination protocols is required, including the use of double biohazard bags to
prevent leaks. All manipulations of the viruses included in this registration must be performed inside an annually certified Class |l biological safety
cabinet (BSC). Any centrifugation of materials exposed to these viruses must be performed in a centrifuge equipped with aerosol tight rotor or
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safety cups that are opened inside of the BSC. All personnel must complete Bloodborne Pathogen (BBP) training. The pMD2.G plasmid encoding
the VSV-G gene is subject to export control regulations.

Concerns or Discussion: Discussion of standard BSL-2 practices and use of masks. Double gloves, double bagging trash, gowns and sleeve
covers are used by the lab. The lab will discuss risks of working with viruses. Vaccines are not available for these viruses.

Training: All training completed.

Approval: All approved as recommended (Yes-13, No-0, Abstain-0)

Principal Investigator: Cleverson De Souza

Project Title: Characterization of RelA-Dependent Signaling that Modulates DC licensing and Impairs T Cell Cytotoxicity

BIO number not yet assigned

Vector/Agent(s) to be used: Genetically modified Cells

Name and Function of Transcribed Nucleic Acids: Deletion of the rel gene, Stringent response of bacteria.

Host(s) to be used: bovine cells

NIH Guidelines: IlI-D-1 for the use of recombinant RG2 mycobacteria.

Biosafety Level and Any Additional Requirements: BSL-2 containment and practices for work with RG2 bacteria. The lab must ensure
adherence to all requirements and conditions of the APHIS permit.

Concerns or Discussion: No information on where cell lines are coming from. IACUC does not concern the vote for IBC. Discussion if they have
a USDA permit for receiving material out of state. Clay will confirm if they had a permit for transport, it is not required for continued use.

Training: All training completed.

Approval: Conditional approval pending confirmation that USDA APHIS permit was obtained for transport of bacteria. (Yes-13, No-0, Abstain-0)

Principal Investigator: _
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Project Title: Neuromodulation of smell and reward

Bl05764 Renewal

Vector/Agent(s) to be used: Adeno-associated virus (AAV)

Name and Function of Transcribed Nucleic Acids: Gi-coupled hM4D DREADD fused with mCherry, stimulate specific intracellular signaling
pathways production (mediated by G proteins), that will result in decrease of neuronal firing.

Host(s) to be used: rodents

NIH Guidelines: IlI-D-4-a of the NIH guidelines for the administration of AAVs to rodents.

Biosafety Level and Any Additional Requirements: BSL-1 for the handling of AAVs; ABSL-1 for the intracerebroventricular and intranasal
administration of AAVs, with subsequent ABSL-1 housing and ABSL-1i housing for rodents administered AAV intranasally, which requires bedding
to be collected and inactivated for 72 hours post administration. After this period, ABSL-1 housing is appropriate.

Concerns or Discussion: None

Training: All training completed.

Approval: [l vas in conflict and was in waiting room during discussion and vote. All approved as recommended (Yes-12, No-0,
Abstain-0)

Principal Investigator: Mustafa Ahmed

Project Title: Gene Therapy for Danon Disease: A Phase 2 Study Evaluating the Efficacy and Safety of Intravenously Administered Adeno-
Associated Virus Serotype 9 (rAAV9) Vector Containing the Human LAMP2 Isoform B Transgene (RP-A501; AAV9.LAMP2B) in Male Patients with
Danon Disease

Approval: Pulled from Agenda

Amendments

Principal Investiqator-
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Title: Study of oncogenic driver mutations (e.g. PIK3CA, KDR, and etc.) in canine hemangiosarcoma and human angiosarcoma tumorigenesis.
Bl1O6830

Summary: Adding plasmids. This amended project is approved at the following biosafety containment and practices: BSL-1 for plasmid
maintenance using the K-12 strains of E. Coli; BSL-2 for experiments involving human and transduced cell lines, BSL-2+ for in vitro experiments
with LVV (additional practices for work with LVV include mucous membrane protection and substituting plastic labware for glassware where
possible; required personal protective equipment includes laboratory coat, disposable gloves, and mucous membrane protection.; a proper
protocol for inactivation/decontamination of biohazard waste is emphasized.); ABSL-2 for injections (subcutaneous) of human cells/modified
human cells into rodents; ABSL-1+Hu for animal housing after injection of unmodified human cells and human cells receiving plasmids. This
amendment does not change the previously approved sections of the NIH Guidelines : 11lI-D-3-a for the generation of the Lentiviral and
Gammaretroviral vectors using a helper system; IlI-D-4-a for the introduction of recombinant/synthetic nucleic acids, in animals (rodents); Ill-E-1
for the transduction of human and canine cell lines with lentiviral vectors; IlI-F-8, Appendix C-ll for maintenance of plasmids in E. Coli K12 strain;
Application of genome editing in eukaryotic hosts (such as CRISPR/Cas-9 technologies). **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-13, No-0, Abstain-0)

Principal Investigator: _

Title: Role of Hepcidin in acute kidney injury and fibrosis

B106360

Summary: Personnel changes. Plasmid pTO128 and CRISPR/Cas9 technologies for genetic modification have been added to the study. This
amended project is approved at the following biosafety containment and practices: BSL-1 for in vitro work involving E. Coli K-12 and recombinant
work with AAV; BSL-2 for in vitro work with human cell lines and RG2 Pathogens (C. albicans, C. auris) (any centrifugation of human cells or RG2
pathogens must be performed in a centrifuge equipped with an aerosol-tight rotor or safety cups, and these must be opened only inside a BSC);
ABSL-1+ for in vivo studies involving the intravenous (V) and intraperitoneal (IP) injection of Adeno-associated virus (AAV) in rodents (additional
required practices include the use of safe engineered sharps, mucous membrane protection, substitution of plasticware for glassware whenever
feasible, and wiping of the injection site) followed by ABSL-1i for animal housing, with inactivation of bedding materials for the first 72 hours post-
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inoculation for rodents, and disinfection of bedding. ABSL-1 housing thereafter; ABSL-2 for intravenous (IV) and intraperitoneal (IP) administration
of RG2 pathogen (C. auris) with ABSL-2 housing afterward. The following sections of the NIH Guidelines apply to this project: 111-D-4-a for the
administration of AAV vectors to whole animals (rodents); llI-F-8 Appendix C-Il, for work with nonpathogenic E. Coli K-12 strains; Application of
genome editing in eukaryotic hosts (such as CRISPR/Cas9 technologies).

Concerns or Discussion: It was discussed to add BSL-2 practices to approval comments since they were recently cited for having materials on
the benchtop.

Training: All training completed.

Approval: All approved as recommended (Yes-13, No-0, Abstain-0)

Principal Investigator: _

Title: Viral transduction in the rodent brain

Bl1O5610

Summary: Adding more AAVs and personnel changes. This amended project is approved at the following biosafety containment and practices:
BSL-1 for work with AAV vectors and RNA-liposome; BSL-2 for work involving the rabies viral vector; ABSL-1+ for use of AAV and RNA-Liposome
in animals with subsequent housing at ABSL-1 for non-systemic injection (intracranial) and housing at ABSL-1i after systemic injection
(intravenous and intranasal) with inactivation of bedding materials for the first 72 hours post-inoculation for rodents (the "+" indicates the use of
safe engineered sharps, mucous membrane protection, substitution of plastic for glassware, and wiping of the injection site); ABSL-2+ for the
injection of pseudotyped Rabies viral vectors in animals with subsequent ABSL-2 for housing. The following sections of the NIH Guidelines are
applicable to this project: llI-D-1-a for experiments involving the introduction of recombinant or synthetic nucleic acid molecules into Risk Group 2
agents (G protein-deleted rabies virus); IlI-D-2-a for experiments in which DNA from Risk Group 2 or Risk Group 3 agents are transferred into
nonpathogenic prokaryotes or lower eukaryotes; I1lI-D-3-e for AAV production in the presence of a helper system; IlI-D-4-a for the administration of
AAYV vectors into animals (rodents) as well as the administration of RNA- Liposome (spGA30B vaccine- nonviral vector) into rodents. **NOTE**
The rabies viral vector is subject to US export control regulations.

Concerns or Discussion: None

Training: All training completed.
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Approval: |l as in conflict and put in waiting room during discussion and vote. All approved as recommended (Yes-12, No-0,
Abstain-0)

Principal Investigator: _

Title: Dopamine transporter regulates neural networks. Vagus Nerve Stimulation increases basal dopamine levels in the brain to decrease
methamphetamine-mediated responses

B105862

Summary: Strain of HSV-1 added. This amended project is approved at the following biosafety containment and practices: BSL-1 for handling the
AAV vectors; ABSL-1+ for the stereotactic injection of AAV in rodents (the “+” practices require mucous membrane protection and substituting
plastic labware for glassware where possible) with ABSL-1 for subsequent housing. Administration of the HSV vector (stereotaxic intracranial
injection) must be conducted using BSL-2/ABSL-2 containment and practices, with subsequent housing of the rodents at ABSL-2. Manipulations of
HSV-1 H129 must be conducted in an annually certified biosafety cabinet. The applicable sections of the NIH Guidelines include: I1I-D-1-a for the
use of RG2 agents as host-vector systems (HSV-1); llI-D-4-a for the administration of AAV vectors to rodents.

Concerns or Discussion: None

Training: All training completed.

Approval: All approved as recommended (Yes-13, No-0, Abstain-0)

Principal Investigator: _

Title: Evaluation of various factors of translation on the production of RAN proteins
BlO5660

Summary: Adding plasmids and AAVs. This amended project is approved at the following biosafety containment and practices: BSL-1 for cloning
work and work with AAVs; BSL-2 for the work with human cell lines; ABSL-1+ administration of AAV into rodents and subsequent housing at
ABSL-1 for non-systemic administration (intracerebroventricular) and subsequent housing at ABSL-1i for systemic administration (intravenous)
with inactivation of bedding materials for the first 72 hours post-inoculation for rodents, and then ABSL-1 thereafter (the "+" indicates the use of
safe engineered sharps, mucous membrane protection, substitution of plastic for glassware, and wiping of the injection site). This work falls under
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the following sections of the NIH Guidelines: 11I-D-4-a for the administration of AAV's and plasmids into rodents; IlI-E to cover the CRISPR/Cas-9
work; Ill-F-1 for the use of synthetic nucleic acids that don't replicate, don't introduce stable genetic modification, don't produce toxin that's lethal to
vertebrates at LD 50 <100ng/kg bodyweight including cloning PKR constructs into AAV's and for the use of RNA containing nanoparticles; 111-F-8
Appendix C-I for the use of recombinant nucleic acids in cell culture and C-Il for use of K-12 derived (TOP10) strains of E. Coli.

Concerns or Discussion: None

Training: All training completed.

Approval: All approved as recommended (Yes-13, No-0, Abstain-0)

Principal Investigator: _

Title: Poultry Vaccines
B105840

Summary: Adding Avibacterium paragallinarum. This amended project is approved at BSL-2/ABSL-2 containment and practices. This work falls
under the following sections of the NIH Guidelines: 11I-D-1-a for the use of risk group 2 agents; IlI-D-4-b for the use of recombinant/synthetic
nucleic acids in animals; IlI-E for the introduction of recombinant/synthetic nucleic acids into nonpathogenic, non- K 12 lineage, E. Coli.

Concerns or Discussion: What is the source of the material, and if they have a USDA APHIS permit. Will confirm before approval. It is noted it
will be in ACS spaces. Have those spaces been worked up and able to be used with these pathogens. Housing is outside of IBC approval.

Training: All training completed.

Approval: Conditional approval pending confirmation of USDA permit. (Yes-13, No-0, Abstain-0)

Principal Investigator: _

Title: Assess effects of soluble checkpoint receptors in intracranial glioma

BIO5718
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Summary: Does administration updates. This amended project is approved at the following biosafety containment and practices: BSL-1 for in vitro
experiments with AAV vectors; BSL-2 for in vitro experiments with human cell lines and 4T1-Luc2 cells; BSL-2 for production of gammaretroviral
vectors; BSL-2 with additional enhancements for in vitro work with lentiviral and retroviral vectors, additional enhancements requirements for
mucous membrane protection and substitution of glassware with plasticware when possible. ABSL-1 with additional enhancements for
injection of AAV into mice, additional requirements for mucous membrane protection, use of safe sharps, wiping of the injection site), with
subsequent housing at ABSL-1 for non-systemic delivery (intracranially, intratumoral), and ABSL-1i for systemic delivery (subcutaneous,
intraperitoneal, intramuscular, and intranasal); ABSL-2 with additional enhancements for injections of rodents with murine cells transduced with
3rd generation lentiviral vectors including 4T1-Luc2 cells, additional enhancements requirements for mucous membrane protection and
substitution of glassware with plasticware when possible and ABSL-1 for subsequent housing ABSL-2 with additional enhancements for
injections of rodents with murine cells transduced with gammaretroviral vectors, additional enhancements requirements for mucous membrane
protection and substitution of glassware with plasticware when possible and ABSL-2 for subsequent housing ; ABSL-2 for injections of
unmodified human cells into rodents with subsequent housing at ABSL1+hu. The following sections of the NIH Guidelines apply to this project: llI-

D-3-a for production of gammaretroviral vectors in the presence of a helper system; IlI-D-4-a for use of recombinant viral vectors and transduced
cells in rodents; IlI-E-1 for in vitro transduction of cells with lentiviral vectors, and subsequent experiments using the transformed cell lines.

Concerns or Discussion: It was confirmed that intratumoral is an immune privileged site.

Training: All training completed.

Approval: All approved as recommended (Yes-13, No-0, Abstain-0)

The meeting adjourned at 2:11pm





