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University of Rochester
Institutional Biosafety Committee Meeting
Wednesday, August 6, 2025
3-SPM
Location: Zoom/teleconference meeting

The next IBC meeting is scheduled for 8/20/2025.

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.e.
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: Debra Reese and Sonia Rosenberger

Items distributed prior to the meeting:
e Agenda, Discussion items
e For cach 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

Greg Tombline, serving in Marty Pavelka’s absence, opened the meeting by welcoming all committee members
present. This was an open meeting.

Approval of Meeting Minutes — 7/23/2025

Greg Tombline asked if there were any comments, concerns or issues with the meeting minutes for 7/23/2025. A
motion was made to approve the 7/23/2025 IBC meecting minutes by Sonia Rosenberger. Chris Proschel seconded
the motion to approve the 7/23/2025 meeting minutes. All committee members approved the motion.

Review of all protocols begins on the next page.
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Type of Protocol Review:

Principal Investigator:

Title:

IBC mod

Monaco, Cynthia

Reviewer: Greg Tombline

1. Characterization of the human microbiome in health and disease
2. Relationship of proteomic and microbiomic profiles of anogenital secretions of P5
recipients (PI: Juliee Thakar)
3. Development of virus positive control for testing extraction techniques
4. Single-cell viral tagging
5. Bacteriophage isolation and characterization from clinical sample

IBC Grant/Project Registration #:

UCAR number:

Project description:

IBC-GNT-Monaco-18-001

NA/

The Monaco group studies the relationship between the human microbiome and disease. They routinely analyze the
microbiome of various bodily niches including vagina, lung, colon, stomach, and skin using 16SrTRNA sequencing.
They also look at inflammatory cytokines and metabolomics from these tissues as well as from blood and
cerebrospinal fluid. In this modification, they are adding human blood, serum, plasma, stool, and milk samples
obtained from Rochester Urban/Suburban Old Order Mennonite infant/mother dyads (in collaboration with Kirsi
Jarvinen-Seppo group) and also human skin tape samples form healthy and eczema patients (in collaboration with
Matt Brewer and Lisa Beck). All human samples will be handled at BSL2.

Agent description:

Animal model:

Administration method:

Date of last Lab Survey:

Lab Safety Training:

Biosafety Level (BSL):

Human specimens

N/A
N/A

5/1/2025

Current and in compliance as of 7/31/2025.

Agent Name or Construct In vitro Studies — Biosafety Level In vivo Studies — Biosafety Level Ex vivo
Description (Vector/Insert) Studies —
Biosafety
Level
Bacteriophage | Viral vector| Propagation| Flow Animal Generation | Animal Tissue Tissue
construction / | packaging | /Handling | Cytometry | Administra-| of Housing & | Harvest Handling
amplification | or of tion Transgenic | Husbandry
. expansion | Biological Animals
Plasmid DNA | in aulture Agent
construction /
amplification
Viral vector
plasmid
construction
Human specimens BSL2
Please check one of the following boxes:
[ Medical Surveillance Plans: [ X [ Addressed | [ Not Addressed | [ Not Applicable |
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Special considerations/other comments:

PART A: GENERAL CONSIDERATIONS

Yes | No

Does the study involve recombinant or synthetic nucleic acid molecules or the generation of transgenic organisms?
If “YES”, also complete Pasts B, C. D. Ifyes, the NIH Guidelines apply: If “NO”, finish Pasts A and E only.

See NIH Guidelines Section I-B for definition. RNAi and oligonucleotides do NOT meet the current definition of rDNA or synthetic DNA
molecules; all plasmids DO

Does the study involve ANY human cells (primary or cell lines)?
Ifyes, the OSHA bloodborne pathogens standard and CDC/NIH BMBL apply.

X

Does the study involve ANY infectious agents?
Ifyes, the CDC/NIH BMBL applies.

X

Parts B-D of the review form (for recombinant experiments) have been deleted — not applicable

PART E: STUDIES REQUIRE REVIEW BY THE DURC/PPP/PEPP INSTITUTIONAL REVIEW ENTITY (IRE)

Yes | No

Does this study involve any of the following biologicals AND perform experiments that would require review by the IRE?

1. Select Agents or Toxins regulated by the Federal Select Agent Program, including Botox®,

2. Agents assigned BSL3, “NIH Guidelines’ Risk Group 3 agents (other than mycobacteria, Retroviruses, and VSV), or

3. Biological agents that are likely capable of wide and uncontrollable spread in a human population and would likely cause moderate to
severe disease and/or mortality in humans?

A motion to approve the protocol without provisions was made by Greg Tombline. Allen Bennett seconded the
motion. All in favor. None opposed. No abstentions. The protocol was approved without provisions.
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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. Aram Hezel — IBC-GNT-Hezel-10-129 — adenovirus vectors, lentivirus vectors; human tissue, cells, cancer
cell lines; mouse cells, E. coli containing plasmids (this protocol was reviewed by Chris Proschel)

e Updates on Outstanding Protocols
o None

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

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-Altman-18-033 — UCAR 2018-013/102106 — adding:
Additional lentivirus vector inserts for mouse cell line transfection prior to administration to mice:

Fluorescent proteins: monomeric infrared red fluorescent proteins miRFP20, miRFP713
CLOCK - clock circadian regulator

Adding additional mouse cancer cell lines LKR-10, LKR-13 obtained from the originator

Can this be added to the G and rLV forms at BS1.2 for the lentivirus vectors and BSL1/ABSL1 for the
transduced mouse cancer cell lines? Yes

o IBC-GNT-Cole-18-012- UCAR 2018-007/102061 — currently approved for lentiviral vectors in vitro,
adding AAV vector administration to mice — AAV9 vectors expressing eGFP, IGFBP-3 (insulin-like
growth factor binding protein 3). Can these be added to the G form and an rAAV form be generated at
BSL1/ABSL1? Yes.

o IBC-GNT-Earley-24-017 — UCAR 2024-008/102595 — add additional AAV vectors for administration to
mice — AAVS- tTA-driven Recombinase-Guided Intersectional Targeting (tTARGIT) adeno-associated
viruses (AAVs), no change to inserts. Can this be added to the G and rAAV forms at BSLI/ABSL1? Yes.

o IBC-GNT-Eliseev-07-102 — with the annual update added additional plasmid insert for cell transfection —
human and mouse PPIF (peptidylprolyl isomerase F).  Can this be added to the G form at BSL1? Yes.

o IBC-GNT-Jiang-24-016 — with the annual update added insect cell lines (Sf9, Tni) and additional plasmids
(pBAD, pEt-derived, pTriEx) and non-toxin inserts (fluorescent proteins and from human or algae sources)
for cell transfection or protein production in K-12 and nonK-12 (BL21) £. coli. Can these be added to the
G form at BSL1? Yes.

o IBC-GNT-Johnson-07-101 — added an additional plasmid insert (fluorescent protein) in an existing
approved plasmid, construct from Riken. Can this be added to the G form at BSL1? Yes.

o IBC-GNT-Ritchlin-17-033 — added RSRB 10737 (PI: Christopher Palma) — blood processing to clinical
sponsor lab

A Phase 2a, Open-label, Multicenter Study to Assess the Safety, Tolerability, and Efficacy of
Subcutancously Administered Blinatumomab in Participants With Active Refractory Rheumatoid
Arthritis (Subprotocol C)

Blinatumomab, FDA approved and marketed as Blincyto®, is a bispecific antibody construct per
DOI: 10.1126/science. 1158545 (2008). Per the literature reference, Blinatumomab has dual specificity
for CD19 and CD3 and is a bispecific T cell engager (BiTE). BiTEs are based on single-chain
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antibodies and with these molecules can transiently tether resting T cells to target cells, leading to
concomitant T cell activation and serial lysis of target cells. Blinatumomab does not require
assignment of a BSL by the IBC

IBC-GNT-Yeh-06-182 — added sorting of human cells by the URMC FlowCore, added additional
fluorescent protein for cell transfection: GFP to existing plasmid. Can this be added to the G form at BSL2
for human cells and BSL1 for the plasmid? Yes.

IBC-GNT-Young-23-014 — added RSRB 10486/additional breast milk from mothers of NICU infants

Exempt protocols - None

Discussion Item: IBC-SOP-3 - Review of Research Involving Recombinant or Synthetic Nucleic Acid
Molecules and Biohazards (Rosenber ger, presented by Tombline)

e}

e}

e}

This SOP was last discussed at the 7/23/2025 IBC meeting.

NIH Office of Science Policy (OSP) meetings and minutes FAQ https://osp.od.nih.gov/policies/biosafety-
and-biosecurity-policy/fags-about-ibc-meetings-and-minutes/ — How long must IBC meeting minutes be
posted?

Minutes must be posted publicly for a minimum of 5 years. Additionally, the records may need to be kept
for longer in accordance with record retention requirements. Section 8.4.2 of the NIH Grants Policy
Statement requires recipients of its awards to maintain appropriate documentation in accordance with
record retention requirements in 2 CFR 200.334, which states in part ““The recipient and subrecipient must
retain all Federal award records for three years from the date of submission of their final financial report.”
When IBC minutes contain records related to awards, they would have to be maintained for at least as long
as stated in this requirement and must be made available to the public during this time if requested. IBC
minutes may contain records related to multiple protocols which may be in different stages of the grant
cycle.

Revised record retention section of IBC-SOP-3 - Review of Research Involving Recombinant or Synthetic
Nucleic Acid Molecules and Biohazards, relevant to IBC meeting minutes to read:

For meeting minutes, as per NIH OSP:

1. Public-facing website: 5 years

2. EH&S records: Federal awards - 3 years after final financial report submission. All others - 6 years
after IBC meeting.

The Committee agreed.

Adjournment: 3:32pm
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