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University of Rochester
Institutional Biosafety Committee Meeting
Wednesday, January 7, 2026
3-5PM
Location: Zoom/teleconference meeting

The next IBC meeting is scheduled for 1/21/2026.

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:
o Agenda, Discussion items
o 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: 3:03pm

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

Approval of Meeting Minutes — 12/17/2025

Marty Pavelka asked if there were any comments, concerns or issues with the meeting minutes for 12/17/2025. A
motion was made to approve the 12/17/2025 IBC meeting minutes by Marty Pavelka. Mary Maloney seconded the
motion to approve the 12/17/2025 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:

IBC Mod-UCAR New

Martinod, Kimberly Reviewer: Michelle Dziejman

New or Updated Title(s): Immunothrombosis in cardiovascular discase

IBC Grant/Project Registration #:

UCAR number:

IBC-GNT-Martinod-25-010

2025-024/102619

Project description: modified from the PI description

The modification uses an adult murine model of infective endocarditis caused by Staphylococcus aureus or
Staphylococcus epidermidis delivered intravenously. Imaging is performed using echocardiography and
intermediate blood samples are collected. Bacteremia is measured by culturing blood and/or organ homogenates on
bacterial agar plates overnight. Organs and the aortic valve are processed for histology either formalin-fixed
paraffin embedded or formalin-fixed and cryoembedded after sucrose cryoprotection. Genetic knockouts related to
neutrophil extracellular trap (NET) formation or coagulation will be studied, as well as related therapeutics in
preclinical development. Organs will be collected for flow cytometric analysis, histological analysis, and bacterial

burden measured as bacterial colony-forming units (CFUs) per organ.

Agent description: Staphylococcus aureus — Newman and USA300 knock-outs and with complementing
plasmids (encoding non-toxic genes) from the University of Chicago

Animal model: Mouse

Administration method: Intravenous

Date of last Lab Survey: 12/16/2025

Lab Safety Training: Current and in compliance as of 1/2/2026

Biosafety Level (BSL):

Agent Name or Construct In vitro Studies — Biosafety Level In vivo Studies - Biosafety Level Ex vivo
Description (Vector/Insert) Studies —
Biosafety
Level
Bacteriophage| : : ; ;
construction / | Viral vector| Propagation| Flow Animal Generation | Animal Tissue Tissue
amplification packaging | /Handling | Cytometry | Administra-| of Housing & | Harvest | Handling
or of tion Transgenic | Husbandry
Plasmid DNA | expansion | Biological Animals
construction / | in culture | Agent
amplification
Viral vector
plasmid
construction
Staphylococcus aureus| BSL2 ABSL2 ASBL2 | ASBL2| ABSL2
E. coli containing BSL1
plasmids
Please check one of the following boxes:
[ Medical Surveillance Plans: | TAddressed [ ] Not Addressed [ X ] Not Applicable |
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Special considerations/other comments:
L Form:

1. Section V.3. — include process/cquipment/containment for homogenizing S. aureus-infected mouse tissues
G Form:
1. Table L3.a. — Change to “Possible” for urine

A Narrative Review on the Role of Staphylococcus aureus Bacteriuria in S. aureus Bacteremia (2021)
DOI: 10.1093/ofid/ofab 158

Response:
L form update: Homogenization will be performed in a BeadBug homogenizer with biocontainment in the

form of sealed screw-cap with O-ring tubes and a safety lid
G form updated.

For modifications (mod), NIH Guidelines table entries are relevant to new work.
PART A: GENERAL CONSIDERATIONS (relevant to new work)

Does the study involve recombinant or synthetic nucleic acid molecules or the generation of transgenic organisms? X
If “VES”, also complete Pats B, C, D. If yes, the NIH Guidelines apply: I “NO”, finish Parts A and E only. &

See NIH Ghiidelines 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)?

If ves, the OSHA bloodborne pathogens standard and CDC/NIH BMBL apply.
Does the study involve ANY infectious agents? X
If yes, the CDC/NIH BMBL applies.

PART B: STUDIES REQUIRE EXTERNAL APPROVALS/REVIEW BEFORE INITIATION (relevant to new work)
Yes | No

Section ITI-A - Drug Resistance that could compromise therapeutic inter vention
(The deliberate transfer of a drug resistance trait to microorganisms that are not known to acquire the trait naturaily, if such acquisition X
could compromise the use of the drug to conirol disease agents in humans, veterinary medicine, or agriculture, will be reviewed by NIH)
Section IT1I-B - Toxins with LDs, < 100 ng/kg; Major Actions

(Cloning/expression of toxins lethal for vertebrates at an LDso of less than 100 nanograms per kilogram body weight - examples include X
botulinum toxins, tetanus toxins, diphtheria toxin, Shigella dysenteriae neurotoxin)
Section ITI-C - Human Gene Transfer

(use of recombinant or synthetic nucleic acid molecules in humans)

PART C: STUDIES REQUIRE LOCAL IBC APPROVAL ONLY (relevant to new work)

Yes | RG [ No
Section ITI-D-1 - Experiments using RG2, 3, 4, or Restricted Agents used as host-vector systems X |2
Hint/example: Transforming RG2 bacteria would be “YES”, RG2

Section ITI-D-2 - Experiments in which DNA from Risk Group 2, Risk Group 3, Risk Group 4 or Restricted Agents is X
Cloned into nonpathogenic prokaryotic or lower eukaryotic host-vector systems

Hintlexample: insertion of a single gene from M. tuberculosis or HIV (RG3) into an episomal E coli plasmid system (RG1) might be
“VES”, RGI (assuming that the gene is not expected to increase E coli virulence)

Section ITI-D-3 - Experiments involving the use of infectious DNA or RNA viruses or Defective DNA or RNA viruses in
the presence of Helper System in tissue culture systems

Helper systems (e.g., helper viruses, packaging cell lines, transient transfection systems, replicon systems)
Hint/example: lentivirus and El-deleted rAdS vectors (RG2) would be “YES”, RG2

Section ITI-D-4 - studies involving whole animals
Note if the housing / husbandyy assessment is different from the administration / tissue collection assessment

Section III-D-5 - studies involving whole plants X

X|2

Section III-D-6 - Experiments involving more than 10 L culture X
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Yes [ RG | No

Section ITI-D-7 - studies involving H2N2, HSN1 HPAL, 1918 HINI Influenza Viruses X
This section and its subsections cover experiments Human H2N2 (1957-1968), High Path Avian H5NI strains with the
Goose/Guangdong/96-like HS lineage, 1918 HINI, or which are resistant to curvent antiviral agents)

Section ITI-D-8 - studies involving Gene Drive Modified Organisms X
Hint: See Section-IF-A-3 Comprehensive Risk Assessment, minimum BSL2
Section ITI-E-1 - Experiments involving the formation of recombinant or synthetic nucleic acid molecules containing < X
2/3 of eukaryotic virus genome “
Hint/example: most retrovirus vectors would be “YES” (since the vector plasmid contains only a small part of the virus genome);
lentivirus and El-deleted rAdS vectors (RG2) would be “NO” (superseded by Section III-D-1)

Section III-E-2 - Studies involving plants +/- arthropods or animals which do not fall under Sections I1I-A, III-B, II-D, or| X
IL-F
Section ITI-E-3 - Development of transgenic rodents thru rDNA/synthetic DNA techniques & requires RG1 [RG2 or 3 X

Talls under I11-D-4] Interbreeding of most transgenic rodents is exempt (Appendix C-VIIT)

PART D: STUDIES DO NOT REQUIRE IBC APPROVAL (exempt from the NIH Guidelines) (relevant to

new work)

Yes | No

Section III-F - Exempt experiments (Sections ITI-F-1 through ITI-F-8) X
Only select “ves” if all listed rDNA / synthetic DNA experiments are exempt

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? X

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 with provisions was made by Michelle Dziejman. Lisa Flick seconded the
motion. All in favor. None opposed. No abstentions. The protocol was approved with 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. Lisa DeLouise — IBC-GNT-DeLouise-20-037 — human tissue/cells/cell lines, mouse cells/cell lines, rat
cell line (this protocol was reviewed by Marty Pavelka)

2. Chen Yan — IBC-GNT-Yan-05-334 — lentivirus vectors, adenovirus vectors, adeno-associated virus
vectors, human tissue/cells/cell lines, nonhuman primate established cell line, mouse cells/cell lines,
hamster cell line, rat cells, £. coli containing plasmids (this protocol was reviewed by Toru Takimoto)

e Updates on Outstanding Protocols (Rosenber ger)

o None

e 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.

o IBC-GNT-Hammond-20-036 — with the 5 year update submission to be reviewed at an upcoming
meeting, added additional mouse cell line (Neuro2A), additional plasmid promoters (CMV, EFS),
modified versions of currently approved plasmids, and additional inserts for transfection of existing
cell lines. The additional inserts are human and mouse genes including APP (Alzheimer precursor
protein, cleavage product is Abeta), and indicators or fluorescent proteins for imaging.

Can these be added to the G form at BSL1 for the mouse cell line and plasmids in Z. coli? Yes.

o IBC-GNT-McConkey-25-025 — currently approved for lentivirus vectors, adding Cretostigmogene
Grenadenorepvec (conditionally replicating adenovirus vector, FDA approved for human
administration) to existing experiments. Can this be added to the G form at BSL2? Yes.

o IBC-GNT-Merchant-Borna-18-023 — added RSRB 11264 — additional human blood from study
participants with acute heart failure (i.c. new-onset heart failure or worsening symptoms suggestive of
decompensated or exacerbated heart failure) — valve or myocardial infection highly unlikely

o IBC-GNT-Steiner-11-084 —currently approved for lentivirus vectors, adding AAV vectors expressing
human INTS (integrator complex subunit) 1, 8 or 9, STATSA or B (signal transducer and activator of
transcription) and GFP. Can this be added to the G form at BSL1 and an rAAV form be generated?
Yes.

o IBC-GNT-White-25-001 — added RSRB 11163 and 11167, additional human blood from study
participants with pulmonary hypertension

e Exempt protocols - None
e Discussion Item: Research BSL3 Manual (Rosenberger)
o All references to Vesphene Ilse were removed.

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

o On January 6, 2026, the Federal Select Agent Program (FSAP) sent out the following notice:
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As a courtesy, the Federal Select Agent Program (FSAP) wishes to inform the FSAP-regulated community
that the CDC Import Permit Program (IPP) will soon be launching a new electronic permitting system,
BioPermit, for those wishing to obtain permits in order to import infectious biological materials that could
cause disease in humans. For any users of the current system, eIPP, please be aware that BioPermit will
replace ¢IPP as the centralized location for obtaining import permits and sharing information with IPP. The
new system will make it easier for users to apply for and receive import permits, as it is more agile, user-
friendly, and intuitive. BioPermit will be activated and mandatory for use on January 20, 2026.

To assist users with the transition from eIPP to BioPermit, IPP will host three informational webinars using
Microsoft Teams. The same information will be presented in all webinars. IPP will post a recording to its
website for those unable to attend one of the sessions. Space will be limited, so register as soon as possible
to reserve your spot by clicking on the desired date/time below.

o Tuesday, January 13, 2026, 1:00 pm Eastern time

o Wednesday, February 11, 2026, 1:00 pm Eastern time

o Thursday, March 26, 2026, 1:00 pm Eastern time

If your entity currently receives import permits, we encourage you to join one of these training sessions, or
to share this information with colleagues who may find this helpful.

If you have any questions, please contact the CDC Import Permit Program at importpermit@cdc.gov or
404-718-2077.

Adjournment: 3:20pm
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