Quorum: 7

IBC Meeting Comments

May 13, 2026 — Zoom Conference Call

Attendance — Staff and Guests

Present Name Affiliation/Position
X Christine Lashley UF EHS
X Asha Rani UF EHS
X Craig Moneypenny UF EHS
X F — left at Pl Guest
12pm
X Daniel Nunez UF EHS
X Larua Castillo UF EHS
X Savannah Hardiman UF EHS
X Erica Gonzaga UF EHS
X Alek Aranyos UF EHS
X | Pl Guest

- e a3
Present | Name Role
Norman Beatty Other: Committee Member
Steeve Boulant Other: Committee Member
Sanford L. Boye Other: Committee Member
Larry Burris Local Non-Affiliated
X Jason Clements Other: Committee Member
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
John D. McVay Local Non-Affiliated
X 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

Arun Srivastava

Other: Committee Member

Daniel R. Swale

Other: Committee Member

Amy Vittor

Other: Committee Member
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Attenda e O IB Apopka. Orlando ake Alfred ake Nona

Present Name Affiliation/Position

X Annette R. Khaled — left at | Community member - Covers Apopka,
1:08pm Orlando, Lake Alfred and Lake Nona

Norman Beatty

Other: Infectious Disease

Mariola J. Ferraro

Other: Microbiology and Cell Science

X Gary L. Heil

Other: Bio-Safety / Alternate Responsible
Official

Kindra A. Kelly-Quagliana

BSO, Voting Contact

Michael T. McIntosh

Other: infectious disease

X I Animal Expert

X Jeffrey Rollins Plant Expert

Hubert Salvail Community member - Covers Apopka,
Orlando, Lake Alfred and Lake Nona

X Wesley Clay Smith Chair

Agenda:
Full Committee Projects
1 ‘Development of Bt-transformed citrus varieties for simultaneous control of psyllids and root

weevils” — UF Orlando IBC

Pl

Lukasz Stelinski

A Phase 2, Open-Label, Single-Arm Trial of FT819 in Participants With Refractory Moderate-to-

2 Severe Systemic Lupus Erythematosus With Lupus Nephritis Michael Bubb
3 The circadian clock protein BMAL and post-translational requlation of ENaC in the kidney _ BIO5704 renewal
4 Host. environmental and viral determinants of hepato-biliary cancers, and genetic and molecular Faizal Asumda

determinants of rare diseases.
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5 Mechanism and reqgulations of Clathrin-mediated endocytosis Meiyan Jin

Amendments

1 Transcriptional reprogramming of drug-associated memories in the nucleus accumbens W

2 AAV-mediated retinal gene therapy I 5105626

3 Gene Therapy Applications for Glycogen Storage Diseases I 605834
ADENO-ASSOCIATED VIRUS (AAV9)-MEDIATED GENE THERAPY FOR THE TREATMENT OF

4 BARTH SYNDROME _ BIO6465

IMPACT: Phase | Study —To Assess Safety and Feasibility of |IL-8 Receptor Modified Patient-
5 derived Activated CD70 CAR T cell Therapy in CD70+ and MGMT-unmethylated Adult GBM and Jianping Huang BIO6131
Pediatric High-Grade Gliomas (pHGG)

A Phase 1 Study of Inhaled KB407. a Replication-Defective. Non-Integrating Vector Expressing

6 Human Cystic Fibrosis Transmembrane Conductance Regulator. for the Treatment of Cystic Jorge Lascano BIO6815
Fibrosis

7 Gene therapy in rodents models of AMD I G106097

8 Role of Hepcidin in acute kidney injury and fibrosis I C 05360

9 Studies of alpha-synuclein and tau aggregation in cultured cells Benoit Giasson BIO6800
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Minutes
Meeting was called to order at: 1:01pm
Project Review

Principal Investigator: Lukasz Stelinski

Project Title: “Development of Bt-transformed citrus varieties for simultaneous control of psyllids and root weevils”

BIO number not yet assigned

Vector/Agent(s) to be used: genetically modified plants

Name and Function of Transcribed Nucleic Acids: Bt transformed plants are used "as is", no changes are made to the plant.

Host(s) to be used: Valencia citrus plants

NIH Guidelines: IlI-E-2-a for experiments involving genetically modified plants. In accordance with NIH guidelines, please maintain a log of
transgenic plants moving in and out of the greenhouse, along with records of current experiments.

Biosafety Level and Any Additional Requirements: PBSL-1 containment and practices for maintenance of transgenic citrus and unmodified
psyllids.

Concerns or Discussion: None

Training: All training completed.

Approval: Voted on by Orlando IBC. All approved as recommended (Yes-5, No-0, Abstain-0)

Principal Investigator: Michael Bubb

Project Title: A Phase 2, Open-Label, Single-Arm Trial of FT819 in Participants with Refractory Moderate-to-Severe Systemic Lupus
Erythematosus with Lupus Nephritis

BIO number not yet assigned
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Vector/Agent(s) to be used: genetically modified human cells

Name and Function of Transcribed Nucleic Acids: anti-CD19 CAR at the TRAC locus, simultaneous knockout of the endogenous TCR and
controlled CAR expression under the endogenous TCR alpha promoter

Host(s) to be used: human patients

NIH Guidelines: I1I-C-1 for the administration of recombinant/synthetic nucleic acids into one or more human patients.

Biosafety Level and Any Additional Requirements: BSL-2 containment and practices for the administration of the investigational product to
human participants and for the handling of associated human clinical specimens. Please note that all personnel must complete annual Bloodborne
Pathogens training.

Concerns or Discussion: None

Training: All training completed.

Approval: All approved as recommended (Yes-9, No-0, Abstain-0)

Principal Investigator: -

Project Title: The circadian clock protein BMAL and post-translational regulation of ENaC in the kidney

Bl105704 renewal

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: Cathepsin B, cathepsin S, and kallikrein are proteases that cleave ENaC and MARCKS.
AAT is a protease inhibitor, mCherry and GFP are fluorescent reporters

Host(s) to be used: transgenic AAT knockout rodent, cathepsin B knockout rodent, db/db rodent, hAAT rodent, wild-type rodent

NIH Guidelines: IlI-D-4-a for the use of second-generation lentiviral vector in rodent

Biosafety Level and Any Additional Requirements: BSL-2/ABSL-2 with enhancements (enhancements emphasize the use of safe sharps,
mucous membrane protection, and wiping of the injection site following administration in animals). All personnel will remain current with annual
bloodborne pathogen training.
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All manipulations of,LVV and subsequent administration to animals, and handling of infected animals must be conducted in an annually certified
BSC.

Concerns or Discussion: None

Training: All training completed.

Approval: All approved as recommended (Yes-9, No-0, Abstain-0)

Principal Investigator: Faizal Asumda

Project Title: Host, environmental and viral determinants of hepato-biliary cancers, and genetic and molecular determinants of rare diseases.

BIO number not yet assigned

Vector/Agent(s) to be used:

e Adeno-associated virus (AAV)
e Plasmids
e Genetically modified cells

Name and Function of Transcribed Nucleic Acids:

e Reporter GFP to evaluate transduction efficiency in culture pluripotent stem cell derived hepatocytes

e Full length HBV DNA product. production of Hepatitis B viral particles / Hepatitis Viral DNA

e OCT4, SOX2, and NANOG and pluripotency transcription factors. C-Myc is a proto-oncogene. The 4 genes when combined can
reprogram Fibroblasts to Pluripotent stem cells.

Host(s) to be used:

e Primary human hepatocyte cell lines, pluripotent stem cell derived hepatocyte cells

e E. colicoli cells (Strain DH5a) Human in vitro cultured cell lines (HuH7 cells, primary human hepatocytes, stem cell derived hepatocyte cell
lines)

NIH Guidelines: IlI-D-1-a for experiments involving RG2 agents (HBV) as Host-Vector Systems; IlI-D-3-a for experiments involving plasmid vector
carrying full-length HBV genome for expression in cell culture to generate HBV; IlI-E-1 for the transduction of human cell lines with rAAV vectors;
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Application of genome editing in eukaryotic hosts (such as CRISPR/Cas9. technologies); IlI-F-8, Appendix C-I for transfection of plasmids into cell
lines and maintenance of genetically modified cell lines in vitro; 11I-F-8 Appendix C-llI for the cloning and maintenance of plasmids in K-12 strain E.
colicoli (DHS alpha).

Biosafety Level and Any Additional Requirements: BSL-1 for handling the AAV and plasmid maintenance in E. coli K-12 (DH5 alpha); BSL-2
for in vitro work involving RG2 agents (HBV), human derived cell lines including transduction, transfection, and CRISPR work.

Concerns or Discussion: Requested additional information about the biopsies.

Training: All training completed.

Approval: Conditionally approved pending information to be added to Q15 of the main form regarding the use of skin punch biopsies and how
PMMZ2 relates to the project (Yes-10, No-0, Abstain-0)

Principal Investigator: Meiyan Jin

Project Title: Mechanism and regulations of Clathrin-mediated endocytosis

BIO number not yet assigned

Vector/Agent(s) to be used: Plasmids

Name and Function of Transcribed Nucleic Acids: HaloTag (protein tag for fluorescent imaging), ITSN1 (endocytosis). TOM70 (mitochondrion
outer membrane targeting), ITSN1 (endocytosis). EPS15 (endocytosis)

Host(s) to be used: DH5 alpha E. coli, cultured human cell lines

NIH Guidelines: IlI-E for CRISPR/Cas9 editing in human cell lines and IlI-F-8 Appendix C-II for use of E. coli K12 derived (DH5a).

Biosafety Level and Any Additional Requirements: BSL-2 for in vitro work with human cell lines; BSL-1 for work with plasmids and E. coli.
Initial and annual bloodborne pathogens training is required for all lab staff.

Concerns or Discussion: None

Training: All training completed.

Approval: All approved as recommended (Yes-10, No-0, Abstain-0)
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Amendments

Principal Investigator: _

Title: Transcriptional reprogramming of drug-associated memories in the nucleus accumbens

BlO6893

Summary: This amended project is approved at the following biosafety containment and practices: BSL-1 for molecular cloning using K12 E. col;;
BSL-2 containment and practices are appropriate for in vitro work with herpes virus; ABSL-2 with enhancements for animal inoculations with
(enhancements include the use of safe sharps and wiping of the injection site required and housing). ABSL-1 for AAV administration and housing.

NIH GuidelineslllI-D-1-a Experiments Using Risk Group 2 (HSV-1), as Host-Vector Systems; I1I-D-4-a for the use of AAVs in rodents; IlI-D-4-b For
use of HSV-1 vectors in rodents; IlI-F-8 Appendix C-II for the molecular cloning using K-12 lineage E. coli.

Concerns or Discussion: None

Training: All training completed.

Approval: All approved as recommended (Yes-10, No-0, Abstain-0)

Principal Investigator: _

Title: AAV-mediated retinal gene therapy

Bl105626

Summary: This amended project is approved at the following safety and containment practices: BSL-1 for work involving use of plasmids in K-12
E. coli; ABSL-1 for administration of AAV vectors to animal and housing; BSL-2 for handling and culture of human cell lines, and human/NHP
serum/vitreous; ABSL-2 for use of human cell lines and human/NHP serum/vitreous in animals. The following sections of the NIH Guidelines apply
to this project: IlI-D-3-e for packaging AAV in the presence of a helper system; Ill-D-4-a for the administration of recombinant AAVs in rodent
models; IlI-E for the application of CRISPR gene editing in vitro (Application of genome editing in eukaryotic hosts (such as CRISPR/Cas9
technologies); IlI-F-8 Appendix C-II for cloning and propagating plasmids in K-12 lineage E. coli.
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Concerns or Discussion: None

Training: All training completed.

Approval: All approved as recommended (Yes-10, No-0, Abstain-0)

Principal Investigator: _

Title: Gene Therapy Applications for Glycogen Storage Diseases

B106834

Summary: This amended project is approved at the following safety and containment practices: BSL-1 for in vitro work with AAV and C2C12
rodents cells; BSL-2 for in vitro work involving human derived HEK293 cells; ABSL-1 for the intravenous administration of AAV in animals,
including the use of safe engineered sharps, mucous membrane protection, substitution of plasticware for glassware whenever possible, and
wiping of the injection site with an appropriate disinfectant; ABSL-1-i for animal housing after systemic injection (intravenous), with bedding to be
collected and inactivated for 72 hours post administration and ABSL-1 housing thereafter. The following sections of the NIH Guidelines apply to
this project: IlI-D-3-e for AAV production in the presence of a helper system; IlI-D-4-a for the administration of AAV vectors to whole animals
(rodents); IlI-E-1 for the transduction of human cells with AAVs; IlI-F-8, Appendix C-I for the plasmid transfection of mammalian cells; IlI-F-8,
Appendix C-Il for the cloning and propagation of plasmids in K12 derived E. coli.

Concerns or Discussion: None

Training: All training completed.

Approval: All approved as recommended (Yes-10, No-0, Abstain-0)

Principal Investigator: _

Title: ADENO-ASSOCIATED VIRUS (AAV9)-MEDIATED GENE THERAPY FOR THE TREATMENT OF BARTH SYNDROME

Bl06465

Summary: This amended project is approved at the following safety and containment practices: BSL-1 for handling and in vitro experiments
utilizing plasmids in K12 E. coli, and rodents cell lines; BSL-2 for handling and in vitro experiments utilizing human cell lines; ABSL-1 for the retro-
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orbital injection of AAVs into rodents, with safe-sharps use required, and subsequent ABSL-1-i housing (bedding is to be collected and inactivated
for 72 hours post administration,) Subsequent ABSL-1 housing is appropriate. The following sections of the NIH Guidelines apply to this project:
[1I-D-4-a for the administration of AAVs in rodents; IlI-E-1 for the transduction of human and murine cell lines with AAVs; IlI-F-8, appendix C-I| for
cloning and propagating plasmids in K-12 E. coli.

Concerns or Discussion: None

Training: All training completed.

Approval: All approved as recommended (Yes-10, No-0, Abstain-0)

Principal Investigator: Jianping Huang

Title: IMPACT: Phase | Study —To Assess Safety and Feasibility of IL-8 Receptor Modified Patient-derived Activated CD70 CAR T cell Therapy in
CD70+ and MGMT-unmethylated Adult GBM and Pediatric High-Grade Gliomas (pHGG)

Bl106131

Summary: This amended project is approved at BSL-2 containment and practices. The following sections of the NIH Guidelines apply to this
project: IlI-C-1 for the deliberate transfer of r/sNA to human patients; IlI-E-1 for the transduction of patient-derived T cells with MSGV (retroviral)
vectors.

Concerns or Discussion: None

Training: All training completed.

Approval: All approved as recommended (Yes-9, No-0, Abstain-1)

Principal Investigator: Jorge Lascano

Title: A Phase 1 Study of Inhaled KB407, a Replication-Defective, Non-Integrating Vector Expressing Human Cystic Fibrosis Transmembrane
Conductance Regulator, for the Treatment of Cystic Fibrosis

BIO6815
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Summary: This amended project is approved at the following biosafety containment and practices: BSL-2 for handling and application of the
investigational product and handling of human samples. Please note that all personnel involved in administering the investigational product and
monitoring the study subjects during product administration are required to wear N95-type face masks, mucous membrane protection, and face
shields or goggles if in the treatment room. The following section of the NIH Guidelines applies to this project: IlI-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, into one or more human research participants. All study personnel must complete initial and annual Bloodborne pathogens and
biomedical waste training. **NOTE** Application of the product is approved only for the clinical setting and not for in-home administration.

Concerns or Discussion: Home delivery raises some concerns. Going to require that N95 be worn when in the room and not allow mailing the
product out in approval comments.

Training: All training completed.

Approval: All approved as recommended (Yes-10, No-0, Abstain-0)

Principal Investigator: _

Title: Gene therapy in rodents models of AMD

BIO6097

Summary: This amended project is approved at the following biosafety containment and practices: BSL-2 containment for any work involving
human derived HelLa and HEK-293 cells; BSL-1 for in vitro work with AAV; ABSL-1 for the injection of AAV into animals, including the use of
mucous membrane protection, use of safe sharps, substitution of glassware with plasticware, and wiping of the injection site, with subsequent
housing at ABSL-1-i after systemic (intramuscular) injection (with inactivation of bedding materials for the first 72 hours post-inoculation) and
ABSL-1 housing thereafter. ABSL-1 housing for non-systemic (subretinal) injection in rodents. . This work falls under the following sections of the
NIH Guidelines: 11I-D-4-a for use of AAV in rodents; IlI-E-1 for in vitro work using AAV in mammalian cell lines.

Concerns or Discussion: None

Training: All training completed.

Approval: All approved as recommended (Yes-10, No-0, Abstain-0)
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Principal Investigator: _

Title: Role of Hepcidin in acute kidney injury and fibrosis

Bl06360

Summary: 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 (Candida albicans, Candida auris) and for in
vitro work with human J774a cells, a rodents macrophage cell line (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 intravenous and
intraperitoneal administration of Adeno-associated virus (AAV) vectors in rodents with additional required practices including the use of safe
engineered sharps, mucous membrane protection, substitution of plasticware for glassware whenever possible, and wiping of the injection site;
ABSL-1-i for animal housing, with inactivation of bedding materials for the first 72 hours post-inoculation of rodents, and ABSL-1 housing
thereafter; ABSL-2 for intravenous and intraperitoneal administration of RG-2 pathogen (C. auris) as well as for the administration of Cryptococcus
neoformans into 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) with ABSL-2 housing afterward). **NOTE**All manipulations,
administration to animals, and handling of infected animals must be conducted in an annually certified BSC. The BSC should be used to minimize
any aerosol generating procedures. Manipulating C. neoformans can be performed at BSL-2 biocontainment. The following sections of the NIH
Guidelines apply to this project: 1ll-D-4-a for the administration of AAV vectors to whole animals (rodents); llI-E for the use of CRISPR/Cas to
delete Siderophore Iron Transport 1 (SIT1) in C. auris; 1lI-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: None

Training: All training completed.

Approval: All approved as recommended (Yes-9, No-0, Abstain-0)

Principal Investigator: Benoit Giasson

Title: Studies of alpha-synuclein and tau aggregation in cultured cells

B106800
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Summary: This amended project is approved at the following biosafety containment and practices: BSL-1 for work involving the BL21 E. coli
strains; BSL-2 for the in vitro work with the HEK293 cells. The following sections of the NIH Guidelines apply to this project: lll-E for recombinant
protein expression in non-exempt E. coli strains (BL21) for plasmids carrying Alpha-Synuclein; 1ll-F-8-Appendix Cll (use of plasmids in E. coli
K12).

Concerns or Discussion: None

Training: All training completed.

Approval: All approved as recommended (Yes-9, No-0, Abstain-1)

The meeting adjourned at 2:01pm





