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	IBC Conflict of Interest Policy reminder


· No member of the UT Southwestern Institutional Biosafety Committee may be involved (except to provide information requested by the Institutional Biosafety Committee) in the review or approval of a project in which he/she has been or expects to be engaged or has a direct financial interest.
· When a member has a conflict of interest, the member, or other participants, should notify the BSP and IBC Chairperson and may not participate in the IBC review or approval except to provide information if the IBC requests such. 

	Call to Order and Approval of Minutes


	Quorum was obtained: A regular meeting of the UT Southwestern IBC was called to order at 11:30 a.m. on June 24, 2025 on the UT Southwestern South Campus and via web conferencing. 

The draft minutes from the meeting held on May 27, 2025 were approved unanimously by the members.

Status: May 27, 2025 IBC minutes were approved with minor changes. 




	Registration Closures (PI requests/PI departures)


PI: Farrukh Awan
Title: Master Protocol to Assess the Safety and Antitumor Activity of Genetically Engineered NY-ESO-1-Specific (c259) T Cells, alone or in combination with other agents, in HLA-A2+ Participants with NY-ESO-1 and/or LAGE-1a Positive Solid Tumors (IGNYTE-ESO)

PI: Samuel Rice
Title: Minimally invasive Image-guided treatment of tumors in an inducible transgenic porcine model

PI: Ganesh Raj
Title: Evaluation of hormone dependent cancers ex vivo

PI: Pradeep Mammen
Title: Uncovering the cardiac phenotype of individuals with SARS-COV-2 and cardiac injury

PI: Lawrence Lavery
Title: Study to Evaluate Bacterial Activity that Drives the Progression of Clinical Infection

PI: Deborah Diercks
Title: Clinical Evaluation of the Panbio™ COVID-19 Ag AnTigen (Ag) Assay in Symptomatic Subjects (CATSS)

PI: Erica Jones
Title: MultiStem Administration for Stroke Treatment and Enhanced Recovery Study


	New Business:



	Reviews



	Pathogen Registration for IBC Review and Authorization. 


PI: Nonyelum Ebigbo
Title: Role of the Microbiome in pathogenesis of Eosinophilic Esophagitis
Note: New 
NIH Guideline Section(s):   N/A
Project Summary:
· Species in the Haemophilus genus (H. parainfluenza specifically) are elevated in the esophagus of patients with active EoE.
· H. parainfluenza will be gavaged in mice with eosinophilic esophagitis to determine if it changes disease severity.
Pathogen not genetically modified: Risk Group 2
Haemophilus parainfluenza, 33967
Animal Model: Mouse
Required Training, Procedures, and Containment:  
In-Vitro Procedures: 
· BSL1 – Standard molecular biology procedures
· BSL2 – Biosafety cabinet use during manipulation of pathogen stocks when procedures involve the generation of aerosols and splashes 
· PPE – Laboratory coat, gloves, and eye protection are required
In-Vivo Procedures: 
· ABSL2 – Inoculation of agent followed by ABSL2 housing
· PPE – Hair bonnet, double gloves, eye protection, face mask, white tie back gown, show covers
Training: All individuals have required training
2024-25 Lab Survey Results: 4 deficiencies found, 4 pending

	Summary:
· No safety concerns
In favor: All
Opposed: None
Abstained: None
Status: Approved with stipulations.  These include: Resolution of survey findings



	Pathogen Registration for IBC review and authorization. 


PI: Venuprasad Poojary 
· Title: Bacteroides spp, Bacteroides fragilis (ETBF), Citrobacter rodentium, Segmented filamentous bacteria (SFB) induced Colon inflammation and Tumorigenesis
· Note: Amendment for the addition of LCMV
· NIH Guideline Section(s): N/A
· Project Summary:
· Studies in the association of chronic inflammation microbial infection as an environmental risk factor for the development of colorectal cancer
· Mice will be injected with LCMV Armstrong intravenously (IV) and 7 days post injection mice will be sacrificed, and T-cell will be studied for immune activation and inflammatory gene expression.  
· Pathogens not genetically modified: Risk Group 2 
· Lymphocytic choriomeningitis virus (LCMV), clone 13 
· Note: Ready-to-use LCMV 
· Host: In vivo only
· Animal Model: Mouse    
· Required Training, Procedures, and Containment: 
· In-Vitro Procedures: 
· BSL1 – Standard molecular biology procedures
· BSL2 – Manipulation of pathogen stocks and cultures when procedures involve the generation of aerosols and splashes 
· PPE – Laboratory coat, gloves, and eye protection are required
· In-Vivo Procedures: 
· ABSL2 – Inoculation of agent followed by ABSL2 housing
· PPE – Hair bonnet, disposable jumpsuit, nitrile gloves, shoe covers, face masks, eye protection
· Training: All individuals have required training
· 2024-25 Lab Survey Results: 11 deficiencies found, all corrected

	Summary:
· LCMV strains used are not neurotropic and can be handled at BSL2 containment and practices.
· No other safety concerns
In favor: All
Opposed: None
Abstained: None
Status: Approved



	Pathogen Registration for IBC review and authorization,. 


PI: Chien-Ting Wu
Title: Virus-host interactions
Note: Amendment
NIH Guideline Section(s): Not applicable for amendment
Project Summary: 
· In-vitro studies on pathogen-host interactions in the respiratory tract.
· Addition of Pseudomonas aeruginosa as a model bacterial respiratory pathogen.
· Comparative analysis of bacterial versus viral pathogen-induced responses.  
Pathogen: Risk Group 2
· Pseudomonas aeruginosa, 10145™, CCEB 481
Animal Model: In vitro only
Required Training, Procedures, and Containment:  
· In-Vitro Procedures: 
BSL1 – Standard molecular biology procedures
BSL2 – Biosafety cabinet use during manipulation of viral vectors and human cell lines when procedures involve the generation of aerosols and splashes 
PPE – Laboratory coat, gloves, and eye protection are required
Training: All individuals have required training
2023-24 Lab Survey Results: 12 deficiencies found, all corrected.

	Summary:
· No safety concerns
In favor: All
Opposed: None
Abstained: None
Status: Approved 



	Recombinant DNA Registration for IBC review and authorization. 


PI: Robert Orchard
Registration Number: RDSR-2023-063
Title: Orchard Lab Virus Protocol
Note: Amendment to add viruses, procedures, and personnel updates
NIH Guideline Section(s):   III-D-1 and III-F
Project Summary: 
· Testing the role of specific eukaryotic factors in regulating the replication of diverse viruses in mammalian cell lines.
· Testing viral production using standard virological assays (e.g. plaque assay, TCID50, flow cytometry on fixed samples, etc.).
· Amendment to add use of new viruses.
· Procedural changes with a previously approved virus (murine Norovirus) to add modifications in which the virus is inactivated upon exposure to light.
Pathogen not genetically modified: Risk Group 2
Parechovirus Type A, Williamson 
Echovirus 23, Williamson 
Aichi virus (pAV-FL)
Lymphocytic choriomeningitis virus (LCMV), clone 13 
Pathogen genetically modified by collaborator: Risk Group 2
· Lymphocytic choriomeningitis virus (LCMV), r3LCMV-GFP
Oncogenes/Tumor suppressor: None 
Toxic Genes: None
Host: Human established cell lines; bacteria 
Notes: Production, purification, and concentration of virus.
Animal Model: In vitro only
Required Training, Procedures, and Containment:  
In-Vitro Procedures: 
· BSL1 – Standard molecular biology procedures
· BSL2 – Biosafety cabinet use during manipulation of viral vectors and human cell lines when procedures involve the generation of aerosols and splashes 
· PPE – Laboratory coat, gloves, and eye protection are required
Training: All individuals have required training
2024-25 Lab Survey Results: 3 deficiencies found, all corrected

	Summary:
· LCMV strains used are not neurotropic and can be handled at BSL2 containment and practices.
· No other safety concerns
In favor: All
Opposed: None
Abstained: None
COI: Dr. Orchard recused
Status: Approved 



	Pathogen Registration for IBC review and authorization. 


PI: Hasan Zaki
Title: Molecular Mechanism of Inflammation and Cancer
Note: Amendment
NIH Guidelines Section(s): Not applicable
Project Summary: 
In vivo use of bacteria to investigate the role of microbiota in colitis pathogenesis. 
Addition of B. fragilis and A. muciniphila.
Pathogen not genetically modified: Risk Group 2 
Bacteroides fragilis, mouse isolate 
Agent not genetically modified: Risk Group 1
· Akkermansia muciniphila, mouse isolate 
Animal Model: Mouse    
Transgenic animals: Yes	Generated at UTSW: No	GDMO: No
Required Training, Procedures, and Containment: 
In-Vitro Procedures: 
· BSL1 – Standard molecular biology procedures
· BSL2 – Biosafety cabinet use during cultivation and manipulation of pathogen stocks and cultures when procedures involve the production of aerosols and splashes 
· PPE – Laboratory coat, gloves, and eye protection are required
In-Vivo Procedures: 
· ABSL2 – Inoculation of agent in a BSC followed by ABSL2 housing
· PPE – Hair bonnet, disposable jumpsuit, nitrile gloves, shoe covers, face masks, and eye protection
Training: All individuals have required training
2024-25 Lab Survey Results: 15 deficiencies found, 8 pending

	Summary: 
Pending survey findings were discussed to be within resolution window. 
No safety concerns. 
In favor: All
Opposed: None
Abstained: None
Status: Approved with stipulations.  These include: Resolution of survey findings.



	Pathogen Registration for IBC review and authorization. 


PI: Lora Hooper
Registration Number: PSR-2025-006
Title: Bacterial regulation of intestinal microbial defense
Note: Renewal
NIH Guideline Section(s): N/A
Project Summary:
Several RG1 and RG2 pathogens along with radioactive isotopes will be utilized to create animal models for studying interactions between the gut and microbiota. 
Tissues will be extracted for downstream applications, such as RNA/DNA extraction for qPCR or histology.
For in vitro research, BSL-2 practices and containment will be implemented for all listed pathogens. For in vivo research, ABSL-2 practices and containment will be implemented for all listed pathogens. 
Pathogens: Staphylococcus aureus, Risk Group 2 
· Methicillin resistant invasive strains CA-126, CA-142, CA-127, CA-548
· Methicillin resistant strain Seattle 1945
· Putative producers of enterotoxins A - E, H - R, and U. Lab will not be working with toxins.
Pathogens: Risk Group 2  
· Candida albicans, strain 3147 
· Heligmosomoides polygyrus 
· Citrobacter freundii, clinical isolate 
· Enterococcus faecalis, strain V583 and clinical isolate 
· Enterococcus faecium, strain VRE and clinical isolate 
· Escherichia coli, W3110, MG1655, clinical isolates 
· Klebsiella pneumoniae, clinical isolates 
· Salmonella enterica serovar Enteriditis, clinical isolate 
· Salmonella enterica serovar Typhimurium, strain SL1344 and clinical isolates 
· Salmonella enterica serovar Oslo, clinical isolate 
· Acinetobacter baumannii, strains 2208 and 5377 
· Bacteroides fragilis, strain RYC2056 
· Bacteroides thetaiotaomicron, strain RYC2056
· Campylobacter jejuni subspecies jejuni, strains CG8421, 81-176, NCTC 11168 
· Enterobacter cloacae subspecies cloacae, strain CDC 442-68 
· Helicobacter pylori, strain 43504 
· Lactobacillus reuteri, strain 100-23 
· Listeria monocytogenes¸ strain EGD-e 
· Pseudomonas aeruginosa, strain Boston 41501 
· Streptococcus pneumoniae, strain TIGR4 
· Vibrio cholerae, strains E7946, C6706 
· Vibrio parahaemolyticus, strain RIMB 2210633 
· Citrobacter rodentium, strain DBS100 
· Helicobacter bilis, strain Hb3 
· Helicobacter hepaticus, strain Hh-2 
· Influenza A H1N1, strain A/PR/8/34 
Pathogens: Risk Group 1 
· Akkermansia muciniphila, strain Muc
· Allobaculum stercoricanis, strain 2CLOS2 
· Segmented filamentous bacteria Candidatus savagella
· Clostridium disporicum, strain NCIB 12424 
· Escherichia coli K12, strains W3100 and MG1655 
· Roseburi intestinalis, strain L1-82 
Host: Mammalian (mouse)
Notes: 
PI will be using ready-to-use Influenza A stocks.  
Antibiotic resistance information has been provided for the following risk group 2 pathogens: C. freundii, C. rodentium, E. cloacae, E. coli, E. faecalis, E. faecium, H. bilis, K. pneumoniae, L. monocytogenes, S. aureus, S. enterica, V. cholerae, V. parahaemolyticus.
For the interstate transport of L. monocytogenes.
All listed agents will be handled to comply with standards for BSL2 containment, including the use of specialized equipment and procedures.
Zoonotic Potential: The PI has confirmed that L. monocytogenes could affect livestock animals which may result in an economic impact according to APHIS. All laboratory personnel must avoid contact with livestock for 5 days following work with active agents.
Animal Model: Mouse; mammalian (established cell line: mouse)    
Required Training, Procedures, and Containment: 
In-Vitro Procedures: 
· BSL1 – Standard molecular biology procedures
· BSL2 – Cultivation and manipulation of pathogen stocks and cultures when procedures involve the production of aerosols and splashes 
· PPE – Laboratory coat, gloves, and eye protection are required
In-Vivo Procedures: 
· Listed pathogens – Inoculation of agent followed by ABSL2 housing
· PPE –  
Animal Facility 1: nitrile gloves, hair bonnet, shoe covers, face masks, disposable jumpsuit, eye protection
Animal Facility 2: double nitrile gloves, hair bonnet, shoe covers, face masks, disposable white tie-back gown, eye protection
Training: All individuals have required training
2024-25 Lab Survey Results: 28 deficiencies found, all corrected

	Summary: No safety concerns
In favor: All
Opposed: None
Abstained: None
Status: Approved



	Recombinant DNA Registration for IBC review and authorization.


PI: Perry Bickel
Registration Number: RDSR-2025-062
Title: Regulation of Cellular Lipid Metabolism
Note: Renewal
NIH Guideline Section(s): III-D-3, III-D-4, III-E-1 and III-F-8
Project Summary: 
Investigation into the function of Plin5, an intracellular lipid droplet coat protein, in energy metabolism.
Mice and mouse primary cells will be inoculated with AAV or Lentivirus to alter the expression of Plin5 using cDNA or shRNA. 
Tissues (including liver, muscles, and fat tissues) and cells will be collected to determine Plin5 expression levels by RT-PCR when compared to non-transfected tissues and cells. 
Vectors: (source)
Replication incompetent, VSV-G pseudotyped, 2nd generation Lentivirus
Justification: Lab requires high viral titers and increased transduction efficiency.
Replication incompetent Retrovirus
Replication incompetent Adenovirus
Replication incompetent Adeno-associated virus
Mammalian expression plasmids
Transgenes: function (source)
lipid droplet coat protein (mouse)
lipolysis control (mouse)
glycolysis enzyme (mouse)
fluorescent marker (Discosoma sp.) 
fluorescent marker (A. victoria)
Oncogenes/Tumor suppressor: None 
Toxic Genes: None
Host: Mammalian (packaging cell lines: human; established cell lines: human; non-human primate; primary cell lines: mouse); bacteria
Notes: 
Production, purification, and concentration of Retrovirus, AAV, Lentivirus.  
Ready-to-use AAV, Lentivirus, Adenovirus.  
Animal Model: Mouse
Transgenic animal: Yes	Generated at UTSW: No	GDMO: No
Required Training, Procedures, and Containment:  
In-Vitro Procedures: 
· BSL1 – Standard molecular biology procedures
· BSL2 – Biosafety cabinet use during manipulation of viral vectors and human cell lines when procedures involve the generation of aerosols and splashes 
· PPE – Laboratory coat, gloves, and eye protection are required
In-Vivo Procedures: 
· AAV, Adenovirus, Lentivirus – Inoculation of agent in a BSC, mandatory 48h cage change followed by ABSL1 housing
· PPE – Hair bonnet, disposable jumpsuit, nitrile gloves, shoe covers, face masks, eye protection
Training: 1 individual requires NIH training 
2024-25 Lab Survey Results: 17 deficiencies found, all corrected

	Summary: No safety concerns.
In favor: All
Opposed: None
Abstained: None
Status: Approved with stipulations.  These include: Completion of training



	Recombinant DNA Registration for IBC review and authorization. 


PI: Dawn Wetzel
Title: Targeting a new therapy for T. brucei   
Note: Renewal
NIH Guideline Section(s): III-D-1, III-F.
Project Summary: 
· In-vitro and in-vivo testing of small molecules against T. brucei brucei.
· Use of clinical isolated parasite strains. 
· No active work with P. falciparum; previously collected samples retained and in secure storage. 
· Only fixed samples will be transported and used in the High Throughput Core facility for analysis. 
Pathogen: Risk Group 2
· T. brucei brucei (Lister 427 VSG 221)
· T. brucei 
· P. falciparum
Vectors: (source)
Mammalian expression plasmids
Transgenes: function (source)
tet repressor (E. coli)
Oncogenes/Tumor suppressor: None 
Toxic Genes: None
Host: T. brucei brucei
Zoonotic Potential: The PI is using Trypanosoma brucei, a zoonotic virus that affects livestock animals which may result in an economic impact according to APHIS. All laboratory personnel must avoid contact with livestock for 5 days following work with active agents.
Animal Model: Mouse
Required Training, Procedures, and Containment:  
In-Vitro Procedures: 
· BSL1 – Standard molecular biology procedures
· BSL2 – Biosafety cabinet use during manipulation of viral vectors and human cell lines when procedures involve the generation of aerosols and splashes 
· PPE – Laboratory coat, gloves, and eye protection are required
In-Vivo Procedures: 
· T. brucei brucei – Inoculation of agent in a BSC followed by ABSL2 housing
· PPE – nitrile gloves, hair bonnet, shoe covers, face masks, disposable jumpsuit, eye protection
Training: All individuals have required training
2023-24 Lab Survey Results: 13 deficiencies found, all corrected

	Summary:
· No safety concerns
In favor: All
Opposed: None
Abstained: None
Status: Approved 



	Recombinant DNA Registration for IBC review and authorization. 


PI: David Farrar
Title: Adrenergic Control of Memory T Cells by Circadian Rhythms
Note: Renewal
NIH Guideline Section(s): III-D-3, III-D-4, and III-F-3
Project Summary: 
· In-vivo studies on how circadian rhythms affect immune responses to infection by comparing responses in wild-type and gene knockout strains. 
· Mice infected with wild-type or luciferase-expressing influenza after light cycle acclimation. 
· Measurement of T cell responses to VSV and Listeria monocytogenes expressing model antigens. 
· Use of transgenic mice. 
Pathogen: Risk Group 2 (Wild Type and Genetically modified)
· Influenza, WSN/33-luciferase, CA/09-luciferase, A/PR8/1934
· Vesicular Stomatitis Virus, OVA, HA, Indiana 1
Vectors: (source)
Bacterial expression plasmids
Standard cloning plasmid
Transgenes: function (source)
heterologous protein (chicken)
heterologous protein (Influenza)
reporter protein (firefly)
Oncogenes/Tumor suppressor: None 
Toxic Genes: None
Host: Mammalian (mouse); bacteria
Zoonotic Potential: The PI is using VSV, a zoonotic virus that affects livestock animals which may result in an economic impact according to APHIS. All laboratory personnel must avoid contact with livestock for 5 days following work with active agent.
Transgenic animal: Yes	Generated at UTSW: Yes 		GDMO: No
Animal Model: Mouse
Required Training, Procedures, and Containment:  
In-Vitro Procedures: 
· BSL1 – Standard molecular biology procedures
· BSL2 – Biosafety cabinet use during manipulation of viral vectors and human cell lines when procedures involve the generation of aerosols and splashes 
· PPE – Laboratory coat, gloves, and eye protection are required
In-Vivo Procedures: 
· VSV and Influenza – Inoculation of agent followed by ABSL2 housing
· PPE: nitrile gloves, hair bonnet, shoe covers, face masks, disposable jumpsuit, eye protection
Training: 3 individuals require training
2023-24 Lab Survey Results: 1 deficiency found, all corrected

	Summary:
· No safety concerns
In favor: All
Opposed: None
Abstained: None
Status: Approved with stipulations.  These include: Completion of training



	Recombinant DNA Registration for IBC review and authorization.


PI: Chun-Li Zhang
Registration Number: RDSR-2025-061
Title: Using cell and mouse models to understand neural degeneration and regeneration
Note: Renewal
NIH Guideline Section(s): III-D-3, III-D-4, III-E-1 and III-F-8
Project Summary: 
Understand the molecular and cellular mechanisms of neural degeneration and regeneration in cultured cells and rodent models. 
Genes will be delivered or modified with various viral vectors (retrovirus, lentivirus, and adeno-associated virus) in cultured cells (human and murine origin) or in rodent tissues. 
Neuronal connections/networks will be examined through anterograde and retrograde tracing by modified pseudorabies (PRV), G-deleted rabies (RabV), and modified vesicular stomatitis virus (VSV). 
Cell and animal behaviors will be examined through multiple means, including gene expression, immunostaining, and behavioral tests. 
Vectors: (source)
Replication incompetent, VSV-G pseudotyped, 3rd generation Lentivirus
Replication incompetent Retrovirus
Replication incompetent Adeno-associated virus 
Replication defective PseudoRabies virus
Replication incompetent G-deleted Rabies virus
Replication incompetent Vesicular Stomatis Virus 
Transgenes: function (source)
neurogenesis and neuronal differentiation (human, mouse)
neurogenesis and neuronal differentiation (human)
stem cell factor (human)
fluorescent marker (Discosoma sp.) 
fluorescent marker (A. victoria)
Extended list provided 
Oncogenes/Tumor suppressor: The PI indicates that alteration of the transgene might result in tumorigenic effects.   
Toxic Genes: None
Host: Mammalian (mouse; packaging cell lines: human; established cell lines: human; primary cell lines: human, mouse); bacteria
Notes: 
Production, purification, and concentration of Lentivirus, Retrovirus, AAV.  
Ready-to-use AAV, Pseudorabies virus, modified G-deleted Rabies virus, modified VSV.  
Animal Model: Mouse
Required Training, Procedures, and Containment:  
In-Vitro Procedures: 
· BSL1 – Standard molecular biology procedures
· BSL2 – Biosafety cabinet use during manipulation of viral vectors and human cell lines when procedures involve the generation of aerosols and splashes 
· PPE – Laboratory coat, gloves, and eye protection are required
In-Vivo Procedures: 
· AAV, modified Pseudo Rabies virus– Inoculation of agent in a BSC, mandatory 48h cage change followed by ABSL1 housing
· Lentivirus, Retrovirus, AAV, modified G-deleted Rabies virus, modified VSV – Inoculation of agent in approved area followed by ABSL1 housing
· Xenograft – Inoculation of agent in a BSC followed by ABSL1 housing
· PPE – 
Animal facility: hair bonnet, disposable jumpsuit, nitrile gloves, shoe covers, face masks, eye protection
Non-animal facility: lab coat, eye protection, nitrile gloves
Training: 1 individual requires NIH and Refresher training 
2024-25 Lab Survey Results: 24 deficiencies found, all corrected

	Summary:
· The use of viral vectors and rabies virus together was discussed and determined not to be of concern.  In addition, a third generation lentiviral system is being used. 
· No other safety concerns.
In favor: All
Opposed: None
Abstained: None
COI: Dr. Zhang absent
Status: Approved with stipulations.  These include: Completion of training



	Recombinant DNA Registration for IBC review and authorization.


PI: Kenneth Westover
Registration Number: RDSR-2025-063
Title: Drug development for cancer therapy
Note: Renewal
NIH Guideline Section(s): III-D-3, III-E-1, and III-F-8
Project Summary: 
The lab is interested in studying how different recombinant proteins affect various perturbations, including small molecules on biological functions. 
Lentivirus and additional plasmids will be used to modify established human, mouse, and insect cell lines for desired transgene expression, and for production of recombinant proteins for protein purification and assay development.
Vectors: (source)
Replication incompetent, VSV-G pseudotyped, 3rd generation Lentivirus
Standard cloning plasmids
Bacterial expression plasmids
Mammalian expression plasmids
Transgenes: function (source)
signal transduction (human)
receptor tyrosine kinase (human)
regulation in lipid metabolism (human)
signal transduction (human)
fluorescent marker (A. victoria)
reporter (Photinus pyralis) 
Oncogenes/Tumor suppressor: Alteration of transgenes might result in tumorigenic and tumor suppressing effects.
Toxic Genes: None
Host: Mammalian (packaging cell lines: human; established cell lines: mouse, insect; bacteria
Notes: Production, purification, and concentration of Lentivirus.   
Animal Model: In vitro only
Required Training, Procedures, and Containment:  
In-Vitro Procedures: 
· BSL1 – Standard molecular biology procedures
· BSL2 – Biosafety cabinet use during manipulation of viral vectors and human cell lines when procedures involve the generation of aerosols and splashes 
· PPE – Laboratory coat, gloves, and eye protection are required
Training: 2 individuals require NIH training 
2024-25 Lab Survey Results: 6 deficiencies found, all corrected

	Summary: No safety concerns
In favor: All
Opposed: None
Abstained: None
Status: Approved with stipulations.  These include: Completion of training



	Recombinant DNA Registration for IBC review and authorization. 


PI: Zhenyu Zhong
	Co-PI: Shuang Liang
Registration Number: RDSR-2025-033 
Title: Inflammasome activation via mitochondrial pathway
Note: Amendment for the addition of HSV-1, mammalian expression plasmids, AAV plasmids, and Lentivirus plasmids for in vitro and in vivo research.  
NIH Guideline Section(s): III-D-4, III-E-1, and III-F-8
Project Summary:
Mice will be pre-treated with a scrambled humanin peptide and subsequently infected with either VSV, HSV, or intranasally challenged with H1N1. 
Ready-to-use AAV plasmids will be inoculated into mice to express fluorescent markers for further analysis. 
Plasmid DNA will be inoculated into mice to generate hepatocellular carcinoma tumors.  
Tissues collected from previously infected mice will be harvested and measured by a standard plaque assay, via Western Blots, or qPCR.
Pathogen: Risk Group 2
· Herpes Simplex Virus 1 (HSV-1), strain F 
Vectors: (source)
Replication incompetent, VSV-G pseudotyped, 3rd generation Lentivirus
Replication incompetent Adeno-associated virus
Mammalian expression plasmids
CRISPR/cas9 system 
Transgenes: function (source)
tumor suppressor (human)
proto-oncogene (human)
inhibits neuronal activity (human) 
inhibits neuronal activity (human) 
fluorescent marker (Discosoma sp.)  
reporter (Photinus pyralis)  
fluorescent marker (A. victoria)
endonuclease (S. pyogenes) 
fluorescent norepinephrine (human)
Oncogenes/Tumor suppressor: Alteration of transgenes might result in tumor suppressing effects.  
Toxic Genes: None.
Host: Mammalian (mouse; established cell lines: human, non-human primate; primary cell lines: human); bacteria
Notes: 
Producing, purification and concentration of HSV-1. 
Ready-to-use AAV. 
Sondhi plasmids and some AAV plasmids will only be used as mammalian expression plasmids, not for viral production. 
Animal Model: Mouse
Transgenic animals: Yes	Generated at UTSW: No 	GDMO: No    
Required Training, Procedures, and Containment:  
In-Vitro Procedures: 
· BSL1 – Standard molecular biology procedures
· BSL2 – Biosafety cabinet use during manipulation of pathogen stocks and human cell lines when procedures involve the generation of aerosols and splashes 
· PPE – Laboratory coat, gloves, and eye protection are required
In-Vivo Procedures: 
· HSV-1 – Inoculation of agent followed by ABSL2 housing
· Plasmid DNA – Inoculation of agent in a BSC followed by ABSL1 housing
· AAV – Inoculation of agent in BSC, mandatory 48h cage change followed by ABSL1 housing
· PPE –  
Animal Facility: hair bonnet, disposable jumpsuit, nitrile gloves, shoe covers, face masks
Non-Animal Facility: lab coat, nitrile gloves, eye protection
Training: All individuals have required training
2024-25 Lab Survey Results: 5 deficiencies found, all corrected

	Summary: 
· Recommendation for a work start meeting prior to commencing in vivo research with HSV-1.
· No other safety concerns
In favor: All
Opposed: None
Abstained: None
Status: Approved with stipulations.  These include: A work start meeting be completed prior to the in vivo use of HSV-1



	Recombinant DNA Registration for IBC review and authorization. 


PI: Mason Sweat
Title: Molecular mechanisms of arrhythmia and cardiomyocyte identity
Note: New
NIH Guideline Section(s):   III-D-3, III-D-4, and III-F-8
Project Summary: 
In vivo use of AAV for the expression or inactivation of genes of interest to explore their role in cardiomyocyte identity.
Vectors: (source)
Replication incompetent Adeno-associated virus
Transgenes: function (source)
cardiomyocyte identity library (mouse)
gap junction proteins (mouse)
fibroblast growth factors (mouse)
fluorescent markers (Discosoma sp., A. victoria)
recombinase (P1 bacteriophage) 
Oncogenes/Tumor suppressor: None 
Toxic Genes: None
Host: Human packaging cell line; bacteria
Notes: Production, concentration, and purification of AAV.
Animal Model: Mouse
Transgenic animal: Yes	Generated at UTSW: No	GDMO: No
Required Training, Procedures, and Containment:  
In-Vitro Procedures: 
· BSL1 – Standard molecular biology procedures
· BSL2 – Biosafety cabinet use during manipulation of viral vectors and human materials when procedures involve the generation of aerosols and splashes 
· PPE – Laboratory coat, gloves, and eye protection are required
In-Vivo Procedures: 
· Inoculation of agent in a BSC, mandatory 48h cage change followed by ABSL1 housing
· PPE – Hair bonnet, disposable jumpsuit, nitrile gloves, shoe covers, face masks, and eye protection
Training: 1 individual requires training 
2024-25 Lab Survey Results: New PI

	Summary:
· No safety concerns
In favor: All
Opposed: None
Abstained: None
Status: Approved with stipulations.  These include: Completion of training



	Recombinant DNA Registration for IBC notification. 


PI: Noelle Williams
Title: Pharmacology Core - Ames Testing
Note: Renewal for storage only
NIH Guideline Section(s): Not applicable
Project Summary: 
Storage of previously modified Salmonella for potential future use in Ames Assay.
Ames Assay would be used to explore mutagenic potential of novel compounds.
Storage of pathogen previously genetically modified: Risk Group 2
· Salmonella enterica serovar Typhimurium, TA98, TA100
Transgenes: function (source)
histidinol dehydrogenase (S. enterica)
ATP phosphoribosyltransferase (S. enterica)
ATP binding protein (S. enterica)
lipopolysaccharide synthesis protein (S. enterica)
Oncogenes/Tumor suppressor: None 
Toxic Genes: None
Animal Model: In vitro only
Required Training, Procedures, and Containment:  
In-Vitro Procedures: 
· Storage only
· PPE – Laboratory coat, gloves, and eye protection are required
Training: All individuals have required training
2024-25 Lab Survey Results: 1 deficiency found, all corrected

	Summary: No safety concerns.
COI: Dr. Williams recused.
Status: Notification only.



	Recombinant DNA Registration for IBC notification. 


PI: Edward Grow
Registration Number: RDSR-2025-064
Title: Epigenome of eggs and embryos
Note: Renewal
NIH Guideline Section(s): III-F-8
Project Summary: 
The lab will study how Z-DNA formation can affect transcriptional status. 
A transposon and bacterial expression plasmid will be used to express a Z-alpha domain that can bind to the Z-DNA in mouse embryonic stem cells (mESC). 
The modified cells will be harvested for ChIP, western blot, immunofluorescence, etc. 
Vectors: (source)
Transposon
Bacterial expression plasmids
Transgenes: function (source)
deamination catalyst (human)
fluorescent marker (Discosoma sp.) 
Oncogenes/Tumor suppressor: None. 
Toxic Genes: None
Host: Mammalian (established cell lines: human, mouse); bacteria
Animal Model: In vitro only
Required Training, Procedures, and Containment:  
In-Vitro Procedures: 
· BSL1 – Standard molecular biology procedures
· BSL2 – Biosafety cabinet use during manipulation of human cell lines when procedures involve the generation of aerosols and splashes 
· PPE – Laboratory coat, gloves, and eye protection are required
Training: All individuals have required training
2024-25 Lab Survey Results: 8 deficiencies found, all corrected

	Summary: No safety concerns
Status: Notification only



	Recombinant DNA Registration for IBC Review and Authorization.  


PI: Farrukh Awan
Title: Expanded Access Study for the Treatment of Patients with Commercially Out-of-Specification Axicabtagene Ciloleucel
Note: New
NIH Guidelines: III-C
Project Summary: 
· Out-of-specification, expanded access study sponsored by Kite Pharma, Inc. to provide access to chimeric antigen receptor product for the recognition of CD19 in adult subjects with an approved label indication.
Product(s): 
· Autologous T cells genetically modified ex vivo with replication incompetent retrovirus
Transgenes:
· Chimeric antigen receptor
Host: Human subjects 
PPE: Chemo gown, gloves, and eye protection are required. 
Health Warnings and Safety Statements:
· A health consultation with Occupational Health is advised.
· Occurrences of serious adverse events have been reported.
· Sponsor has provided safety information.
· All health care workers involved in this protocol should observe universal precautions.
· No special precautions are required for roommates or family members.
Research Applications: 
· Biosafety Level 2, (BSL-2) containment, equipment, and practices for all work involving the manipulation of the listed materials at the study location. All equipment used to store, manipulate, or cultivate the investigational drug must be labeled as biohazardous.  
· All liquid suspensions, culture waste and unused/unneeded product stocks must be disposed as Medical/Sharps Waste or autoclaved prior to disposal.  
Required Training, Procedures, and Containment:  
· Minimum Training requirements: 
Sponsor Training (if applicable)
Bloodborne Pathogen Training for individuals listed on the registration
Shipping of Biological Materials Training for individuals shipping specimens
NIH Guidelines Training for PI
PI mediated intra-laboratory training 
· Procedures: 
Other: UTSW Approved SOP for gene transfer project must be followed

	Summary:
· Discussion of rationale for out-of-specification use falling under the purview of the IRB.
· No safety concerns.
In favor: All
Opposed: None
Abstained: None
Status: Approved.  



	Recombinant DNA Registration for IBC Review and Authorization.  


PI: Solomon Woldu
Title: A phase 2, randomized, multi-center, open label trial to evaluate the safety and efficacy of intravesical nadofaragene firadenovec alone or in combination with chemotherapy (gemcitabine and docetaxel) or immunotherapy (pembrolizumab) in subjects with high-grade Bacillus Calmette-Guerin (BCG) unresponsive non-muscle invasive bladder cancer (NMIBC)
Note: New
NIH Guidelines: III-C
Project Summary: 
A phase 2 study sponsored by Ferring Pharmaceuticals to evaluate the efficacy of adenovirus product alone or in combination with chemotherapy or immunotherapy in adult subjects with high-grade Bacillus Calmette-Guerin (BCG)-unresponsive non-muscle-invasive bladder cancer. 
Product: 
· Replication incompetent Adenovirus
Transgenes: 
· inhibitor of tumor cell growth and stimulator of immune system
Host: Human subjects 
PPE: Body protection, gloves, and eye protection are required. 
Health Warnings and Safety Statements:
· A health consultation with Occupational Health is advised.
· Occurrences of serious adverse events have been reported.
· Sponsor has provided safety information.
· All health care workers involved in this protocol should observe universal precautions as well as additional sponsor recommended precautions. 
· For a time period after receiving the product, voided urine will be treated with bleach.
Research Applications: 
· Biosafety Level 2, (BSL-2) containment, equipment, and practices for all work involving the manipulation of the listed materials at the study location. Manipulation of investigational drug must occur under a certified BSC. All equipment used to store, manipulate, or cultivate the investigational drug must be labeled as biohazardous.  
· All liquid suspensions, culture waste and unused/unneeded product stocks must be disposed as Medical/Sharps Waste or autoclaved prior to disposal.  
Required Training, Procedures, and Containment:  
· Minimum Training requirements: 
· Sponsor Training (if applicable)
· Bloodborne Pathogen Training for individuals listed on the registration
· Shipping of Biological Materials Training for individuals shipping specimens
· NIH Guidelines Training for PI
· PI mediated intra-laboratory training 
· Procedures: 
· BSL2 – Manipulation of agent in the Pharmacy
· Other: UTSW Approved SOP for gene transfer project must be followed

	Summary:
· Discussion of risks associated with potential BCG reactivation.
· No other safety concerns.
In favor: All
Opposed: None
Abstained: None
Status: Approved.



	Recombinant DNA Registration for IBC Review and Authorization.  


PI: Darin Okuda
Title: A Phase 2, Randomized, Observer-Blind, Placebo-Controlled, Dose-Ranging Study of mRNA-1195 Intramuscular Injection in Participants 18 to ≤55 Years of Age with Early Multiple Sclerosis
Note: New
NIH Guidelines: III-C
Project Summary:  
A phase 2 study sponsored by Moderna to measure the safety and immunogenicity of mRNA product for the treatment of multiple sclerosis.
Product(s): 
· 6 mRNAs encapsulated in lipid nanoparticle for the expression of antigens in the treatment of Epstein-Barr virus-associated multiple sclerosis.
Transgenes: 
· Epstein Barr virus antigens:
· Glycoproteins mediating viral entry into cells
· Proteins involved in regulating gene expression during latent EBV infection
Host: Human subjects 
PPE: Body protection, gloves, and eye protection are required. 
Health Warnings and Safety Statements:
· A health consultation with Occupational Health is advised.
· No occurrences of serious adverse events related to the investigational product have been reported in a different study with this product.
· Sponsor has provided safety information.
· All health care workers involved in this protocol should observe universal precautions.
· No special precautions are required for roommates or family members.
Research Applications: 
· All equipment used to store, manipulate, or cultivate the investigational drug must be labeled as biohazardous.  
· All liquid suspensions, culture waste and unused/unneeded product stocks must be disposed as Medical/Sharps Waste or autoclaved prior to disposal.  
Required Training, Procedures, and Containment:  
· Minimum Training requirements: 
· Sponsor Training (if applicable)
· Bloodborne Pathogen Training for individuals listed on the registration
· Shipping of Biological Materials Training for individuals shipping specimens
· NIH Guidelines Training for PI
· PI mediated intra-laboratory training 
· Procedures: 
· Standard precautions – Manipulation of agent in the Pharmacy
· Other: UTSW Approved SOP for gene transfer project must be followed

	Summary:
· No safety concerns
In favor: All
Opposed: None
Abstained: None
Status: Approved.



	Recombinant DNA Registration for IBC Review and Authorization.  


PI: Hans Hammers
Title: A Phase 2, Randomized, Double-blind, Clinical Study of V940 (mRNA-4157) Plus Pembrolizumab (MK-3475) Versus Placebo Plus Pembrolizumab in the Adjuvant Treatment of Participants with Renal Cell Carcinoma
Note: Annual Administrative Renewal
NIH Guidelines: III-C
Project Summary:  
A phase 2 study sponsored by Merck Sharp & Dohme LLC exploring the efficacy of mRNA product in combination with immunotherapy for the treatment of renal cell carcinoma.  
Product(s):
· Single mRNA encoding up to 34 neoantigens designed to each individual recipient’s tumor mutanome and HLA type.
Transgenes:
· Up to 34 neoantigens 
Host: Human subjects 
PPE: Body protection, gloves and eye protection are required. 
Health Warnings and Safety Statements:
· A health consultation with Occupational Health is advised.
· There have been no new reported occurrences of serious adverse events during the renewal period.
· Sponsor has provided safety information.
· All health care workers involved in this protocol should observe universal precautions.
· No special precautions are required for roommates or family members.
Research Applications: 
· Manipulation of investigational drug must occur under a certified BSC. All equipment used to store, manipulate, or cultivate the investigational drug must be labeled as biohazardous.  
· All liquid suspensions, culture waste and unused/unneeded product stocks must be disposed as Medical/Sharps Waste or autoclaved prior to disposal.  
Required Training, Procedures, and Containment:  
· Minimum Training requirements: 
· Sponsor Training (if applicable)
· Bloodborne Pathogen Training for individuals listed on the registration
· Shipping of Biological Materials Training for individuals shipping specimens
· NIH Guidelines Training for PI
· PI mediated intra-laboratory training 
· Procedures: 
· BSL2 – Manipulation of agent in the Pharmacy
· Other: UTSW Approved SOP for gene transfer project must be followed

	Summary:
· Discussed potential risks associated with exposure to this investigational product.
· No other safety concerns.
In favor: All
Opposed: None
Abstained: None
Status: Approved with stipulations.  These include: Informational meeting with personnel at newly added locations.



	Recombinant DNA Registration for IBC Review and Authorization.  


PI: Waddah Arafat
Title: A Phase 2, Randomized, Double-blind, Clinical Study of V940 (mRNA-4157) Plus Pembrolizumab (MK-3475) Versus Placebo Plus Pembrolizumab in the Adjuvant Treatment of Participants With Renal Cell Carcinoma
Note: Annual Administrative Renewal
NIH Guidelines: III-C
Project Summary:
A phase 2 study sponsored by Merck Sharp & Dohme LLC exploring the efficacy of mRNA product in combination with immunotherapy.
Product(s) Trade Name: 
· Single mRNA encoding up to 34 neoantigens designed to each individual recipient’s tumor mutanome and HLA type 
Transgenes:
· Up to 34 neoantigens 
Host: Human subjects 
PPE: Body protection, gloves, and eye protection are required. 
Health Warnings and Safety Statements:
· A health consultation with Occupational Health is advised.
No new occurrences of serious adverse events have been reported during the renewal period.
· Sponsor has provided safety information.
· All health care workers involved in this protocol should observe universal precautions.
· No special precautions are required for roommates or family members.
Research Applications: 
· Manipulation of investigational drug must occur under a certified BSC. All equipment used to store, manipulate, or cultivate the investigational drug must be labeled as biohazardous.  
· All liquid suspensions, culture waste and unused/unneeded product stocks must be disposed as Medical/Sharps Waste or autoclaved prior to disposal.  
Required Training, Procedures, and Containment:  
· Minimum Training requirements: 
· Sponsor Training (if applicable)
· Bloodborne Pathogen Training for individuals listed on the registration
· Shipping of Biological Materials Training for individuals shipping specimens
· NIH Guidelines Training for PI
· PI mediated intra-laboratory training 
· Procedures: 
· BSL2 – Manipulation of agent in the Pharmacy
· Other: UTSW Approved SOP for gene transfer project must be followed

	Summary:
· Discussed potential risks associated with exposure to this investigational product.
· Discussed discrepancy with indicated clinicaltrials.gov identifier.
· No other safety concerns.
In favor: All
Opposed: None
Abstained: None
Status: Approved with stipulations.  These include: Informational meeting with personnel at newly added locations. Update to clinicaltrials.gov identifier.
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