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	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 August 26, 2025 on the UT Southwestern campus in room JA5.110 and via web conferencing. 

The draft minutes from the meeting held on July 29, 2025 were approved unanimously by the members.

Status: July 29, 2025 IBC minutes were approved with minor changes. 




	Registration Closures (PI requests/PI departures)


PI: Isaac Bowman – no longer at UTSW
Title: NCI COVID-19 in Cancer Patients Study (N-CCaPS): A Longitudinal Natural History Study

PI: Brooks Brodrick – no longer at UTSW
Title: Role of Gut Microbiota on Susceptibility to Activity-Based Anorexia Model

PI: Lawrence Lavery – no longer at UTSW
Title: Bacteria inoculation of wounds in porcine models

PI: Michael Norgard – no longer at UTSW
Title: Membrane Proteins of Treponema pallidum

PI: Richard Wang – no longer at UTSW
Title: Analysis of Non-Melanoma Skin Cancer Pathways in Tumorigenesis and Development

PI: Matthew Sieber
Title: Defining the metabolic basis for cellular quiescence

PI: Daniela Nicastro
Title: Cloneable in-situ Label for High-resolution Cellular Imaging

	New Business:



	Core Imaging Facility Registration for IBC review and authorization. 


PI: Neal Alto
Title: Microbiology Live Cell Imaging Core Facility
Note: Renewal – Imaging Core Facility (multi-user)
Project Summary: 
· Core Facility used for the imaging of established human and animal cell lines, and cells that have been infected with Risk Group 2 agents.
Facility Supervisor(s): Neal Alto, Ph.D., Laura Alto, Ph.D.
Pathogen(s): Risk Group 2 (source)
RDSR-2024-014
· Salmonella enterica, serotype Typhimurium, strain SL1344 
· Shigella flexneri, strain M90T 
· Listeria monocytogenes, strain 10403S 
· Enteropathogenic Escherichia coli, strain E2348-69 
· Enterohemorrhagic Escherichia coli, strain 0157:H7 
· RDSR-2023-121
· Campylobacter jejuni, strain 81-176
· RDSR-2023-064
· Influenza A virus, H1N1/WSN/33  
· RDSR-2022-097
· Murine Norovirus, strain 1 and 3  
· Coxsackievirus B3 Nancy strain, H3 strain  
· Rhinovirus, strain 1A, 2, 4, 16  
· Reovirus, Type 1 Lang, Type 3 Dearing  
Currently Approved Host(s):
· Established cell lines: HEK293T, HeLa, Colo205, H1229 – human
Newly Added Host(s)
· Established cell line: A549 – human 
Notes:
Facility SOP has been provided and a sign-up procedure has been established.
Before additional laboratories can utilize this facility: 
Confirmation of current registrations for new users
Confirmation of up-to-date training for new users
An amendment to this Registration must be submitted to the IBC for new users
Animal Model: In vitro only    
Required Training, Procedures, and Containment: 
In-Vitro Procedures: 
BSL2 – Imaging of pathogens and human cell lines when procedures involve the production of aerosols and splashes 
PPE – Laboratory coat, gloves, and eye protection are required
Training: 2 individuals require training
2024-25 Lab Survey Results: No deficiencies found
 
	Summary:
· Concern 1: Investigator required to resolve and clarify discrepancies in facility waste disposal procedures
· No other safety concerns
In favor: All
Opposed: None
Abstained: None
Status: Approved with stipulations.  These include: Completion of training and clarification of facility waste disposal procedures



	Human Material Pathogen Registration for IBC review and authorization. 


PI: Mamta Jain
Title: An International Observational Study of Adults with Acute Infection - Immunocompromised Severe Acute Respiratory Infection (IC-SARI) Study
Note: New 
NIH Guideline Section(s): Not applicable
Project Summary: 
Study through Strategies and Treatments for Respiratory Infections and Viral Emergencies Network.
Study is part of master protocol to advance understanding of epidemiology and pathobiology of severe acute infections that place humans at risk for morbidity and mortality.
Application is for the processing of collected biospecimens for shipment to central laboratory.
Material: Clinical specimens containing pathogens collected from immunocompromised individuals with severe acute respiratory infection
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 materials 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:
· Lab has experience processing similar specimens, and they describe the appropriate safety precautions of using a BSC and appropriate PPE.
· Prior to specimen release from the collection facility, there is a process for obtaining at least a minimum level of diagnostics. Additionally, recipients are trained on procedures such as transport.
· Concern associated with potential for emergent pathogen appearing in locality, which could necessitate a higher biosafety level for specimen handling. Need for awareness that, in the case of this situation, this study could be impacted.
· No other safety concerns.
In favor: All
Opposed: None
Abstained: None
Status: Approved



	Recombinant DNA Registration for IBC review and authorization.


PI: Nan Yan
Title: Host factors for flavivirus replication
Note: Renewal
NIH Guideline Section(s): III-D-3, III-F-8
Project Summary: 
In vitro studies using flaviviruses to study the role of host protein in flavivirus replication. 
Will focus on knockdown and knockout of innate immune signaling components, which include infecting of a variety of human and mouse cell lines. 
Viral RNA will be measured by qPCR or plaque assay to quantify viral replication. 
Notes: PI will be using genetically modified agents provided by a collaborator.
· Genetically modified Risk Group 2 flaviviruses:
· Replication competent Dengue virus, serotype 2, strain 16681
· Replication competent Yellow Fever Virus, strain 17D
· Replication competent Zika Virus 
· Modification:
· Plasmid pD2/IC-30P in pUC19 is used for generation of full-length replication competent Dengue Virus-2 (DENV2), expressing green fluorescent protein
Transgenes: function (source)
fluorescent marker (A. victoria)
Oncogenes/Tumor suppressor: None
Toxic Genes: None
Host: Mammalian (packaging cell lines: non-human primate); bacteria (E. coli K12)
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 cell lines when procedures involve the generation of aerosols and splashes 
PPE – Laboratory coat, gloves, and eye protection are required
Training: 3 individuals require refresher training 
2024-25 Lab Survey Results: 2 deficiencies found, all corrected. 

	Summary:
· Reviewer concerns regarding discrepancies between the application and final review provided, removal of agents no longer used or stored is required.
· No other safety concerns.
In favor: All
Opposed: None
Abstained: None
Status: Approved with stipulations.  These include: Completion of training and resolution of pending comments.



	Recombinant DNA Registration for IBC review and authorization. 


PI: Kim Orth 
Title: Use of mammalian expression plasmids, bacterial expression plasmids, Yersinia pseudotuberculosis, Vibrio parahaemolyticus, and Burkholderia thailandensis
Note: Amendment for addition of Burkholderia thailandensis and personnel updates.
NIH Guideline Section(s):   III-E
· Project Summary: 
· In vitro studies using bacterial pathogens to investigate host-pathogen interactions in human cell lines. 
· Amendment includes the addition of Burkholderia thailandensis as a genetically modified organism along with associated personnel updates. 
· Analysis focuses on expression of fluorescent reporters and bacterial regulatory proteins to monitor pathogen dissemination, antibiotic resistance, and protein-protein interactions under cell culture conditions. 

Pathogen to be genetically modified: Risk Group 1
· Burkholderia thailandensis, E264 
Vectors:
Bacterial expression plasmids 
Transgenes: function (source)
fluorescent marker (A. victoria)
fluorescent marker (Discosoma sp.)
transcription regulator (B. thailandensis)
Oncogenes/Tumor suppressor: None 
Toxic Genes: None.  
Host:  Mammalian (established cell lines – human) 
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: 2 individuals require NIH training, 7 individuals are pending annual refresher training 
2023-24 Lab Survey Results: 13 deficiencies found, all corrected

	Summary:
· No other safety concerns/No 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 review and authorization. 


PI: Andrew Sandstrom
Title: Characterization of Host Pathogen Interactions
Note: Amendment for the addition of Lentiviral vector and Vaccinia (Western Reserve)
NIH Guideline Section(s): III-D-2, III-D-3, III-E-1 and III-F-8
Project Summary: 
· Generation of stable cell lines expressing human or murine immune genes, stable cell lines expressing pathogen effectors to identify the host targets of those genes. 
· Seeking to infect a variety of cell lines with different pathogens to determine whether the immune interactions we have identified exogenously occur during infection. 
· Will be infecting cell lines with Vaccinia Virus (Western Reserve) to investigate inflammasome responses to Vaccinia Virus infection.
Pathogen not genetically modified: Risk Group 2
Vaccinia virus, Western Reserve strain  
Vectors: (source)
Replication incompetent, VSV-G pseudotyped, 2nd generation Lentivirus
· Justification for 2nd generation use provided.
Transgenes: function (source)
Immunomodulators (human, mouse, rat) Extensive list provided
E3 Ligases (human, E. coli, E. alberti, E. marmotae, Shigella flexnerii, Shigella bodydii, C. rodentium, C. freundii, S. enterica, Salmonella bongori, Burkholderiaceae pandoraea pulonicola, Yersinia pestis, Y. pseudotuberculosis, Cedecea davisae, Rotavirus, Dengue, Mumps virus, RSV, Myxoma, MHV-68, Ectromelia virus, Vaccinia WR, ORF virus, Molluscum contagiosum, Cowpox, Monkeypox, Adenovirus, KSHV, HPV, EBV, HBV, BVDV, CSFV, Influenza A, HSV-1, HIV-1)
Pyrin Mimics (Myxoma virus, Rabbit fibroma virus, SARS-CoV2, SARS-CoV, Bat coronavirus, Human-NL63-like-CoV, Bat Hp-betacoronavirus/Zhejiang2013, Bat SARS-like coronavirus, Breda virus, Bovine nidovirus TCH5)
See attachments for complete list
Oncogenes/Tumor suppressor: None 
Toxic Genes: None
Host:  Mammalian (packaging cell lines: GP2-293 – human, BSC-40 – C. aethiops; established cell lines: THP1, HEK293T, HeLa, N/TERT – human, RAW264.7, HOXB8 – mouse; bacteria (E. coli K12) 
Notes: 
Production of Lentiviral vector.
Production, purification, and concentration of Vaccina 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, human and non-human primate cell lines, pathogen stocks and cultures when procedures involve the generation of aerosols and splashes 
PPE – Laboratory coat, gloves, and eye protection are required
Training: 1 individual requires training
2024-25 Lab Survey Results: 5 deficiencies found, all corrected

	Summary:
· No safety concerns
In favor: All
Opposed: None
Abstained: None
Status: Approved with stipulations.  These include: All staff members working with Vaccinia virus should have a consultation with Occupation Health, completion of training.



	Recombinant DNA Registration for IBC review and authorization. 


PI: Lenette Lu
Title: Immune response to Mycobacterium tuberculosis
Note: Renewal
NIH Guideline Section(s):   III-D-1
· Project Summary: 
· In vitro and in vivo studies to investigate innate and adaptive immune responses to Mycobacterium tuberculosis and related mycobacterial strains. 
· Renewal includes continued use of pathogenic M. tuberculosis strains, M. bovis BCG, and M. smegmatis along with bacterial plasmids carrying fluorescent reporter and virulence factors. 
· Analysis centers on antibody responses, immune cell interactions, and the role of specific virulence factors using microscopy, fluorescent markers, and inhalation-based infection models. 
Pathogen not genetically modified: Risk Group 2
· Mycobacterium bovis, BCG  
· Mycobacterium smegmatis, MC2155  
Pathogen not genetically modified: Risk Group 3
· Mycobacterium tuberculosis, H37Rv, Erdman, CDC1551, HN878  
Vectors: (source)
Bacterial expression plasmids: pET23, Live-Dead mCherry / GFP bacterial expression plasmids  , BEI
Transgenes: function (source)
fluorescent markers (Discosoma sp.) 
fluorescent markers (A. victoria)
fluorescent marker (firefly)
virulence factors (M. tuberculosis)
Oncogenes/Tumor suppressor: None 
Toxic Genes: None
Host:  Mammalian (established cell lines; primary cell lines – human); bacteria
Zoonotic Potential: The PI is using a zoonotic agent 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.
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: 
Inhalation (Glass-Col) – Inoculation of agent followed by ABSL3 housing
PPE – Tyvek suit, shoe covers, PAPR, double gloves
Refer to supplemental document for more information 
Training: 1 individual requires NIH training; 3 individuals are pending annual safety refresher training. 
2023-24 Lab Survey Results: 3 deficiencies found, all corrected

	Summary:
· No other safety concerns/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: Evan Nair-Gill
Title: Transfection of HEK293 cells to make recombinant retrovirus
Note: Renewal
NIH Guideline Section(s): III-D-3, III-D-4, III-E-1 and III-F-8
Project Summary: 
· In vitro studies using shRNA or retroviral and lentiviral transgenesis to modify mouse hematopoietic cells and human leukemic cell lines to study leukemogenesis.
· In vivo studies will also be performed by injecting mice with modified cell lines to measure the effects on the phenotype, proliferation and survival of transplanted cells. 
· Site directed mutagenesis will also be performed in E. coli K12 strains using molecular genetic techniques to study protein interaction.
Vectors: (source)
Replication incompetent, VSV-G pseudotyped, 4th generation Lentivirus
Replication incompetent Retrovirus
Mammalian expression plasmids
Transgenes: function (source)
cell trafficking receptor (mouse)
cell trafficking receptor (mouse, human)
WD repeat protein (mouse, human)
ubiquitin ligase (mouse)
targets Pacs1 for down regulation (human)
enzyme for energy metabolism (mouse)
fluorescent marker (Zoanthus sp.)
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: mouse); bacteria (E. coli K12) 
Notes: Production and concentration of Lentivirus and Retrovirus stocks.
Animal Model: Mouse
Transgenic animals: Yes         Generated at UTSW: No	GDMO: No
Route(s) of Administration: Retro-orbital – modified xenografts and allografts
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: 
Retro-orbital – Inoculation of agent in a BSC followed by ABSL1 housing
PPE – Hair bonnet, disposable gloves, nitrile gloves, shoe covers, face masks
Training: 3 individuals require refresher training and 1 individual requires NIH training
2024-25 Lab Survey Results: 6 deficiencies found, 5 overdue

	Summary:
· No safety concerns
In favor: All
Opposed: None
Abstained: None
Status: Approved with stipulations.  These include: Completion of training, resolution of survey findings, and resolution of pending comments



	Recombinant DNA Registration for IBC review and authorization. 


PI: Seungwon Choi
Title: Cellular and Molecular Mechanisms Underlying Development and Function of the Mouse Somatosensory Pathways
Note: Renewal
NIH Guideline Section(s):   III-D-4
· Project Summary: 
· In vivo studies using mouse models to investigate the cellular and molecular mechanisms of somatosensory pathways in touch and pain. 
· Renewal includes continued use of AAV vectors carrying fluorescent, recombinase, and calcium indicator constructs.
· Analysis focuses on neural circuit function, sensory pathways mapping and pain mechanisms through targeted AAV delivery, transgenic mouse tools.
Vectors: (source)
Replication incompetent Adeno-associated virus
Transgenes: function (source)
fluorescent markers (A. victoria)
fluorescent marker (Discosoma sp.)
synaptic marker (M. musculus)
recombinase (P1 bacteriophage)
recombinase (S. cerevisiae)
calcium indicator (A. victoria)
calcium indicator (Discosoma sp.)
calcium pump (H. sapiens)
actin marker (S. cerevisiae)
neuronal inhibition (G. theta)
nureonal inhibition (H. sapiens)
Oncogenes/Tumor suppressor: None 
Toxic Genes: None
Host:  In vivo only 
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 lines when procedures involve the generation of aerosols and splashes 
PPE – Laboratory coat, gloves, and eye protection are required
In-Vivo Procedures: 
Direct injection into brain, spinal cord, dorsal root ganglia, and skin – Inoculation of agent in approved area, mandatory 48h cage change followed by ABSL1 housing
PPE – Gloves, eye protection, surgical mask, lab coat
Refer to supplemental document for more information 
Training: 2 individuals are pending annual refresher training 
2023-24 Lab Survey Results: 5 deficiencies found, all corrected

	Summary:
· No other safety concerns/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: Isabelle Vanhaezebrouck
Title: The Veterinary Research and Oncology Clinic application of novel therapy combinations
Note: New
NIH Guideline Section(s): III-D-4
Project Summary: 
In vitro studies using mRNA (also called modRNA) CAR nanoparticle (NP)/ extracellular vesicle (EV) as an immunotherapy treatment option for privately-owned canine patients with various tumors. 
The mRNA CAR treatment will deliver CAR transgenes to canine neutrophils to translate CAR proteins. 
Notes: The PI will be using ready-to-use mRNA CAR treatment in lipid nanoparticle (NP) or extracellular vesicle (EV). 
Vectors: (source)
mRNA CAR nanoparticles (NP) or extracellular vesicle (ER) treatment 
Transgenes: function (source)
immune system activation (synthetic)
Oncogenes/Tumor suppressor: None
Toxic Genes: None
Nanoparticles: yes		Type: lipid
Host: Canine
Animal Model: Canine
Route(s) of Administration: Intravenous – mRNA CAR treatment (nanoparticle (NP) or extracellular vesicle (EV))
Required Training, Procedures, and Containment:  
In-Vitro Procedures: 
BSL1 – Standard molecular biology procedures
BSL2 – Biosafety cabinet use during manipulation of mRNA CAR treatment (nanoparticle (NP) or extracellular vesicle (EV) samples 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 approved area followed by ABSL1 housing
PPE – lab coat, eye protection, nitrile gloves
Training: 2 individuals require refresher 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 review and authorization. 


PI: Olaf Stuve
Title: Antigen specificity of T lymphocytes in autoimmune disorders of the central nervous system
Note: Amendment for addition of virus-like particle
NIH Guideline Section(s):   III-E-1
Project Summary: 
Use of recombinant nucleic acid techniques to generate viral like particle (VLP) to explore Experimental Autoimmune Encephalomyelitis (EAE).
Will induce EAE using VLP to stimulate immune response against myelin.
Aim to stimulate immune response to prion protein using VLP harboring prion protein sequence. Aim to explore if this will impact EAE disease. 
Vectors: (source)
Replication incompetent, 2nd generation, VSV-G pseudotyped lentivirus to produce empty virus-like particles
Transgenes: function (source)
prion protein (human)
myelin oligodendrocycte glycoprotein (mouse)
core antigen (Hepatitis B)
Oncogenes/Tumor suppressor: None 
Toxic Genes: None
Host: Mammalian (established human cell line)
Notes: 
· Virus-like particle contains Hepatitis B core antigen harboring prion protein amino acid sequence.
· Virus-like particle will be administered subcutaneously to mice. 
Animal Model: Nucleic acid materials are used in vitro only
Required Training, Procedures, and Containment:  
In-Vitro Procedures: 
BSL1 – Standard molecular biology procedures
BSL2 – Biosafety cabinet use during manipulation of viral vector 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 training
2024-25 Lab Survey Results: 4 deficiencies found, all corrected

	Summary:
· Prion protein in viral like particle is naïve monomer, which will not be anticipated to induce misfolding.
· No other 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: Nikhil Munshi
Title: Mechanisms of cardiac reprogramming
Note: Renewal
NIH Guideline Section(s): III-D-3, III-D-4, III-E-1 and III-F-8.
Project Summary: 
In vitro studies with Lentivirus and Retrovirus to generate induced nodal cells with specific transcription factors. 
In vivo studies with AAV9 for gene expression analyses and modified Rabies virus for neural circuit tracing. 
Vectors: (source)
Replication incompetent, VSV-G pseudotyped, 2nd generation Lentivirus
· Justification: We chose to use a second-generation lentiviral packaging system because it provides higher viral titers and a simplified transfection protocol, requiring fewer plasmids than third-generation systems.
Replication incompetent Retrovirus
Replication incompetent Adeno-associated virus
Replication incompetent, G-deleted Rabies virus
Bacterial expression plasmids
Standard cloning plasmids
CRISPR/cas9 system 
Transgenes: function (source)
enzyme (E. coli)
DNA recombinase (P1 bacteriophage)
fluorescent marker (A. victoria)
fluorescent marker (Discosoma sp.) 
endonuclease (S. pyogenes) 
Oncogenes/Tumor suppressor: None.  
Toxic Genes: None
Host:  Mammalian (mouse; packaging cell lines: human; primary cell lines: human; mouse; rat); bacteria (E. coli K12) 
Notes: Production and purification of Lentivirus, Retrovirus, and AAV. The lab will also use ready-to-use AAV and Rabies viral stocks. 
Animal Model: Mouse
Route(s) of Administration: 
· Intraperitoneal (IP), Reto-orbital (RO), Intravenous (tail vein) – AAV
· Direct tissue (heart) - Retrovirus
· Intramuscular (nodal components) – modified Rabies Virus
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 and Retrovirus – Inoculation of agent in a BSC, mandatory 48h cage change followed by ABSL1 housing
Modified Rabies virus – Inoculation of agent in a BSC followed by ABSL2 housing
PPE – yellow gown, nitrile gloves, eye protection
Training: 3 individuals require NIH training 
2024-25 Lab Survey Results: 8 deficiencies found, 1 pending

	Summary:
· No safety concerns
In favor: All
Opposed: None
Abstained: None
Status: Approved with stipulations.  These include: Completion of training, resolution of survey findings, and resolution of minor pending comments



	Recombinant DNA Registration for IBC review and authorization. 


PI: Hao Zhu
Title: Liver cancer and regeneration in mice
Note: Amendment for addition of:
· In vivo use of lentivirus
· Generation of transgenic mice
· In vivo use of modified murine cancer cells
NIH Guideline Section(s):   III-D-4 and III-E-3 
Project Summary: 
Project aims to manipulate, track and evaluate the growth of human and mouse hepatocellular carcinoma. 
Administer lentivirus to mice with humanized livers to target the liver. 
Generation of transgenic mice using various techniques.
Vectors: (source)
Replication incompetent, VSV-G pseudotyped, 2nd generation Lentivirus
For generation of transgenic mice:
Replication incompetent Adeno-associated virus
ssDNA, dsDNA
gRNA
Transgenes: function (source)
genes regulating regenerative capacity of liver and hepatocellular carcinoma (mouse)
genes important in liver biology signaling pathways (mouse, human)
oncogene (mouse)
recombinase (P1 bacteriophage) 
fluorescent marker (A. victoria)
Oncogenes/Tumor suppressors: Alteration of genes might result in tumorigenic effects. 
Toxic Genes: None
Host:  Mammalian (primary murine zygotes) 
Notes: 
No change to approved production procedures for viral vectors. 
Cas9 protein is administered in combination with gRNAs.
Animal Model: Mouse
Transgenic animals: Yes         Generated at UTSW: Yes	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: 
Viral vector – Inoculation of agent in a BSC, mandatory 48h cage change followed by ABSL1 housing
Allograft – Inoculation of agent in approved area followed by ABSL1 housing
PPE – Hair bonnet, disposable jumpsuit, nitrile gloves, shoe covers, face masks, and eye protection
Training: 7 individuals require training 
2024-25 Lab Survey Results: 10 deficiencies found, 7 pending

	Summary:
Risks would be associated with use of second-generation lentiviral system for oncogenes or potential oncogenes.
· No other safety concerns
In favor: All
Opposed: None
Abstained: None
Status: Approved with stipulations.  These include: Completion of training and resolution of survey findings.



	Recombinant DNA Registration for IBC review and authorization. 


PI: Hirofumi Fujita
Registration Number: RDSR-2025-088 
Title: Fujita Lab: Cerebellar circuit research
Note: Renewal
NIH Guideline Section(s): III-D-4
Project Summary: 
· Studying brain circuit organization and the developmental and plastic change in the brain circuits in response to cerebellar manipulation using anatomical and electrophysiological methods mediated by adeno-associated virus (AAV) and rabies virus (RV) in the mouse. 
· Intracranial microinjections of AAVs and RVs, both carrying fluorescent protein, will be made to visualize brain circuits. 
· Similar injection of AAVs carrying opsin such as Channelrhodopsin will be made to subsequently photostimulate the infected neurons for electrophysiological measurement of the responses. 
· Similar injections of AAVs carrying Caspase or Diphtheria toxin receptor will be made to ablate specific subsets of cerebellar circuits, followed by the investigation of the altered circuits in the forebrain and brainstem via anatomical and electrophysiological analyses mentioned above.
Vectors: (source)
Replication incompetent Adeno-associated virus
· See attachments for full list
Replication deficient, G-deleted Rabies virus
Transgenes: function (source)
Fluorescent markers (A. victoria)
Fluorescent protein synthetic constructs
Fluorescent markers (Discosoma sp.) 
GFP fusion (A. victoria)
Fluorescent markers (E. quadricolor) 
Recombinase (P1 bacteriophage) 
Recombinase (S. cerevisiae)
Diphtheria toxin receptor (human)
Opsins (Chlamydomonas noctigama, Stigeoclonium helveticum, C. reinhardtii, Guillardia theta)
Protease (Tobacco etch virus)
Caspase (human)
See attachments for full list
Oncogenes/Tumor suppressor: None 
Toxic Genes: None
Host: Mammalian (mouse)
Notes: Use of ready-to-use AAV, G-deleted Rabies virus stocks. 
Animal Model: Mouse
Transgenic animals: Yes         Generated at UTSW: No	GDMO: No
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 –  
· Animal facility: Yellow gown, nitrile gloves
· Animal facility: Hair bonnet, disposable jumpsuit, nitrile gloves, shoe covers, face masks
· Non-animal facility: Laboratory coat, gloves, and eye protection are required
Training: 3 individuals require NIH training
2024-25 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.



	Recombinant DNA Registration for IBC review and authorization.


PI: Sam Wang
Title: Identifying factors that mediate gastric cancer formation and progression
Note: Amendment for room updates and the addition of new personnel, microscope location, and mammalian expression plasmid for in vitro research. The following materials have also been added for in vivo research: allografts modified with Adenovirus or mammalian expression plasmids. 
NIH Guideline Section(s): III-D-4
Project Summary: 
Use of ready-to-use Adenovirus to alter gene expression in murine gastric cells/organoids for character analysis.
In vivo research with modified allografts to study proliferation, metastasis and cancer progression. 
Notes: PI has already been approved to use ready-to-use Adenovirus stocks provided by a collaborator. No additional Adenovirus stocks will be produced in the lab.  
Vectors: (source)
Mammalian expression plasmid
Transgenes: function (source)
endonuclease (S. pyrogenes)
fluorescent marker (Discosoma sp.)
transcription factor (mouse)
Oncogenes/Tumor suppressor: None 
Toxic Genes: None
Host:  Mammalian (established cell lines: mouse; primary cell lines: mouse); bacteria (E. coli K12) 
Animal Model: Mouse
Transgenic animals: Yes         Generated at UTSW: Pending		GDMO: No
Route(s) of Administration: 
Subcutaneous, Intragastric – allografts modified with Adenovirus
Pending – allografts modified with mammalian expression plasmid
Required Training, Procedures, and Containment:  
In-Vitro Procedures: 
· BSL1 – Standard molecular biology procedures
· BSL2 – Biosafety cabinet use during manipulation of viral vectors and cell lines when procedures involve the generation of aerosols and splashes 
· PPE – Laboratory coat, gloves, and eye protection are required
In-Vivo Procedures: 
· Modified allografts– Inoculation of agent in a BSC followed by ABSL1 housing
· PPE –  
· Non-Animal Facility: lab coat, eye protection, and nitrile gloves 
· Animal Facility: hair bonnet, disposable jumpsuit, nitrile gloves, shoe covers, face masks, eye protection
Training: 1 individual requires refresher training, and 3 individuals require NIH training 
2024-25 Lab Survey Results: 8 deficiencies found, all corrected

	Summary:
· No 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 Review and Authorization.  


PI: Samuel John
Title: CAB-201-002: A Phase 1/2, Open-Label Study to Evaluate the Safety and Efficacy of Autologous CD19-specific Chimeric Antigen Receptor T cells (CABA-201) in Subjects with Active Idiopathic Inflammatory Myopathy or Active Juvenile Idiopathic Inflammatory Myopathy
Note: New
NIH Guidelines: III-C
Project Summary: 
A phase I/II study sponsored by Cabaletta Bio, Inc. to evaluate the safety and efficacy of chimeric antigen receptor product in individuals under age 18 for the treatment of active juvenile idiopathic inflammatory myopathy.
Product: 
Autologous T cells genetically modified ex vivo with replication incompetent lentivirus 
Transgenes: 
Chimeric antigen receptor
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.
· Occurrences of serious adverse events (not at UTSW) have been reported during studies with this investigational 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.
IBC emphasizes: 
· Direct contact, ingestion, autoinoculation and aerosol/droplet inhalation exposure are potential risks. To mitigate these risks the IBC requires the use of 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: 
· 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: 
Other: Strict adherence to Stem Cell Infusion SOP including verification of identifier on the patients to exactly match the identifier on the product.

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



	Recombinant DNA Registration for IBC Review and Authorization.  


PI: Raksha Jain
Title: An Open-label, Phase 1/2 Trial of Gene Therapy 4D-710 in Adults with Cystic Fibrosis
Note: Full committee renewal
NIH Guidelines: III-C
Project Summary: 
A Phase I/II study sponsored by 4D Molecular Therapeutics, Inc. to explore the safety and tolerability of AAV gene replacement therapy in the treatment of cystic fibrosis lung disease.  
Product: 
Replication incompetent Adeno-associated virus 
Current Status: Phase I/II
Transgenes: 
Transmembrane conductance regulator 
Host: Human subjects 
PPE: Body protection, gloves, face shield, and N95 or equivalent respirator during investigational product administration. 
Health Warnings and Safety Statements:
· A consultation with Occupational Health is advised for health care workers.
· Occurrences of grade 3 serious adverse events have been reported (not at UTSW) during the renewal period but were determined to be unrelated to the investigational product. 
· Sponsor has provided safety information.
· All health care workers involved in this protocol should observe universal precautions.
· As noted by the Sponsor, special precautions for subjects include the practice of good hygiene, including frequent handwashing, covering nose and mouth during coughing and sneezing, and avoiding sharing food and beverages.
Research Applications: 
· Biosafety Level 2, (BSL-2) containment, equipment, and practices for all work involving the manipulation of the investigational product at the study location and human samples in the research tissue culture room. Manipulation of investigational product and non-fixed human materials must occur under a certified BSC. All equipment used to store, manipulate, or cultivate the investigational drug must be labeled as biohazardous.  
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
Manipulation of non-fixed human materials in research area
Other: 
UTSW Approved SOP for gene transfer project must be followed
UTSW approved policy for terminal cleaning of isolation room must be followed after investigational product administration

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



	Recombinant DNA Registration for IBC Review and Authorization.  


PI: Sanjay Chandrasekaran
Title: A prospective, multicenter, open-label, randomized, actively controlled, parallel-group Phase 3 clinical trial to evaluate efficacy, safety, and tolerability of IMA203 versus investigator’s choice of treatment in patients with previously treated, unresectable or metastatic cutaneous melanoma (ACTengine® IMA203-301)
Note: New
NIH Guidelines: III-C
Sponsor: Immatics US, Inc.
Project Summary: 
· This Phase 3 randomized trial (IMA203-301) compares IMA203 versus investigator’s choice of treatment in patients with previously treated, unresectable or metastatic cutaneous melanoma and further evaluate the safety and efficacy of IMA203 administered at the recommended Phase 2 dose (RP2D).
Product(s): 
Autologous T cells genetically modified ex vivo with replication incompetent Lentivirus
Vectors: (source)
Replication incompetent, VSV-G pseudotyped, 3rd generation Lentivirus: LV-R11KEA
Transgenes: (source)
T cell receptor specific for PRAME-004 antigenic peptide (human)
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 have been reported in this study phase. 
There have been treatment-emergent serious adverse events reported in previous phases that are typical of autologous T cell products and chemotherapeutic therapies.
Sponsor has provided safety information:
· A third-generation lentiviral construct is used with minimal chance of formation of RCL. The presence of RCL in the blood of treated patients in the Phase 1 trial was monitored for 44 pre-infusion and 82 post-infusion samples. Furthermore, 169 of IMA203/IMA203CD8 drug products were monitored (same vector backbone was used for IMA203CD8 therefore risk of RCL detection was similar between two products). No RCL was detected in any patient both at the product level or post infusion. Therefore, samples will be collected and stored for future RCL testing if a related safety event occurs. Regular RCL assay with post-infusion samples will not be conducted based on data obtained during the Phase 1 trial with IMA203/IMA203CD8. If testing for RCL is considered because of a related safety event, the IMA203 product will be tested by a qPCR-based assay to detect vesicular stomatitis virus G glycoprotein (VSVg) as readout.
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 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 
Training must be documented through a signature of understanding from the employee as an acknowledgement of their occupational duties, the potential risk associated with these duties, the required facilities, equipment, and practices that are designed to mitigate these risks, and the emergency procedures to follow in the event that an incident occurs.  
Procedures: 
· Other: UTSW Approved SOP for gene transfer project must be followed
 Refer to supplemental documents for more information 

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



	Recombinant DNA Registration for IBC Review and Authorization.  


PI: Susan Iannaccone
Title: A Phase I/II Open-label Intrathecal Administration of MELPIDA to Determine the Safety and Efficacy for Patients with Spastic Paraplegia Type 50 (SPG50) caused by a Mutation in the AP4M1 gene
Note: Full committee renewal
NIH Guidelines: III-C
Sponsor: CureSPG50
Project Summary: 
A phase I/II study sponsored by CureSPG50 to explore the safety of AAV product for the treatment of spastic paraplegia type 50.
Product: 
· Replication incompetent Adeno-associated virus
Current Status: Phase I/II
Transgenes:
· Adaptor protein complex component
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 healthcare workers.
· An adverse event of special interest (not at UTSW) has been reported during the renewal period.
· Sponsor has provided safety information.
· All health care workers involved in this protocol should observe universal precautions.
· As noted by the sponsor, special precautions for recipients include good hand-hygiene for a minimum of one month after the injection of the study drug. 
Research Applications: 
· Biosafety Level 2, (BSL-2) containment, equipment, and practices for all work involving the manipulation of the investigational product at the study location and the patient samples at the biorepository location. Manipulation of investigational product and human materials must occur under a certified BSC. All equipment used to store, manipulate, or cultivate the investigational drug must be labeled as biohazardous.  
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
· Manipulation of human materials in the Biorepository

	Summary:
· No updates have been provided for the shedding data that is being explored as part of this study.
· No other safety concerns.
In favor: All
Opposed: None
Abstained: None
Status: Approved 



	Recombinant DNA Registration for IBC Review and Authorization.  


PI: Samuel John
Title: Managed Access Program (MAP) to provide access to CTL019, for acute lymphoblastic leukemia (ALL) or diffuse large b-cell lymphoma (DLBCL) patients with out of specification leukapheresis product and/or manufactured tisagenlecleucel out of specification for commercial release
Note: Full committee renewal. No procedural or personnel changes were noted.
NIH Guidelines: III-C
Sponsor: Novartis Pharmaceuticals
Project Summary: 
A compassionate use study sponsored by Novartis Pharmaceuticals to allow access to tisagenelecleucel (CTL019) treatment for eligible patients diagnosed with acute lympholastic leukemia (ALL) or large b-cell lymphomas.
Product(s): 
· Tisagenlecleucel. CTL019 Investigational drug, autologous cells transduced by a lentivirus based vector.
Vectors: 
· Replication incompetent, third generation, self-inactivating Lentivirus
Transgenes:
· Chimeric antigen receptors
Host: Human subjects 
Samples Collected from Human Subjects and Provided to Sponsor:
· T-cells 
PPE: Chemo gowns, gloves, face mask and eye protection are required. 
Health Warnings and Safety Statements:
· A health consultation with Occupational Health is advised.
· 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.
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: 
Other: Strict adherence to Stem Cell Infusion SOP (300.05P Stem Cells Infusion) including verification of identifier on the patients to exactly match the identifier on the product.
· Refer to supplemental documents for more information 

	Summary:
· No procedural or personnel changes were noted.
· No additional 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: Daniel Wang
Title: A Randomized, Controlled, Multicenter, Phase 3 Clinical Study Comparing Vusolimogene Oderparepvec in Combination with Nivolumab Versus Treatment of Physician’s Choice in Patients with Advanced Melanoma That Has Progressed on an Anti-PD-1 and an Anti-CTLA-4 Containing Treatment Regimen [IGNYTE-3]
Note: Annual Administrative Renewal – Minor personnel changes were noted.
NIH Guidelines: III-C
Sponsor: Replimune, Inc.
Project Summary:  
· This is a randomized, controlled, multicenter, open-label Phase 3 clinical study comparing VO in combination with nivolumab versus PC in patients with unresectable Stage IIIb-IV cutaneous melanoma.
Product(s): 
· Selectively replication competent herpes simplex virus.
Vectors: 
Selectively replication competent Herpes Simplex Virus type 1 (HSV-1), strain RH018. Enhanced potency clinical strain.
Transgenes: (source)
Deletions:
Neurovirulence factor (HSV-1). Deletion provides tumor selectivity by deleting various functions, including the ability to block IFN-mediated antiviral responses.
Antigen processing inhibitor (HSV-1). Deletion prevents blocking of antigen presentation in tumor cells.
Note: The sponsor indicates these deletions reduce virus replication somewhat in tumors, as well as preventing efficient replication in normal tissue. 
Expression:
Granulocyte macrophage colony stimulating factor (human). Stimulates dendritic cell activity.
Glycoprotein with deletion of the R sequence (Gibbon Ape Leukemia Virus). Increases tumor cell killing and spread.
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:
VO shedding is measured by testing surface of injected lesions, exterior of injected lesion dressing, and mucosal samples. In addition, blood and urine samples are also collected to assess biodistribution of VO. VO DNA was detected at the surface of injection sites at higher levels compared with other collection sites for a period of 15 days post dose, and then diminished over time to 60 days after the last dose of VO. DNA levels of VO detected at other sites were much lower and transient. Based on the data to date, the possibility of transmission of VO through contact is minimal. 
Single and repeat SC dosing of 1 × 106 and 1 × 107 PFU/dose mRP1 in rats was well tolerated, producing no overt indications of toxicity in clinical observations, post-dose observations, body weight, food consumption, clinical pathology, organ weights, or macroscopic and microscopic findings up to 12 weeks post-dose. The only microscopic findings were inflammation at the injection site that as shown to be reversible. The biodistribution data suggests that, after SC dosing, which more accurately reflects the clinical route of IT dosing, the virus stays largely at the site of injection. There was no indication of any virus replication after administration of 5 doses of ~1 × 109 copies of mRP1. 
The potential for neural invasion and toxicity of VO was assessed in rats administered a single intranasal dose of mRP1 (1 × 104, 1 × 105 , and 1 × 106 PFU/dose). Intranasal administration with HSV-1 has previously been used extensively for this purpose in rats. A single intranasal dose of mRP1 did not cause in-life findings or changes to organ weights or macroscopic observations, and no microscopic changes were noted in the brain after 28 days, confirming that there is a significant attenuation of neurovirulence in mRP1 compared with wild type HSV-1.
Biodistribution and shedding studies to date have shown that the overall incidence of VO DNA detection was highest in injection-site samples (with 32.5% of samples testing positive) and lower in the dressing samples across all studies. None of the samples contained live virus except for 3 injection-site swab samples: 1 from the IGNYTE study, 48 hours after VO dosing that was negative at the next time point as were the dressing samples, and from 2 patients from the CERPASS study in which the dressing samples collected at the same timepoint were negative for live virus. To date, no VO DNA has been detected in swab samples collected from lesions that could potentially be herpetic in origin, and there have been no reports of herpetic infection in patients’ caregivers or study staff.
· All health care workers involved in this protocol should observe universal precautions.
Subjects should avoid direct contact with individuals who currently have open skin lesions or are immunosuppressed, and close contacts should avoid direct contact with injected tumors, dressings, or bodily fluids of patients.
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 
Training must be documented through a signature of understanding from the employee as an acknowledgement of their occupational duties, the potential risk associated with these duties, the required facilities, equipment, and practices that are designed to mitigate these risks, and the emergency procedures to follow in the event that an incident occurs.  
Procedures: 
· BSL2 – Manipulation of agent in the Pharmacy
· Other: UTSW Approved SOP for gene transfer project must be followed
Refer to supplemental documents for more information

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



	Recombinant DNA Registration for IBC Review and Authorization.  


PI: Yu-Guang He
Title: A Phase 2b, Randomized, Double-masked, Multicenter, Dose-ranging, Sham-controlled Clinical Trial to Evaluate Intravitreal JNJ-81201887(AAVCAGsCD59) Compared to Sham Procedure for the Treatment of Geographic Atrophy (GA) Secondary to Age-related Macular Degeneration (AMD)
Note: Annual Administrative Renewal. 
NIH Guidelines: III-C
Sponsor: Janssen Research and Development, LLC
Project Summary: 
A phase 2b study sponsored by Janssen Research and Development, LLC exploring the efficacy and safety of AAV product for the treatment of macular degeneration.
Product: 
· Replication incompetent Adeno-associated virus 
Current Status: Phase II
Transgenes:
protein involved in the inhibition of complement membrane attack complex formation 
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 healthcare 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.
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
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



	Recombinant DNA Registration for IBC Review and Authorization.  


PI: Larry Anderson
Title: Intermediate-Size Population Expanded Access Program (EAP) for Ciltacabtagene autoleucel (cilta-cel) Out-of-Specification (OOS) in Patients with Multiple Myeloma
Note: Annual Administrative Renewal. 
NIH Guidelines: III-C
Sponsor: Janssen Research & Development, LLC
Project Summary: 
An expanded access study sponsored by Janssen Research & Development, LLC to provide autologous T-cell product for the treatment of multiple myeloma. 
Product: 
· Autologous T cells genetically modified ex vivo with replication incompetent Lentivirus
Current Status: Expanded access
Transgenes: 
· Chimeric antigen receptor
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 healthcare 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.
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
IATA Training for individuals shipping infectious samples
NIH Guidelines Training for PI
PI mediated intra-laboratory training 
· Procedures: 
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: Ricardo La Hoz
Title: Cytomegalovirus (CMV) Vaccine in Orthotopic Liver Transplant Candidates (COLT)
Note: Annual Administrative Renewal 
NIH Guidelines: III-C
Project Summary:  
A phase II study to explore the impact of modified vaccinia Ankara product to understand if eliciting an immune response cytomegalovirus prior to liver transplant can reduce morbidity and infection. 
Product(s): 
· Replication incompetent, multiple-antigen recombinant Modified Vaccinia Ankara virus 
Current Status: Phase II
Transgenes: 
· phosphoprotein (cytomegalovirus)
· immediate early proteins (cytomegalovirus)
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 healthcare workers.
· Occurrences of serious adverse events have been reported during the renewal period (not at UTSW) but were determined to not be related to the study drug. 
· 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. 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
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 



	Recombinant DNA Registration for IBC notification. 


PI: Danielle Callaway
Title: Biophysical Force Effects on Type 1 Pulmonary Epithelial Cell Fate and Function
Note: New
NIH Guideline Section(s): III-F-8
Project Summary: 
· Human derived Induced type 2 pulmonary (iAT2) pluripotent stem cells that have been modified by CRISPR technology for fluorescence will be acquired from a collaborator. 
· Lab will use these cells to derive type 1 pulmonary epithelial (iAT1) cells via addition of a chemical inducer of the YAP pathway. 
· Experiments will involve the use of chemical inhibitors of mechanotransduction to investigate iAT1 cell lineage fidelity and transcription of extracellular matrix-related genes.
Vector used for previous modifications: 
CRISPR/cas9 system: p2701-AGER-tdTomato, pSpCas9(BB)-2A-GFP
Transgenes: function (source)
Fluorescent marker (A. victoria)
Fluorescent marker (Discosoma sp.) 
Endonuclease (S. pyogenes)
Oncogenes/Tumor suppressor: None 
Toxic Genes: None
Host:  Mammalian (primary cell lines: BU3 NGAT iPSCs –human) 
Notes: Previously modified human iPSC cell line will be obtained from a collaborator.
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 human cell lines when procedures involve the generation of aerosols and splashes 
PPE – Laboratory coat, gloves, and eye protection are required
Training: 3 individuals require NIH training
2024-25 Lab Survey Results: 1 deficiency found / corrected

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