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University of Rochester
Institutional Biosafety Committee Meeting
Wednesday, November 19, 2025
3-5PM
Location: Zoom/teleconference meeting

The next IBC meeting is scheduled for 12/3/2025.

University of Rochester:

The University of Rochester does not perform “dangerous gain-of-function research” as defined by the 5/5/2025
Executive Order on Improving the Safety and Security of Biological Research. Until the Director of the Office of
Science and Technology Policy revises or replaces the 2024 “United States Government Policy for Oversight of
Dual Use Research of Concern and Pathogens with Enhanced Pandemic Potential”, the University of Rochester
has interpreted the Executive Order term ‘infectious agent’ to mean human pathogens assigned Biosafety Level 2, 2
‘plus’, or 3, and the term ‘toxin’ to mean those toxins that could result in significant societal consequences, i.c.
regulated by the Federal Select Agent Program.

Incidents reported to NIH’s Office of Science Policy since the last meeting: None

Present: Attendance was recorded and a quorum was present. All reviewers for today’s meeting,
unless noted, were in attendance.

Minutes taken by:  Sonia Rosenberger

Items distributed prior to the meeting:
e Agenda, Discussion items
e For each protocol assigned to a Reviewer:
- IBC G or HS/project registration form, and if relevant, Viral Vector forms
- IBC Lab form(s) for lab-level engineering controls (acrosol containment equipment, sharps safety devices),
work practice controls (disinfectants, occupational health/vaccinations), and Personal Protective Equipment
- Investigator’s Brochure, Study Protocol (Human Subject trials on IBC HS/project form)

Welcome by the IBC Chair: 3:05pm

Marty Pavelka opened the meeting by welcoming all committee members present. This was an open meeting.

Approval of Meeting Minutes — 11/5/2025

Marty Pavelka asked if there were any comments, concerns or issues with the meeting minutes for 11/5/2025. A
motion was made to approve the 11/5/2025 IBC meeting minutes by Marty Pavelka. Mary Maloney seconded the
motion to approve the 11/5/2025 meeting minutes. All committee members approved the motion.

Review of all protocols begins on the next page.
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e 5 year updates with administrative changes only (personnel, transfer to new form, etc.) These protocols are
renewed unless noted below.

1. None

e Updates on Outstanding Protocols (Rosenber ger)
o None

e Protocols and protocol updates presented by the Biosafety Officer: (Rosenberger)

This section may be used for:

- human specimens,

- experiments described in Section III-E (Experiments that Require Institutional Biosafety
Committee Notice Simultaneous with Initiation) of the NIH Guidelines for Research Involving
Recombinant or Synthetic Nucleic Acid Molecules (NIH Guidelines),

- experiments in line with currently approved work (no change to NIH Guidelines Section),

- animal experiments assigned ABSL1 (Section III-D-4 of the NIH Guidelines), and

- laboratory discussion items for individual Principal Investigators.

o IBC-GNT-Carpizo-20-015 — UCAR 2020-008/102549 — adding self-amplitying RNA (saRNA) cancer
vaccine candidate from GenVax — based on a VEEV TC-83 vaccine strain,containing non-structural
roteins 1-4 (and no other VEEV genes), an enzymatic cap by *
hand expresses luciferase. The vaccine candidate is administered to mice cither before or after

administration of currently approved luciferase-expressing murine or human cancer cell lines. Can this
be added to the G form at BSL1/ABSL1? Yes.

o IBC-GNT-Eliseev-07-102 — currently approved to use lentivirus vectors in vitro, adding E1-E3 deleted
adenovirus vectors expressing GFP and cre recombinase and generated ready to use by Vector Biolabs.
These vectors will be applied to primary mesenchymal stem cells obtained from floxed mouse strains.
Can these be added to the G form and a new rAdV form be generated at BSL2? Yes.

o IBC-GNT-Meyer-18-040 — adding the following bacteria to existing studies:

- Pseudomonas stutzeri (Lehmann and Neumann) Sijderuis, atcc.org/products/17588 — confirmed
with ATCC human spinal fluid source as per the 1960s deposit
- Bacillus cereus Frankland and Frankland, https://www.atcc.org/products/14579

The Committee discussed BSL assignment as P. stutzeri is an opportunistic human pathogen per the
literature. Per CDC/NIH Biosafety in Microbiological and Biomedical Laboratories 6" edition (2020),
it meets the definition of BSL1. Per Carroll et al., Manual of Clinical Microbiology, 2023
(https://onlinelibrary-wiley-
com.czpminer.urme.rochester.edu/doi/epdf/10.1002/9781683670438.mem0045) “P. stutzeri...(is) of
limited importance in clinical medicine.”

Can these be added to the G form at BSL2 for B. cereus and BSL1 for P. stutzeri? Yes, provided that:

- For B. cereus, a note is added to the IBC Lab form that the UV light in the 3D printer enclosure
will likely be insufficient for decontamination of B. cereus spores that may be present.

- For P. stutzeri a note is added to the Occupational Health section of the IBC Lab form to offer a
consult with UHS for immunosuppressed persons.

o IBC-GNT-Serra-Moreno-20-023 — planning to import SARS-CoV-2 Wuhan viruses harboring Spikes
of different variants of concern (alpha, beta, delta, Omicron BA.1 and omicron XBB1.5) from the UK,
answered no to PPP/PEPP (pathogens with pandemic potential/pathogens with enhanced pandemic
potential) questions.

Also adding additional bat cell line (Rhinolophys ferrumequinum) obtained from a collaborator and
PCR tested negative for filoviruses and rabies virus (data pending).
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o IBC-GNT-Welte-12-127 — with the annual update added additional plasmid inserts for in-house
generation of transgenic Drosophila melanogaster: overexpress Drosophila [Jlllthought to be a
histone [Jll modulator) and various deletion and point variants. Can this be added to the G form at
BSLI/ACL? Yes.

o IBC-GNT-Yarovinsky-15-026 — adding disassociated human tonsil cells from UC Irvine, derived from
healthy donors, for in vitro infection with currently approved Toxoplasma gondii strains, evaluation of
cell types producing specific interleukins and downstream cytokine analysis. Can these be added to the
G form at BSL2? Yes.

e Exempt protocols - None

e Discussion Item: IBC Training/Regulatory updates (Pavelka) — As per NIH Guidelines section IV-B-1-h
regarding Institutional Biosafety Committee member training.

o On October 14" New York State (NYS) Department of Health (DOH) sent out the following notice: NYS
DOH Confirms First Locally Acquired Case of Chikungunya in NYS.

Department's Wadsworth Center Confirmed the Case on Long Island

ALBANY, N.Y. (October 14, 2025) — The New York State Department of Health today announced that a
case of locally acquired chikungunya has been confirmed in New York State. Laboratory testing at the
Department's Wadsworth Center confirmed the case in Nassau County on Long Island. This marks the first
locally acquired case of chikungunya reported in New York State. No locally acquired cases have been
reported in the U.S. states and territories since 2019.

An investigation suggests that the individual likely contracted the virus following a bite from an infected
mosquito. While the case is classified as locally acquired based on current information, the precise source
of exposure is not known. The Aedes albopictus mosquito, known to transmit chikungunya, is present in
parts of downstate New York. Local transmission can occur when an A. albopictus mosquito bites an
infected traveler, becomes infected and bites another person. The disease cannot be spread directly from
one person to another.

"Our Wadsworth Center has confirmed this test result, which is the first known case of locally acquired
Chikungunya in New York State. Given the much colder nighttime temperatures, the current risk in New
York is very low." State Health Commissioner Dr. James McDonald said. ""We urge everyone to take
simple precautions to protect themselves and their families from mosquito bites."

Chikungunya is a mosquito-borne disease most common in tropical and subtropical regions. Symptoms
include fever and joint pain, headache, muscle pain, joint swelling, or rash. The illness is rarely fatal and
most patients recover within a week, though some may experience persistent joint pain. People at higher
risk for severe disease include newborns infected around the time of birth, adults aged 65 and older, and
individuals with chronic conditions such as high blood pressure, diabetes or heart disease.

In 2025, there have been three additional chikungunya cases outside New York City that were all linked to
international travel to regions with active chikungunya infections. Routine mosquito testing conducted by
the Department's Wadsworth Center and the New York City Department of Health and Mental Hygiene
(DOHMH) has not detected chikungunya virus in any New York mosquito samples to date.

Mosquito activity in New York is declining as cooler fall temperatures begin. The Department reminds all
New Yorkers to take precautions to reduce the risk of mosquito bites:
«  Use EPA-registered insect repellents
*  Wear long sleeves, long pants and socks outdoors when possible
¢ Remove standing water around homes, such as in flowerpots, buckets and gutters
«  Repair or patch holes in window and door screens to keep mosquitoes out
More information about chikungunya virus can be found
here: https://www.health.ny.gov/discases/communicable/chikungunya/fact_sheet.htm.
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o On November 12, American Biological Safety Association sent out the following notice:

ABSA International, AMEXBIO, and CABS/ACSB Unite Under the Northern Alliance Agreement to
Advance Biosafety and Biosecurity Across the Americas

MUNDELEIN, Ill. (November 12, 2025) — ABSA International (American Biological Safety
Association), in collaboration with the AMEXBIO (Mexican Biosafety Association) and the CABS/ACSB
(Canadian Association for Biological Safety / L’ Association Canadienne pour la Sécurité Biologique),
announces the formation of the Northern Alliance Agreement, signed during the AMEXBIO conference in
August 2025, a landmark partnership designed to strengthen biosafety and biosecurity cooperation
throughout North America and the broader Americas region.

The Northern Alliance Agreement establishes a collaborative framework among the three national
biosafety associations. This partnership focuses on capacity building, standardization of best practices,
policy advocacy, and integration of emerging disciplines such as cyberbiosecurity and dual-use research of
concern (DURC), providing a framework to expand education, training and preparedness.

“This alliance represents the collective strength of three national associations working toward a common
goal — advancing biosafety and biosecurity across the Americas,” said Sherry Bohn, President, ABSA
International. “By joining forces, we can share expertise, expand education, and foster a culture of
responsible science that benefits research and public health globally.”

Strengthening Regional Collaboration

The agreement emphasizes cooperation to bridge the gap between developed and developing regions,
promote mutual support, and facilitate knowledge exchange in laboratory safety, research oversight, and
biological risk management. By combining expertise, ABSA International, AMEXBIO, and CABS/ACSB
aim to foster a more unified approach to biosafety and biosecurity throughout the Americas.

“Through the Northern Alliance, we strengthen our ability to learn from one another and create a more
connected biosafety community.” said Tom Walus, past-President, CABS/ACSB. “This collaboration
allows us to share knowledge and resources across borders — ensuring that every laboratory, regardless of
size or location, has access to the tools and training needed to operate safely.”

“AMEXBIO is honored to join our colleagues from Canada and the United States in this important
alliance,” said Edgar Enrique Sevilla Reyes, President, AMEXBIO. “Working together, we can amplify
regional voices, strengthen local capacity, and promote a unified vision for biosafety and biosecurity that
reflects the diversity and innovation of the Americas.”

Key Objectives of the Northern Alliance Agreement

o Capacity Building and Training: Deliver joint training programs, workshops, and conferences —
both virtual and in person — to build professional competencies and support emerging biosafety
networks.

o Standardization of Best Practices: Work toward harmonized biosafety and biosecurity standards
adaptable to local needs and resources to ensure consistency and effectiveness.

* Policy Advocacy: Encourage the development of robust national biosafety policies and promote
cooperation among governments, academies, and the private sector.

o Integration of Emerging Fields: Incorporate cyberbiosecurity, DURC, and potential pandemic
pathogen (PPP) management into regional dialogue and training.

Shared Benefits and Deliverables

The alliance will produce an Annual Biosafety and Biosecurity Report highlighting regional progress and
trends and co-host professional development events. Each October. the partners will also launch a Biosafety
and Biosecurity Awareness Campaign to coincide with Biosafety Month.

These initiatives will enhance engagement, promote shared accountability, and strengthen resilience against
biological risks across the region.
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“The Northern Alliance Agreement is more than a memorandum — it’s a shared commitment to safer
science,” said the presidents of ABSA International, CABS/ACSB, and AMEXBIO in a joint statement.
“Together, we are shaping the future of biosafety and biosecurity across the Americas through cooperation,
cducation, and leadership.”

About ABSA International

Founded in 1984, ABSA International is dedicated to advancing biological safety and biosecurity
worldwide. The association represents over 1,700 members in 37 countries, providing expertise,
professional development, and guidance to promote safe and responsible practices in biological research
and laboratory management. ABSA International is a global thought leader and trusted resource in
biosafety and biosecurity.

e Adjournment: 3:32pm
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