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IBC SOP Title Updates

04 Redaction of IBC Meeting Updates relevant to new requirement to upload IBC minutes to
Minutes and Incident Reports publicly-available website, add incident reports

Terminated IBC SOPs:

01 — Review of Human Gene Transfer Research (in 2006 consolidated with SOP 02 to create 05)

02 — Review of Human Immunization/Vaccine Research (in 2006 consolidated with SOP 01 to create 05)
05 — Studies Involving Human Research Subjects (in 2022 consolidated into SOP 03)

Re: the Institutional Official role in the IBC Guidelines — Committee, Authority, Structure and
Responsibilities, A formal Institutional Official(s) role is not defined in the NIH Guidelines as the role is
defined for Institutional Review Boards for human research participants and Institutional Animal Care and
Use Committees. However, the University of Rochester has charged individuals with the responsibility of
ensuring that the University of Rochester (and the IBC acting on its behalf) complies with the NIH
Guidelines for Research Involving Recombinant or Synthetic Nucleic Acid Molecules.

o The Committee discussed and approved the updates.

e Adjournment: 4:00pm
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University of Rochester
Institutional Biosafety Committee Meeting
Wednesday, July 23, 2025
3-SPM
Location: Zoom/teleconference meeting

The next IBC meeting is scheduled for 8/6/2025.

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

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

Approval of Meeting Minutes — 7/9/2025

Marty Pavelka asked if there were any comments, concerns or issues with the meeting minutes for 7/9/2025. A
motion was made to approve the 7/9/2025 IBC meeting minutes by Marty Pavelka. Allen Bennett seconded the
motion to approve the 7/9/2025 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: IBC Mod in conjunction with 5 year update
Principal Investigator: Rowe, Regina Reviewer: Jonelle Mattiacio

Title: 1. Effects of Allergic Stimulation on Antiviral Responses
2. Investigation of antiviral immune responses in allergic disease
3. Neuro-immune interactions in the nasal epithelia

IBC Grant/Project Registration #: IBC-GNT-Rowe-20-006
UCAR number: 2020-010/102418 (Meeks) — no animal administration

Project description:

There is a known link between respiratory virus infection and the development and exacerbation of allergic disease
but the exact molecular mechanisms that influence the clinical observations are poorly understood. Much of what is
known about the link is by the connection that rhinoviruses are one of the most common viruses associated with
asthma exacerbation. Data from the Rowe lab supports that IgE receptor mediated activation on innate immune
cells impairs antiviral response by these cells and the goal of this research is to determine how IgE-mediated
stimulation of innate immune cells inhibits antiviral responses by human monocytes and dendritic cells. Human
immune cells are exposed to a variety of treatments and combinations including agonists of antiviral response
pathways, IgE-mediated receptor stimulation, and infection with live viruses including HSV-1, human Influenza A
virus, RSV, Human rhinovirus and VSV. Post-treatment, cells are evaluated by a variety of methods to monitor
IgE-mediated and antiviral signaling pathway activation, cellular transcriptional responses, cytokine and chemokine
production and cellular maturation. In this 5-year update, Measles virus (Edmonston strain, BEI NR-3847, from Ed
Walsh) will be used to study the durability of vaccine immunity, as titers are not predictive of protection. This
strain is BSL2 and also approved on IBC-GNT-Branche-12-117 (Ed Walsh is on this protocol). MRC-5, THP-1 or
human lung tissue (from deceased adults or children, LungMap Project, BRINDL repository). ELISAs for cytokine
production will be performed on supernatant from infected cells. For ELISAs a plate washer will not be used; all
steps will be performed in a biological safety cabinet and all waste will be kept in the biological safety cabinet for
inactivation with bleach. At this point, only the PI or lab manager, after training with supervision, will handle
measles virus.

Agent description: Measles virus, Edmonston strain (BEI NR-3847)
Primary human lung tissues, cells

Animal model: N/A

Administration method: N/A

Date of last Lab Survey: 7/12/2024

Lab Safety Training: Current and in compliance as of 7/20/2025
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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
Measles virus, BSL2
Edmonston strain (BEI
NR-3847)
Human lung tissue BSL2 |BSL2
MRC-5 cells BSL2

Please check one of the following boxes:
[ Medical Surveillance Plans: [ X [ Addressed | | Not Addressed | | Not Applicable |

Special considerations/other comments:

All previously approved experiments can continue as previously approved.

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

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? X
Ifyes, the CDC/NIH BMBL applies.

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? 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 without provisions was made by Jonelle Mattiacio. Marty Pavelka seconded the
motion. All in favor. None opposed. No abstentions. The protocol was approved without provisions.
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Type of Protocol Review: IBC Mod in conjunction with 5 year update
Principal Investigator: Rustchenko, Elena Reviewer: Marty Pavelka

Title: Molecular mechanisms of caspofungin susceptibility in the pathogen
Candida albicans

IBC Grant/Project Registration #  IBC-GNT-Rustchenko-20-002
UCAR number: NA/

Project description:

This protocol was previously approved and examined susceptibility of engineered C. albicans strains to antifungal
drugs. The current modification is the isolation of C. albicans strains with decreased susceptibility to caspofungin.
These strains are not engineered but are isolated by passage in media with containing the drug. ATAC-seq will be
performed to identify any areas of altered chromatin accessibility.

Agent description: Candida albicans
Animal model: N/A
Administration method: N/A
Date of last Lab Survey: 1/17/2025
Lab Safety Training: Current and in compliance as of 7/17/2025
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 | 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
Candida albicans BSL2
Please check one of the following boxes:
| Medical Surveillance Plans: || X || Addressed | | Not Addressed || | Not Applicable |

Special considerations/other comments:
All previously approved experiments can continue as previously approved.

Please confirm that the MIC for caspofungin of these strains is not clinically resistant, as per other experiments.
Note that caspofungin is not a first line drug for most C. albicans infections.

BSO Note — as per https://www.cdc.gov/candidiasis/treatment/index.html, fluconazole, clotrimazole, miconazole,
nystatin are recommended for mouth, throat, esophageal and vaginal infections.
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For invasive candidiasis, which typically occurs among people who are already sick, the initial recommended
antifungal treatment for most adults is an echinocandin (caspofungin, micafungin, or anidulafungin). Fluconazole,
amphotericin B and other antifungal medications may also be appropriate in certain situations.

https://journals.asm.org/doi/10.1128/jcm.00566-08 - among FKSI strains expressing resistance to caspofungin, the
strains are cross-resistant to micafungin and anidulafungin.

Per DOIL: 10.2147/CLEP.S459600 (2024) the global burden of recurrent Candida vaginitis (defined as more than
four episodes per year) is estimated to be between 103 and 172 million annually and invasive candidiasis a total of
around 250-700,000 systemic infections per year.

Response: Caspofungin MIC of these strains is only slightly increased. They are not clinically resistant.

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

PART A: GENERAL CONSIDERATIONS

Yes

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.

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

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? 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 Marty Pavelka. Jonelle Mattiacio 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. Gail Johnson — IBC-GNT-Johnson-07-101 — lentivirus vectors, AAV vectors, human cells/cell lines,
rodent cells (mouse, rat), E. coli containing plasmids (this protocol was reviewed by Chris Proschel,
review presented by Sonia Rosenberger)

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-Hezel-10-129 — UCAR 2010-063E/102363 — in conjunction with the 5 year update submission
(to be reviewed at an upcoming meeting) and the UCAR renewal, added additional human cancer cell lines
in vivo CCLP-1, CCSW-1 (both cholangiocarcinoma, not available from ATCC). This update is not
covered by the NIH Guidelines. Can these be added to the G form at BSL2? Yes.

o IBC-GNT-.-25-024 - FlowCore sort for a company in Syracuse — cells from various tissues obtained
from mice administered human T cells obtained from healthy individuals and transduced prior to
administration to express fluorescent proteins. Can this new G form be generated and approved at BSL2?
Yes.

o IBC-GNT-Moore-16-006 — UCAR 2016-011E/102284 (Singh) — also reviewed at the 7/9/2025 meeting,
add additional knockdown by transfection of currently approved murine ovarian cancer cell lines prior to
administration: IRAK1 (interleukin 1 receptor associated kinase 1, partially responsible for IL1-induced
upregulation of the transcription factor NF-kappa B)) via shRNA or gRNA for existing CRISPR/Cas9.
Can this be added to the G form at BSL1/ABSL1. Can this be added to the G form at BSL1/ABSL1? Yes.

o IBC-GNT-Yan-05-334 — Human iPSCs from Stanford (SCVIi015, SCVE} SCVEH will be
differentiated into cardiomyocytes for in vitro studies. Can these be added to the G form at BSL2? Yes.

e Exempt protocols - None
e Discussion Item: IBC SOP updates (Rosenber ger)

o IBC guidelines and SOPs, last updated in 2022, were updated as below:

IBC SOP Title Updates
NA Committee Authority, Roster on NIH website, delete requirement to have Institutional
(IBC | Structure, and Responsibilities | Official appoint new members, add new requirement to upload
guidelines) IBC minutes to publicly-available website, add gene drives,
update job titles after Career Path Modernization project
03 Review of Research Involving | Updates relevant to new requirement to upload IBC minutes to

Recombinant or Synthetic publicly-available website, add gene drives, update job titles,
Nucleic Acid Molecules and | updated FTE for administrative support
Biohazards
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