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IBC Attendance January 2026

	Noelle Williams, Ph.D.
	
	Kayle Cirrincione

	Daneille Robertson, O.D., Ph.D.
	
	Bart Carter, D.V.M

	Ralph Callicott, D.V.M
	
	Brittney Hubbard

	Don Gammon, Ph.D.
	
	Julia Wilkerson

	Chun-Li Zhang, Ph.D.
	
	Erik Soliz

	Mark Thompson 
	
	Kathleen Trindade

	Jakub Furmaga, M.D.
	
	Callan Kaut

	Maria Labandeira-Rey, Ph.D.
	
	Chad Donelson

	Ryan Lisk, MPH
	
	Audrey Kinser



	Notification to IBC Members and Guests


All IBC members and guests were notified that this meeting was recorded on audio tape for minute-taking purposes. Recorded copies will be kept by Safety for 90 days from today’s date. 

	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. 
· If you would like a copy of the Institutional Policy, please contact Safety. 

	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 January 27, 2026, on the UT Southwestern campus in room JA5.110 and via web conferencing. 

The draft minutes from the meeting held on December 19, 2025, were approved unanimously by the members.

Status: December 19, 2025 IBC minutes were approved with minor changes. 




	Updated Business:



· Registration Closures
· Work holds 

	Project closures per PI request unless otherwise noted


PI: Larry Anderson
Title: A Phase II Study of CART-ddBCMA for the Treatment of Patients with Relapsed or Refractory Multiple Myeloma

PI: Luke Engelking 
Title: Use of Lentivirus in Cultured Cells
Title: Molecular regulation of metabolism in digestive organs

PI: Ping-Chi Chen
Title: DNA-PKcs activity in DNA double-strand break repair

PI: Thomas Floyd 
Title: Target knock-down of HIF-1a/HIF-2a expression in astrocytes with cell-specific promoter shRNA lentivirus strategy in vitro coculture of brain on chips

	New Business:



	Reviews




	New Business:



	Pathogen for IBC review and authorization. 


PI: Michael Shiloh
Title: Pathogenesis and persistence of Mycobacterial Infections
Note: Amendment for the addition of antibiotic-resistant clinical strains and personnel
NIH Guideline Section(s):   Not applicable for this amendment
Project Summary: 
· For this amendment, we are requesting approval to receive a panel of clinical isolates from the 1990s that has resistance to existing drugs used to treat Mtb, either singly or in combination. Specifically, isolates bearing drug resistance to isoniazid, rifampin, ethambutol, ethionamide and pyrazinamide are requested. For background: pyrazinamide (PZA) resistance has been linked to reduced transmission fitness.
· The goal is to compare drug-susceptible and drug-resistant Mtb strains for neuronal activation and cough using established methods. 
· Organic (sterile) extracts will be purified and tested for neuronal activation via live cell calcium imaging and cough via plethysmography. 
Pathogen not genetically modified: Risk Group 3
· Mycobacterium tuberculosis clinical strains
Antibiotic resistance/susceptibility: Resistance to isoniazid, rifampin, ethambutol, ethionamide and pyrazinamide, singly or in combination 
Animal Model: Guinea pigs, Mouse 
Required Training, Procedures, and Containment:  
In-Vitro and in-Vivo Procedures: RG3 agents 
Strict Adherence to the current ABSL3 Manual. 
No viable agent(s) can leave the ABSL3 facility without approval.  
All extracts must undergo double filtration through a 0.2um syringe filter. Once double filtered, the liquids may be removed from the ABSL-3 facility (as previously approved).  
PPE: Tyvek Coverall, double gloves, self-contained Battery powdered HEPA-filtered Air Purifying Respirator (PAPR) 
Disinfection: 
Vesphene IIse for TB contamination 
70% ethanol to decon surfaces against other bacteria/fungi 
Bleach for additional disinfection 
Coverage Plus TB for animal areas 
Autoclaving for waste disposal
All specialized equipment must be used as described in pertinent SOPs
· Medical Surveillance: All PIs, Project Staff, and ARC Personnel working in the ABSL-3 facility must enroll in the Worker Protection Program and the Tuberculosis Surveillance Program administered by Occupational Health. Access to the ABSL-3 laboratory will be revoked for anyone who does not comply with these monitoring programs.
Training: All individuals have required training
2025-26 Lab Survey Results: BSL3: 1 deficiency found, corrected.  

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



	Pathogen Registration for IBC review and authorization. 


PI: Hans-Christian Reinecker
Title: Mechanisms of mucosal host defense
Note: Amendment for:
Addition of pathogen
In vivo use of previously approved pathogen: non-modified L. monocytogenes, strain Gibson
NIH Guideline Section(s):  Not applicable to this amendment
Project Summary: 
Bacterial pathogens will be used in combination with cell lines to elucidate signaling pathways.
Chlamydia muridarum is an intracellular bacterial species that naturally infects only members of the family Muridae (mice, hamsters, etc.). C. muridarum will be produced and subsequently used to infect cell culture. 
Pathogen not genetically modified: Risk Group 2 Animal Pathogen
· Chlamydia muridarum, strain Nigg II
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 and cultures 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: 
ABSL2 – Inoculation of agent in a BSC followed by ABSL2 housing
PPE – Hair bonnet, disposable jumpsuit, nitrile gloves, shoe covers, face mask, and eye protection
Training: 1 individual requires training
2025-26 Lab Survey Results: 12 deficiencies found, all corrected

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



	Pathogen DNA Registration for IBC review and authorization. 


PI: Chien-Ting Wu
Title: Virus-host interactions
Note: Amendment for the addition of in vivo use of previously approved pathogen: non-modified P. aeruginosa strain CCEB481/ATCC10145
NIH Guideline Section(s):  Not applicable to this amendment
Project Summary: 
The general goals of the lab are to use cell culture to study pathogens-host interactions and antiviral immune responses. 
The lab will infect mice with Pseudomonas aeruginosa to study how the virus interacts with the nasal mucosal and investigate the mechanisms of dissemination of P. aeruginosa in the murine respiratory tract.
Zoonotic Potential: The PI is using P. aeruginosa, genetic variants, mutants, and clones that 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
Required Training, Procedures, and Containment:  
In-Vivo Procedures: 
ABSL2 – Inoculation of agent in BSC followed by ABSL2 housing
PPE – 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: 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: Robert Hammer
Title: Transgenic Core
Note: Renewal
NIH Guideline Section(s):   III-D-2, III-D-4
· Project Summary: 
· The Core creates genetically modified mice and rats for Investigators at UTSW Renewal for the Transgenic Core, which generates modified mice and rats for UTSW investigators using client-provided transgenes, CRISPR/Cas9 reagents and targeting constructs.
· Work includes microinjection of fertilized eggs, manipulation of embryonic stem cells, and the potential use of AAV vectors to deliver DNA templates to embryos. 
Vectors: (source)
Replication incompetent Adeno-associated virus
CRISPR/cas9 system 
Transgenes: function (source)
Various functions (human, mouse, rat, various as determined by client)
Oncogenes/Tumor suppressor: Users may include genes that might result in tumorigenic effects. 
Toxic Genes: None
Host:  Mammalian (primary cell lines: fertilized eggs, cleaving eggs, embryonic stem cells – mouse, rat); bacteria
Notes: 
· The Core maintains a list of all transgenes/CRISPR/cas9 reagents that have been introduced into mice and rats via microinjection and targeting vectors that have been introduced into embryonic stem cells and then into mice.
· PI will be using ready-to-use viral stocks.  
· Any core facility users that will be producing AAV must have their own permit for this material. 
Animal Model: Mouse
Route(s) of Administration: Direct tissue (ovarian duct) – modified embryos
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: 
Direct tissue – Inoculation of agent in a BSC followed by ABSL1 housing
Animal Facility – Hair bonnet, disposable jumpsuit, nitrile gloves, shoe covers, face masks  
Animal Facility – Yellow gown, nitrile gloves  
Animal Facility – Laboratory coat, gloves, face mask, and eye protection are required
Refer to supplemental document for more information 
Training: 6 individuals require NIH training 
2025-26 Lab Survey Results: 2 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: George Mountoufaris
Title: Investigating the neural mechanism of emotional primitive states
Note: New PI, Safety met with on 1/5/2026
NIH Guideline Section(s): III-D-4 and III-F-8
Project Summary: 
· Stereotaxic injection of wild-type or transgenic mice with Adeno-associated viruses (AAVs) to optogenetically manipulate neural activity or perturb specific GPCRs in the hypothalamus and assess the resulting effects on neuronal activity and behavior. 
· Behavioral studies in WT and viral vector manipulated transgenic mice to study the genetic and neural mechanism that give rise to aggressive states.
Vectors: (source)
Replication incompetent Adeno-associated virus
CRISPR/cas9 system 
Transgenes: function (source)
G-protein-coupled receptors (mouse)
calcium indicator (A. victoria)
endonuclease (S. pyogenes)
optogenetic activation (C. reinhardtii)
fluorescent marker (Discosoma sp.) 
Oncogenes/Tumor suppressor: None 
Toxic Genes: None
Host:  Bacteria 
Notes: Use of ready-to-use AAV stocks.
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 when procedures involve the generation of aerosols and splashes 
PPE – Laboratory coat, gloves, and eye protection are required
In-Vivo Procedures: 
Stereotaxic intracranial – Inoculation of agent in approved area followed by ABSL1 housing
PPE – Yellow gown, nitrile gloves, eye protection
Training: All individuals have required training
2025-26 Lab Survey Results: 6 deficiencies found, 6 pending

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



	Recombinant DNA Registration for IBC review and authorization. 


PI: John Schoggins
Title: Virus-host interactions
Note: Amendment
NIH Guideline Section(s):   III-D-1-a, III-D-3, III-E-1 and III-F-8
Project Summary: 
· Study of virus-host interactions and antiviral immune responses.
Addition of Sindbis virus alphavirus chimeric virus which includes structural proteins from Venezuelan equine encephalitis virus strain ZPC738.
Addition of lentivirus expressing spike protein from additional coronaviruses.
Chimeric virus from collaborator: Risk Group 2
Sindbis/Venezuelan equine encephalitis virus chimera, TR399 (SINV) and ZPC738 (VEEV) 
This chimera falls under a select agent exclusion for Sindbis virus chimera containing only structural genes of VEEV strain ZPC738.
Vectors: 
Replication incompetent, coronavirus spike pseudotyped, 2nd generation Lentivirus
Transgenes: function (source)
spike protein (transmissible gastroenteritis coronavirus, porcine deltacoronavirus, swine acute diarrhea syndrome coronavirus, avian infectious bronchitis virus, CCoV-HuPn-2018) 
fluorescent marker (A. victoria)
reporter (P. pyralis) 
Oncogenes/Tumor suppressor: None 
Toxic Genes: None
Host:  Mammalian (established human, hamster, non-human primate, dog, and mouse cell lines); bacteria
Notes: 
· Production and potential purification and concentration of chimeric virus. 
· Production 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, chimeric viruses and human and non-human primate 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: 9 deficiencies found, all corrected

	Summary:
· Reviewer informed the committee that this is a slight expansion of science already taking place in the lab.
· No safety concerns.
In favor: All
Opposed: None
Abstained: None
Status: Approved 



	Recombinant DNA Registration for IBC review and authorization.


PI: Esra Akbay
· Title: Use of replication deficient viruses to regulate gene expression in our experiments
· Note: Amendment for addition of in vivo use of previously approved Lentivirus, a mammalian expression plasmid for transient transfection of cell lines, and the in vitro and in vivo use of xenografts, allografts, and PDX’s (genetically modified and non-modified). New personnel and transgenic animals were also amended to this registration.
· NIH Guideline Section(s): III-D-4 and III-F-8
· Project Summary: 
· The lab will be using several human and murine cell lines to study lung cancer development and progression to certain treatments.
· Mammalian expression plasmid and previously approved Lentivirus plasmids will be used for transient transfection of cell lines (human & murine origin) and for PDX samples. Modified and non-modified materials will be inoculated into mice.
· Vectors: (source)
· Mammalian expression plasmid
· CRISPR/cas9 system 
· Transgenes: function (source)
· MHC regulation (human)
· nucleic acid sensor (human)
· stimulates interferon gamma genes (human)
· telomerase regulation (human)
· g protein regulator (human)
· ceramide synthesis (human)
· tumor suppressor (human)
· fluorescent marker (A. victoria)
· endonuclease (S. pyogenes) 
· Oncogenes/Tumor suppressor: The alteration of certain transgenes might result in tumor suppressing effects.
· Toxic Genes: None
· Host:  Mammalian (established cell lines: human and mouse; PDX samples- human); bacteria
· Notes: The PI has confirmed that the mammalian expression plasmid will only be used for transient transfection of PDX’s, and human and mouse cell lines. 
· Animal Model: Mouse
· Transgenic animals: Yes         Generated at UTSW: No	GDMO: No
· Route(s) of Administration: 
Intrapulmonary – Lentivirus
Subcutaneous (SC), intratracheal, intrathoracic – genetically modified xenografts and PDX samples
Intravenous (IV), SC, intratracheal, intrapulmonary – non-modified xenografts, allografts and PDX samples
· 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
· In-Vivo Procedures: 
· Lentivirus – Inoculation of agent in a BSC, mandatory 48h cage change followed by ABSL1 housing
· Xenografts and PDX samples (genetically modified) – Inoculation of agent in a BSC followed by ABSL1 housing
· Xenografts, allografts, PDX samples (not-genetically modified) – Inoculation of agent in a BSC followed by ABSL1 housing
· PPE – Disposable jumpsuit, hair bonnet, nitrile gloves, shoe covers, face masks, eye protection
· Training: 1 individual requires NIH training 
· 2024-25 Lab Survey Results: 6 deficiencies found, all corrected

	Summary:
· Investigator required to provide clarification if certain transgenes are knocked out or overexpressed
· No other safety concerns
In favor: All
Opposed: None
Abstained: None
Status: Approved with stipulations.  These include: Completion of training and resolution of minor pending comments



	Recombinant DNA Registration for IBC notification. 


PI: Perry Bickel
· Title: Regulation of Cellular Lipid Metabolism
· Note: Amendment for the addition of in vitro use of Baculovirus and insect cell lines for protein expression and collaborator.
· NIH Guideline Section(s): III-E, III-F-8
· Project Summary: 
The lab will generate Baculovirus and infect insect cell lines to express transgenes of interest for protein purification in large quantities.
The purified protein will be analyzed in an electron microscope to understand the structure and environment of lipid droplets.  
· Vectors: (source)
· Replication incompetent Baculovirus
· Transgenes: function (source)
· lipid drop lit coating (mouse)
· Oncogenes/Tumor suppressor: None 
· Toxic Genes: None
· Host: Insect (established cell lines); bacteria 
· Notes: Production, purification, and concentration of Baculovirus.  
· 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 insect 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: 10 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: Mayank Verma
Title: Targeting the microglia in epilepsy
Note: New PI, Safety met with on 9/29/2025 & 10/16/2025
NIH Guideline Section(s):   III-D-3, III-D-4, III-E-1 and III-F-8
Project Summary: 
· We will intrathecally inject commercially bought AAV encoding normal CSTB protein in mice lacking CSTB to see if replacing the protein after birth can improve the phenotype in the mice. Animals will be evaluated functionally and histologically after. 
· We will obtain human serum samples from patients with various diseases and send to CRO to evaluate for biomarkers that are associated with the disease.
Vectors: (source)
Replication incompetent, VSV-G pseudotyped, 2nd generation Lentivirus
· Justification: Our lentiviruses are an established system inherited from the lab the PI did his training in. At this point we cannot change these but will keep the suggestion in mind as we develop new tools for the lab.
Replication incompetent Adeno-associated virus
Antisense oligonucleotides
Transgenes: function (source)
lysosomal enzyme regulation (mouse)
glycophagy and intracellular transport (human)
fluorescent marker (Discosoma sp.) 
fluorescent marker (A. victoria)
Oncogenes/Tumor suppressor: None 
Toxic Genes: None
Host: Mammalian (human packaging cell lines; established cell lines: mouse; primary cell lines: mouse); bacteria 
Notes: 
· Production of Lentivirus. 
· Use of ready-to-use AAV stocks.  
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: 
Intrathecal – Inoculation of agent in a BSC, mandatory 48h cage change followed by ABSL1 housing
Intrathecal – Inoculation of agent in a BSC, followed by ABSL1 housing
Intracisterna magna, intrathecal – Inoculation of agents in approved area followed by ABSL1 housing
PPE – 
Animal facility: Yellow gown, nitrile gloves, eye protection
Non-Animal facility: Lab coat, gloves, eye protection
Training: All individuals have required training
2025-26 Lab Survey Results: 3 deficiencies found, all corrected

	Summary:
· The reviewer requested for the project summary to be updated to include a summary of the work with Lentiviral vectors
· No safety concerns
In favor: All
Opposed: None
Abstained: None
Status: Approved with stipulations.  These include: Updates to the project summary to describe work with Lentivirus.



	Recombinant DNA Registration for IBC review and authorization. 


PI: Shin Yamazaki
Title: Luminescence Reporters for Circadian Characterization
Note: Renewal
NIH Guideline Section(s):   III-D-4, III-E and III-F-8
Project Summary: 
· Focus is the study of circadian rhythms in rodents and how the dysregulation of circadian rhythms contributes to aberrant physiology and behavior. 
· Use a reporter technique to visualize real time circadian and cell cycle gene expression rhythms. 
· Use overexpression and repression to understand the molecular mechanisms underlying the circadian regulation of physiology and behavior.
Vectors: 
Replication incompetent Adeno-associated virus
Mammalian expression plasmids
Transgenes: function (source)
hydroxylase (mouse)
fluorescent markers (Discosoma sp., A. victoria)
reporters (P. hirtus, P. plagiophthalamus, O. gracilirostris) 
inhibitor of neuronal activity (human)
activator of neuronal activity (human)
cell cycle protein (SV40)
Oncogenes/Tumor suppressor: Alteration of genes of interest might result in tumorigenic effects. 
Toxic Genes: None
Host:  Mammalian (established and primary murine cell lines); bacteria 
Notes: Use of ready-to-use AAV stocks.  
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 viral vectors 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 approved area followed by ABSL1 housing
PPE –  
ARC: Yellow gown, nitrile gloves
Non-ARC: Laboratory coat, gloves, and eye protection 
Training: All individuals have required training
2024-25 Lab Survey Results: 4 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: Edward Grow
Title: Functional Characterization of Gene Regulatory Elements in Granulosa Cells via Recombinant AAV-Mediated Delivery In Vitro
Note: New
NIH Guideline Section(s):   III-D-3, III-E-1, and III-F-8
Project Summary: 
Will use recombinant AAV vectors for functional studies of regulatory DNA sequences in mammalian cells.
Vectors: 
Replication incompetent Adeno-associated virus
Transgenes: function (source)
fluorescent marker (Discosoma sp.) 
fluorescent marker (A. victoria)
Oncogenes/Tumor suppressor: None 
Toxic Genes: None
Host:  Mammalian (established human cell line, primary mouse cell line); bacteria 
Notes: Production, purification, and concentration of AAV.  
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
2025-26 Lab Survey Results: 8 deficiencies found, all corrected

	Summary:
· Status of survey deficiencies and training was discussed.
· No other safety concerns.
In favor: All
Opposed: None
Abstained: None
Status: Approved 



	Recombinant DNA Registration for IBC review and authorization. 


PI: Ponciano Cruz
Title: DC-HIL in Cancer
Note: Renewal 
NIH Guideline Section(s):   III-D-3, III-D-4, III-E-1, and III-F-8
Project Summary: 
· As model of human T cells generated in patients, we will employ CD19-targeted T cells that are genetically modified by lentiviral vector (viral particles) in vivo assays of human melanoma cells in a xenograft mouse model. 
· Peripheral blood mononuclear cells (PBMCs) will be isolated from normal human blood. PBMCs will be infected with lentivirus (which is encoded for a specific T cell receptor). The infected cells will be isolated by FACs and cultured with human melanoma cells. 
· These cells (CAR-T) will be IV injected into the mice. Mice will also be subcutaneously injected with Luc-SK Mel28 cells. IVIS will be utilized to measure tumor size.
Vectors: (source)
Replication incompetent, VSV-G pseudotyped, 2nd generation Lentivirus
Justification: This viral vector was made many years ago.
Transgenes: function (source)
Chimeric antigen receptor
· tumor associated antigen (human)
· T-cell activation (human)
· hinge and transmembrane region (human) 
· intracellular signaling domain (human)
· T-cell activation (human)
· immune checkpoint ligand (human)
· transmembrane proteoglycan (human)
reporter (Photinus pyralis) 
fluorescent marker (A. victoria)
Oncogenes/Tumor suppressor: None 
Toxic Genes: None
Host:  Mammalian (packaging cell lines: human; established cell lines: human, mouse; primary cell lines: human); bacteria 
Notes: Production, purification, and concentration of Lentivirus.
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: 
Intravenous, subcutaneous, intraperitoneal – Inoculation of agents in a BSC followed by ABSL1 housing
Intravenous, intrarenal, subcutaneous – Inoculation of agent in approved area followed by ABSL1 housing
PPE – Hair bonnet, disposable jumpsuit, nitrile gloves, shoe covers, face masks
Training: All individuals have required training
2024-25 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: William Dauer
Title: Pathophysiology of Dystonia and Related Diseases
Note: Renewal
NIH Guideline Section(s): III-D-3, III-D-4, III-E-1, and III-F-8
Project Summary: 
The lab will use AAV to express genes of interest in cell types found in the brain of mice to activate specific neuronal populations in the circuits and to examine their relevance for abnormal movements in dystonia animal models. 
The lab will also be using Adenovirus and Lentivirus to express dystonia related proteins and additional transgenes of interest. Additionally, G-deleted rabies virus will be used for neuronal tracing in mice prior to analyzing tissue samples for protein expression in neurons. 
Vectors: (source)
Replication incompetent, VSV-G pseudotyped, 3rd generation Lentivirus
Replication incompetent G-deleted Rabies virus
Replication incompetent Adenovirus
Replication incompetent Adeno-associated virus
Mammalian expression plasmids
Transgenes: function (source)
ATPase (mouse, human)
ascorbate peroxidase (soybean)
transcription factor (mouse, human)
lysosomal protein (mouse, human)
tetracycline-controlled promotor (herpes simplex virus, E. coli)
trans-vaccenic acid receptor (avian)
maintains ER homeostasis (mouse, human)
recombinase (S. cerevisiae)
fluorescent marker (Discosoma sp.) 
fluorescent marker (A. victoria)
recombinase (P1 bacteriophage) 
inhibits neuronal activity (human)
calcium sensor (mouse)
Oncogenes/Tumor suppressor: None 
Toxic Genes: None
Host: Mammalian (packaging cell lines; established cell lines; primary cell lines: mouse); bacteria 
Notes: 
· PI will be using ready-to-use adenovirus, adeno-associated virus, G-deleted rabies and certain lentivirus stocks from Genscript.
· PI will also be producing and purifying additional lentivirus stocks in the laboratory.
Animal Model: Mouse
Transgenic animals: Yes         Generated at UTSW: No	GDMO: No
Route(s) of Administration: 
· Intracerebral (stereotaxic) – Adenovirus, G-deleted Rabies virus, AAV
· Intravenous (tail vein) – AAV
· Retro-orbital - AAV	
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: 
Intravenous (tail vein), retro-orbital – Inoculation of agent in a BSC followed by ABSL1 housing
Intracerebral (stereotaxic) – Inoculation of agent in approved area followed by ABSL1 housing
PPE – Yellow gown, nitrile gloves, eye protection
Training: All individuals have required training
2025-26 Lab Survey Results: 4 deficiencies found, all corrected

	Summary:
· Investigator required to provide confirmation of Lentivirus generation 
· No other safety concerns
In favor: All
Opposed: None
Abstained: None
Status: Approved with stipulations.  These include: Resolution of minor pending comments



	Recombinant DNA Registration for IBC review and authorization. 


PI: Elijah Mena
Title: Mena lab - Biosafety Permit
Note: New PI, Safety met with on 12/5/2025
NIH Guideline Section(s):   III-D-3, III-E, III-E-1 and III-F-8
Project Summary: 
· HEK-293T cells will be engineered to stably express a fluorescent protein stability reporter in which a protein of interest is fused to GFP, with DsRED expressed from the same vector as an internal control.
· Genetic perturbations will be introduced through targeted gene knockout or overexpression to evaluate their effects on degradation of the target protein. 
· Pooled CRISPR guide RNA libraries targeting either all human genes or genes involved in the ubiquitin–proteasome system will be used to perform fluorescence-activated cell sorting (FACS)–based genetic screens to identify genes that modulate protein stability. All analyses will be conducted in vitro using flow cytometry following stable cell line generation and selection. 
· E. coli DH5a strains will be used for standard molecular cloning of non-toxic genes. These will include individual genes and libraries of genes used for screening experiments. 
· The molecular cloning will be used for CRISPR-Cas9 knockout experiments, overexpression experiments in tissue culture, and phage display experiments using T7 bacteriophage. 
· E. coli BL21 strains will also be used to produce human proteins and fragments of human proteins for purification and biochemical experiments.
Vectors: (source)
Replication incompetent, VSV-G pseudotyped, 3rd generation Lentivirus
Bacterial/Mammalian expression plasmids
Mutagenesis plasmids:
CRISPR/cas9 system 
Transgenes: function (source)
sgRNA libraries, various (human)
cytoskeleton (human)
ribosomal quality control (human)
FEM1B E3 ligases (human)
protein degradation (human)
fluorescent marker (A. victoria)
endonuclease (S. pyogenes)
fluorescent marker (Discosoma sp.)
Oncogenes/Tumor suppressor: Alteration of genes in the libraries might result in tumorigenic effects. 
Toxic Genes: None
Host: Mammalian (packaging cell lines: human; established cell lines: human); 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: 1 individual requires NIH training
2025-26 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
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PI: Berge Minassian
Title: Investigation of mechanisms and cures of/for Lafora Disease and other epileptic disorders
Note: Renewal
NIH Guideline Section(s): III-D-3, III-D-4, III-E-1, and III-F-8
Project Summary: 
The lab will be using AAV, Lentivirus, CRISPR/cas9 system and siRNA/ASO to investigate mechanisms and cures for Lafora disease and other epileptic disorders.
The lab will use AAV to express desired transgenes for a gene therapy approach, and at times to knock down certain transgenes in vitro and in vivo. Lentivirus supernatant will also be used to make stable cell lines that express various transgenes of interest.
Both siRNA and ASO’ will be used to knock down enzyme of interest and to test whether it can reduce Lafora body formation in the brain of Lafora disease mouse model.
Vectors: (source)
Replication incompetent, VSV-G pseudotyped, 2nd generation Lentivirus
· Justification for 2nd generation: The production of Lentivirus will be in a very small scale. The small volume and very low concentration of the virus will only be used on cell lines.
Replication incompetent Adeno-associated virus
Anti-sense oligonucleotides (ASO’s) and siRNA 
CRISPR/cas9 system 
Transgenes: function (source)
fluorescent marker (A. victoria)
carbohydrate binding molecule (plants)
glucan branching enzyme (mouse, human)
enzyme involved in muscle glycogen synthase (human)
phosphatase (mouse, human)
ubiquitin (mouse, human)
channel (mouse, human)
fluorescent marker (B. lanceolatum)
endonuclease (S. pyogenes) 
Oncogenes/Tumor suppressor: None 
Toxic Genes: None
Host: Mammalian (packaging cell lines; bacteria 
Notes: Production of Lentivirus supernatant. Use of ready-to-use AAV stocks and siRNA/ASO solutions.
Animal Model: Mouse
Transgenic animals: Yes         Generated at UTSW: No	GDMO: No
Route(s) of Administration: 
· Intravenous (IV) - AAV
· Intracerebroventricular (ICV); Intracranial, Intrathecal (IT) (stereotaxic) – AAV
· Intracerebroventricular (ICV) – siRNA or ASO’s
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 (non-stereotaxic) – Inoculation of agent in a BSC, mandatory 48h cage change followed by ABSL1 housing
AAV (stereotaxic) – Inoculation of agent in approved areas followed by ABSL1 housing
siRNA or ASO’s – Inoculation of agent in approved area followed by ABSL1 housing
PPE – Yellow gown, nitrile gloves, eye protection
Training: 2 individuals require NIH training 
2025-26 Lab Survey Results: 9 deficiencies found, all corrected

	Summary:
· No safety concerns
In favor: All
Opposed: None
Abstained: None
Status: Approved with stipulations.  These include: Completion of training.
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PI: Yanbin Zheng
Title: Testing molecular target therapy in cancer
Note: Renewal
NIH Guideline Section(s): III-D-3, III-D-4
Project Summary: 
· Renewal involving viral vector-mediated gene manipulation and xenograft models to study sarcoma development and therapeutic targets. 
· Work includes the use of lentiviral and retroviral systems to modify cancer cell lines, followed by implantation into mice to assess tumor growth and treatment response.
· Studies aim to evaluate molecular drivers of tumorigenesis and identify pathways relevant to pediatric and young adult sarcomas. 
Vectors: (source)
Replication incompetent, VSV-G pseudotyped, 2nd generation Lentivirus
· Justification: Our lab has been using these listed viral vector systems for a long time, and many materials have been prepared accordingly. Keeping them can keep our projects progressing smoothly.  It also allows comparison of current experimental results to previous ones using the same system. Therefore, a better-quality control can be achieved.
Replication incompetent Retrovirus
Transgenes: function (source)
fluorescent marker (A. victoria)
embryonic development (human)
oncogene (human)
chromatin remodeling (human)
growth regulation (human)
See permit for full list of transgenes
Oncogenes/Tumor suppressor: PI indicates that alteration of genes, might result in tumorigenic effects. 
Toxic Genes: None
Host: Mammalian (human packaging cell lines; human established cell lines); bacteria 
Notes: Production, purification, and concentration of lentivirus and retrovirus.  
Animal Model: Mouse
Route(s) of Administration: Subcutaneous – xenografts
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: 
Subcutaneous – Inoculation of agent in a BSC followed by ABSL1 housing
PPE – Hair bonnet, disposable jumpsuit, nitrile gloves, shoe covers, face masks 
Refer to supplemental document for more information 
Training: 2 individuals require NIH training 
2024-25 Lab Survey Results: 2 deficiencies found, all corrected

	Summary:
· No safety concerns
In favor: All
Opposed: None
Abstained: None
Status: Approved with stipulations.  These include: Completion of training
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PI: Chen Liu
Title: Chemogenetic manipulation of 1b/2c neurons via stereotaxic intracranial injection
Note: Renewal
NIH Guideline Section(s):   III-D-4
Project Summary: 
· Renewal involving chemogenetic and viral tracing approaches to study hypothalamic neuronal circuits regulating food intake and metabolic outcomes in mice. 
· Work includes stereotaxic intracranial delivery of AAV vectors for neuronal labeling and activity manipulation, as well as monosynaptic circuit mapping using EnvA pseudotyped, G-deleted rabies virus. 
· Studies focus on defining functional connectivity and activity of neural pathways using fluorescent reporters and targeted neuromodulation. 
Vectors: (source)
Replication incompetent Adeno-associated virus 
Replication deficient, EnvA pseudotyped, G-deleted Rabies virus
Transgenes: function (source)
receptor (avian)
glycoprotein (Rabies virus)
mCherry, fluorescent marker (Discosoma sp., A. victoria) 
inhibits neuronal activity (mouse)
activates neuronal activity (C. reinhardtii)
Oncogenes/Tumor suppressor: None 
Toxic Genes: None
Host: In vivo only 
Notes: PI will be using ready-to-use viral stocks.  
Animal Model: Mouse
Route(s) of Administration: Stereotaxic intracranial – AAV, G-Deleted Rabies Virus
Required Training, Procedures, and Containment:  
In-Vitro Procedures: 
BSL1 – Standard molecular biology procedures
BSL2 – Biosafety cabinet use during manipulation of viral vectors when procedures involve the generation of aerosols and splashes 
PPE – Laboratory coat, gloves, and eye protection are required
In-Vivo Procedures: 
Stereotaxic intracranial – Inoculation of agent in approved area followed by ABSL1 housing
PPE – Hair bonnet, disposable jumpsuit, nitrile gloves, shoe covers, face masks
Training: 3 individuals require NIH training 
2024-25 Lab Survey Results: 3 deficiencies found, all corrected

	Summary:
· No safety concerns
In favor: All
Opposed: None
Abstained: None
Status: Approved with stipulations.  These include: Completion of training
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PI: Keunwoo Ryu
Title: Compartmentalization of Metabolic Pathways as a Regulator of Cancer Metabolism
Note: New. New PI, Safety met with on 11/11/2025.
NIH Guideline Section(s):   III-D-3, III-E, III-E-1 and III-F-8
Project Summary: 
This project investigates how cellular metabolism is regulated through spatial organization of metabolic pathways in mammalian cells.
Cell lines are modified for gene disruption, modification, overexpression, or expression of reporters.
E. coli are modified to express proteins of interest. 
Vectors: (source)
Replication incompetent, VSV-G pseudotyped, 2nd generation Lentivirus
Justification for 2nd generation system: A 2nd generation replication-deficient viral vector system is used due to its robust and reproducible transduction efficiency and extensive track record of safe use under BSL-2 conditions. Viral components are split across multiple plasmids, and no replication-competent virus is produced. The use of a second-generation system is appropriate for the proposed in vitro experiments and does not increase biosafety risk.
Replication incompetent, VSV-G pseudotyped Retrovirus
Mammalian expression plasmids
Bacterial expression plasmids
CRISPR construct 
CRISPR/cas9 system 
Transgenes: function (source)
library (human, mouse)
metabolic enzymes (human, mouse)
oncogenes, tumor suppressor, and cell cycle proteins (human, mouse)
transcription factors and coactivators affecting metabolism (human, mouse)
organelle related proteins (human, mouse)
reporters and modulators of redox, metabolism, and mitochondrial function (synthetic, Lactobacillus spp., Trypanosoma spp., Ciona spp., Saccharomyces spp., plants)
fluorescent markers (Discosoma sp., A. victoria)
Oncogenes/Tumor suppressor: Alteration of genes might result in tumorigenic effects. 
Toxic Genes: None
Host:  Mammalian (established human and mouse cell lines); bacteria
Notes: Production, purification, and concentration of lentivirus and retrovirus.  
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 
2025-26 Lab Survey Results: New PI

	Summary:
· Regarding the 2nd generation lentiviral system:
Discussion of the manner in which this system will be used and the provided rationale.
Recommendation for 3rd generation system.
Discussion about the UT Southwestern process for recommending higher generation lentiviral systems.
· No other safety concerns
In favor: All
Opposed: None
Abstained: None
Status: Approved with stipulations.  These include: Recommendation for 3rd generation lentiviral system.
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PI: Qing Zhang
Title: Studying Oxygen sensing pathways in cancers
Note: Renewal
NIH Guideline Section(s): III-D-3, III-D-4, III-E, III-E-1 and III-F-8
Project Summary: 
· Our work focuses on identifying novel therapeutic targets in kidney, breast and lung cancer. We are interested in hypoxia signaling and the role of the 2-oxoglutarate-dependent oxygenase family members in cancer cells. 
· We will use multiple cancer cell lines derived from human tumor tissues and infect them with lentivirus to stably overexpress and/or downregulate oncogenes and/or tumor suppressors. 
· We also directly inject lentiviral vectors into mice to generate CAR-expressing cells in vivo.
· We use competent E. coli cells to amplify plasmids, make new constructs.
Vectors: (source)
Replication incompetent, VSV-G pseudotyped, 2nd generation Lentivirus
· Justification for 2nd generation: Our lab has routinely used a 2nd generation lentiviral packaging system, which has demonstrated reliable performance and consistent transduction efficiency in our hands. We will conduct all lentiviral work under BSL-2 conditions and follow institutional biosafety guidelines (BSC use, appropriate PPE, and proper decontamination and waste disposal). With these controls in place and the use of replication-incompetent lentiviral vectors, we believe the 2nd generation system is justified for this project.
Mammalian expression plasmids
CRISPR/cas9 system 
Transgenes: function (source)
gRNA libraries, various (mouse, human)
putative hydroxylase (human)
L-carnitine formation (human)
mediates NFKB activation (human)
deubiquitinase (human)
hydroxylase (human)
ectonucleotide pyrophosphatase (human)
kinase (human)
receptor (human)
phosphorylase (human)
possible RNA binding protein (human)
transcription factors (human)
activates RNaseL (human)
chromatin remodeler
E3 ligase (human)
endonuclease (S. pyogenes)
Oncogenes/Tumor suppressor: Alteration of genes and genes in the library might result in tumorigenic effects. 
Toxic Genes: None
Host:  Mammalian (packaging cell lines: human; established cell lines: human, mouse); bacteria 
Notes: Production, purification, and concentration of Lentivirus.
Animal Model: Mouse
Proposed Research Areas: 
NB07.208	general lab / fume hood / storage
ND07.204	tissue culture / biosafety cabinet / centrifuge
NB07.118	storage
Proposed Animal Areas: 
NB03
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: 
Intravenous – Inoculation of agent in a BSC, mandatory 48h cage change followed by ABSL1 housing
Orthotopic direct tissue (intramammary fat pad, kidney), subcutaneous, intravenous – Inoculation of agents in a BSC followed by ABSL1 housing
PPE – Hair bonnet, disposable jumpsuit, nitrile gloves shoe covers, face masks, eye protection
Training: 3 individuals require NIH training
2024-25 Lab Survey Results: 7 deficiencies found, all corrected

	Summary:
· The committee discussed and recommended the use of a 3rd generation Lentiviral vector system
· No other safety concerns
In favor: All
Opposed: None
Abstained: None
Status: Approved with stipulations.  These include: Completion of training
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PI: Lael Yonker
Title: Host-pathogen interactions in respiratory infections
Note: New PI, Safety met with on 1/7/2026
NIH Guideline Section(s):   III-D-1, III-D-2, and III-F
· Project Summary: 
· New project investigating host-pathogen interactions in respiratory infections. 
· Work includes recombinant DNA techniques such as plasmid cloning, sequencing, gene expression analysis, and generation of recombinant bacteriophage for in vitro functional studies.
Pathogen to be genetically modified: Risk Group 2
Pseudomonas aeruginosa
Klebsiella pneumoniae
Vectors: (source)
Standard cloning plasmid
Transgenes: function (source)
various (Pseudomonas aeruginosa)
Oncogenes/Tumor suppressor: None
Toxic Genes: None
Host:  Mammalian (human primary cell lines); 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 vectors and human cell lines when procedures involve the generation of aerosols and splashes 
PPE – Laboratory coat, gloves, and eye protection are required
Refer to supplemental document for more information 
Training: 3 individuals require training 
Lab Survey Results: New PI

	Summary:
· Investigator asked to provide evidence of IRB approval, confirmation of BSL-2 space with biosafety cabinet, and updates in permit to align with reviewer comments. 
In favor: None
Opposed: All
Abstained: None
Status: Postponed 



	Recombinant DNA Registration for IBC Review and Authorization.  


PI: Benjamin Greenberg
Title: Phase I Intrathecal Lumbar Administration of AAV9/CLN7 for Treatment of CLN7 Disease
Note: Extension of recently conducted trial
In December, the IBC was notified that status of this study was long term follow up.
In January, Biosafety was notified that this study will continue with a change to the product manufacturer. 
This application is being proposed for IBC approval with no changes other than:
To the manufacturer.
Use of high cohort dose for future recipients.
Document updates to reflect the changes above.
NIH Guidelines: III-C
Project Summary: This is a Phase I study sponsored by UTSWMC for an investigational product manufactured by Viralgen Vector Core. It will explore the safety and tolerability of AAV product in the treatment of pediatric CLN7.
Product(s): 
· Replication incompetent adeno-associated virus 
Transgenes: (source)
· lysosomal membrane protein (human)
Host: Human subjects 
PPE: Body protection, gloves, and eye protection are required. 
Health Warnings and Safety Statements:
· A consultation with Occupational Health is advised for health care workers.
· No occurrences of serious adverse events have been reported from January 2025 to present.
· Safety information has been provided.
· All health care workers involved in this protocol should observe universal precautions.
· No special precautions are required for roommates or family members.
IBC emphasizes: 
· Direct contact, ingestion, autoinoculation and aerosol/droplet inhalation exposure are potential risks. To mitigate these risks the IBC requires the use of a Biosafety Cabinet (BSC), sharps protection, and the strict use of PPE. The IBC highly recommends that good hygiene practices be followed during and after the completion of investigational drug manipulation.  Hand washing along with the use of PPE will lower the potential for contamination and minimize transmission of the agent.  
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 hazardous waste.  
Required Training, Procedures, and Containment:  
· Minimum Training requirements: 
· Sponsor Training (if applicable)
· Bloodborne Pathogen Training for individuals listed on the registration
· IATA Training for individuals shipping infectious samples
· NIH Guidelines Training for PI
· PI mediated intra-laboratory training 
· Procedures: 
· BSL2 – Manipulation of agent in the Pharmacy
· Other – Children’s Health Medical Center approved SOP for gene transfer project must be followed

	Summary:
· Committee was informed of the study status.
· No safety concerns.
In favor: All
Opposed: None
Abstained: None
Status: Approved 
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PI: Joe Kutz
Title: A Phase 1/2 Trial of AAVAnc80-antiVEGF Gene Therapy in Individuals with Unilateral Vestibular Schwannoma
Note: Renewal
NIH Guidelines: III-C
Project Summary: A Phase I/II study sponsored by Akous, Inc. monitoring the safety and tolerability of AAV product in adults with unilateral progressive vestibular schwannoma and profound hearing loss. 
Product(s): 
Replication incompetent adeno-associated virus
Transgenes:
antibody recognizing vascular endothelial growth factor
Host: Human subjects 
PPE: Body protection, gloves, and eye protection are required. 
Health Warnings and Safety Statements:
A consultation with Occupational Health is advised for health care workers.
No 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.
IBC emphasizes: 
Direct contact, ingestion, autoinoculation and aerosol/droplet inhalation exposure are potential risks. To mitigate these risks the IBC requires the use of a Biosafety Cabinet (BSC), sharps protection, and the strict use of PPE. The IBC highly recommends that good hygiene practices be followed during and after the completion of investigational drug manipulation.  Hand washing along with the use of PPE will lower the potential for contamination and minimize transmission of the agent.  
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 hazardous waste.  
Required Training, Procedures, and Containment:  
Minimum Training requirements: 
· Sponsor Training (if applicable)
· Bloodborne Pathogen Training for individuals listed on the registration
· IATA Training for individuals shipping infectious samples
· 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:
· No safety concerns
In favor: All
Opposed: None
Abstained: None
Status: Approved 
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PI: Kosuke Izumi
Title: Molecular mechanism of disorders of transcriptional regulation
Note: Amendment for:
Addition of non-viral transposon and mutagenesis systems 
Update to lentiviral work: Addition of lentiCRISPR and production of lentivirus in lab
Addition of transgenic animals
NIH Guideline Section(s):   III-D-3, III-E, III-E-1 and III-F-8
Project Summary: 
Interest in molecular mechanism of disorders of transcriptional regulation.
Use of lentivirus CRISPR inhibition system to silence target genes to investigate the effects of gene silencing during cellular differentiation. 
Will generate auxin-inducible degron system, which allows rapid depletion of a protein of interest. 
Vectors: (source)
Replication incompetent, VSV-G pseudotyped, 2nd generation Lentivirus
Mutagenesis plasmids
Transposon system
CRISPR/cas9 system 
Transgenes: function (source)
retrotransposon (human)
auxin receptor (O. sativa)
chromatin protein (human)
endonuclease (S. pyogenes) 
fluorescent markers (A. victoria, Zoanthus sp.)
Oncogenes/Tumor suppressor: None 
Toxic Genes: None
Host:  Mammalian (established human cell lines); bacteria 
Notes: Production, purification, and concentration of lentivirus.
Animal Model: In vitro only
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 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: 1 individual requires NIH training
2025-26 Lab Survey Results: 5 deficiencies found, all corrected

	Summary:
· Brief discussion of minor pending updates
· No other safety concerns
In favor: All
Opposed: None
Abstained: None
Status: Approved with stipulations.  These include: Completion of training and resolution of minor pending comments.
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PI: Weiwei Wang
Title: Clustering of the neuro-transmitter receptors and ion channels in cells
Note: Renewal
NIH Guideline Section(s):   III-E and III-F
Project Summary: 
· Renewal involving recombinant protein expression and viral transduction approaches to study organization and function of neuronal receptors and ion channels in vitro. 
· Work includes generation of baculovirus for protein delivery, purification of membrane-associated proteins and structural and functional characterization using cryo-EM, fluorescence imaging, and electrophysiology assays. 
· Analysis focuses on understanding how protein clustering within lipid membranes influences channel organization and signaling properties.
Vectors: (source)
Baculovirus
Mammalian expression plasmids
Transgenes: function (source)
receptor tyrosine kinase (rat)
ion channel (human, mouse)
adhesion protein (mouse)
Oncogenes/Tumor suppressor: None 
Toxic Genes: None
Host:  Mammalian (human established cell lines); insect (established cell lines); bacteria
Notes: PI will be producing virus in the laboratory.  
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. Ear protection is also required during sonication
Refer to supplemental document for more information 
Training: 3 individuals require training 
2025-26 Lab Survey Results: 12 deficiencies found, all corrected

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