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o Subsequent to an EH&S discussion regarding laboratory inspection criteria, Ms. Maloney asked if work
practice-related BSL2+ inspection requirements could instead be listed in the relevant lab’s IBC-LAB
form. Several of the criteria are also listed on the BSL2+ door sign template.

o The Committee agreed.

e National Academies of Sciences, Engineering and Medicine - Expanded U.S. Electron Beam Usage in
Sterilization and Irradiation Applications: Assessing Opportunities and Challenges Open Data-Gathering
Session August 12, 2025 (Rosenber ger)

o Interesting overview of cesium and cobalt irradiator alternatives, and relevant to the IBC use of x-ray and
other alternatives for generating sterile mosquitos rather than using gene drive techniques

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

o The U.S. Department of Agriculture recently announced a plan to relocate much of its staff in the
Washington, D.C., area to 5 hub locations throughout the country. This includes closing the Agricultural
Research Service’s Beltsville, Md., Agricultural Research Center and relocating staff. Secretary of
Agriculture Brooke Rollins announced a 30-day public comment period for stakeholders to provide
feedback on the reorganization plan. ASM is preparing a public comment urging the USDA to protect
agricultural research at the Agricultural Research Service and the National Institute of Food and
Agriculture in the reorganization. Stakeholders are encouraged to provide comments by emailing
reorganization@usda.gov by Aug. 26.

BSO note: Unknown how this will impact local USDA Service Centers that include Farm Service Agency
staff. As per https:/www.farmers.gov/working-with-us/USD A-service-centers Natural Resources
Conservation Service staff are typically housed in these centers, and per the announcement may be moved
closer to the 5 hub locations. At present, the USDA Service Center location on Scottsville Road allows
University personnel to confirm identity when registering for APHIS eFile, USDA’s web-based shipping
permit applications.

e Adjournment: 3:56 pm
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University of Rochester
Institutional Biosafety Committee Meeting
Wednesday, August 20, 2025
3-SPM
Location: Zoom/teleconference meeting

The next IBC meeting is scheduled for 9/3/2025.

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.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: 3:02pm

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

Approval of Meeting Minutes — 8/6/2025

Chris Proschel asked if there were any comments, concerns or issues with the meeting minutes for 8/6/2025. A
motion was made to approve the 8/6/2025 IBC meeting minutes by Chris Proschel. Allen Bennett seconded the
motion to approve the 8/6/2025 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

Partridge, Benjamin E. Reviewer: Marty Pavelka

Presented by Sonia Rosenberger

1. Dissipative Protein Assemblies for Low-Energy Mechanical Materials

2. Supramolecular Strategies to Modulate Biomolecular Folding and Assembly

IBC Grant/Project Registration #:

UCAR number:

Project description:

This is a modification of a previously approved protocol aimed to express non-toxic bacterial proteins (from

IBC-GNT-Partridge-23-011

NA/

Geobacter sulfurreducens) or fusions thereof to fluorescent proteins, in E. coli for purification and subsequent use
in developing light-driven protein machines. The modification adds a recombinant strain of Shewanella oneidensis
MR-1 (non-pathogenic) with a plasmid expressing a non-toxic gene from a Risk Group 1 bacteria. The lab will
recover the plasmid and use it to construct variants of that gene and the plasmids will be introduced into the E. coli
strain WM3064, a DAP auxotrophic RP4 conjugative strain for transfer of the plasmids into Shewanella oneidensis
MR-1. The recombinant E. coli and Shewanella oneidensis strains will be grown up in cultures (less than 10 L in
aggregate) for large-scale protein purification.

Agent description:

Animal model:

Administration method:

Date of last Lab Survey:

Shewanella oneidensis, non-K12 E. coli

N/A
N/A

11/12/2024

Lab Safety Training: Current and in compliance as of 8/20/2025
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
Shewanella oneidensis BSL1
E. coli containing BSL1
plasmids
Please check one of the following boxes:
| Medical Surveillance Plans: | || Addressed | || Not Addressed || X | Not Applicable |
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Special considerations/other comments:

For modifications (mod), NIH Guidelines table entries are relevant to new work.

PART A: GENERAL CONSIDERATIONS (relevant to new work)

Yes

No

Does the study involve recombinant or synthetic nucleic acid molecules or the generation of transgenic organisms?
If “YES”, also complete Parts B, C, D. Ifyes, the NIH Guidelines apply: If “NO”, finish Parts 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)?
If yes, the OSHA bloodborne pathogens standard and CDC/NIH BMBL apply.

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

PART B: STUDIES REQUIRE EXTERNAL APPROVALS/REVIEW BEFORE INITIATION (relevant to new

falls under ITI-D-4] Interbreeding of most transgenic rodents is exempt (Appendix C-VIII)

work)
Yes | No
Section III-A — Drug Resistance that could compromise therapeutic intervention X
(The deliberate transfer of a drug resistance trait to microorganisms that are not known to acquire the trait naturally, if such acquisition
could compromise the use of the drug to control disease agents in humans, veterinary medicine, or agriculture, will be reviewed by NIH)
Section III-B — Toxins with LDsy < 100 ng/kg; Major Actions X
(Cloning/expression of toxins lethal for vertebrates at an LDsp of less than 100 nanograms per kilogram body weight — examples include
botulinum toxins, tetanus toxins, diphtheria toxin, Shigella dysenteriae nenrotoxin)
Section III-C - Human Gene Transfer X
(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 I1I-D-1- Experiments using RG2, 3, 4, or Restricted Agents used as host-vector systems X
Hint/example: Transforming RG2 bacteria would be “YES”, RG2
Section I11-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
Hint/example: insertion of a single gene from M. tuberculosis or HIV (RG3) into an episomal E coli plasmid system (RG1) might be
“YES”, RG1 (assuming that the gene is not expected to increase E coli virulence)
Section I1I-D-3 - Experiments involving the use of infectious DNA or RNA viruses or Defective DNA or RNA viruses in X
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 E1-deleted rAdS vectors (RG2) wonld be “YES”, RG2
Section IT1-D-4 - studies involving whole animals X
Note ifthe housing / husbandry assessment is different from the administration / tissue collection assessment
Section III-D-5 - studies involving whole plants X
Section II1-D-6 - Experiments involving more than 10 L culture X
Section ITI-1)-7 - studies involving H2N2, HSN1 HPAI, 1918 HINI Influenza Viruses X
This section and its subsections cover experiments Human H2N2 (1957-1968), High Path Avian HSNI strains with the
Goose/Guangdong/96-like HS lineage, 1918 HINI, or which are resistant to current antiviral agents)
Section ITI-D-8 - studies involving Gene Drive Modified Organisms X
Hint: See Section-II-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 E I-deleted rAdS vectors (RG2) would be “NO” (superseded by Section III-D-1)
Section ITT-E-2 - studies involving plants +/- arthropods or animals which do not fall under Sections III-A, III-B, III-D, or X
III-F
Section IT1-E-3 - Development of transgenic rodents thru rDNA/synthetic DNA techniques & requires RG1 [RG2 or 3 X
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PART D: STUDIES DO NOT REQUIRE IBC APPROVAL (exempt from the NIH Guidelines) (relevant to

new work)

Yes | No

Section ITI-F - Exempt experiments (Sections III-F-1 through III-F-8) X
Only select “yes” 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 X
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 Marty Pavelka. Chris Proschel seconded the
motion. All in favor. None opposed. No abstentions. The protocol was approved without provisions.

University of Rochester IBC Meeting Minutes — public Page 4 of 7 August 20, 2025




image5.tiff
e 5 year updates with administrative changes only (personnel, transfer to new form, etc.) These protocols are
renewed unless noted below.

1. Gloria Pryhuber — IBC-GNT-Pryhuber-10-049 — human specimens (this protocol was reviewed by

Chris Proschel)
2. Giovanni Schifitto — IBC-GNT-Schifitto-13-093 — human specimens and cell line (this protocol was
reviewed by Allen Bennett)

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 - added additional human pancreatic cancer cell
line KP-4 to existing in vitro and in vivo experiments. Can this be added to the G form at BSL2/ABSL2?
Yes.

o IBC-GNT-Deshmukh-25-013 — UCAR 2025-007/102634 — added Macaca mulatta primary cells obtained
from a domestic source in vivo. Can this be added to the G form at BSL2/ABSI.2? Yes.

o IBC-GNT-Earley-24-017 - add additional AAV vectors for administration to mice — additional AAV1,
AAV2, additional commercial or viral core sources (US, Canada) expressing:

chABC: bacterial enzyme chondroitinase ABC - capable of degrading chondroitin sulfate
proteoglycans (CSPGs) and thought to improve neural plasticity after injury
https://doi.org/10.3389/fbioe.2025.1604502

CHSTS3 — carbohydrate sulfotransferase 3 (mouse, under control of CBA promoter)
Can this be added to the IBC G and AAV forms at BSLI/ABSL1? Yes.

o IBC-GNT-Georas-11-067 — added human blood from COPD study participants to process/ship to the
study sponsor. The study product, a monoclonal antibody, does not require assignment of a BSL by the
IBC.

o IBC-GNT-Mariani-11-073 - adding human nasal brushings collected in South Africa for
https://health.uct.ac.za/department-pacdiatrics/research-about-research-department-research-units-mre-
unit-child-and-adolescent-health/drakenstein-child-health-study-dchs and inactivated with
https://www.lhnvd.com/primestore-mtm which inactivates virus, bacteria (including TB), and fungi as
published in DOI: 10.1016/j.mimet.2015.07.010 and DOI: 10.1017/50950268810002384. Can these
be added to the G form at BSL.2? Yes.

o IBC-GNT-McConkey-25-025 — new PI, lab inspection still pending, will be on an upcoming agenda
for lentivirus vectors and mouse experiments. Until that occurs, can human bladder cancer cell lines
(some previously transduced at MD Anderson to express fluorescent proteins, non-oncogenes, and non-
toxins) be cultured in the lab at BSL2 after a successful lab inspection? Yes.

o IBC-GNT-Munsiff-17-028 — added RSRB 10789 — human specimens from study participants with HIV
on cART processed and shipped by the Clinical Trials Processing Lab, neither of the study products
require assignment of a BSL by the IBC:

Improving Physical Ability and Cellular Senescence Elimination in HIV (IPACE-HIV)
University of Rochester IBC Meeting Minutes — public Page 5 of 7 August 20, 2025




image6.tiff
e}

IBC-GNT-SerraMoreno-20-023 — added additional plasmid/insert for cell transfections:
pLimnP Luc2p, a lentivirus vector that will be used as a transfer vector only. Can this be added to the
G form at BSL1? Yes.

IBC-GNT-Sterne-23-006 — with the annual update added an additional Drosophila species, D.
sechellia, to existing studies with transgenic D. melanogaster, generated by interbreeding. Can this be
added to the G form at BSL1/ACL1? Yes.

e Exempt protocols - None

e Discussion Item: Update to EH&S policy/procedure BS020 - Biosafety Level Requirements for BSL1,
ABSL1, BSL2, ASBL2, BSL2+ or ABSL2+ (Rosenberger)

e}

e}

Last discussed at the 1/22/2025 meeting and additional literature reference added at the 5/14/2025
meeting, proposed updates:

Add to disinfectant section for additional bleach incompatibility, will note not to mix with
guanidine solutions as may generate toxic gas, reference:
https://pubs.acs.org/doi/10.1016/j.chs.2004.12.002, but will not include the following explanatory
paragraph:

“The results from all tests indicated that the only reactions of potential concern from an employee
exposure standpoint are those between GITC-containing solutions and bleach. The reaction of
GITC-containing wastes with acid or base solutions produced minimal amounts of NO, NO,, and
HCN, and were therefore not considered to be harmful in this application. When we mixed GITC-
containing reagents (Reagents A and B and waste solution) with bleach, however, both HCI and
HCN were released in potentially excessive amounts. While the projected concentrations of these
gases were well below their respective PELs for the small spill cleanup scenarios, larger spills
utilizing larger amounts of bleach can produce higher concentrations, potentially above their PELs.
Based on the chemical composition of GITC and bleach, the following equation is proposed as the
possible reaction that took place.”

At BSL2+, Work practice controls (Standard Microbiological Practices and Special Practices),
revise the first sentence of bullet 2 to read: Before working at BSL2+, personnel demonstrate
proficiency in BSL2 standard microbiological practices and special practices.

The Committee agreed.

e Discussion Item: IBC-LAB form - add BSL2+ work practices to applicable labs’ forms?
(Maloney/Rosenber ger)

As a preface, as per EH&S policy/procedure BS020 - Biosafety Level Requirements for BSL1, ABSL1,
BSL2, ASBL2, BSL2+ or ABSL2+:

e}

While the designation of Biosafety Level 2+ (BSL2+) is not used by regulatory agencies, at UR it means
‘BSL2 plus additional precautions’. These additional precautions may include:

‘When manipulating concentrated amounts or conducting procedures that may produce droplets or
acrosols, CDC/NIH’s BMBL recommends Biosafety Level 3 practices in a Biosafety Level 2 lab for
selected pathogens,

For cultures of HIV or HBV, OSHA’s Bloodborne Pathogens standard prohibits bench top work.

USDA transport permits may require pathogen-specific requirements. These requirements apply as
long as the agent is possessed, even if the transport permit is allowed to expire.

For viral vectors that could integrate an oncogene or silence a tumor suppressor in the genome of a
person, UR’s IBC requires Biosafety Level 3 practices in a Biosafety Level 2 lab.
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