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Institutional Biosafety Committee

Formal Actions Taken in July 2025



	CONVENED MEETING:  July 10, 2025



	ATTENDANCE



Voting

	Attended
	Primary Members 
	
	Alternate Members

	
	
	
	

			☒
	Chad Rappleye, Chair
	☐	Long-Sheng Chang

	
	Microbiology
	rDNA, HGT
	
	Pediatrics
	rDNA,  HGT

	
	
	
	☐	Nathan Denlinger

	
	
	
	
	Hematology
	Hematology

	☒
	David Puskas, Institutional Biosafety Officer
	☒
	Holly Ferris, Assistant Biosafety Officer

	
	EHS
	
	
	EHS
	rDNA, Bio

	
	
	
	☒
	Anthony Dent, IBC Coordinator

	
	
	
	
	ORRP
	rDNA, Bio

	☒	Monica Venere, vice chair
	☒	Adriana Forero

	
	Radiation Oncology
	rDNA, Bio
	
	Microbial Inf/Immun.
	rDNA, Bio

	☒	Jacob Yount
	rDNA, Bio
	☐	Sumit Ghosh
	rDNA, Bio

	
	Microbial Inf/Immun.
	
	
	Nationwide Children’s – ext.
	

	☒	Brad Youngblood
	☐	Carrie Freed

	
	ULAR
	Animal
	☐	Judy Hickman-Davis
	

	
	
	
	☐	Stacey Meeker
	

	☐	Ian Davis
	☒	Daniel Conway

	
	Veterinary Biosciences
	rDNA, Clin
	
	Biomedical Engineering
	rDNA, Bio

	☐	Christopher Taylor
	☐	TBD

	
	Plant Pathology
	Plant rDNA
	
	
	

	☐	Antoinette Marsh
	
	☒	Amanda Panfil
	

	
	Veterinary Preventive Med.
	Bio
	
	Veterinary Biosciences
	Bio, rDNA

	☒	Maera Flynn
	☐	TBD

	
	Ohio EPA- external
	Bio
	
	
	

	☒	Matthew Bolenbaugh
	Bio
	
	
	

	
	Columbus Public Health- external
	
	
	
	





Non-Voting

	Present:
	Office of Responsible Research Practices (ORRP)

	
	

	☒	Linda Neidhardt, Program Director, Office of Research Compliance

	☒	Allison McMurray, IRB Protocol Analyst



	CALL TO ORDER



Dr. Rappleye called the meeting to order at 10:00 a.m. via videoconference and the meeting was adjourned at 11:15 a.m. The Committee retained quorum for the entire meeting.

	GENERAL DISCUSSIONS



· The Minutes from the July meeting were made available to the Committee in sufficient time for review.  The Committee had no concerns and approved the July minutes (For:  09; Against:  09).
· Institutional Biosafety Coordinator informed the committee of a recent change to the Ohio Administrative Rule 3745-570-204.  The new rule would require use of a fifteen per cent sodium hypochlorite solution volume per volume when treating cultures consisting of liquid culture media or of solid agar media with only surface growth. This updated rule only applies to the disposal of infectious waste.  The Ohio State University uses incineration as its disposal process and this rule does not affect this institution. 

	Human Clinical Trials



	2020R0114-R1
	OSU-20103: A Pilot Phase I Trial of IL-21 Expanded, Off the Shelf, Third-Party Natural Killer (Renewal 1)
John Reneau

	Committee 
Decision
	The Committee REQUIRES MODIFICATION to the biosafety protocol

	Biosafety
Risk
Assessment
	· Biosafety Level: BSL-2   
· Type of Research: Biohazard Clinical Trial
· NIH Guidelines: None


	Total Votes: 09    For: 09 Against:  00  Abstained:  00

	Biohazards
	Human source materials – skin, lymph node, tumor biopsy, blood. (RG2)

	rDNA
	Host(s):
· None
Vectors: 
·  None
Transgene expression:
· None


	Committee Review
	Key Points:

1. Descriptive Summary: Will samples collected be analyzed at OSU or sent to the sponsors lab for analysis?
2. Descriptive Summary: Since the material is potential infectious, please state that the tubing and needle will be disposed of in a sharps container and all other waste including tubing will be disposed of in biohazardous waste.
3. Descriptive Summary: How will spills be treated? Please include disinfectant and contact time. Also state staff cleaning spills will wear proper PPE, gloves, eye protection, mask and disposable gown.
4. Descriptive Summary: Please explicitly state so personnel are aware that all samples will be CMV positive.
Requirements to be completed:
NIH guideline training: Completed
Lentiviral Training: Not Required
Occupational Health Risk Assessment Tool: Completed
Responsible Conduct of Research training: Completed
Conflict of Interest disclosure: Completed




	2025R0045
	OSU-25127: Randomized Study of DOC1021 Dendritic Cell Immunotherapy in Combination with Standard of Care for Newly Diagnosed Adult Glioblastoma
James Elder

	Committee 
Decision
	The Committee APPROVED to the biosafety protocol

	Biosafety
Risk
Assessment
	· Biosafety Level: BSL-2
· Type of Research: Biohazard Clinical Trial
· NIH Guidelines: Section III F (1)


	Total Votes: 09    For: 09 Against:  00  Abstained:  00

	Biohazards
	DOC1021 (RG2)
Human Source tissue [Blood, Tumor tissue] (RG2)

	rDNA
	Host(s):
· Autologous Dendritic Cells
Vectors: 
·  None
Transgene expression
· tumor-derived mRNA, committee concluded that this is unmodified, endogenous mRNA and therefore does not constitute recombinant DNA.


	Committee Review
	Key Points:

Requirements to be completed:
NIH guideline training: Completed
Lentiviral Training: Not Required
Occupational Health Risk Assessment Tool: Completed
Responsible Conduct of Research training: Completed
Conflict of Interest disclosure: Completed



	2025R0055
	OSU-25115:A Phase 1/2 Study of A2B395, Allogeneic Logic-gated Tmod CAR T, in Heterozygous HLA-A*02 Adults w/Recurrent Unresectable,Locally Advanced,or Metastatic Solid Tumors That Express EGFR + Have Lost HLA-A*02 Expression
Kai He

	Committee 
Decision
	The Committee REQUIRES MODIFICATION to the biosafety protocol

	Biosafety
Risk
Assessment
	· Biosafety Level: BSL-2   
· Type of Research: Recombinant DNA, Biohazard Clinical Trial
· NIH Guidelines: Section III C; E (1)


	Total Votes: 09    For: 09 Against:  00  Abstained:  00

	Biohazards
	Human Source tissue [ Blood, tumor tissue, urine] – (RG2)
A2B395, an allogenic logic-gated Tmod CAR T – (RG2)

	rDNA
	Host(s):
· CAR-T Cells
Vectors: 
·  Commercially transduced with LVV
Transgene expression:
· fully human anti-EGFR scFv fused to a CD28/4-1BB/CD3ζ CAR activator component
· humanized anti-HLA-A*02 scFv fused to an LIR-1 CAR blocker component,
· β2M shRNA


	Committee Review
	Key Points:

1. Descriptive Summary: Please spell out abbreviations: xT, CDx.
2. rDNA Work, Section 1: For Tissue/Cell Culture, please delete “Human” and indicated “Not Applicable” as you will not generating A2B395 cells.
3. Biohazard Identification: Human Source Material: Please include bone marrow as you indicated in Descriptive Summary that various human source materials (e.g., blood, tumor tissue, urine, bone marrow) will be obtained.
Requirements to be completed:
NIH guideline training: Completed
Lentiviral Training: Completed
Occupational Health Risk Assessment Tool: Completed
Responsible Conduct of Research training: Completed
Conflict of Interest disclosure: Completed




	2025R0057
	A Phase 1b First-in-Human, Open-Label, Dose-Finding Trial to Evaluate the Safety and Tolerability of SGT-212 Delivered via Dual Intradentate Nucleus (IDN) and Intravenous (IV) Administration to Participants With Friedreich’s Ataxi
Yasushi Kisanuki

	Committee 
Decision
	The Committee REQUIRES MODIFICATION to the biosafety protocol

	Biosafety
Risk
Assessment
	· Biosafety Level: BSL-2  
· Type of Research: Recombinant DNA, Biohazard Clinical Trial
· NIH Guidelines: Section III C


	Total Votes: 09    For: 09 Against:  00  Abstained:  00

	Biohazards
	AAV serotypehu68 (RG1)
Human Source Samples (RG2)

	rDNA
	Host(s):
· Human
Vectors: 
·  AAV serotypehu68 (rAAVhu68.CB7.CI.hFXNco.rBG)
Transgene expression:
· Human FXN (frataxin) mitochondrial iron transport protein


	Committee Review
	Key Points:

1. Descriptive Summary: Please clarify if you will be performing a skeletal biopsy or a skeletal muscle biopsy.
2. Descriptive Summary: Ethanol concentration should be 70%
3. Descriptive Summary: Please include a contact time of 30 minutes for 10% bleach.
4. Descriptive Summary: Please discuss the specific risks associated with the various human source materials (Blood/plasma, urine, cardiac and skeletal biopsies) to be collected during the trial and their mitigation strategy.
5. Descriptive Summary: Please spell out abbreviations: “f.c.”, “IPA”, “CRA”.
6. Exposure Assessment and PPE: Ethanol concentration should be 70%
7. Exposure Assessment and PPE: Please describe possible occupational and environmental consequences when exposed to the various human source materials to be collected.
8. Exposure Assessment and PPE: Although rAAVs are not known to cause any diseases in humans or animals, potential toxicity following IDN administration should be mentioned. Also, heart and liver have been identified as potential toxicity targets following IV administration.
9. Exposure Assessment and PPE: Decontamination with chlorine bleach (10%) should be 30 (but not 10) minutes or longer before disposal. Please correct.
10. Occupational Health Risk Groups: The highest biocontainment level should be BSL2 as various human source materials will be collected. Please correct.
Requirements to be completed:
NIH guideline training: Completed
Lentiviral Training: Not Required
Occupational Health Risk Assessment Tool: [REDACTED]
Responsible Conduct of Research training: Completed
Conflict of Interest disclosure: Completed




	Recombinant DNA Protocols



	2015R0057-R2
	Characterizing NK Cell and Innate Lymphoid Cell Development and Function through Experimental Immunobiology
Bethany Mundy-Bosse

	Committee 
Decision
	The Committee REQUIRES MODIFICATION to the biosafety protocol

	Biosafety
Risk
Assessment
	· Biosafety Level: BSL-2, ABSL-2   
· Type of Research: Recombinant DNA, Biohazards, Animal
· NIH Guidelines: Section III D (1), (4); E (1), (3)


	Total Votes: 08    For: 08 Against:  00  Abstained:  00

	Biohazards
	human blood and tissue samples [bone marrow, secondary lymphoid tissues, tumor samples, uterus, liver, pancreas, intestinal samples] (RG2)
Retroviral vectors [third-generation] (RG2)
E. coli (RG1)
Primary human patient cells (NK, ILC) (RG2) 
human cell lines (293T, Phoenix-gp, NK-92) (RG2)
mouse cell lines (OP9, OP9-DL) (RG1)

	rDNA
	Host(s):
· Primary human cells (healthy and AML patients)
· Human cell lines (293T, Phoenix-gp, NK-92)
· Mouse cell lines (OP9, OP9-DL1)
Vectors: 
·  lentivirus system (self-inactivation UTR, separate gag-pol, and VSVg envelope plasmids): RG2
· retrovirus systems for shRNA expression (separate genome, gag-pol, and VSVg envelope sources): RG2
· virus-like particles (VLPs lacking viral genetic material) for CRISPR/Cas9 genome editing: RG1
Transgene expression:
· FCGF1A (IgG receptor for NK-cell antibody-mediated cytotoxicity)
· SAE1 (SUMO-activating enzyme for postranslational modification of proteins)
· CD200 (ligand for CD200 checkpoint receptor)

gene deletion/knock-down
· T-bet, Eomesodermin, AHR (transcription factors for NK cell development)
· NKG2A (suppression of NK cell activity)
· NOTCH genes, MEK1, MEK2 (receptors and signal transduction for NK development)

genetically modified mice
knock-out mice:
· SMAD3, ROR-γ, FLT3, IL-18Ra, NKp46, floxed miR-29b, GR, Id2, mir-142, MEK1 (development factors and signals)
· FCer1g (immunoglobulin receptor for mCMV infections)
· L-selectin, Ncam1 (immune cell trafficking)
· AHR, Nod-SCID-γ (immunosuppressed hosts for xenografts)
· miRNA-expression or knock-out mice (NK development)

mice for expression
· Td-tomato, GFP, ZsGreen (for fate tracing)
· Cre-recombinase controlled by Klrc1, EOmes, Rosa26, NKp46 (NK specific expression)
· human IL-15 (regulates ILC development in xenograft studies)


	Committee Review
	Key Points:

1. Getting Started: The question "Will viable genetically - modified (with recombinant or synthetic nucleic acids) microorganisms be tested in whole animals?" should be marked "YES" since recombinant CMV will be injected into animals and the corresponding section is completed.
2. Descriptive Summary: Details concerning transportation of biohazards to/from lab and animal facility are missing.
3. Descriptive Summary: Remove allergies, bites, anesthesia gasses as biohazards for animal work Remove busulfan section as this is chemical hazard, not biohazard Address potential shedding of mCMV and risk to animal care staff
4. Descriptive Summary: Inaccurate statement “. Viral vectors are not directly introduced into animals in any of our in-vivo studies. “ since recombinant CMV is being delivered to mice in vivo”
5. Descriptive Summary: Clarify generic statement “The danger increases when the genes being altered are essential or potentially harmful to human health, for example, deleting tumor suppressing genes or overexpressing oncogenes” by listing specific genes that function as tumor suppressors or oncogenes being used in the studies.
6. Descriptive Summary: Clarify vague statement “avoid using sharps in the presence of human source materials” by specifying which procedures that normally require sharps will be altered and how they will specifically be altered.
7. Descriptive Summary: Explain “before being tested functionally in vitro using 3T3 and vero cells” - what “function”
8. Descriptive Summary: Clarify here or in rDNA section the “virus-like particles” and how they are generated instead of simply supplying reference. Which viral proteins are being produced, what cargo is contained (and how are they engineered/assembled), how are the viral proteins assembled, etc (explain salient features of expression and packaging plasmid, etc.)
9. Rodent Gene Transfer: Clarify if Flt3 considered a tumor suppressor as it regulates cell survival and proliferation.
10. Rodent Gene Transfer: Clarify mouse lines as to which are knock-out vs expression. For example:
a. Smad3 mice - are these Smad3 knockouts or overexpression
b. Flt3tg - what is tg ("transgenic" meaning ectopic/over expression?)
c. what is -Yc-
d. which miRNAs and are they KO or expression?
e. tg
f. is this CD45.1 expression or KO? What is FVB?
11. Clarify transgene #8 - what GVHD studies and what staphylococcus infections?
12. rDNA Work, Section 1: Lacks description for aspects mentioned in descriptive summary:
a. beta-microglobin, MHC knockout
b. modified CMV lacking the IgG-binding protein
13. rDNA Work, Section 1: Include mice as hosts if receiving any rDNA (e.g., infection with modified CMV)
14. rDNA Work, Section 1: What is OP9-DL1 and how is it modified from OP9?
15. rDNA Work, Section 1: Clarify which envelope proteins are used in which systems (VSVg vs BaEV-LV) in lentivirus vs retrovirus vs VLPs.
16. rDNA Work, Section 1: Provide more information on transgenes and expression systems for generation of VLPs.
17. Exposure Assessment and PPE: Address risks to personnel who might come into contact specifically with VLPs containing genome-editing sequences.
18. Exposure Assessment and PPE: Address biosafety risks to personnel who are accidentally inoculated with xenograft material with and without rDNA.
19. Exposure Assessment and PPE: Remove "Bacterial contamination to the environment is rare due to the reason that liquid waste materials will be treated with bleach (final concentration 10%) before being disposed. " Remove "all laboratory staff undergo hands-on training with experienced technicians and animal care staff before beginning any work with animals."
20. Exposure Assessment and PPE: Address risks to personnel due to accidental inoculation with virus expressing the different transgenes, especially those expressing oncogenes, reducing tumor suppressor function (Flt3?), or reducing immunity.
Requirements to be completed:
NIH guideline training: Completed
Lentiviral Training: Completed
Occupational Health Risk Assessment Tool: [REDACTED]
Responsible Conduct of Research training: Completed
Conflict of Interest disclosure: Completed




	2015R0074-R2
	Factors in periodontal development and regeneration
Brian Foster

	Committee 
Decision
	The Committee REQUIRES MODIFICATION to the biosafety protocol

	Biosafety
Risk
Assessment
	· Biosafety Level: BSL-2, ABSL-2   
· Type of Research: Recombinant DNA, Biohazards, Animal
· NIH Guidelines: Section III D (1), (4); E (1), (3)


	Total Votes: 08    For: 08 Against:  00  Abstained:  00

	Biohazards
	Lentivirus (RG2)
E. coli (RG1)
Mach1 T1R competent cells (RG1)
TOP10 chemically competent cells (RG1)

	rDNA
	Host(s):
· E. coli (Mach1, TOP10)
Vectors: 
· pCR®II-TOPO® TA cloning plasmid 
· Lentivirus with TNAP-D10: 
Transgene expression:
· Ibsp (Integrin binding sialoprotein) - Mouse extracellular matrix protein
· Spp1 (Secreted phosphoprotein 1) - Mouse extracellular matrix protein
· Alpl (Alkaline phosphatase liver/bone/kidney) - Mouse enzyme involved with mineralization
· Irf8 (Interferon regulatory factor 8) - Mouse or human, involved in immune response and bone remodeling
· TNAP-D10 - Recombinant human form of tissue non-specific alkaline phosphatase that is encoded by a lentivirus construct.  The TNAP protein is involved in bone and tooth mineralization and is not harmful.



	Committee Review
	Key Points:

1. Descriptive Summary: Please outline what safer sharps practices will be utilized while working with lentiviral vector systems in vivo.
2. Descriptive Summary: Describe transport of biohazardous material.
3. Descriptive Summary: It doesn't seem that risks related to human cells and human source material is addressed.
4. Descriptive Summary: Clarify in the descriptive summary what will be done with the human and murine cells, including downstream assays. Plasmid vectors are mentioned in relation to cloning of PCR products from human saliva. Will rDNA somehow be used with the human and murine cells?
5. Descriptive Summary: The use of UV lights in BSCs is no longer recommended, so remove "the UV light for 15 minutes with sash completely closed" and the use of a UV light can cease if being used.
6. Procedures, Locations & Inspections: Also chose viral work.
7. Locations (continued): Lab inspection dates need to be updated.
8. Rodent Gene Transfer: As lentivirus will be injected into the mice select "yes" for "Does this experiment use viruses?"
9. rDNA Work, Section 1: If the genes listed below are introduced as rDNA into the human cells or murine cells, they need to be in the Descriptive Summary.
Requirements to be completed:
NIH guideline training: Completed
Lentiviral Training: Not Required
Occupational Health Risk Assessment Tool: Completed
Responsible Conduct of Research training: Completed
Conflict of Interest disclosure: [REDACTED]




	2020R0028-R1
	Systemic and mucosal immune responses to COVID-19
Purnima Dubey

	Committee 
Decision
	The Committee REQUIRES MODIFICATION to the biosafety protocol

	Biosafety
Risk
Assessment
	· Biosafety Level: BSL-2, ABSL-2   
· Type of Research: Recombinant DNA, Biohazard, Animal
· NIH Guidelines: Section III D (4)


	Total Votes: 08    For: 08 Against:  00  Abstained:  00

	Biohazards
	Biohazards: E. coli (DH5alpha and BL21DE3) (RG1)
Animals: C57BL/6 mice

	rDNA
	Host(s):
· E. coli for recombinant protein production
Vectors: 
·  pET28 -  kanamycin resistance gene for bacterial selection and a T7 promoter for expression of the protein in E. coli.
Transgene expression: (note no coronavirus or other virus is produced/used)
· Coronavirus Spike (S) Protein: WT and Omicron variants
· Coronavirus Nucleocapsid (N) Protein: (purchased commercially)
· Coronavirus Matrix (M) Protein: E. coli with His-tag purification.


	Committee Review
	Key Points:

1. Getting Started: Please select no for “Will human or animal pathogen DNA be cloned into a non-pathogenic prokaryote or lower eukaryote? (lentiviral vector systems must check "yes")”
2. Descriptive Summary: Please specify the safer sharps practices that the lab will employ for the intranasal and intramuscular administration of purified proteins.
3. Descriptive Summary: Please clarify what happens to the liquid waste after treatment with bleach.
Requirements to be completed:
NIH guideline training: Completed
Lentiviral Training: Not Required
Occupational Health Risk Assessment Tool: Completed
Responsible Conduct of Research training: Completed
Conflict of Interest disclosure: Completed




	2020R0076
-R1
	The role of molecular chaperone and bacterial-induced Th17 cells in inflammation and cancer
Bei Liu

	Committee 
Decision
	The Committee DEFERRED to the biosafety protocol

	Biosafety
Risk
Assessment
	· Biosafety Level: BSL-X   
· Type of Research: Recombinant DNA, Biohazards, Animal
· NIH Guidelines: Section III D (1), (3), (4); E (1), (3)


	Total Votes: 08    For: 08 Against:  00  Abstained:  00

	Biohazards
	Human cancer cell lines -- RG2
Human cancer cell lines with lentivirus knockdowns -- RG2
Mice -- RG1
Mice with human xenografts -- RG2
Lentivirus vectors (VSV G pseudotyped) -- RG2
Gut commensal microorganisms -- RG1
Citrobacter rodentium -- RG2 

	rDNA
	Host(s):
· Human multiple myeloma cell lines, lung cancer, ovarian cancer, colon cancer, and breast cancer cell line.
· E. coli DH5a
· HEK293FT cells.
Vectors: 
·  lentivirus
Transgene expression:
· shRNA for targeting human gp96/grp94 - A molecular chaperone, which is responsible for protein folding.
· shRNA for targeting human CNPY3 - a co-chaperone of gp96/grp94 for TLR folding and function.



	Committee Review
	Key Points:

1. Descriptive Summary: Please consider creating a separate protocol for study with commensal bacteria as it doesn’t appear related
2. Descriptive Summary: Clostridium species can be RG2 (C. difficile for example) but are referred to as RG1 here. Please define the Clostridium species you will be using.
3. Descriptive Summary: Citrobacter rodentium is a Risk Group 2 (RG2) pathogen and incorrectly referred to as RG1 here.
4. Descriptive Summary: Citrobacter is not a strain of E. Coli. It is a separate species of bacteria and is highly pathogenic in mice and thus can be used only in the designated mouse pathogens facility on BRT 10th floor.
5. Descriptive Summary: Within the sentence "All work with lentivirus and pathogenic bacteria will be done inside of a BSC" specifically list the pathogenic bacteria for which all work will be done in a BSC and directly state that those mice will be handled in a BSC.
6. Descriptive Summary: The animal protocol is most likely approved at this point so update the language in, "The pending animal protocol (ID: 2020A00000015) is associated with this research protocol."
7. Procedures, Locations & Inspections: Also select viral work.
8. Locations (continued): Animal room that allows Citrobacter infections is not listed here.
9. Exposure Assessment and PPE: Citrobacter is not a strain of E. coli.
10. NIH Section Designation: E1 should be checked for lentivirus vectors
Requirements to be completed:
NIH guideline training: Completed
Lentiviral Training: Completed
Occupational Health Risk Assessment Tool: Completed
Responsible Conduct of Research training: Completed
Conflict of Interest disclosure: Completed




	2025R0037
	Highly Pathogenic Avian Influenza Viruses
Cody Warren

	Committee 
Decision
	The Committee REQUIRES MODIFICATION to the biosafety protocol

	Biosafety
Risk
Assessment
	· Biosafety Level: BSL-2, BSL-3, ABSL-3   
· Type of Research: Recombinant DNA, Biohazards, Animal
· NIH Guidelines: Section III D (1), (2), (4); E (1)


	Total Votes: 07    For: 07 Against:  00  Abstained:  00

	Biohazards
	Biohazards:
· Highly Pathogenic Avian Influenza (HPAI) virus strains (RG3)
· A/dairy cattle/Texas/24-008749-002/2024 HPAI H5N1 clade 2.3.4.4b (GenoFlu genotype B3.13)
· A/turkey vulture/Wyoming/23-012565-001/2023 HPAI H5N1 B3.2 11/15/23 
· A/cougar/Wyoming/23-013854-001/2023 HPAI H5N1 B3.5 11/15/23
· A/duck/Idaho/23-029624-001/2023 HPAI H5N1 B3.7 10/13/23
· A/skunk/Idaho/24-000208-001/2024 HPAI H5N1 B3.6 1/28/24 
· A/goat/MN/24-007234-029/2023 HPAI H5N1 B3.6 3/29/2024 
· A/bovine/Ohio/B24OSU-342/2024(H5N1) clade 2.3.4.4b genotype B3.13
· A/bovine/Nevada/WD-210/2025 (H5N1) clade 2.3.4.4b genotype D1.1
· A/bovine/Nevada/NV-7/2025 (H5N1) clade 2.3.4.4b genotype D1.1
· Rhabdovirus: Vesicular stomatitis virus Indiana strain (RG2)
· NEB 10-beta E. coli (RG1)
· Commercially available cell lines will be used (i.e. 293T, A549, THP-1, U937 etc.) (RG2)
· Airway epithelial cell cultures (RG2)
· Precision cut lung slices (RG2)

	rDNA
	Host(s):
· E-coli
· Human: 
· A549 human lung epithelial cells
· human embryonic kidney epithelial cells (HEK 293T)
· primary human bronchial epithelial cell cultures
· primary human nasal epithelial cell cultures
· human precision cut lung slice tissues
· human lung explants
· Non-human: 
· Madin-Darby canine kidney cells (MDCK)
· primary bronchial epithelial cell cultures (swine/bovine)
· primary nasal epithelial cell cultures (swine/bovine)
· precision cut tissue (lung/mammary/teat) slices (swine/bovine)
· Vero cells (grivet monkey)
Vectors: 
·  pHH21 vector
· pCDNA3.1-eGFP vector
Transgene expression:
· Recombinant  influenza virus: Transcription plasmids for reverse genetics (RG): The full length sequence of the 8 gene segments of influenza virus to create single and multiple reassortants with specific mutations. Expression plasmids for reverse genetics (RG): Coding sequence of all 8 gene segments of influenza virus to support the creation of RG virus.
· HA gene is responsible for virus entry into target cells, and also serves as a major antigenic feature of the virus. 
· The NA gene functions as a protease that cleaves host mucins, as well as enables viral egress from target cells.
· The recombinant genomes will not increase virulence or host range. 


	Committee Review
	Key Points:

1. Descriptive Summary: Include risk of work with VSV
2. rDNA Work, Section 1: Remove chicken and turkey for congruency with descriptive summary
3. Safety Equipment: Update certification dates for Sisson Hall
4. Exposure Assessment and PPE: Include exposure risk of work with human cell lines and tissues (lung slices).
5. Exposure Assessment and PPE: Include exposure risk and mitigation for VSV work.
6. Animals: Remove Chicken and Turkey for congruency with Descriptive Summary.
Requirements to be completed:
NIH guideline training: Completed
Lentiviral Training: Not Required
Occupational Health Risk Assessment Tool: Completed
Responsible Conduct of Research training: Completed
Conflict of Interest disclosure: [REDACTED]




	2025R0049
	In vitro investigation of molecular drivers of endometrial cancer cell malignancy and immune cell reprogramming.
Casey Cosgrove

	Committee 
Decision
	The Committee REQUIRES MODIFICATION to the biosafety protocol

	Biosafety
Risk
Assessment
	· Biosafety Level: BSL-2   
· Type of Research: Recombinant DNA, Biohazards
· NIH Guidelines: Section III D (1), (3); E (1)


	
	Total Votes: 07    For: 07 Against:  00  Abstained:  00

	Biohazards
	· Human cell lines (endometrial cancer lines HEC-1A, -1B, KLE, AN3CA, ISHIKAWA, RL95-2) –(RG2)
· Human cell lines (stromal cells T-HESC, HEK293T): RG2
· Lentivirus – (RG2)
· AAV (RG1)

	rDNA
	Host(s):
· human cell lines (endometrial cancer cell lines, stromal cell lines)
Vectors: 
·  lentivirus (3 plasmid system, CMV promoter for expression, VSVg envelope) for transgene expression
· lentivirus (3 plasmid system, CMV promoter for expression, VSVg envelope) for shRNA production
· lipofection of shRNA plasmid for expression knock-down
Transgene expression:
· DNA mismatch repair (MSH, MSh6, MLH1, PMS2)
· DNA replication (POLE)
· Tumor Suppressor (TP53)
· cGAS/Sting inflammatory pathway genes (TMEM173, TBK1)
· WNT pathway (DKK1, CTNNB1) for cell proliferation genes



	Committee Review
	Key Points:

1. Descriptive Summary: Clarify if flow cytometry involves analysis of unfixed cells and if so, what mitigations are used to prevent exposure to biohazard aerosols.
2. rDNA Work, Section 1: Don’t simply refer to publications or websites for the required information: "Additional information regarding methods, mammalian cell selection, promoter and maps are in the attachments, if present in the manufacturer website (i.e. Origene)." Maps will also not suffice by themselves to provide the information. Provide the requested information: For ectopic expression: What is the general function of expressed transgenes? For shRNA What promoter drives the shRNA transcription? What is the relevant regulation of the promoter or induction? What plasmid is used for transfection of cells by lipofectamine?
3. rDNA Work, Section 1: Remove extraneous information: shRNA Transfection: Cells will be transfected with validated shRNA plasmids or lentivirus particles using a transfection reagent (e.g., Lipofectamine 3000 or similar), following the manufacturer's protocols. When lentiviral shRNA vectors are used, the same lentiviral production and transduction procedures described above will apply. A non-targeting scrambled shRNA will serve as a negative control. Post-Transfection Assessment: At 48- and 72-hours post-transfection, cells will be harvested and gene silencing efficiency assessed by: - qRT-PCR to quantify mRNA knockdown. - WB to evaluate reduction in protein expression.
4. rDNA Work, Section 1: Remove extraneous information about viral particle production and titer: "Transfection will be performed in 10 cm dishes at approximately 70–80% cell confluency. Culture supernatants containing viral particles will be collected at 24, 36, and 48 hours post-transfection. Supernatants will be centrifuged to remove cellular debris, filtered through a 0.45 μm syringe filter, and the viral titer (transducing units per mL) will be estimated by p24 ELISA.  Transduction of Target Cells: Endometrial cancer cells will be seeded at a density that ensures 40–50% confluency at the time of transduction. Viral transduction will be performed using a range of multiplicities of infection (MOIs: 10, 20, 50, and 100), in the presence of 8 μg/mL polybrene to enhance efficiency. Following overnight incubation with viral particles, the medium will be replaced with fresh growth medium. Assessment of Gene Expression:  Cells will be harvested 48–72 hours post-transduction. Gene overexpression will be confirmed by: - Western blotting (WB) for protein-level validation. - Quantitative real-time PCR (qRT-PCR) for transcript-level expression analysis."
5. Exposure Assessment and PPE: Remove statement about "rarity" and just indicate the risk. Remove statements including excuse qualifications like "minimal"
6. Exposure Assessment and PPE: Remove statement about "rarity" and just indicate the risk.
7. Exposure Assessment and PPE: Remove statements including excuse qualifications like "minimal"
Requirements to be completed:
NIH guideline training: Completed
Lentiviral Training: Completed
Occupational Health Risk Assessment Tool: Completed
Responsible Conduct of Research training: Completed
Conflict of Interest disclosure: Completed




	2025R0052
	Epigenetic Reprogramming of Senescent Cells
Paula Agudelo Garcia

	Committee 
Decision
	The Committee REQUIRES MODIFICATION to the biosafety protocol
Return to Reviewers prior to approval

	Biosafety
Risk
Assessment
	· Biosafety Level: BSL-2, ABSL-2   
· Type of Research: Recombinant DNA, Biohazards, Animal
· NIH Guidelines: Section III D (1); E (1)


	
	Total Votes: 07    For: 07 Against:  00  Abstained:  00

	Biohazards
	· Human cell lines – (RG1)
· Human extra cellular vesicles – (RG1)
· Lentiviruses – (RG2)
· E.coli (K-12) – (RG1)
· Animals
· Wild-type C57BL/6 mice

	rDNA
	Host(s):
· E.coli Stbl3
Vectors: 
·  Lentivirus
Transgene expression:
· SIRT1 (Sirtuin 1)  Drives high-level constitutive expression of the SIRT1 transgene in mammalian cells (deacetylases that regulate metabolic and stress responses of cells).  Constitutive expression driven by CMV promoter, neomycin used for selection of stable cell lines.

· 

	Committee Review
	Key Points:

1. Descriptive Summary: Liquid waste should be disposed of through EH&S and not through drains. Please update this section.
2. Descriptive Summary: Indicate risks of working with lentiviral vectors
3. Descriptive Summary: Indicate risk and risk mitigation strategies for work involving human cell lines
4. rDNA Work Section: Please include all plasmid maps available.
5. Exposure Assessment and PPE: Include risks of lentiviral work (insertional mutagenesis, etc) and handling of human cell lines.
6. NIH Section Designation: Check D and D1
7. Biohazard Identification: Add human cell lines
Requirements to be completed:
NIH guideline training: Completed
Lentiviral Training: Completed
Occupational Health Risk Assessment Tool: Completed
Responsible Conduct of Research training: Completed
Conflict of Interest disclosure: Completed




	2025R0053
	Use of Recombinant DNA and Engineered Protein Binders to Study Epigenetic Regulation in DIPG Cell Lines
Kwangwoon Lee

	Committee 
Decision
	The Committee REQUIRES MODIFICATION to the biosafety protocol

Return to Reviewers prior to approval

	Biosafety
Risk
Assessment
	· Biosafety Level: BSL-2   
· Type of Research: rDNA, Biohazard
· NIH guidelines Secction III E (1)


	Total Votes: 07    For: 07 Against:  00  Abstained:  00

	Biohazards
	Biohazards:
Human cell lines (SU-DIPG-IV, BT-869, K562, HEK293F, TeloHAEC) (RG2)

E.coli (K-12, DE3) (RG1)

	rDNA
	Host(s):
· Human cell lines
· E.coli (K-12, DE3)
Vectors: 
·  pET vectors and pCDF-Duet1 for recombinant protein production in E. coli
· pcDNA3.1 for expression in mammalian cells using constitutive CMV promoter
Transgene expression:
· BRD1 (Bromodomain-containing Protein 1). Tested as a natural scaffold for binding acetylated histone tails. Explored as a regulatory or linker domain in modular protein binders
· Histones H3, H4, H2A, and H2B (Wild-type and Mutant), 

	Committee Review
	Key Points:

1. Getting Started: Please select yes to the “Will human or animal pathogen DNA be cloned into a non-pathogenic prokaryote or lower eukaryote? (lentiviral vector systems must check "yes")”
2. Descriptive Summary: Please include biohazard risks associated with handling of human cell lines.
3. rDNA Work, Section 1: Upload vector maps.
4. Exposure Assessment and PPE: Include risk and mitigation strategies associated with cell line work.

Requirements to be completed:
NIH guideline training: Completed
Lentiviral Training: Not Required
Occupational Health Risk Assessment Tool: Completed
Responsible Conduct of Research training: Completed
Conflict of Interest disclosure: Completed




	2025R0058
	Brain repair after injury
Amy Gleichman

	Committee 
Decision
	The Committee REQUIRES MODIFICATION to the biosafety protocol

	Biosafety
Risk
Assessment
	· Biosafety Level: BSL-2   
· Type of Research: rDNA, Biohazard
· NIH guidelines Section III F (1); E (1)


	Total Votes: 07    For: 07 Against:  00  Abstained:  00

	Biohazards
	Biohazards:
· adeno-associated virus (AAV): Risk group 1 pathogen
· human cell line: HEK293 (RG2)
· rat cell line: PC-12 (RG1)
· E. coli Stable competent cells (RG1)
Animals:
· Mice wild-type

	rDNA
	Host(s):
· E.coli (K-12, DE3)
Vectors: 
·  adeno-associated virus (AAV)
Transgene expression:
· CAG promoter, astrocyte enhancer motif, miRNA targeting cassettes, loxP/roxP sites, smV5, smMyc, smFLAG, Ruby,smV5 (synthetic)
· Cre recombinase, Dre recombinase, Co-InCreC, Co-InCreN (bacteriophage)
· GfaABC1D promoter (human gene source)
· P21-p53 tandem response element promoter, AiE0390, AiE0888, Thbs4 promoter, Rpl22-HA (mouse gene sources)
· TurboID (E.coli)
· ERK-Cre fusion proteins (mouse, bacteriophage)


	Committee Review
	Key Points:

1. Getting Started: Please select yes to the “Will human or animal pathogens be used as host-vector systems?”
2. Descriptive Summary: Please include biohazard risks associated with handling of human cell lines.
3. rDNA Work, Section 1: Upload vector maps.
4. Exposure Assessment and PPE: Include risk and mitigation strategies associated with cell line work.

Requirements to be completed:
NIH guideline training: Completed
Lentiviral Training: Not Required
Occupational Health Risk Assessment Tool: Completed
Responsible Conduct of Research training: Completed
Conflict of Interest disclosure: Completed




	AMENDMENTS (ADMINISTRATIVELY APPROVED) 



	Protocol
	Protocol Title and Information
	Date of Determination

	
	
	

	2019R0046-R1-AM2
	Study of the mechanism and translation of adaptive immunity against cancer. (Renewal 1) 
Zihai Li 
	07/01/2025

	2023R0093-AM2
	Role of P4HA1 and Hsp47 in Cancer 
Gaofeng Xiong 
	07/01/2025

	2020R0071-R1-AM1
	Deciphering the role of pollutants in SARS-CoV-2 susceptibility (Renewal 1) 
Estelle Cormet-Boyaka 
	07/16/2025

	2019R0090-R1-AM3
	MicroRNAs and lncRNAs in the heart (Renewal 1) 
Jidong Fu 
	07/16/2025

	2018R0124-R1-AM5
	Ubiquitin Signaling in Acute Lung Injury (Renewal 1) 
Rama Mallampalli 
	07/16/2025

	2022R0113-AM1
	OSU-22287: A Phase I/II, Open-Label Study of PD-1 Knockout Tumor-Infiltrating Lymphocytes (IOV-4001) in Participants with Unresectable or Metastatic Melanoma or Stage III or IV Non-Small-Cell Lung Cancer 
Kai He 
	07/23/2025

	2024R0073-AM1
	OSU-24252: A Phase I/II, Open-Label Study to Investigate the Safety and Efficacy of Membrane Bound IL15 Expressing Tumor-Infiltrating Lymphocytes (OBX-115) in Participants with Advanced Solid Tumors 
Kai He 
	07/23/2025

	2022R0043-AM1
	Delineate the Pathophysiological Effect of Cardiomyocyte-Specific Mitochondrial Stress 
Lufang Zhou 
	07/23/2025

	2015R0004-R2-AM1
	Knock out of target genes in quail (Renewal 2) 
Kichoon Lee 
	07/23/2025

	2015R0053-R1-AM2
	Use of Bovine, Sheep, and Equine Digesta and Feces in Nutritional Studies 
Maurice Eastridge 
	07/23/2025

	2020R0183-AM3
	OSU-20360: Expanded Access Protocol (EAP) for Subjects Receiving Idecabtagene Vicleucel that is Nonconforming for Commercial Release 
Srinivas Devarakonda 
	07/23/2025

	[bookmark: _Hlk204600777]2018R0130-AM5
	Peripheral tumors and central and peripheral inflammation 
Leah Pyter 
	07/24/2025

	2002R0072-R2-AM1
	MICROBIOLOGICAL SAFETY OF FOODS OF ANIMAL ORIGINS (Renewal 2) 
Renukaradhya Gourapura 
	07/24/2025

	2023R0016-AM4
	Dual-payload antibody-drug conjugate for chemo-immunotherapy of triple-negative breast cancers 
Xiaoguang Liu 
	07/24/2025
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	PROTOCOLS & AMENDMENTS (ADMINISTRATIVELYAPPROVED-EXEMPT)



	Protocol
	                                Protocol Title and Information
	     Date of
Determination

	2025R0022-AM1
	TBI Studies with Transgenic Mice 
Olga Kokiko-Cochran
 
Biosafety Level:  BSL- 1
Type of Research: exempt rDNA, animal, rodent gene transfer
	07/16/2025

	2020R0072-AM2
	Human Sample Processing 
Georgios Papachristou 

Biosafety Level:  BSL- 2
Type of Research: human source material
	07/16/2025

	2023R0090
	Mitigating radiation induced soft tissue fibrosis 
Michael Sorkin 

Biosafety Level:  BSL- 1
Type of Research: animal
	07/23/2025

	2020R0082-R1
	Pulmonary Cells and Tissue Bank (Renewal 1) 
Matthew Gorr 

Biosafety Level:  BSL- 2
Type of Research: human source material
	07/24/2025

	2025R0062
	PREVANT - Project 3 
Phillip Yuhas 

Biosafety Level:  BSL- 1
Type of Research: animal, rodent gene transfer
	07/25/2025
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