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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 2
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 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 (RG1) might be
“YES”, RGI (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 2
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 ¥AdS5 veciors (RG2) wounld 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 ITI-D-6 - Experiments involving more than 10 L culture X
Section ITI-1-7 - studies involving H2N2, H5N1 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lentivirus and E I-deleted ¥AdS vectors (RG2) would be “NO” (superseded by Section III-D-1)
Section ITI-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
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?

4. Select Agents or Toxins regulated by the Federal Select Agent Program, including Botox®,
5. Agents assigned BSL3, ‘NIH Guidelines’ Risk Group 3 agents (other than mycobacteria, Retroviruses, and VSV), or

6. 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. 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: Serra-Moreno, Ruth Reviewer: Toru Takimoto

Title: 1. Autophagy manipulation by SARS-CoV-2
2. Role of the SARS-CoV-2 spike protein in Tetherin/BST2 and SERINCS antagonism

IBC Grant/Project Registration #: IBC-GNT-Serra-Moreno-20-023
UCAR number: N/A

Project description:

The PI added one project investigating the role of BST2/Tetherin in restricting various enveloped viruses. [JJJi
N I 5ST> scncs fom 3

bat species and also obtained kidney and lung cell lines of bats from a researcher at the University of Colorado.
They also synthesized 4 viral genes from bat Coronavirus RatG13. These genes are considered to counteract BST2
function. They plan to individually transfect these genes into human and bat cells and assess their ability to
downregulate BST2 expression levels. They will do the reciprocal experiments by transfecting the same genes from
SARS-CoV-2.

They also analyze bat viruses Kaeng Khoi virus (Orthobunyavirus) and Mount Elgon bat virus (Rhabdovirus) to see
if these bat viruses are more susceptible to human Tetherin/BST2 than the bat Tetherins. These viruses will be
obtained from BEI resourses (BSL.2). Human and bat cells will be infected with these bat viruses and the amount of
viruses produced will be quantified. Similar experiments will be done in the same cell lines, but the cell lines will
be engineered to be defective of their corresponding BST2 gene.

Agent description: Bat viruses Kaeng Khoi virus strain PSC-19 and Mount Elgon bat virus, strain
BP-846
Bat cell lines (Pteropus alecto — black flying fox) PaKiT01, PaLuT02
K-12 E. coli containing plasmids

Animal model: N/A

Administration method: N/A

Date of last Lab Survey: 6/4/2024

Lab Safety Training: 1 person due for LST as of 8/28/2025
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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
Bat viruses Kaeng BSL2
Khoi virus strain PSC-
19 and Mount Elgon
bat virus, strain BP-
846
Bat cell lines 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:

Previously approved experiments can continue as previously approved.

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

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

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 LDsp < 100 ng/kg; Major Actions X

(Cloning/expression of toxins lethal for vertebrates at an LDsy of less than 100 nanograms per kilogram body weight — examples include
botulinum toxins, tetanus toxins, diphtheria toxin, Shigella dysenteriae neurotoxin)

Section III-C - Human Gene Transfer X
(use of recombinant or synthetic nucleic acid molecules in humans)
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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 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 (RG1) might be
“YES”, RGI (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 2
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 ¥AdS5 veciors (RG2) wounld 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 ITI-D-6 - Experiments involving more than 10 L culture X
Section ITI-1-7 - studies involving H2N2, H5N1 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 ¥AdS vectors (RG2) would be “NO” (superseded by Section III-D-1)
Section ITI-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
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 Toru Takimoto. Marty Pavelka 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. Cesare Orlandi — IBC-GNT-Orlandi-20-030 — human tissue and cell lines, £. 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-Majewska-10-103 — UCAR 2007-025E/102217 — add additional transduced/transfected mouse
cells/cell lines for administration to mice: mouse CAR-T (generated using ecotropic pMSCV based
retrovirus vector as per hitps:/www.nature.com/articles/s41590-023-01498-x#Sec1 1), and mouse GL-261
cell line, both of which may be transfected at UR to express human HER2 and/or fluorescent proteins
(luciferase, TdTomato) using plasmids from Addgene. Can all of these be added to the G form at
BSL1/ABSLI and an rRV form be generated? Yes.

o IBC-GNT-Rappold-25-028 — creating new G/project form for the following study collecting human
blood, urine, and tissue.

A Phase 3, Single-arm, Multicenter Study to Evaluate the Efficacy and Safety of UGN-104, a
Novel Formulation of UGN-101, for the Treatment of Patients With Low-grade Upper Tract
Urothelial Cancer (LG-UTUC)

Exclusion criteria relevant to biosafety: non-pregnant, received BCG treatment for UC during the 6
months before enrollment

RSRB pending, and the study product UGN-104 does not require assignment of a BSL by the IBC.
Can this new IBC G/project form be created and the human blood, urine, and tissue be assigned BSL2?
Yes.

e Exempt protocols - None

e Discussion Item: Healthy animal adoptions — feasibility of adopting out un-dosed siblings of rodents that
have received AAV vectors intracranial, in utero? (Nolan/Rosenber ger)

o Per https://grants.nih.gov/policy-and-compliance/policy-topics/air/adoption, NIH supports a research
institution’s decision to adopt out their research animals (also called “rehoming”) following the completion
of the NIH-supported research. This decision is up to the research institution, should they deem the animals
appropriate for rehoming.

o See rodent-relevant adeno-associated virus (AAV) vector discussion at 7/14/2021 and 10/20/2021 IBC
meetings.

o See also NIH’s 2019 webinar “The 4" R: Rehoming, Retirement and Release” at
https://olaw.nih.gov/education/educational-resources/webinar-2019-06-13.htm, relevant transcript
excerpt:
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e}

- “The animal must not have been administered any drugs other than FDA approved human or veterinary
drugs, food supplements, or pharmaceutically compounded veterinary drugs. If any FDA approved
drugs have been administered to the animal, this information should be disclosed to the potential
adopter. We want to make sure the health history for the animal is clear.

- Obviously, animals which have been exposed to infectious agents are not eligible for adoption as this
would pose a risk not just to other animals but also potentially to people as well.”

The question is for un-dosed siblings. Dosed rodents express a fluorescent protein detectable via
imaging.

The FDA guidance for pets https://osp.od.nih.gov/policies/biosafety-and-biosecurity-policy/release-of-
client-owned-animals-after-participation-in-research-subject-to-nih-guidelines-for-research-involving-
recombinant-or-synthetic-nucleic-acid-molecules-nih-guidelines/ does not apply. However, the
informed consent document required in that policy could be helpful as a guide to communicate risks to
the treated animal, other animals, and the owner, including potential mitigation strategies in regard to
contact with excretions.

The Committee discussed and decided to follow shedding criteria used for human gene transfer studies
with AAV vectors that have been reviewed (e.g. CLN5-200 on IBC-HS-Ciafaloni-21-017 also
administered intracranial), i.e. hold adoptions until 60 days after separation from dosed littermates.
After 60 days from potential exposure there would be no known risk from the un-dosed siblings to
other animals, the owner, and no special handling for secretions would be required.

Similar to other adoptions, release would require endorsement by the attending veterinarian.

e Discussion Item: Protocol Review Form (Rosenberger)

e}

The Committee discussed the Protocol Review Form and updated “Title’ to ‘New or Updated Title(s)’

o Discussion Item: Web-based software for IBC — desirable deliverables?

e}

The Committee discussed and at present, from a Principal Investigator (PI) standpoint, the most
desirable deliverable is to be a repository for the PI’s most current IBC forms — eliminates need to
search through email or years of IBC submittals

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

e}

Relevant to NIH Intramural Programs on August 22, 2025, NIH’s Office of Science Policy sent the
following notice:

NIH Releases Implementation Plan to Drive Gold Standard Science
Today, NIH released its implementation plan for driving gold standard science. NIH’s Gold Standard
Science Implementation Plan outlines our key accomplishments to date and presents a transparent vision

for the road ahead.

To learn more and to access the plan, please see the statement issued today by NIH Director, Dr. Jay
Bhattacharya.

Questions may be sent to SciencePolicy@od.nih.gov.

e Adjournment: 3:57pm
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University of Rochester
Institutional Biosafety Committee Meeting
Wednesday, September 3, 2025
3-SPM
Location: Zoom/teleconference meeting

The next IBC meeting is scheduled for 9/17/2025.

University of Rochester:

The University of Rochester does not perform “dangerous gain-of-function research” as defined by the 5/5/2025
Exccutive 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 (aerosol 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 — 8/20/2025

Marty Pavelka asked if there were any comments, concerns or issues with the meeting minutes for 8/20/2025. A
motion was made to approve the 8/20/2025 IBC meeting minutes by Allen Bennett. Kate Nolan seconded the
motion to approve the 8/20/2025 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 12 September 3, 2025




image2.tiff
Type of Protocol Review:

Principal Investigator:

Title:

IBC New

Martinod, Kimberly

Reviewer: Marty Pavelka

Use of blood cells, primary cells, and cell lines in the study of
thromboinflammation/immunothrombosis

IBC Grant/Project Registration #:

UCAR number:

Project description:

IBC-GNT-Martinod-25-010

2025-0XX/102619 (pending submission)

This project will examine inflammation by neutrophil extracellular traps (NETSs). Parts of the project will use
human and mouse cells, some of which will be incubated with live or heat-killed Staphylococcus aureus cells,
while other experiments will be mouse models of infections using Candida albicans, Staphylococcus aureus,
Staphylococcus epidermidis. Tissues will be collected, homogenized and plated for bacterial burden. Some cell
sorting will be performed as well, but these samples will be fixed.

Agent description:

Animal model:
Administration method:

Date of last Lab Survey:

Candida albicans, Staphylococcus aureus, Staphylococcus epidermidis,
human cells/cell lines (cell lines may have been immortalized by
recombinant methods), mouse cells/cell lines

Mouse

intravenous

Pending initial lab inspection

Lab Safety Training: Current and in compliance as of 8/28/2025
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 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
Candida albicans BSL2 ABSL2 ASBL2 [ ASBL2| ABSL2
Staphylococcus aureus BSL2 ABSL2 ASBL2 | ASBL2| ABSL2
Staphylococcus BSL2 ABSL2 ASBL2 [ ASBL2| ABSL2
epidermidis
Human cells, cell lines BSL2
Mouse cells, cell lines BSL1 BSL1
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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:
L Form:

1. Biological safety cabinet needs updated certification date
2. Section V, Q3. No details on homogenization precautions.

G Form:

1. Table 1.3.a shedding questions: not comparable with precedent for bone infections?

2. Will PI verify heat-kill of S. aureus?

3. Mention of genctic mutants, clarify what this means: generating mutants of mammalian or microbial cells,
or obtaining them from others.

BSO Note: CDC and USDA import permits were obtained for mouse tissues containing S. qureus and S.
epidermidis in this proposal, imported from Belgium.

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 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
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 LDsp < 100 ng/kg; Major Actions X

(Cloning/expression of toxins lethal for vertebrates at an LDsy of less than 100 nanograms per kilogram body weight — examples include
botulinum toxins, tetanus toxins, diphtheria toxin, Shigella dysenteriae neurotoxin)

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 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 ¥AdS5 veciors (RG2) wounld 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
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Yes [ RG | No

Section ITI-D-5 - studies involving whole plants X
Section ITI-D-6 - Experiments involving more than 10 L culture X
Section ITI-1-7 - studies involving H2N2, H5N1 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 B I-deleted rAdS veciors (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 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

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 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 Mod in conjunction with 5 year update
Principal Investigator: Serra-Moreno, Ruth Reviewer: Toru Takimoto

Title: 1. New Insights into the interplay between HIV and the autophagy machinery
2. BCA2 Es modulation on NF-kB and its role in proviral latency
3. Role of SERINCS in the silencing of non-self-DNA

IBC Grant/Project Registration #: IBC-GNT-Serra-Moreno-20-021
UCAR number: N/A

Project description:

This modification adds a project studying the role of SERINCS in silencing of non-self-DNA. SERINCS is a
restriction factor that blocks the entry of HIV and SARS-CoV-2 to target cells. To understand the function of
SERINCS, they test the activity of SERINCS in inhibiting various DNA virus replications, such as Vaccinia Virus
(from Dr. Brian Ward), adenovirus 5 (single-cycle adenovirus construct, BEI# NR-52390) and human
cytomegalovirus (from Dr. Joshua Munger). They plan to uncover the molecular mechanism by which SERINC5
specifically restricts non-self-DNA. They will do mutagenesis studies, proteomic studies, and immunofluorescence
studies. The agents included in this new project are Human cytomegalovirus expressing GFP, vaccinia virus
expressing fluorophore, single cycle adenovirus 5 (This is from BEI, NR-52390, It is an adenoviral vector
engineered to express human ACE2. It is a replication-incompetent, recombinant adenoviral vector used for
transducing cells once, but can only multiply in cells which express E1, such as Human Embryonic Kidney (HEK-
293) cells. They are all BSL2.

Agent description: Human cytomegalovirus expressing fluorescent protein(s)
Vaccinia virus expressing fluorescent proteins
Adenovirus vector expressing fluorescent protein(s) and human ACE2

Animal model: N/A
Administration method: N/A
Date of last Lab Survey: 6/4/2024
Lab Safety Training: 1 person is due for LST as of 8/28/2025
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 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 BSL2
cytomegalovirus
expressing fluorescent
proteins
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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| _ . . . . . .
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
Vaccinia virus BSL2
expressing fluorescent
proteins
Adenovirus vector BSL2
expressing fluorescent
protein and human
ACE2

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

Special considerations/other comments:

Previously approved experiments can continue as previously approved.

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)? 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
(The deliberate transfer of a drug resistance trait to microorganisms that are not known to acquire the trait naturally, if such acquisition X
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
(Cloning/expression of toxins lethal for vertebrates at an LDs, of less than 100 nanograms per kilogram body weight — examples include X
botulinum toxins, tetanus toxins, diphtheria toxin,_Shigella dysenteriae neurotoxin)
Section III-C - Human Gene Transfer
(use of recombinant or synthetic nucleic acid molecules in humans) X
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