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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 Toru Takimoto. 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. Benjamin Frisch — IBC-GNT-Frisch-19-026 — retrovirus vectors, human cells/cell lines, mouse
cells/cell lines, E. coli containing plasmids (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-Lopatkin-23-001 — Follow up to 8/21/2024 sorter discussion — sorter procured with Aerosol
Management System (AMS), no biological safety cabinet. Fluorescent bead testing will be performed
as per EHS policy/procedure BS019 - Qualitative Testing Flow Cytometers with Fluorescent Beads.

Relevant to PPE, the IBC discussed the following and determined respiratory protection is not required
for sample loading/unloading or during sorts provided fluorescent bead testing does not result in beads
detected. A face shield for sample loading/unloading should be available for personnel.

- ISAC recommends respiratory protection for some BSL2 sample loading and is currently required
for BSL2 sorts in EHS policy/procedure BS024 - Biosafety for Flow Cytometry Activities.

- As per Holmes KL, Fontes B, Hogarth, P, Konz R, Monard S, Pletcher CH, Wadley RB, Schmid I,
Perfetto SP. International Society for the Advancement of Cytometry cell sorter biosafety
standards. Cytometry A. 2014 May;85(5):434-53 DOI: 10.1002/cyto.a.22454

“For human pathogens, i.c. Risk Group 2 agents, which are classified as BSL2 and are not respiratory
hazards, but which may pose a risk if exposed to mucous membranes, only mucous membrane
protection is required.”

- The Lopatkin lab does not possess human cells or other materials that could contain HIV (Risk Group
3), and is not approved to sort Klebsiella pneumoniae.

o IBC-GNT-Small-11-061 — with the annual update added additional mouse cell line (HL-1) and plasmid
for cell transfection (myc-BiolD2-MCS) with no change in plasmid inserts. Can this be added to the G
form at BSL1? Yes.

o IBC-GNT-Sun-22-011 — UCAR 2020-002/102448 — with the annual update added additional mouse
cell line (MB49) from Urology that may be transfected with fluorescent proteins as currently approved
and in existing studies. Can this be added to the G form at BSL1, ABSL1? Yes.

o IBC-GNT-Wojtovich-15-029 — with the 5 year update to be reviewed at an upcoming meeting added
an additional AAV insert (cre) and rat cell line (PC-12 from ATCC) for use in existing experiments.
Can these be added to the G form at BSL1? Yes

e Exempt protocols - None
e Discussion Item: RNP method of gene editing somatic cells—NIH Guidelines applicability? (Rosenber ger)
o Based on the relevant sections of the NIH Guidelines, no replicative form (see siRNA exemption, and

guide RNA is not translated or transcribed.
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o Not at present, but possibly in the future.
o Discussion Item: Web-based software for IBC — desirable deliverables?

o The Committee continued discussion from the 9/3/2025 meeting.
o Additional desirable deliverables for software are not in the solutions reviewed so far by the IBC.

o Upcoming changes to the scope of IBC review may not exist in current software solutions.

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

o On September 9, 2025, NIH’s Office of Science Policy (OSP) sent out the following:
NIH Launches Comprehensive Effort to Modernize Biosafety Framework

Today, NIH announced a new effort to modernize and strengthen biosafety policies, practices, and
oversight. This forward-looking effort aims to ensure that NIH’s biosafety framework keeps pace with
evolving risks posed by rapid advances in science and technology.

NIH is committed to building a 21%" century biosafety system that reflects the realities of today’s scientific
landscape. As part of this effort, NIH will be seeking input from across its stakeholder community,
including researchers, biosafety professionals, research institutions, policymakers, industry leaders, and
members of the public.

To learn more about this initiative and how you can contribute to shaping the future of NIH’s biosafety
framework, please see the full statement https:/www.nih.gov/about-nih/nih-director/statements/nih-
launches-initiative-modernize-strengthen-biosafety-oversight from NIH Director, Dr. Jay

Bhattacharya. Additional information can also be found here https://osp.od.nih.gov/policies/biosafety-and-
biosecurity-policy#tab2/ on the OSP website.

For questions, please email: SciencePolicy@od.nih.gov.

o On September 10, 2025, the Federal Select Agent Program sent out the following notice:

Today, the Federal Select Agent Program (FSAP) is pleased to announce the publication of its tenth annual
report of aggregate program data, the 2024 Annual Report of the Federal Select Agent Program. The report
summarizes data for calendar year 2024, and this year, marks 10 years of FSAP’s continued dedication to
transparency via publication of this report.

The report provides the American public with insight into the regulatory activities of the program. As
usual, the report summarizes both the regulatory functions of FSAP, as well as compliance with the select
agent and toxin regulations at laboratories across the nation. The report also highlights FSAP's efforts to
engage with the regulated community throughout the year to enhance regulatory compliance.

The report summarizes aggregate program data in arcas such as:

* Numbers and types of registered entities, as well as amendments to registrations

* Most frequently registered select agents or toxins

e Sccurity risk assessments performed

e Number of inspections conducted

* Key observations related to inspection findings and compliance with the select agent and toxin
regulations

* Reported thefts, losses, and releases of select agents or toxins
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o Identifications and transfers of select agents or toxins
o Publications and outreach activities

As in previous years, data from this year’s report underscore that overall, entities registered with the
program are compliant with the regulations, and none of the small number of reported incidents during the
year resulted in a significant risk to public health or agriculture.

The full report, an infographic summarizing the key findings, and past reports, are all available online on
the Federal Select Agent Program website.

For more than two decades, FSAP has provided critical leadership and oversight in the areas of biosafety
and security. With the oversight provided by FSAP during this time, laboratories have been able to
continue to work with dangerous biological agents and toxins in a safe and secure manner.

If you have any questions about the report, please contact APHIS/DASAT at 301-851-2070 or
DASAT@usda.gov, or CDC/DRSC at 404-718-2000 or LRSAT@CDC. gov.

o On September 12", Dr. Pavelka received the following announcement:

On behalf of the University of Nevada, Reno (UNR) and Arizona State University (ASU), we are pleased
to invite you to participate in a workshop titled “Biosafety and Biosecurity Considerations for Mirror
Life.” The event will take place on Friday, October 3, 2025, at the Ambassador Barbara Barrett & Justice
O’Connor Washington Center at Arizona State University, 1800 I Street, NW, Washington, D.C. 20006.

Registration to attend, virtually or in-person, is required.

This workshop will bring together policymakers, biosafety practitioners, researchers, and members of the
public to reflect on the opportunities and risks of mirror life, while also exploring broader questions of
governance, oversight, and public engagement related to this emerging field. The event is partly funded by
grants from the National Institute of General Medical Sciences and the Mirror Biology Dialogue Fund to
advance dialogue and research on this emerging topic.

The event will be audio-recorded and transcribed for research purposes. All data will be de-identified prior
to analysis. Participation in the workshop is entirely voluntary. You may decline to answer specific
questions or withdraw from the workshop at any time without penalty. There are no direct benefits
associated with participation, and no foreseeable risks or discomforts are expected. Participation is open to
individuals who are at least 18 years old.

The data collected will be de-identified and may be used in reports, presentations, or publications to inform
the biosafety and biosecurity fields. Personal and institutional information will remain confidential. De-
identified, aggregated findings may also be shared with other researchers for future scholarly purposes.

If you have any questions about the study or your rights as a participant, please contact us using the details
provided. For concerns regarding research ethics, you may also contact the Human Subjects Institutional
Review Board at Arizona State University at (480) 965-6788, or the University of Nevada, Reno at (775)
327-2373.

e Adjournment: 4:05 pm
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University of Rochester
Institutional Biosafety Committee Meeting
Wednesday, September 17, 2025
3-SPM
Location: Zoom/teleconference meeting

The next IBC meeting is scheduled for 10/1/2025.

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 — 9/3/2025

Marty Pavelka asked if there were any comments, concerns or issues with the meeting minutes for 9/3/2025. A
motion was made to approve the 9/3/2025 IBC mecting minutes by Marty Pavelka. Toru Takimoto seconded the
motion to approve the 9/3/2025 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 New
Principal Investigator: Sahasrabudhe, Deepak Reviewer: Marty Pavelka

Project Title: A prospective, multicenter, open-label, randomized, actively controlled, parallel-group
Phase 3 clinical trial to evaluate efficacy, safety, and tolerability of IMA203 versus
investigator's choice of treatment in patients with previously treated, unresectable or
metastatic cutancous melanoma (ACTengine® IMA203-301)

Sponsor: Immatics US, Inc.
IBC Grant/Project Registration #  IBC-HS-Sahasrabudhe-25-027
RSRB or WIRB #: 10886

Documents Reviewed:

02 Final IB (IMA203) v9.0 31-OCT-2024
IMA203-301 CTP v1.0 29-OCT-2024 signed
IBC-HS-Sahasrabudhe-25-027-SR-JE
IBC-LAB-Barr-13_rev091025-SR-PB-SR3-pgl

Project description:

This is a standard CAR T-cell therapy protocol using T-cells purified from human blood and transduced by a
lentiviral vector expressing a CAR for a melanoma antigen. Transduction will be performed by the sponsor. Blood,
urine, and tumor samples will be taken, safety labs performed at URMC and then processed/packaged by the Barr
lab for shipment to the sponsor for downstream analysis.

Agent description: IMA203

Inserts: sec agent description

Viral Vector Registration #(s): NA

Administration method: Intravenous

Lab Safety Training: Not applicable

Biosafety Level (BSL):

Agent Name or Construct In vitro Studies — Biosafety Level Ex vivo Studies —

Description (Vector/Insert) Biosafety Level
Bacteriophage or Viral vector packag-| Transfer of Propagation/ Flow Tissue
plasmid DNA construc-| ing or expansion in | genetic material | Handling of Cytometry | Handling
tion/amplification culture to eukaryotic cell | Biological Agent
Viral vector plasmid
construction

IMA203 CAR-T cells BSL2

Blood, serum, urine, BSL2

tumor biopsy

Please check one of the following boxes:
[ Medical Surveillance Plans: [ X T Addressed | | Not Addressed [ | Not Applicable |
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Special considerations/other comments:

Barr lab L. Form is OK.

PART A: GENERAL CONSIDERATIONS

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

Yes | No
Does the study involve recombinant or synthetic nucleic acid molecules or the generation of transgenic organisms? X
If “YES”, also complete Pasts 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)? X
If yes, 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
Yes | No
Section ITI-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 ITI-B - Toxins with LDs; < 100 ng/kg; Major Actions X
(Cloning/expression of toxins lethal for vertebrates at an LDs, of less than 100 nanograms per kilogram body weight — examples include
botulinum toxins, tetanus toxins, diphtheria toxin, Shigella dysenteriae nenrotoxin)
Section ITI-C - Human Gene Transfer X
(use of recombinant or synthetic nucleic acid molecules in humans)
PART C: STUDIES REQUIRE LOCAL IBC APPROVAL ONLY
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 I1I-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”, RGI (assuming that the gene is not expected to increase E coli virnlence)
Section I1I-D-3 - Experiments involving the use of infectious DNA or RNA viruses or Defective DNA or RNA viruses X
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 E1-deleted rAdS vectors (RG2) would be “YES”, RG2
Section IT1-D-4 - studies involving whole animals X
Note if the housing / husbandry assessment is different from the administration / tissue collection assessment
Section ITI-D-5 - studies involving whole plants X
Section II1-D-6 - Experiments involving more than 10 L culture X
Section ITI-D-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 curvent antiviral agents)
Section ITI-D-8 - studies involving Gene Drive Modified Organisms X
Hint: See Section-II-A-3 Comprehensive Risk Assessment, minimmum 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 ¥AdS vectors (RG2) would be “NO” (superseded by Section III-D-1)
Section ITI-E-2 - studies involving plants which do not fall under Sections ITI-A, IT1L-B, III-D, or III-F X
Section ITI-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)

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 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 Marty Pavelka. Chris Proschel 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 New

Principal Investigator: Liu, Hongbo Reviewer: Toru Takimoto
New or Updated Title(s): Comparative Genomics of Longevity

IBC Grant/Project Registration #: IBC-GNT-Liu-25-029

UCAR number: N/A

Project description:

The goal of this study is to explore the epigenctic changes in aging. To this end, they will develop a new method to
detect multiple histone modifications on single fibers. This is supported by a program project, and some
experiments will be performed in Vera Gorbunova’s lab. Liu’s lab is mainly focused on the development and
application of long-read sequencing techniques using human cell lines and mouse tissues, and Prof. Gorbunova’s
lab is primarily focused on the identification of epigenetic determinants of longevity in long-lived species, such as
naked mole rats. They plan to perform CUT&Tag/CUT&Run experiments on histone modifications using
GM12878 cells in their lab.

Agent description: Human cell line, E. coli containing plasmids
Animal model: N/A
Administration method: N/A
Date of last Lab Survey: 9/15/2025
Lab Safety Training: Current and in compliance as of 9/10/2025
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
Human cell line BSL2
E. coli containing BSL1
plasmids
Please check one of the following boxes:
| Medical Surveillance Plans: || X || Addressed | | Not Addressed || | Not Applicable |

Special considerations/other comments:
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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? X
If “YES”, also complete Pasts 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)? X
If yes, 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 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 LDs, 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”, RGI (assuming that the gene is not expected to increase E coli virnlence)

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) would be “YES”, RG2

Section IT1-D-4 - studies involving whole animals
Note if the housing / husbandry assessment is different from the administration / tissue collection assessment

Section ITI-D-5 - studies involving whole plants

Section ITI-D-6 - Experiments involving more than 10 L culture

M

Section ITI-D-7 - studies involving H2N2, HSN1 HPAI, 1918 HINI Influenza Viruses
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 curvent antiviral agents)

Section ITI-D-8 - studies involving Gene Drive Modified Organisms
Hint: See Section-II-A-3 Comprehensive Risk Assessment, minimmum 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 ¥AdS 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 ITI-E-3 - Development of transgenic rodents thru rDNA/synthetic DNA techniques & requires RG1 [RG2 or 3 X
falls under ITI-D-4] Interbreeding of most transgenic rodents is exempt (Appendix C-VIII)

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
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