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Institutional Biosafety Committee (IBC)
Meeting Minutes

Institution:

'Wake Forest University School of Medicine

Meeting Date and Time:

December 10* 2025

Meeting Type: Online via Microsoft Teams
Name Role and Department Attendance
IBC Members Present: I .

Frank Marini, PhD IBC Chair, WFIRM X Present | [JAbsent
IBC Vice Chair

IAnthony Blaeser, PhD Musculoskeletal X Present | [J Absent
Department

Samuel Centanni, PhD Voting Member, . X Present [0 Absent
Translational Neuroscience

. . Voting Member, WFIRM

Ji Hyun Kim, PhD ng f [ Present | X Absent

Elizabeth Palavecino, MD  |Voting Member, Pathology | X Present [J Absent
\Voting Member,

David Ornelles, PhD Microbiology and X Present J Absent
Immunology
Voting Member,

Marlena Westcott, PhD Microbiology and O Present | X Absent
Immunology

Brian Strittmatter, PharmD, V°F'f1g Member, Pharmacy
Clinical Trial Services, X Present 0 Absent

MSCR
Pharmacy Manager

Patrick McNutt, PhD \Voting Member, WFIRM, [ Present [J Absent

. Voting Member, Radiation

Linda Metheny-Barlow, PhD ng ! atl [ Present | X Absent
Oncology
\Voting Member, IM.

Swapan Das, PhD, MSc Endocrinology & X Present | [J Absent
Metabolism

Caryn Gee Morse, MD, PhD Votlng Memper, M, O Present | X Absent
Infectious Diseases

Robert Hampson, PhD \Voting Member, WFIRM X Present | [J Absent
\Voting Member,

Farah Mougeot, PhD, MS Translational Research - [ Present X Absent
Oral Medicine

Er;:erly Woodward, MD, Voting Member, Pathology | X Present | [ Absent
\Voting Member,

Paris Charilaou, MD, FACP |Gastroenterology and X Present [ Absent
Hepatology

Yuming Jiang, MD, PhD Voting Member, Radiation X Present | [J Absent
Oncology
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Local Non-Affiliated

Dan Hurley Community Member X Present [JAbsent
(Charlotte)
Community Member
Jeanette Bennett Y [ Present | X Absent
(Charlotte)
. Community Member
Kara Milton . y [ Present | X Absent
(Winston Salem)
Community Member
dam B .
IAdam Bray (Winston Salem) X Present | [ Absent
\Voting Member, IM,
Christpher Ohl, MD Infectious Diseases (Ad- O Present | X Absent
Hoc)
Scott Gamble, DVM voting Member, Ansmat X Present | [ Absent
Expert
. . Voting Contact, IBC
Lisa Colvin Administrator X Present | [ Absent
\Voting Contact, IBC
Emylee Pedersen ° m.g. ontac X Present 0 Absent
IAdministrator
i |
Jessica Baker Voting Meml?er, ACUC X Present J Absent
Representative
. \Voting Member, EHS,
Katy Heide © |.ng ember, . X Present | [J Absent
Environmental Compliance
Ex Officio W/O Vote
Suzy Mounsey IAnimal Resources Program| [X Present [J Absent
Gaye Hodges Animal Resources Program| X Present J Absent
Stephen Fisenne WFU Representative [J Present | X Absent
Morgan Lawson Environmental Health &
8 X Present | [J Absent
Safety
ennifer William Environmental Health &
/ ams N atriea X Present | [ Absent
Safety
Paul Haliburton EHS, AVP [ Present | X Absent
Joseph Kim AHWFB Teammate Health | [J Present | X Absent
Quorum: Yes
Call to Order: Meeting called to order at 12:33

IConflicts of Interest:

None

Review and Approval of
Previous Meeting
Minutes:

Dr. Marini made motion to approve November minutes, second by Dr. Blaeser.

Review of Prior Meeting
Business (if applicable):

None

New IBC Registrations and Amendments for Review

Pl Name:

Shih-Ying Wu, PhD

Registration Number:

B25-W-013
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Biosafety Protocol Title:

Mechanism of brain and leptomeningeal metastasis

Project Overview: NA
Ap;-)llca.\ble i Section |lI-D-3
Guidelines:
Agent Description:
e.g. virulence,
pathogenicity, NA
environmental stability
Types of Manipulations: |NA
Source of nucleic NA
(DNA/RNA) sequences:
e.g. species
Nature of nucleic acid NA
sequences:
e.g. structural gene,
oncogene

NA
Host(s) and Vector(s):
Will a transgene be NA

expressed? If so, whatis
[the function of the
protein that will be

produced?

Risk Assessment NA
Discussion Points:

Training: NA
Occupational Health A
Review (if applicable):
Biosafety Level: NA
Animal Biosafety Level:

IBC Vote: Tabled

New IBC Registrations and Amendments for Review

Pl Name:

Rahkee Vaidya, MD

Biosafety Protocol
Number:

B25-CT-W-020

Biosafety Protocol Title:

LYL314-102: APHASE 3 RANDOMIZED CONTROLLED TRIAL OF RONDECABTAGENE
IAUTOLEUCEL, AN AUTOLOGOUS, DUAL-TARGETING CD19/CD20 CAR T-CELL
PRODUCT CANDIDATE, VERSUS INVESTIGATOR’S CHOICE OF CD19 CAR T-CELL
THERAPY IN PATIENTS WITH RELAPSED OR REFRACTORY LARGE B-CELL

LYMPHOMA IN THE SECOND-LINE SETTING (PINACLE-H2H)
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Project Overview:

CAR T therapy clinical trial to treat patients with relapsed or refractory lymphomas.
Patient cells will be collected via apheresis and modified by the study sponsor using

to express anti CD19/20 genes. Modified patient cells are given
back to patient via IV infusion.

Applicable NIH
iGuidelines:

Section IlI-C-I

IAgent Description:
e.g. virulence,
pathogenicity,
environmental stability

Patient T-Cells modified to express anti-CD19/20 chimeric antigen receptors (CAR)

Types of Manipulations:

Manipulations performed by IP Manufacturer

Source of nucleic
(DNA/RNA) sequences:
e.g. species

NA

Nature of nucleic acid
sequences:

e.g. structural gene,
loncogene

Protein expression

Host(s) and Vector(s):

Host: Patient T-Cells

\Will a transgene be
lexpressed? If so, what is
the function of the
protein that will be

CD 19/20 targeting and

produced?
Risk Assessment

. . . None
Discussion Points:
Training: Training provided by sponsor
lOccupational Health

. . A None
Review (if applicable):
Biosafety Level:
IAnimal Biosafety Level: et
IBC Vote: IApprove at BSL 2
New IBC Registrations and Amendments for Review
Pl Name: Zeid
Biosafety Protocol
B25-CT-W-013

Number:

Biosafety Protocol Title:

A Phase 2, Randomized, Observer-Blind, Placebo-Controlled, Dose-Ranging Study
of MRNA-1195 Intramuscular Injection in Participants 18 to less than or equal to 55
Years of Age With Multiple Sclerosis

Project Overview:
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This clinical trial will investigate the safety of a new trial vaccine and its ability to
prevent multiple sclerosis relapses . mRNA-1195
will be compared against a placebo vaccine in approximately 180 patients.

Applicable NIH
Guidelines:

Section IlI-C-I

IAgent Description:
e.g. virulence,
pathogenicity,
environmental stability

vaccine containing mRNA molecules which are
nucleic acids. mRNA molecules consist of

. The mRNAs are synthesized

Types of Manipulations:

Manipulations performed by manufacturer.

Source of nucleic
(DNA/RNA) sequences:
e.g. species

NA

Nature of nucleic acid
sequences:

e.g. structural gene,
oncogene

NA

Host(s) and Vector(s):

NA

\Will a transgene be
expressed? If so, whatis
the function of the
protein that will be
produced?

NA

Risk Assessment
Discussion Points:

None

IAnimal Biosafety Level:

Training: Training provided by the sponsor.
lOccupational Health None

Review (if applicable):

Biosafety Level: BSL 2

IBC Vote:

IApproved at BSL 2

New IBC Registrations and Amendments for Review

Pl Name:

D. Clark Files, MD

Biosafety Protocol
Number:

B25-W-024

Biosafety Protocol Title: ] Signalingin Lung Injured Mice

Project Overview:

The goal of this study is to test whether makes lung
and muscle injury worse, and whether blocking this pathway can improve recovery

in animals exposed to influenza virus (PR8).
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Applicable NIH
Guidelines:

Section IlI-D-4 and IlI-E-3

Agent Description:
e.g. virulence,
pathogenicity,
environmental stability

NA

Types of Manipulations:

NA

Source of nucleic
(DNA/RNA) sequences:
e.g. species

NA

Nature of nucleic acid
sequences:

e.g. structural gene,
oncogene

NA

Host(s) and Vector(s):

NA

Will a transgene be
expressed? If so, whatis
[the function of the
protein that will be
produced?

NA

Risk Assessment
Discussion Points:

Flu strain is infectious to mice but does not present risk to researchers.

Training:

Occupational Health NA

Review (if applicable):

Biosafety Level: BSL/ABSL 2

Animal Biosafety Level:

IBC Vote:

IApproved pending form modifications at BSL 2

New IBC Registrations and Amendments for Review

Pl Name:

John W. Sanders, MD

Biosafety Protocol
Number:

B25-CT-W-014

Biosafety Protocol Title:

A phase 3, placebo-controlled, double-blinded, randomized study to evaluate the
efficacy, safety, and tolerability of aclostridioides difficile vaccine in adults 50 years
of age and older

Project Overview:

The purpose of this study is to see how the C. Difficile Vaccine_ will
prevent infection with C diff compared to placebo. Since there is no currently
approved vaccine to prevent C diff infection, placebo will be used. The primary
outcome measures are to check for local or systemic reactions to the vaccine,
safety of the vaccine, and to determine if the vaccine reduces the incidence or

infection rates of C. Difficile
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Applicable NIH

Guidelines: Section IlI-C-I

The C. difficile vaccine
IAgent Description:
e.g. virulence,
pathogenicity,
environmental stability

chemically inactivated to eliminate
residual cytotoxicity but retain native antigenic structure.

strain of C. difficile.

Types of Manipulations: |All manipulations are performed by IP manufacturer.
Source of nucleic
(DNA/RNA) sequences: |NA
e.g. species
Nature of nucleic acid [NA
sequences:
e.g. structural gene,
oncogene
NA
Host(s) and Vector(s):
\Will a transgene be NA
lexpressed? If so, whatis
the function of the
protein that will be
produced?
Risk Assessment
. . . None
Discussion Points:
Training: Training provided by the study sponsor.
lOccupational Health
. . 2 None
Review (if applicable):
Biosafety Level:
BSL 2
IAnimal Biosafety Level: S
IBC Vote: Approved at BSL 2
Other
New Business: e Committee members encouraged to participate in NIH Listening Sessions
for Biosafety Modernization Initiative
e Proposed change to quorum in IBC Bylaws. Draft of changes will be sent by
email for review/vote.
Review of Incidents: NA
Lab Assessments NA
Update:
IBC Training NA
Public Comments NA
Adjournment Meeting adjourned at 1:28
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