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University of Rochester
Institutional Biosafety Committee Meeting
Wednesday, December 17, 2025
3-5PM
Location: Zoom/teleconference meeting

The next IBC meeting is scheduled for 1/7/2026.

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: 3:10pm

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

Approval of Meeting Minutes — 12/3/2025

After today’s meeting, a quorum of the committee members in attendance today approved the 12/3/2025 IBC
meeting minutes by email.

Review of all protocols begins on the next page.

University of Rochester IBC Meeting Minutes — public Page 1 0of 3 December 17, 2025




image2.jpeg
5 year updates with administrative changes only (personnel, transfer to new form, etc.) These protocols are

renewed unless noted below.

1

[l

[e]

None

Updates on Outstanding Protocols (Rosenber ger)

None

Protocols and protocol updates presented by the Biosafety Officer: (Rosenber ger)

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.

IBC-GNT-Merchant-Borna-18-023 — added RSRB 11194 — Nasopharyngeal and anterior nasal swabs
from human study participants with symptoms of respiratory virus infection and UR Clinical Lab or
point-of-care testing for COVID-19, influenza A or B viruses or RSV. The lab has previously
performed a similar study with nasal swabs from persons suspected for pertussis.

IBC-GNT-Tabayoyong-25-038 — added human specimens (study participants with HIV, HBV or HCV
must be on suppressive antivirals so viral load is below the limit of detection) for RSRB 11244:

A Phase 2 Multicenter, Open-Label Study Evaluating the Efficacy and Safety of TYRA-300 in Participants
with FGFR3 Altered Low Grade, Intermediate Risk Non-Muscle Invasive Bladder Cancer (SURF302)

The study product TYRA-300 does not require assignment of a BSL by the IBC.

IBC-GNT-Wuertz-Kozak-25-037 (RIT) — human cell sort for URMC Flow Core, cells previously
transduced with retrovirus vectors. Can this new IBC G/project form be generated and the cell sort be
assigned BSL2? Yes.

IBC-GNT-Zao-11-083 — UCAR 2025-023/102655 — new UCAR with identical experiments as
performed on UCAR 2011-043E/101952, granting agency requested separate UCAR protocol, added
additional lentivirus vector insert: chimeric antigen receptor, additional human cells (T cells from
healthy persons, obtained from commercial sources), and additional human breast cancer cell line from
ATCC: MDA-MB-134. Can these be added to the G and L.V forms at BSL2 for all, and ABSL?2 for
human cells or transduced human cells? Yes.

e Exempt protocols - None

e Discussion Item: Annual training requirement for labs that fall under OSHA’s Bloodborne Pathogens
standard and do not perform experiments covered by the NIH Guidelines for Research Involving
Recombinant or Synthetic Nucleic Acid Molecules (Rosenberger)

[e]

To harmonize with EH&S policy, the IBC L/LAB form includes MyPath training completion for all lab
personnel performing solo wet lab work, as well as the Principal Investigator (PI).

For annual refresher training, if the PI or lab staff has not completed EHS Laboratory Safety Training
(LST) but has completed SMH Mandatory In-Service training (both include OSHA Bloodborne
Pathogens), SMH Mandatory In-Service training is accepted in the interim.

If an IBC approval letter is required, current LST (or Bloodborne Pathogens training) is required for
the PI prior to issuing the approval letter.
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o The Committee agreed.
o IBCL/LAB form page 1 excerpt:

O EHS Lab Safety Training (LST)* — every year
Chemical — all lab personnel, includes OSHA Bloodborne Pathogens - human blood, body fluids,
tissues
+ Biological — lab personnel that work with pathogens and/or experiments covered by the NIH
Guidelines for Research Involving Recombinant or Synthetic Nucleic Acid Molecules
+ Animal — lab personnel that work with animals

To document site-specific training, personnel also need to sign the Lab/Site-Specific Compliance Checklist
every year.
* The IBC requires annual EHS Lab Safety Training for (for all others, the PI determines the training required for
their lab)
» All personnel with reasonably anticipated exposure to biological materials that require IBC approval
e Lab directors and PIs (even if they don’t perform lab work) should take the same LST as their lab personnel
(8/8/2018 IBC.)

o 8/8/2018 IBC meeting excerpt - EH&S Laboratory Safety Training

e For the Cancer Center’s Clinical Trials Office, should Dr. Barr take LST? Yes, consistent with
other research labs, even if the PI does not work in the lab, they need to know what is required for
their staff.

e For personnel that are not on a UCAR, but may be in a lab that works with animals, is the Animal
Safety module required? While it’s not required, some PI’s may find it helpful for their staff since
the module includes information about animal allergies, anesthetic gas exposures, zoonoses, etc.
that aren’t in the other LST modules. It’s up to the PI’s discretion.

e Adjournment: 3:17pm
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