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Meeting Minutes for Approval:

e March 18, 2026

No issues were raised and the committee approved the minutes from March 18, 2026.

Safety Officer Report

New Business

e Introduction of new IBC member resource: Vector Biosafety Guide

Conflicts of Interest Disclosure:
No member of the IBC may participate in the review of any project in which the IBC member is an investigator,
has a financial conflict of interest, or has any other interest which has an adverse impact on the IBC member's
ability to exercise independent judgment. Under such circumstances, the IBC member shall not be present
during IBC deliberations, except to provide information requested by the IBC. Each member of the IBC shall
respect and preserve the confidentiality of information he/she receives as a member of the IBC, and shall use,
discuss, and/or disclose such information only for purposes related to deliberations or other assigned business of
the IBC.

e No Conflicts of Interest reported.




Protocols on Agenda

The Institutional Biosafety Committee (IBC) and Biosafety staff perform pre-reviews on all protocol submissions,
including consideration of: agent characteristics (e.g., virulence, pathogenicity, environmental stability, replication
competence), the types of manipulations planned, the sources of nucleic sequences (species), the nature of the
nucleic acid sequences (e.g., structural, enzyme, oncogene, toxin, gene regulator), the hosts and vectors to be used,
whether an attempt will be made to obtain expression of a transgene, and if so, the function of the protein in the
proposed system.

IBC review includes: (i) independent assessment and setting of the containment levels required by the NIH
Guidelines for the proposed research; (ii) assessment of the facilities, procedures, practices, and training and
expertise of personnel involved in recombinant or synthetic nucleic acid molecule research; (iii) for recombinant or
synthetic nucleic acid molecule research involving human research participants assessment focused on biosafety
issues (e.g., administration, shedding) (iv) set containment levels in concert with the WCM IACUC.

Prior to reviewing a registration at the IBC meeting, the Principal Investigators laboratory is inspected to confirm
that facilities and biocontainment equipment (e.g., certified Class Il biological safety cabinets) are available and
appropriate. We also determine if all laboratory personnel are appropriately trained to adhere to institutional and
federal regulations to ensure the safe and compliant conduct of research.

All protocol submissions are made available to IBC members before the meeting. During the meeting, reviewers’
and members’ questions are presented, discussed, and sufficiently addressed. Protocols are voted on and acted upon
by the IBC, i.e., applications are either approved, rejected or returned to the applicant to request clarifying
information. Protocols deemed to require changes are returned to the PI for revision before subsequent review by the
IBC. Principal Investigators are then provided the results of the IBC review and official approval.

Following initial approval, IBC registration remains valid for a period of two years. During this two-year period,
laboratory inspections and review of training records of lab staff are conducted annually in accordance with Weill
Cornell policies.

Laboratory Safety Reqistrations - Amendments

Record Number: 20-0142
PI Name: Karin Hochrainer

Submission Type: Amendment

Notes: The assigned IBC member reviewed the lab protocols. This amendment includes the addition of AAV delivery into
in vivo models and the addition of Nedd4-1 to be manipulated in vitro and in vivo by Lenti or AAV mediated delivery. No
issues were raised. The reviewer recommended approval at previously approved biosafety levels and Lentivirus to be
approved at BSL-2+.

Decision: Approved
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Laboratory Safety Registrations - 2-Year Renewals

Record Number: 19-0010
PI Name: Sandra Demaria

Submission Type: Renewal
Notes: The assigned IBC member reviewed the lab protocols and noted the addition of a series of genes, the use of PCR ,

and RT-PCR in this renewal. No issues were raised. The reviewer recommended approval at previously approved biosafety

levels.
Decision: Approved
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Record Number: 19-0155
PI Name: Claire I Vanpouille-Box

Submission Type: Renewal
Notes: The assigned IBC member reviewed the lab protocols and noted the change of the route of administration in this

renewal. No issues were raised. The reviewer recommended approval at previously approved biosafety levels.

Decision: Approved
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Record Number: 19-0161

PI Name: Xiaojing Ma
Submission Type: Renewal
Notes: The assigned IBC member reviewed the lab protocols and noted the addition of new genes under Retrovirus work in

this renewal. No issues were raised. The reviewer recommended approval at previously approved biosafety levels.

Decision: Approved
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Record Number:

19-0458

PI Name: Neal F Lue

Submission Type: Renewal
Notes: The assigned IBC member reviewed the lab protocols and noted no changes associated with this renewal. No issues

were raised. The reviewer recommended approval at previously approved biosafety levels.

Decision: Approved
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Record Number: 19-0473
PI Name: Laura Santambrogio

Submission Type: Renewal

Notes: The assigned IBC member reviewed the lab protocols and noted no changes associated with this renewal
reviewer requested to check for indication of work with human cells. No other issues were raised. The reviewer
recommended approval at previously approved biosafety levels and Lentivirus to be approved at ABSL-2/BSL-2+.

Decision: Approved
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Record Number: 19-0692
PI Name: Beate Schwer
Submission Type: Renewal

Notes: The assigned IBC member reviewed the lab protocols and noted no changes associated with this renewal. No issues
were raised. The reviewer recommended approval at previously approved biosafety levels.

Decision: Approved
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Record Number |PI Name Labor.at(.)ry Safety Registration
Submission Type

19-0633 Mary E. Choi Lab Registration - Renewal

25-0071 Rie Nygaard Lab Registration - Renewal

Acknowledgement of Laboratory Safety Registrations: No IBC-
Applicable Work Conducted

Record Number

PI Name

Submission Type

Laboratory Safety Registration

23-0127

Silvia Chiara Formenti

Lab Registration - Renewal

24-0035

Lan Zhou

Lab Registration - Renewal

Human Subjects Research/Human Gene Transfer: Closure

HS Record Number:

HS PI Name:
Record Title:

25-04028729
Grinspan, Zachary

A Phase 1/2a, Open-Label, Multi-Center, Dose-Escalation Trial to Assess Safety, Tolerability, and Efficacy o
f a Single Dose of CAP-002 Gene Therapy Administered to Pediatric Patients with Syntaxin-Binding Protein
1 (STXBP1) Encephalopathy

RS Record Number: 25-0038
Notes:
Decision: Closed/Completed



Acknowledgment of Closed Laboratory Safety Registrations

Record Number |PI Name
19-0164 Bjorn F Kafsack
19-0739 Steven Lipkin

Laboratory Safety Reqistrations: Exempt

Laboratory Safety Registration
Submission Type

19-0633 Mary E Choi |Lab Registration - Renewal
25-0071 Rie Nygaard |[Lab Registration - Renewal

Record Number |PI Name

The meeting adjourned at 9:49 AM.
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