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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 with provisions was made by Greg Tombline. Chris Proschel seconded the
motion. Allin favor. None opposed. No abstentions. The protocol was approved with provisions.
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Type of Protocol Review: IBC New
Principal Investigator: Fries-Simpson, Carol Reviewer: Sonia Rosenberger

New or Updated Title(s): 1. Metabolic Drivers of VDJ Diversity in B-ALL: Implications for MRD Detection and
Relapse
2. Developmental state and clonal dynamics in infant ALL
3. Defining immune repertoire diversity and dysregulation in childhood B-
lymphoblastic leukemia via machine learning
4. Immunoglobulin high-throughput sequencing for refining risk stratification in infant
B-ALL
3. Detecting disseminated disease in pediatric lymphoma via high-throughput
sequencing

IBC Grant/Project Registration #:  IBC-GNT-Fries-Simpson-25-036
UCAR number: NA/

Project description:

The Principal Investigator was previously in the Burack lab and is continuing similar work. The goals of these
studies are to define the prognostic and biologic relevance of a new biomarker they have identified in pediatric
B lymphoid cancers. Specimens from UR or the national biorepository banked by the Children’s Oncology
Group, will undergo targeted sequencing of antigen receptor gene rearrangements — either direct sequencing of
de-identified patient samples or re-sequencing after in vitro culture conditions — as well as transcriptome and
genomic sequencing. Analyses will also include assessing the clonal composition and associated gene
expression and genomic programs in B-lymphoid cancers. The last project title has been moved over from
IBC-GNT-Burack-12-072.

Agent description: Human leukemia tissues, blood, cells, cell lines
Animal model: NA

Administration method: NA

Date of last Lab Survey: Pending initial lab inspection

Lab Safety Training: Current and in compliance as of 10/29/2025.

Biosafety Level (BSL):

Agent Name or Construct In vitro Studics — Biosafety Level In vivo Studies — Biosafety Level Ex vivo
Description (Vector/Insert) Studies —
Biosafety
Level
Bacteriophage | Viral vector| Propagation| Flow Animal Gieneration | Animal Tisue | Tissue
construction / | packaging | /Handling | Cytometry | Administra-| of Housing & | Harvest | Handling
amplification | or of tion Transgenic | Husbandry
g expansion | Biological Animals
Plasmid DNA in culture Agent
construction /
amplification
Viral vector
plasmid
construction
Human tissues, BSL2 BSL2

blood, cells, cell lines
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Please check one of the following boxes:

[ Medical Surveillance Plans: [ X T Addressed | [ Not Addressed |

| Not Applicable |

Special considerations/other comments:

Successful completion of an initial lab inspection is required for approval letter release.

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 Parts A and E only.

molecules; all plasmids DO

See NIH Ghiidelines Section I-B for definition. RNAi and oligonucleotides do NOT meet the current definition of rDNA or synthetic DNA

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

Does the study involve ANY infectious agents?
Ifves, 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?

1. Select Agents or Toxins regulated by the Federal Sclect Agent Program, including Botox®,
2. Agents assigned BSL3, “NIH Guidelines® Risk Group 3 agents (other than mycobacteria, Retroviruscs, and VSV), or

severe disease and/or mortality in humans?

3. Biological agents that are likely capable of wide and uncontrollable spread in a human population and would likely cause moderate to

A motion to approve the protocol with provisions was made by Sonia Rosenberger. Marty Pavelka seconded the
motion. Allin favor. None opposed. No abstentions. The protocol was approved with provisions.
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Type of Protocol Review:

Principal Investigator:

New or Updated Title(s)

IBC Grant/Project Registration #:

UCAR number:

Project description:

IBC New

Papasergi-Scott, Makaia

Investigation of GPCR activation mechanisms

NA/

IBC-GNT-Papasergi-Scott-25-033

Reviewer: Allen Bennett

This project secks to characterize the mechanisms of G-protein coupled receptors using a variety of biophysical and
molecular biology techniques including generating cell lines overexpressing GPCRs, functional studies of the
signaling in these cell lines, and analysis such as microscopy and western blotting, immunoprecipitation, mass

spectrometry etc.

Agent description:
Animal model:
Administration method:
Date of last Lab Survey:
Lab Safety Training:

Biosafety Level (BSL):

Human cells, baculovirus vectors, mouse cells, insect cells, K-12 and non-
K12 E. coli containing plasmids

N/A
N/A

Pending i

tial lab inspection

Current and in compliance as of 10/29/2025

Agent Name or Construct In vitro Studies — Biosafety Level In vivo Studies — Biosafety Level Ex vivo
Description (Vector/Insert) Studies -
Biosafety
Level
Bacleriophage ‘ - -
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 cells, cell lines BSL2
Baculovirus vectors BSL1
Mouse hybridomas BSL1
Insect cell lines BSL1
E. coli containing BSL1
plasmids

Please check one of the following boxes:

[ Medical Surveillance Plans:

[ X ] Addressed

I

| Not Addressed

Not Applicable
PP
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Special considerations/other comments:

Successful completion of an initial lab inspection is required for approval letter release.

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

Ifves, the OSHA bloodborne pathogens standard and CDC/NIH BMBL apply.

Yes | No
Does the study involve recombinant or synthetic nucleic acid molecules or the generation of transgenic organisms? X
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)? X

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

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

falls under 11LD-4] Interbrecding of most transgenic rodents is exempt (Appendix C-VIID)

work)
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 naturaily, 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 4
(Cloning/expression of toxins lethal for vertebrates at an LDso of less than 100 nanograms per kilogram body weight - examples include
botulinum toxins, tetanus toxins, diphtheria toxin, Shigella dysenteriae neurotoxin)
Section I11-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 III-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 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
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 virulence,
Section ITI-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 rAd5 vectors (RG2) wouid be “YES”, RG2
Section ITI-D-4 - studies involving whole animals X
Note if the housing / hushandry assessment is different from the administration / tissue collection assessment
Section III-D-5 - studies involving whole plants X
- Experiments involving more than 10 L culture X
n_IT1-D-7 - studies involving H2IN2, HSN1 HPAL, 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-1I-A-3 Comprehensive Risk Assessment, minimum BSL2
Section III-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 1-deleted rAdS vectors (RG2) would be “NO” (superseded by Section ITI-D-1)
Section III-E-2 - studies involving plants +/- arthropods or animals which do not fall under Sections ITI-A, III-B, II-D, or| X
III-F
Section IIT - 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 III-F - Exempt experiments (Sections ITT-F-1 through TII-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

severe disease and/or mortality in humans?

3. Biological agents that are likely capable of wide and uncontrollable spread in a human population and would likely cause moderate to

A motion to approve the protocol with provisions was made by Allen Bennett. Marty Pavelka seconded the
motion. All in favor. None opposed. No abstentions. The protocol was approved with provisions.
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Type of Protocol Review: IBC Mod

Principal Investigator: Zhu, Yiping Reviewer: Toru Takimoto
New or Updated Title(s): Virus-host interactions

IBC Grant/Project Registration #:  IBC-GNT-Zhu-19-027

UCAR number: N/A

Project description:

The PI added a new project entitled “Ribosomal frameshifting in HIV-1 infection, inflammation and neurotoxicity™.
The goal of this project is to assess the roles of tRNA wybutosine (yW) modification and eEF2 diphthamide (DPH)
modification in HIV-1 infection, inflammation and neurotoxicity. Three studies are described; 1) to elucidate the
mechanism by which HIV-1 downregulates tRNA modification, 2) to determine the roles of chemical modification
of tRNA in HIV-1 ribosomal frameshifting and replication and 3) to determine the roles of the tRNA chemical
modification in HIV-1 inflammation and neurotoxicity.

He plans to identity cellular protein involved in the degradation of TYW1 responsible for the chemical modification
of tRNA using siRNAs. He will also analyze how viral Vpu proteins induce the degradation of TYW1 by
characterizing the functions of the mutant Vpu proteins, and molecular interactions between Vpu and cellular
factors. He also plans to evaluate the tRNA modification on HIV ribosomal frameshift using knock-out human cells.
He will also modify the viral genome at the frameshift site to identify the key viral genome region for frameshift.

Agent description: HIV, replication-defective HIV, human cell lines
Animal model: N/A
Administration method: N/A
Date of last Lab Survey: 5/30/2024
Lab Safety Training: Current and in compliance as of 10/29/2025
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] . . : g :
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
HIV-1 BSL1 BSL2+ | BSL2+
HIV-1 (single-cycle, | BSL1 BSL2 | BSL2
pseudotyped with
VSV-G or SARS-
CoV2S)

VSV-G pseudotyped, | BSL1 BSL2 | BSL2
lentivirus vector
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Agent Name or Construct In vitro Studies — Biosafety Level In vivo Studies - Biosafety Level EX vivo
Description (Vector/Insert) Studies —
Biosafety
Level
Bacteriophage| _ : " . 8
construction / | Viral vector| Propagation) Flow Amm_a] Generation Amm_a] 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
VSV-G pseudotyped | BSL1 BSL2 | BSL2
retrovirus vector
Human cell lines BSL2
E. coli containing BSL1
plasmids
Please check one of the following boxes:
[ Medical Surveillance Plans: [ X T Addressed [ | Not Addressed ] T Not Applicable ]
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? X
If “YES”, also complete Pasts B, C, D. If yes, 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 curvent definition of 'DNA 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
Ifyes, the CDC/NIH BMBI 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 fo 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 agricuiture, will be reviewed by NIH)

X

Section ITI-B - Toxins with LD < 100 ng/kg; Major Actions
(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 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)

RG | No

Section ITI-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

2%,
2
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Yes [ RG | No

Section ITI-D-2 - Experiments in which DNA from Risk Group 2, Risk Group 3, Risk Group 4 or Restricted Agents is X |1
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 (RGI) might be
“YES”, 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 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 El-deleted rAdS vectors (RG2) would be “YES”, RG2

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

e

e

Section III-D-5 . studies involving whole plants

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

]

Section ITI-D-7 - studies involving H2N2, HSN1 HPAL, 1918 HINI Influenza Viruses

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-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
/3 of eukaryotic virus genome =
Hint/example: most retrovirus vectors would be “YES” (since the vector plasmid contains only a smail part of the virus genome);

lentivirus and E1-deleted rAdS vectors (RG2) would be “NO” (superseded by Section II-D-1)

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

falls under 111-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 III-F-1 through III-F-8) X
Only select “ves” ifall 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 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. Hartmut Land — IBC-GNT-Land-05-446 — lentivirus vectors, retrovirus vectors; human tissue, cells,

cell lines; mouse tissue, cells, cell lines; E. coli containing plasmids (this protocol was reviewed by
Chris Proschel)

e Updates on Outstanding Protocols (Rosenberger)
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 Simultancous 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 New CryoEM facility in design stage - No viable materials will be processed in the space, therefore no
BSL assignment is required.

o IBC-GNT-Baran-09-051 — adding RSRB 11960 A Phase 2 Study to Assess Efficacy of Methylene
Blue Photodynamic Therapy for Treatment of Deep Tissue Abscesses (Co-PI Anna Weiss, MD)”

The goal of this study is to evaluate the antimicrobial effect of photodynamic therapy performed at the time
of ultrasound-guided percutancous breast abscess drainage. With regard to the laboratory portion, this study
is identical to RSRB 8702 that was reviewed/approved at the 1/24/2024 IBC meeting.

As for RSRB 8702 the IBC requests that prior to culturing bacteria in the Pavelka lab, that the Pavelka Lab
know at least genus from the Clinical Microbiology lab. During this discussion Dr. Pavelka mentioned that
when he collects these isolates from Clinical Microbiology the genus and species are known.

Can this be added to the G form at BSL2? Yes.

o IBC-GNT-DeLouise-20-037 — reviewed at the 10/15/2025 meeting, clarified that pericytes will be
primary human brain pericytes from Cell Systems, from normal donors. Can these be added to the G
form at BSL2? Yes.

o IBC-GNT-Dirksen-06-136 — UCAR 2006-114E/102059 (in the future) — adding additional adeno-
associated virus vectors targeted to muscle that express Ryrl (Ryanodine Receptor 1), obtained ready
to inject from a collaborator. Can this be added to the G, rAAV forms at BSLI/ABSL1? Yes.

o IBC-GNT-Michmerhuizen-25-032 — UCAR 2025-021/102649 - reviewed at the 10/15/2025 meeting.
‘With MTA submissions added additional cell lines, and lentiviral and retroviral inserts:

Human cells/cell lines: STAML, STCML
Human cell lines CHRF-288-11 and MV4:11 may be received already transduced
Mouse cell lines Ba/F3 and EML — either wt or received already transduced

Lentiviral vector inserts: GLEBSmut (Gle-2 binding sequence of NUP98 variant), HOXA9
variants, LNP1 variants

Retrovirus vectors — amphotropic vectors expressing any of the non-oncogene inserts approved for
lentivirus vectors

pShuttle plasmid expressing PSTP1
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Can this be added to the IBC G form at BSL2+ for the lentivirus vectors expressing HOXAO variants,
BSL2 for the other lentivirus vectors, retrovirus vectors and human cell lines, and BSL1 for the mouse
cell lines and plasmid? Yes.

o IBC-GNT-Nedergaard-12-131 — UCAR 2011-023E/101914 — added additional AAV vectors from
existing source with no change to currently approved inserts.

o IBC-GNT-Refaai-13-051 — added RSRB 10611 and 11056/additional plasma from healthy individuals

o IBC-GNT-Walsh-24-010 — added RSRB 11104 “Assessment of Functional Impact of Acute Respiratory
Viral Infections in Older Adults — an international multi-centre study (AFIRI)” — involves specimen
collection (all from URMC) and processing similar to IBC-GNT-Branche-21-004, primarily expect to
perform PCR on nasal, saliva and sputum specimens.

o Exempt protocols - None

e Discussion Item: Documentation required to order single non-toxic gene from Ebola virus?
(Pavelka/Rosenberger)

o A Principal Investigator plans to purchase a plasmid constructed by Integrated DNA Technologies
(IDT) that will contain cDNA encoding the glycoprotein from Ebola virus and asked if IBC approval
was required for the purchase. There are no prohibitions to the order, however what documentation
should be kept on file?

o Per NIH Guidelines Section III-D-2-a. - “Experiments in which DNA from Risk Group 4 agents is
transferred into nonpathogenic prokaryotes or lower cukaryotes may be performed under BL2
containment after demonstration that only a totally and irreversibly defective fraction of the agent's
genome is present in a given recombinant... The Institutional Biosafety Committee may approve the
specific lowering of containment for particular experiments to BL1.”

- ‘totally and irreversibly defective fraction” is not defined, but context given in the following
documents indicates this means a fraction of the genome that cannot, even if altered, generate an
infectious form of the agent.

- https://www.selectagents.gov/compliance/fag/exclusions.html - includes an FAQ for cDNA constructs
derived from Ebola virus — “Currently, the cDNA of select agent viruses are not regulated under the
select agent regulations. .. Please refer to the following NIH. .. guidance document...: “Points to
Consider When Applying to the NIH Office of Biotechnology Activities (NIH OBA) for a Reduction
in Biosafety Level (BL) Containment for Experiments Involving the Cloning of Full-length cDNA
Constructs Derived from Risk Group (RG) 4 Viruses of the Order Mononegavirales”.

- https://www.selectagents.gov/compliance/ guidance/nucleic/index.htm

o The Committee decided that when the plasmid is received, the Principal Investigator should send the
accompanying documentation or sequence data provided by IDT.

e Adjournment: 3:35 pm
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University of Rochester
Institutional Biosafety Committee Meeting
Wednesday, November 5, 2025
3-5PM
Location: Zoom/teleconference meeting

The next IBC meeting is scheduled for 11/19/2025.

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.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:
e Agenda, Discussion items
e 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: 3:05pm

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

Approval of Meeting Minutes — 10/15/2025

Marty Pavelka asked if there were any comments, concerns or issues with the meeting minutes for 10/15/2025. A
motion was made to approve the 10/15/2025 IBC meeting minutes by Marty Pavelka. Chris Proschel seconded the
motion to approve the 10/15/2025 meeting minutes. All committee members approved the motion.

Review of all protocols begins on the next page.

University of Rochester IBC Meeting Minutes — public Page 1 of 17 November 5, 2025




image2.jpeg
Type of Protocol Review: IBC New-UCAR pending

Principal Investigator: Dinney, Colin Reviewer: Marty Pavelka
New or Updated Title(s): Preclinical testing of intravesical agents for bladder cancer

IBC Grant/Project Registration #:  IBC-GNT-Dinney-25-035

UCAR number: pending submission

Project description:

This protocol includes developing various therapeutics for the treatment of bladder cancer, including virally
vectored cytokines and immune checkpoint proteins. The investigators will also evaluate oncolytic viruses. Both
human and mouse cell lines will be used for in vitro work, and they will do in vivo mouse studies with orthotopic
bladder cancer models. They will utilize knock-down RNA strategics to examine resistance and sensitivity to these
therapeutics. Therapeutics will not begenerated here, but will be obtained from collaborators or commercial
sources.

Agent description: Lentivirus vectors, adenovirus vectors, human cells/cell lines, mouse cell lines
Animal model: mouse

Administration method: bladder

Date of last Lab Survey: pending initial lab inspection

Lab Safety Training: 2 people need LST as of 10/29/2025

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
Lentivirus vectors BSL2 ABSL2 ABSL1 | ABSL2| BSL2
Human adenovirus BSL2 ABSL2 ABSL2 | ABSL2| BSL2
vectors (may be (then
conditionally replicating) ABSL1)
Murine adenovirus BSL1 ABSL1 ABSL1 | ABSL1| BSL1
vectors (conditionally
replicating)
Human cells, cell lines BSL2 ABSL2 ABSL2 | ABSL2| BSL2
Transduced mouse BSL1 ABSL1 ABSL1 | ABSL1| BSL1
cells/cell lines
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Please check one of the following boxes:
[ Medical Surveillance Plans: [ X T Addressed | [ Not Addressed | | Not Applicable |

Special considerations/other comments:
Working with David McConkey and William Tabayoyong.
Dinney L Form: OK, but missing answers in sharps section. Unclear if will be assigned own space.
MecConkey L Form: OK.
Tabayoyong L Form: OK, but is currently for AAV only, needs Dinney updates and BSL2 inspection
Need to confirm RNA knockdown vectors do not target tumor suppressors.
Successful completion of an initial lab inspection is required for approval letter release.
Lab response:
«  RNA knockdown vectors: confirmed, no tumor suppressors will be targeted.

¢ Per the Urology department: after renovation, Dr. Dinney will be assigned his own lab space.
« Dinney L Form: Sharps usage will be the same as the McConkey lab.

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?
I “YES”, also complete Pasts B, C, D. Ifyes, the NIH Guidelines apply: I{ “NO”, finish Pasts A and E o

See NIH Guidelines Section I-B for definition. RNAi and oligonucleotides do NOT meet the curvent 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
Ifyes, 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 X
(The deliberate transfer of a drug resistance trait to microorganisms that are not lnown to acquire the trait naturally, if such acquisition
couid 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 LDs < 100 ng/kg; Major Actions X
(Cloning/expression of toxins lethal for vertebrates at an LDso of less than 100 nanograms per kilogram body weight - examples include g
botulinum toxins, tetanus toxins, diphtheria toxin, Shigella dysenteriae neurotoxin)
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 (relevant to new work)

Section ITI-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 ITI- 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 o HIV (RG3) into an episomal E coli plasmid system (RGI) might be
“YES", RGI (assuming that the gene is not expected to increase E coli virulence)

Section IT1-D-3 - Experiments involving the use of infectious DNA or RNA viruses or Defective DNA or RNA virusesin [ v | o
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
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Yes

RG

No

Section ITI-D-4 - studies involving whole animals
Note ifthe housing / husbandry assessment is different from the admini stration / tissue collection assessment

2,1

Section III-D-5 - studies involving whole plants

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

X

Section ITI-D-7 - studies involving H2N2, HSN1 HPAL, 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 current antiviral agents)

Section ITI-D-8 - studies involving Gene Drive Modified Organisms
Hint: See Section-II-A-3 Comprehensive Risk Assessment, minimum BSL2

Section III-E-1 - Experiments involving the formation of recombinant or synthetic nucleic acid molecules containing <
2/3 of eukaryotic virus genome

Hint/example: most retrovirus vectors would be “YES” (since the vector plasmid contains only a smail part of the virus genome);
lentivirus and E 1-deleted rAd vectors (RG2) would be “NO” (superseded by Section III-D-1)

Section IT1-E-2 - studies involving plants +/- arthropods or animals which do not fall under Sections I1I-A, II1-B, I1I-D, or|
TLF

X

Section III-E-3 - Development of transgenic rodents thru rDNA/synthetic DNA techniques & requires RG1 [RG2 or 3
falls under 11LD_4] Interbreeding of most transgenic rodents is exempt (Appendix C-VIIT)

X

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

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?

new work)
Yes | No
Section ITI-F - Exempt experiments (Sections IIL-F-1 through II1-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

A motion to approve the protocol with provisions was made by Marty Pavelka. Toru Takimoto seconded the

motion. All in favor. None opposed. No abstentions. The protocol was approved with provisions.
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Type of Protocol Review: IBC New

Principal Investigator: Diaz-Balzac, Carlos Reviewer: Greg Tombline
New or Updated Title(s): Transcriptional regulation of neural circuit formation in intellectual disabilities
IBC Grant/Project Registration #:  IBC-GNT-Diaz-Balzac-25-034

UCAR number: NA/

Project description:

The Principal Investigator was previously in George Porter’s lab and will continue to use the nematode C. elegans
to study how neural circuits form and relate to behavior. They will employ Crispr/Cas9 system to generate specific
gene mutants or plasmid transformation to generate transgenic worms for specific genes (indicated in the G/project
form’s Table E.3.a.) that include transcription regulators and transmembrane receptors among a few others
predicted to play a role in neural circuits. In addition, they will also include fluorescent reporter transgenes
including BFP, GFP, mCherry, GCaMP. They will study the worms using microscopy and behavioral assays.

Agent description: E. coli containing plasmids for generating transgenic C. elegans
Animal model: C. elegans
Administration method: ovary
Date of last Lab Survey: Pending initial lab inspection
Lab Safety Training: Current and in compliance as of 10/28/2025
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 Tisue | 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
E. coli containing BSL1 BSL1 |BSL1 |BSL1 |[BSL1 |BSL1
plasmids

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

Special considerations/other comments:

Successful completion of an initial lab inspection is required for approval letter release.
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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?
I “YES”, also complete Parts B, C, D. Ifyes, the NIH{ Guidelines apply: If“NO”, fnish 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
Ifves, the OSHA bloodborne pathogens standard and CDC/NIFH BMBL apply.
Does the study involve ANY infectious agents? X
If ves, the CDC/NIH BMBI applies.

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

Yes | No
Section I1I-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 LDs < 100 ng/kg; Major Actions <
(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 neurotoxin)
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 (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
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
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 virulence)
Section ITII-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 El-deleted rAds vectors (RG2) would be “YES", RG2
Section ITII-D-4 - studies involving whole animals X |1
Note if the housing / husbandry assessment is different from the administration / tissue collection assessment
Section III-D-5 . studies involving whole plants X
Section III-D-6 - Experiments involving more than 10 L culture X
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-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 1-deleted rAdS vectors (RG2) would be “NO” (superseded by Section II}-D-1)

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

Talls under 111-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” ifall listed rDNA / synthetic DNA experiments are exempt
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