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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 October 28, 2025 on the UT Southwestern campus in room JA5.110 and via web conferencing. 

The draft minutes from the meeting held on September 30, 2025 were approved unanimously by the members.

Status: September 30, 2025 IBC minutes were approved with minor changes. 




	Updated Business:


PI: Heidi Jacobe 
Title: A Phase 1, Multicenter, Open-Label Study Of CC-97540 (BMS-986353), CD19-Targeted Nex-T Chimeric Antigen Receptor (CAR) T Cells, in Participants with Severe, Refractory Autoimmune Diseases: Systemic Lupus Erythematosus, Idiopathic Inflammatory Myopathy or Systemic Sclerosis
Status: 
Renewal approved by the IBC September 2025. 
Update: 
Information provided on serious adverse events that occurred during the renewal period.

PI: Mohan Krishnan
Title: Administration of Serratia Marcescens to neonatal mouse pups
Status: New PI application that was previously reviewed by the IBC on 9/30/2025, and was provided the following stipulations prior to receiving approval: 
The registration application be updated and re-reviewed by the previously assigned reviewer.
An in-person meeting will take place with Safety to discuss the hazards associated with Serratia marcescens, safety practices and containment measures for working with Serratia marcescens, ARC location updates for sample collection.
Update:
The registration application has been updated and re-reviewed.
An in-person meeting took place with Safety on 10/16/2025.

	Project Closures per PI request unless otherwise noted


PI: Matthew Campbell – no longer at UTSW
Title: OST31-164-01 (AOST2121), An Open-Label Phase 2 Study of Maintenance Therapy with OST31-164 After Resection of Recurrent Osteosarcoma

	Recombinant DNA Registration for IBC review and authorization. 


PI: Julie Pfeiffer
Title: RNA virus evolution and pathogenesis
Note: Renewal
NIH Guideline Section(s):   III-D-1, III-D-3, III-D-4, and III-F-8
Project Summary: 
· RNA virus replication and evolution using cultured cells 
· Examine the impact of bacteria and circadian rhythms on viral infection. 
· Generation of point mutation in infectious clones to investigate regions of interest. 
· Examine the impact of bacteria on viral infection in cultured cells and in mice.
· Examine how selective pressures shape RNA virus populations and select for viruses with unique traits to learn about factors that influence viral replication and fitness.
· Use cloning strains of E. coli for molecular biology applications.
· Examine the effect of yeast on enteric virus infectivity. 
Pathogen genetically modified: Risk Group 2
Reovirus, Type 1 Lang, Type 3 Dearing 
Murine Norovirus, strains 1 and 3 
Coxsackievirus B3, strains Nancy, H3, and O 
Theiler’s murine encephalomyelitis virus, strain DA and GDVII
Enterovirus, strains D68, 71 
Echovirus, strains 7 and 11
Aichi virus (collaborator)
Human Rhinovirus, strain 1A, 2, 14, 16 
Encephalomyocarditis virus, Mengo virus 
Yellow Fever Virus 17D, vaccine strain
Not in use (plasmid in storage only)
Poliovirus type 1 Mahoney strain and Sabin type 1 strain. Type 3 Leon 
Not in use (plasmid in storage only)
Pathogens previously genetically modified: Risk Group 2
· Salmonella enterica serovar Typhimurium, strain IR715
· Salmonella enterica serovar Typhimurium, strain SW562
· Streptococcus parasanguinis, strain FW213
Modified in S. parasanguinis gene listed below.
· Bacteroides thetaiotaomicron, strain Bt-BT0455
Modified in B. thetaiotaomicron gene listed below.
Pathogens previously genetically modified: Risk Group 1
· Lactobacillus johnsonii, strain FI10938 – ΔepsA 
Modified in L. johnsonii gene listed below. 
· Lactobacillus johnsonii, strain FI10386- EpsC-D88N
Modified in L. johnsonii gene listed below.
· Lactobacillus johnsonii, strain FI10844- ΔepsE
Modified in L. johnsonii gene listed below.
Pathogen not genetically modified: Risk Group 2
Vesicular stomatitis virus
Sindbis virus
Bacillus cereus 
Bifidobacterium pseudolongum 
Clostridium symbiosum (collaborator)
Enterococcus spp. (E. durans, E. faecalis, E. faecium, E. hirae, E. saccharolyticus)
Lactococcus spp. (L. garvieae, L. lactis)
Staphylococcus spp.
Staphylococcus aureus
Bacteroides spp. 
Escherichia coli, strain ECC-1470
Ochrobactrum intermedium
Parabacteroides distasonis
Pseudomonas spp. 
Pseudomonas aeruginosa, multiple PAO1 strains
Xylanibacter ruminicola
Salmonella enterica
Enterobacter cloacae
Klebsiella pneumoniae
Streptococcus spp. (S. mitis, S. salivarius, S. sanguinis, S. oralis)
Refer to supplemental document for more complete list of pathogens
Pathogen not genetically modified: Risk Group 1
Drosophila C virus 
Bacillus spp. (B. badius, B. pumilus, safensis, subtilis) 
Lactobacillus spp. (L. gasseri, L. johnsonii, L. reuteri, L. murinus)
Paenibacillus spp.
Replicons derived from pathogens: Risk Group 2
· Hepatitis C virus
· Human Rhinovirus, strain 14
Vectors: (source)
Bacterial expression plasmids
Refer to supplemental document for more information
Transgenes: function (source)
Complete viral genomes, generate viable virus upon transfection (recombinantly modified viruses listed above)
Cell invasion (S. enterica)
Pyruvate oxidase (S. parasanguinis)
Cell surface sialidase (B. thetaiotaomicron)
Exopolysaccharide production (L. johnsonii)
Non-structural proteins (Murine norovirus)
Viral capsid (Murine norovirus)
RNA-dependent RNA polymerase (Human rhinovirus 14)
Fluorescent marker (A. victoria)
Reporter (Photinus pyralis) 
Refer to supplemental document for more information
Oncogenes/Tumor suppressor: None 
Toxic Genes: None
Host: Mammalian (established human, mouse, and non-human primate cell lines) bacteria (E. coli K12)
Zoonotic Potential: The PI is using VSV, a zoonotic virus that affects livestock animals which may result in an economic impact according to APHIS. All laboratory personnel must avoid contact with livestock for 5 days following work with active VSV.
Notes: 
PI will be producing and purifying virus in the laboratory. 
The lab uses a panel of bacterial strains used to examine efficiency of viral binding, and effect of bacterial binding on virion stability and host cell attachment. All bacterial strains are handled under BSL-2 conditions. 
Lab is not actively using Astrovirus, Drosophila C virus, VSV, Sindbis Virus, and Yellow Fever virus 17D, but have included them for potential future use. The lab has worked with YFV-17D in the past but has never worked with Astrovirus, Drosophila C virus, VSV, or Sindbis Virus, and do not yet have them in hand.
Animal Model: Mouse
Transgenic animals: Yes         Generated at UTSW: Yes	GDMO: No
Route(s) of Administration: Oral gavage, intraperitoneal – Coxsackievirus B3, Murine Norovirus, Reovirus, B. thetaiotaomicron, L. lactis, B. fragilis, L. johnsonii
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: 
Oral gavage, intraperitoneal – Inoculation of agents in a BSC followed by ABSL2 housing
PPE – hair bonnet, double nitrile gloves, eye protection, face mask, shoe covers, disposable tie-back gown
Training: All individuals have required training
2024-25 Lab Survey Results: 12 deficiencies found, all corrected

	Summary:
· The committee discussed the potential for viral mutants with altered properties to emerge from the project and agreed that the techniques were unlikely to lead to increased pathogenicity or virulence.
· The committee stipulated for the PI to immediately notify the IBC if viral mutants with altered properties emerge.  
· No other safety concerns
In favor: All
Opposed: None
Abstained: None
Status: Approved with stipulations.  These include: IBC notification of mutants with altered properties.



	Recombinant DNA Registration for IBC review and authorization. 


PI: John Schoggins
Title: Virus-host interactions
Note: Amendment for:
· Addition of pathogens (Hepatitis B, Hepatitis D)
· Addition of new in vitro work with previously approved agents (MHV, VSV-S)
· Addition of in vivo work with previously approved agent (SINV-VEEV chimera)
NIH Guideline Section(s):   III-D-3, III-D-4, III-E-1 and III-F-8
Project Summary: 
The general goals of the lab are to use cell culture and animal models to study virus-host interactions and antiviral immune responses. 
LY6E is a human pan‑coronavirus restriction factor in the respiratory tract and confers control of disease by impairing spike‑mediated membrane fusion. Will test whether viral spike proteins can acquire mutations that modulate viral entry in the presence of LY6E. Escape candidates will be tested and confirmed functionally in a replication‑incompetent lentiviral system.
Addition of in vivo work with chimeric Sindbis virus encoding the structural proteins of Venezuelan equine encephalitis virus strain (VEEV) TrD to investigate how host antiviral immunity controls VEEV spread.
Addition of Hepatitis B and Hepatitis D. Transduction of WT or LY6E KO mice with AAV to express the receptor, followed by infection with either HBV or HDV. 
Pathogen not genetically modified: Risk Group 2
Hepatitis B serotype Ayw genotype D3 
Hepatitis D genotype 1 
New use of previously approved genetically modified pathogens: Risk Group 2
SARS-CoV-2 spike protein pseudotyped vesicular stomatitis virus (VSV-S), strain Indiana
Murine hepatitis virus (MHV), strain A59
New use of previously approved vector: (source)
Replication incompetent, coronavirus spike pseudotyped, 2nd generation lentivirus.
Spike mutations found in VSV-S and MHV that modulate viral entry in the presence of LY6E will be recreated in replication-incompetent lentiviral pseudotypes. 
Host: Mammalian (established human, non-human primate, hamster, dog, and mouse cell lines); bacteria (E. coli K12)
Note: Production, purification, and potential concentration of viruses.
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, viral vectors and human cell lines when procedures involve the generation of aerosols and splashes 
Enhanced BSL2 – Biosafety cabinet use during all manipulations involving hepatitis viruses
PPE – 
Standard PPE: Laboratory coat, gloves, and eye protection are required
Enhanced PPE: Surgical mask, laboratory coat, gloves, and eye protection are required
In-Vivo Procedures: 
Inoculation of agent in biosafety cabinet followed by ABSL2 housing
PPE – Double nitrile gloves, hair bonnet, shoe covers, face masks, disposable white tie-back gown and eye protection
Training: All individuals have required training
2024-25 Lab Survey Results: 9 deficiencies found, all corrected

	Summary:
· The SARS-CoV-2 pseudotyped VSV was discussed. Verification that is SARS-CoV-2 and not SARS-CoV pseudotyped VSV must be provided. 
· The intravenous administration of hepatitis viruses was discussed. The importance of hepatitis B vaccination was emphasized.
· No other safety concerns.
In favor: All
Opposed: None
Abstained: None
Status: Approved with stipulations.  These include: Verification of use only of SARS-CoV-2 pseudotyped VSV, and reminder to personnel of potential for Hepatitis exposure and importance of vaccination.



	Recombinant DNA Registration for IBC review and authorization. 


PI: John Schoggins
Title: Virus-host interactions of Biosafety Level 3 Pathogens
Note: Amendment for generation of point mutations T214P and E76V in SINV-VEEV.
NIH Guideline Section(s): III-D-3
Project Summary: 
· In vitro studies to generate and characterize point mutations in the chimeric SINV-VEEV genome using PCR-based site-directed mutagenesis.
· Work will assess antiviral mechanisms and compare replication efficiency of mutant versus wild-type virus in mammalian cell lines.
· All infectious work will be at BSL-3 containment. 
Pathogen to be genetically modified: Risk Group 3
Sindbis/Venezuelan Equine Encephalitis Virus Chimera
Transgenes: function (source)
Structural protein (VEEV TrD)
Oncogenes/Tumor suppressor: None 
Toxic Genes: None
Host:  Mammalian (established cell lines –human/mouse)
Animal Model: In vitro only
Required Training, Procedures, and Containment:  
· In-Vitro Procedures in BSL3 facility:
· Strict Adherence to the current JA04 BSL3 SOP Manual for work involving viruses and cell lines.
· No viable agent(s) can leave the BSL3 facility without the approval of Safety.
· PPE – Tyvek Coverall, double gloves, PAPR respirator
1. Disinfection:
Lysol I.C., 10% bleach.
70% isopropanol to decon surfaces against other bacteria/fungi.
Autoclaving for waste disposal.
Refer to supplemental document for more information 
Training: All individuals have required training
2024-25 Lab Survey Results: No deficiencies found

	Summary:
· No safety concerns
In favor: All
Opposed: None
Abstained: None
Status: Approved with stipulations.  These include: The investigational team report back to Safety if any unexpected findings arise for further discussion. It has also been determined that samples cannot be removed from the approved BSL-3 facility even though the following chimera constructs can be handled safely with BSL-2 containment and safety measures.



	Recombinant DNA Registration for IBC review and authorization. 


PI: Andrew Sandstrom
Title: Characterization of Host Pathogen Interactions
Note: Amendment for:
Addition of S. flexneri
Addition of modification to previously approved agent (Ectromelia)
Update to viral concentration method
NIH Guideline Section(s):   III-D-1, III-D-3, and III-F-8
Project Summary: 
Investigating the ability of the innate immune system to recognize the enzymatic activities of pathogen encoded proteins. 
Seek to infect a variety of cell lines with different pathogens to determine whether the immune interactions identified exogenously occur during infection. Seeking to obtain a modified virus (attenuated KO strains) from a collaborator. Also now proposing to knock out Ectromelia E3 ligases to investigate E3s that modulate inflammasome activity.
Pathogen to be genetically modified: Risk Group 2
Ectromelia virus (mousepox), Moscow strain 
Will be modified to knock out E3 ligases, followed by complementation to return native sequence or to replace with loss of function mutant.
Pathogen genetically modified by collaborator: Risk Group 2
· Shigella flexneri, strain 2457T
Previously modified to:
Knock-out host restriction factor degradation related protein and then for return of native sequence or of empty control.
Vectors: (source)
Mutagenesis plasmids
Transgenes: function (source)
host restriction factor degradation related protein (S. flexneri)
E3 ubiquitin ligases and inflammasome activation proteins (Ectromelia)
fluorescent marker (A. victoria)
Oncogenes/Tumor suppressor: None 
Toxic Genes: None
Host: Bacteria (E. coli K12)
Notes: 
· Production, purification, and concentration of Ectromelia virus.
· S. flexneri strain is resistant to streptomycin.
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 pathogen stocks and cultures 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: No deficiencies found

	Summary:
· In vitro work involving knock-out and complementation.
· No other safety concerns.
In favor: All
Opposed: None
Abstained: None
Status: Approved



	Pathogen Registration for IBC review and authorization. 


PI: Pearlie Chong
· Title: Human norovirus in human intestinal enteroid cultures
· Note: Renewal
· Pathogens: Risk Group 2 
Norovirus, Genogroup II, genotype 4, strain Sydney 
Escherichia coli, strain Crooks 
Enterobacter cloacae subspecies cloacae strain CDC 442-68 
Klebsiella oxytoca, strain LBM 9011.033 
Klebsiella pneumoniae subspecies pneumoniae, strain NCTC 9633
· Pathogens: Risk Group 1
Lactobacillus acidophilus, strain Scav 
· Project Summary: 
· Use of the human intestinal enteroids (HIEs) organoid culture system that supports the growth of human noroviruses.
· Human stool will be obtained from study participants and used to infect human intestinal enteroids to culture human noroviruses, which historically have been uncultivable. 
· Known concentrations of heat killed gut bacteria (listed) will be added to human intestinal enteroids along with human norovirus for gut environment simulation.
· Host: Mammalian (primary human cell lines)
· Notes: 
Patient samples (human stool samples) containing norovorius will be used to infect human intestinal enteroids.
These samples may contain other pathogens, such as hepatitis B, Hepatitis C, C. difficile, CMV and/or HIV.
· Zoonotic Potential: The PI is using E. cloacae, K. oxytoca and K. pneumonia 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: In vitro only  
· Required Training, Procedures, and Containment: 
In-Vitro Procedures: 
BSL1 – Standard molecular biology procedures
BSL2 – Cultivation and manipulation of pathogen stocks and cultures, and cell lines when procedures involve the production of aerosols and splashes 
PPE – Laboratory coat, gloves, and eye protection are required
· 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 with stipulations.  These include: Updates to routes of transmission for bacterial agents in the application.



	Recombinant DNA Registration for IBC review and authorization.


PI: Vincent Tagliabracci
Title: Investigation of Lpg2603, a novel effector in Legionella pneumophilia
Note: Renewal
NIH Guideline Section(s): III-D-1, III-D-2, III-E and III-F-8
Project Summary: 
Use of Legionella pneumophila to study host cell signaling and trafficking systems.
Legionella infections on cell lines to target specific host cell substrates, and site directed mutagenesis to abolish kinase activity. 
Pathogen to be genetically modified: Risk Group 2
· Legionella pneumophila, strain Lp01 
Vectors: (source)
Bacterial expression plasmids
Standard cloning plasmid
Transgenes: function (source)
kinase (L. pneumophila)
Oncogenes/Tumor suppressor: None.
Host:  Mammalian (established cell lines: HEK293, HeLa- human; RAW macrophages – mouse; bacteria (L. pneumophila; E. coli K12: pending; E. coli B-cell: Rosetta DE3) 
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 pathogen stocks and cultures when procedures involve the generation of aerosols and splashes 
PPE – Laboratory coat, gloves, and eye protection are required
Training: All individuals have required training
2024-25 Lab Survey Results: 8 deficiencies found, all corrected

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



	Recombinant DNA Registration for IBC review and authorization. 


PI: Don Gammon
Title: Virus-Host Interactions: Identification of Host Antiviral Factors and Viral Immunomodulators
Note: Amendment for the addition of pathogens
NIH Guideline Section(s):   III-D-3 and III-F-8
Project Summary: 
Investigation of the interaction of viruses with a variety of vertebrate and invertebrate eukaryotic host cell types as well as virus-virus interactions in these cell types. 
Addition of a wild-type strain of Ectromelia virus (strain Moscow) and recombinant strain of Venezuelan equine encephalitis virus that expresses GFP (VEEV-GFP) that is in the attenuated vaccine strain background (TC-83). 
Pathogen previously genetically modified: Risk Group 2
Venezuelan equine encephalitis virus, strain TC83
· Modified for the expression of fluorescent marker
Pathogen not genetically modified: Risk Group 2
· Ectromelia, strain Moscow 
Transgenes: function (source)
fluorescent marker (A. victoria)
Oncogenes/Tumor suppressor: None 
Toxic Genes: None
Host: Mammalian (established non-human primate, human, hamster, mouse, and rabbit cell lines; primary cell lines: mouse); bacteria (E. coli K12)
Zoonotic Potential: The PI is using Ectromelia and Venezuelan equine encephalitis virus, zoonotic viruses that 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 ectromelia and Venezuelan equine encephalitis virus.
Notes: Production, purification, and concentration of virus.
Animal Model: In vitro only
Required Training, Procedures, and Containment:  
In-Vitro Procedures: 
BSL1 – Standard molecular biology procedures
BSL2 – Biosafety cabinet use during manipulation of pathogen stocks and cultures 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: 8 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: Michael Rosen
Title: The study of mechanisms by which the properties and interactions of individual molecules give rise to cellular architecture and function, relating molecular scales to cellular scales of organization.
Note: Amendment for pathogen addition
NIH Guideline Section(s): Not applicable to this amendment
Project Summary: 
Visualize how the replication machinery operates when DNA is packaged with histone proteins into nucleosomes and how viruses orchestrate chromatin disassembly, genome duplication, and chromatin reassembly to complete their life cycle. 
Infect CV-1 monkey kidney cells with wild-type SV40 at defined multiplicities of infection, harvest infected cells at specific time points (0-72 hours post-infection), and purify intact minichromosomes for cryo-ET imaging. 
Pathogen not genetically modified: Risk Group 2
· Simian virus 40, strain Pa-57
Notes: Production, purification, and concentration of virus. 
Animal Model: In vitro only
Required Training, Procedures, and Containment:  
In-Vitro Procedures: 
BSL1 – Standard molecular biology procedures
BSL2 – Biosafety cabinet use during manipulation of pathogen stocks and cultures 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: 3 individuals require training 
2024-25 Lab Survey Results: 5 deficiencies found, all corrected

	Summary:
Safety concerns for the following points were specifically discussed:
Protocol for isolating minichromosomes from SV40 infected cells, including glycerol gradient separation. 
In other protocols, a sufficient concentration of dithiothreitol may be used to inactivate virus; however, this protocol uses a lower concentration that would not be sufficient to inactivate.
Experience level of lab with virus.
The lack of susceptibility of non-enveloped virus SV40 to ethanol.
The potential for infectious virus to be present in the minichromosome preparation.
The final minichromosome preparation will be analyzed:
Via SDS page to confirm that no viral proteins are present 
Preparations will be used in plaque assay to verify zero plaques at any dilution. 
Details of plaque assay and need for results of initial plaque assay to be provided to reviewer prior to beginning work in core facility.
Lab required to update protocol to include plaque assay for every minichromosome preparation.
Protocol for plunge freezing preparation. CryoEM core facility will be notified of work.
No other safety concerns.
In favor: All
Opposed: None
Abstained: None
Status: Approved with stipulations.  These include: Submission of results of preliminary assay, update to protocol to include assays for every preparation preceding their use, work start meeting, and completion of training.



	Recombinant DNA Registration for IBC review and authorization. 


PI: Anju Sreelatha
Title: Selenoprotein O 
Note: Amendment for addition of lentivirus
NIH Guideline Section(s):   III-D-3 and III-F
Project Summary:
Study the role of selenoprotein O in health and disease. 
Determine the functional importance of SelO in various metabolic conditions using viral vectors to express SelO or an inactive mutant and identify protein targets.  
· Examine the mitochondrial function of Selenoprotein O through expression in stable cell lines using using mammalian, bacterial, and yeast systems.
· Current amendment includes addition of replication-incompetent 3rd generation lentivirus to establish stable mammalian cell lines expressing SelO. 
Vectors: (source)
Replication incompetent, VSV-G pseudotyped, 3rd generation Lentivirus:
Transgenes: function (source)
Ampylase (human)
Oncogenes/Tumor suppressor: None
Toxic Genes: None
Host: Mammalian (packaging cell lines; established cell lines – human)
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: All individuals have required training
2024-25 Lab Survey Results: 6 deficiencies found, all corrected

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



	Recombinant DNA Registration for IBC review and authorization. 


PI: Weibo Luo
Co-PI: Yingfei Wang
Title: The role of hypoxia-inducible factor 1 in human cancer
Note: Renewal
NIH Guideline Section(s):   III-D-3, III-D-4, III-E, III-E-1 and III-F-8
Project Summary: 
· Understand, at the molecular and cellular levels, the role of HIF-1 in cancer metastasis with particular focuses on crosstalk of HIF-1, epigenetics, and metabolism.
· Identification of novel hypoxia-specific therapeutic targets and ultimately to translate this knowledge to cancer therapies.
Vectors: (source)
Replication incompetent, VSV-G pseudotyped, 3rd generation Lentivirus
Replication incompetent, VSV-G pseudotyped, 2nd generation Lentivirus
· Justification: We used the second-generation lentiviral system because it provides a strong balance of efficiency and safety. This system eliminates nonessential accessory genes, is widely validated, and consistently produces high-titer virus using only three plasmids, simplifying transfection, and reducing variability. It is considered safe for BSL-2 use and remains a standard, reliable method for generating stable gene expression in research applications.
Replication incompetent Retrovirus
Baculovirus
CRISPR/cas9 system 
Transgenes: function (source)
Tumor drivers (mouse, human) 
Fluorescent marker (A. victoria)
Endonuclease (S. pyogenes) 
Oncogenes/Tumor suppressor: Alteration of transgenes might result in tumorigenic effects. 
Toxic Genes: None
Host: Mammalian (human packaging cell lines; established human cell lines; primary human cell lines); insect (established cell lines); bacteria (E. coli K12) 
Notes: Production, purification, and concentration of Lentivirus, Retrovirus, and Baculovirus.
Animal Model: Mouse
Transgenic animals: Yes         Generated at UTSW: No	GDMO: No
Route(s) of Administration: 
· Intraductal – Lentivirus
· Intracranial – Modified xenografts
· [bookmark: _Hlk210316253]Subcutaneous, intravenous, mammary fat pad, intrarenal, intracarotid, intracardiac, intraductal – Modified xenografts
Required Training, Procedures, and Containment:  
In-Vitro Procedures: 
BSL1 – Standard molecular biology procedures
BSL2 – Biosafety cabinet use during manipulation of viral vectors, human cell lines, and human materials when procedures involve the generation of aerosols and splashes 
PPE – Laboratory coat, gloves, and eye protection are required
In-Vivo Procedures: 
Intraductal – Inoculation of agents in a BSC, mandatory 48h cage change followed by ABSL1 housing
Subcutaneous, intravenous, mammary fat pad, intrarenal, intracarotid, intracardiac, intraductal – Inoculation of agents in a BSC followed by ABSL1 housing
Intracranial – Inoculation of agents in approved area followed by ABSL1 housing
PPE – 
Animal facility: Hair bonnet, disposable jumpsuit, nitrile gloves, shoe covers, face masks
Non-Animal facility: Laboratory coat, gloves, and eye protection are required
Training: 2 individuals require NIH training 
2024-25 Lab Survey Results: 39 deficiencies found, all corrected

	Summary:
· The use of a 2nd generation Lentiviral system to manipulate oncogenes was discussed.
· No other safety concerns
In favor: All
Opposed: None
Abstained: None
Status: Approved with stipulations.  These include: Completion of training, recommendation to use only 3rd generation Lentiviral systems.



	Recombinant DNA Registration for IBC review and authorization.


PI: Andrew Koh
· Title: Candida albicans Gastrointestinal Colonization and Dissemination
· Note: Renewal
· NIH Guideline Section(s): III-D-1, III-D-4 and III-F-8
· Project Summary: 
Studies of the colonization resistance patterns of Candida albicans, Candida parapsilosis and effect of Bacteroides thetaiotaomicron in the GI tract.
· Pathogen genetically modified by collaborator: Risk Group 2
· Candida albicans, strain SC5314 
· Pathogen not genetically modified: Risk Group 2
Candida albicans, strain SC5314 (wild-type), CHN1, 529L
Candida parapsilosis, strain 478
· Bacteroides thetaiotaomicron, strain VPI-5482 
· Vectors: (source)
· Bacterial expression plasmids
· Transgenes: function (source)
· pH biosensor (A. victoria)
· Oncogenes/Tumor suppressor: None
· Toxic Genes: None
· Host: Fungus (C. albicans: SC5314); bacteria (E. coli K12: DH5α) 
· Note: Previously modified C. albicans strain SC5314 is only being handled and stored in listed research areas. No additional modifications are being made in the lab. 
· Animal Model: Mouse
· Transgenic animals: Yes         Generated at UTSW: No	GDMO: No
· Route(s) of Administration: Oral gavage – C. albicans, C. parapsilosis
· Required Training, Procedures, and Containment:  
· In-Vitro Procedures: 
· BSL1 – Standard molecular biology procedures
· BSL2 – Biosafety cabinet use during manipulation of pathogen stocks and cultures when procedures involve the generation of aerosols and splashes 
· PPE – Laboratory coat, gloves, and eye protection are required
· In-Vivo Procedures: 
· Oral gavage – Inoculation of agent followed by ABSL2 housing
· PPE – Hair bonnet, disposable jumpsuit, nitrile gloves, shoe covers, face mask, eye protection
· Training: All individuals have required training
· 2024-25 Lab Survey Results: 7 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: Yinshi Ren
Title: Molecular mechanisms involved in bone diseases such as osteonecrosis
Note: Renewal
NIH Guideline Section(s):   III-E-1
Project Summary: 
Evaluation of the ability of mesenchymal stem cells (MSCs)s to differentiate into osteogenesis lineages using adenovirus for fluorescent labeling and gene editing. 
Vectors: (source)
Replication incompetent adenovirus
Transgenes: function (source)
fluorescent marker (A. victoria)
recombinase (P1 bacteriophage) 
Oncogenes/Tumor suppressor: None 
Toxic Genes: None
Host: Mammalian (primary cell lines: pig, mouse) 
Notes: Use of ready-to-use viral stocks. 
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 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: No deficiencies found

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



	Recombinant DNA Registration for IBC review and authorization. 


PI: Nils Burger
Title: Defining the metabolite protein regulome
Note: New. New PI, Safety met with on 10/06/2025.
NIH Guideline Section(s):   III-D-3, III-E, III-E-1 and III-F
Project Summary: 
Aim to understand how the proteome and specifically metabolic proteins/enzymes are regulated either through post-translational modification by redox-active metabolites or through the direct binding and interactions of metabolites to target proteins. 
Manipulate the expression of the respective target proteins (knock-down with the CRISPR-Cas9 system), stably overexpress wild-type and mutant (non-metabolite sensitive) proteins (lentiviral transduction systems), or mutate the endogenous protein (point mutations preventing metabolite induced protein regulation) using the CRISPR-Cas9 system with homology directed repair (HDR).
Vectors: (source)
Replication incompetent, VSV-G pseudotyped, 3rd generation Lentivirus
Bacterial expression plasmids
gRNA 
CRISPR/cas9 system 
Cas9 protein is electroporated in combination with gRNA
Transgenes: function (source)
metabolic enzymes (human)
dehydrogenase (human)
mitochondrial hydroxylase (human)
fluorescent marker (Discosoma sp.) 
Oncogenes/Tumor suppressor: None 
Toxic Genes: None
Host: Mammalian (established human cell lines); bacteria (E. coli: BL21, K12) 
Notes: 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 and human cell lines when procedures involve the generation of aerosols and splashes 
PPE – Laboratory coat, gloves, and eye protection are required
Training: All individuals have required training
2023-24 Lab Survey Results: New PI

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



	Recombinant DNA Registration for IBC review and authorization. 


PI: Daniel Kober
Title: Mechanistic basis for lipid regulation by protein homeostasis
Note: Renewal
NIH Guideline Section(s): III-D-3, III-E and III-F
Project Summary: 
In vitro studies to define the mechanistic basis of lipid regulation.
Renewal included continued use of viral system, CRISPR/Cas9 system ad mammalian cell-based assays to analyze protein interactions, substrate recognition and lipid responsive pathways. 
Analysis focuses on coordination of lipid homeostasis and protein turnover through recombinant protein production. 
Vectors: (source)
Replication incompetent, VSV-G pseudotyped, 3rd generation Lentivirus
Baculovirus
Mammalian expression plasmids
CRISPR/cas9 system 
Transgenes: function (source)
Ubiquitin E3 ligases (human)
Cholesterol biosynthesis enzyme (human)
Ubiquitous protein (human)
Protease (human)
Golgi chaperone (human)
Puromycin resistance (S. abloniger)
Fluorescent marker (A. victoria)
Endonuclease (S. pyogenes) 
Oncogenes/Tumor suppressor: None 
Toxic Genes: None
Host:  Mammalian (packaging cell lines; established cell lines – human); insect (production cell lines); bacteria
Notes: Production, purification, and concentration of Lentivirus and 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 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: 4 individuals require NIH training 
2025-26 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: Completion of training.



	Recombinant DNA Registration for IBC review and authorization. 


PI: Laurel Lee
Title: Vascular-immune crosstalk in cardiovascular diseases
Note: Amendment for in vivo only work with AAV
NIH Guideline Section(s):   III-D-4
Project Summary: 
· Use of commercially available AAV virus to induce atherosclerosis in mice.
Vectors: (source)
Replication incompetent Adeno-associated virus
Transgenes: function (source)
Lipid metabolism (mouse)
Oncogenes/Tumor suppressor: None 
Toxic Genes: None
Notes: Use of ready-to-use AAV stocks.  
Animal Model: Mouse
Transgenic animals: Yes         Generated at UTSW: No	GDMO: No
Route(s) of Administration: Intravenous (tail vein) – AAV
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: 
Intravenous (tail vein) – Inoculation of AAV in a BSC, mandatory 48h cage change followed by ABSL1 housing
PPE – Yellow gown, nitrile gloves
Training: All individuals have required training
2024-25 Lab Survey Results: 7 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: Peter Ly
Title: Mechanisms of Genomic Instability in Cancer
Note: Amendment for addition of in vivo research with modified and non-modified xenografts, collaborator, new personnel, and room location updates. 
NIH Guideline Section(s): III-D-4
Project Summary: 
The lab will transfect RPTECs with Cas9 ribonucleoprotein complexes to introduce a DNA double-strand break at defined regions of the genome to examine the ability of DNA breaks to promote tumorigenesis.
The RPTECs will be introduced into mice and monitored for tumor formation. 
Non-modified 786-O cells will also be inoculated into mice.
Notes: Previously approved Lentivirus plasmids will be used for modification of xenografts.
Animal Model: Mouse
Route(s) of Administration: 
Subcutaneous, Intrarenal - Modified xenografts 
Subcutaneous, Intrarenal - Non-modified xenografts 
Required Training, Procedures, and Containment:  
In-Vivo Procedures: 
Subcutaneous, Intrarenal – Inoculation of agent in a BSC 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: PI has yet to be surveyed in new research areas

	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: Qing Zhang
Title: Studying Oxygen sensing pathway in cancers
Note: Amendment for in vivo research with previously approved Lentivirus plasmid, transgenic animals, and new personnel. 
NIH Guideline Section(s): III-D-4
Project Summary: 
The lab uses lentivirus to transduce multiple cancer cell lines derived from human tumor tissues to stably overexpress and/or downregulate oncogenes or tumor suppressors. 
Previously approved lentivirus plasmid will be directly inoculated into mice to generate CAR-expressing cells in vivo. 
Note: Previously approved Lentivirus plasmid will be inoculated into mice. 
Animal Model: Mouse
Transgenic animals: Yes         Generated at UTSW: No	GDMO: No
Route(s) of Administration: 
Intravenous (tail vein) – Lentivirus
Required Training, Procedures, and Containment:  
In-Vivo Procedures: 
Intravenous (tail vein) – Inoculation of agent in a BSC, mandatory 48h cage change followed by ABSL1 housing
PPE – Hair bonnet, disposable jumpsuit, nitrile gloves, eye protection, shoe covers, mask
Training: All individuals have required training
2024-25 Lab Survey Results: ARC location has yet to be surveyed

	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 1/2, Multicenter, Open-label, Dose Escalation and Expansion Clinical Study to Evaluate the Safety, Tolerability and Preliminary Efficacy of ASP2957 in Male Participants with Invasive Ventilator-dependent X-linked Myotubular Myopathy
Note: New
NIH Guidelines: III-C
Project Summary:  
A Phase I/II study sponsored by Astellas Gene Therapies, Inc. to explore the safety and efficacy of adeno-associated virus product for the treatment of X-linked myotubular myopathy.
Product(s): 
Replication incompetent adeno-associated virus
Transgenes: (source)
lipid phosphatase
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.
This is the first in-human use of this investigational product. 
Sponsor has provided safety information.
Healthcare providers should refer to the sponsor recommendations.
Household contacts should refer to the sponsor recommendations.
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

	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: A Phase 1, Multicenter, Open-Label Study of CB-011, a CRISPR-Edited Allogeneic Anti-BCMA CAR-T Cell Therapy in Patients with Relapsed/Refractory Multiple Myeloma
Note: Annual Administrative Renewal – Minor personnel changes were noted.
NIH Guidelines: III-C
Project Summary: 
· A phase 1 study to evaluate adeno-associated virus for treatment in adults with relapsed/refractory multiple myeloma.
Product(s): 
Allogeneic T cells genetically modified ex vivo with replication incompetent adeno-associated virus and CRISPR. 
Transgenes: 
T cell receptor expression
Beta-2-Microglobulin expression
Chimeric antigen receptor
Host: Human subjects 
PPE: Chemo gown, gloves, and eye protection are required.
Health Warnings and Safety Statements:
A consultation with Occupational Health is advised for health care workers.
There have been no new occurrences of serious adverse events during the renewal period.
Sponsor has provided safety information:
All health care workers involved in this protocol should observe standard 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: 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: Solomon Woldu 
Title: A Phase 3, Randomized Study of CG0070 versus Observation Intermediate-Risk Non-Muscle Invasive Bladder Cancer Transurethral Resection of Bladder Tumor (TURBT)
Note: Annual administrative renewal
NIH Guidelines: III-C
Sponsor: CG Oncology, Inc.
Project Summary: A Phase III study sponsored by CG Oncology, Inc. assessing the safety and efficacy of adenovirus product in the treatment of intermediate-risk non-muscle invasive bladder cancer.
Product: 
Recombinant conditionally replicating oncolytic adenovirus
Transgenes: (source)
granulocyte macrophage-colony stimulating factor (human)
Host: Human subjects 
PPE: Body protection, gloves, and eye protection are required. The Sponsor also recommends that a surgical mask be worn.
Health Warnings and Safety Statements:
A health consultation with Occupational Health is advised.
No serious adverse events have been reported during the renewal period.
Sponsor has provided safety information.
Health care workers should refer to the sponsor recommendations.
Recipient contacts should refer to the sponsor recommendations
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
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: Daniel Wang 
Title: An Open-Label, Multicenter, Phase 1b/2 Study Of RP1 in Solid Organ and Hematopoietic Cell Transplant Recipients with Advanced Cutaneous Malignancies
Note: Annual administrative renewal
NIH Guidelines: III-C
Sponsor: Replimune Inc.
Project Summary:  
A Phase Ib/II study sponsored by Replumine Inc. to explore the efficacy and safety or genetically modified herpes simplex virus product in the treatment of locally advanced or metastatic cutaneous malignancies. 
Product: 
Modified herpes simplex virus type 1
Transgenes: (source)
granulocyte macrophage colony stimulating factor (human). 
glycoprotein with deletion of the R sequence (Gibbon Ape Leukemia Virus)
gene disruptions also present
Host: Human subjects 
PPE: Body protection, gloves, and eye protection are required. 
Health Warnings and Safety Statements:
A health consultation with Occupational Health is advised.
Occurrences of serious adverse events have been reported during the renewal period.
Sponsor has provided safety information.
All health care workers involved in this protocol should refer to the sponsor recommendations.
Household contacts should refer to the sponsor recommendations.
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



	Recombinant DNA Registration for IBC Review and Authorization.  


PI: Praveen Ramakrishnan Geethakumari 
Title: An Adaptive Phase 3, Randomized, Open-Label, Multicenter Study to Compare the Efficacy and Safety of Axicabtagene Ciloleucel Versus Standard of Care Therapy as First-Line Therapy in Subjects With High-Risk Large B-Cell Lymphoma (ZUMA-23)
Note: Annual Administrative Renewal
NIH Guidelines: III-C
Sponsor: Kite Pharmaceuticals
Project Summary: 
A Phase III study sponsored by Kite Pharmaceuticals to compare the efficacy of chimeric antigen receptor cell product versus standard of care therapy in high-risk large B-cell lymphoma. 
Product: 
Autologous T cells genetically modified ex vivo with replication incompetent Retrovirus 
Transgenes: (source)
Chimeric antigen receptor
Gene disruptions also present
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 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 of 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: 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: Praveen Ramakrishnan Geethakumari 
Title: The ELiPSE-1 Study: A Phase 1, Multicenter, Open-Label Study of CNTY-101 in Subjects with Relapsed or Refractory CD19-Positive B-Cell Malignancies
Note: Annual Administrative Renewal
NIH Guidelines: III-C
Project Summary: 
A Phase I study sponsored by Century Therapeutics, Inc. to explore the maximum tolerated doted and recommended Phase II regimen of allogenic, induced pluripotent stem cell-derived natural killer cell product in the treatment of B-cell malignancies.
Product: 
Allogeneic cellular therapy product consisting of induced pluripotent stem cell (iPSC)-derived, ex-vivo genetically engineered natural killer (NK) 
Transgenes: (source)
Chimeric antigen receptor
Other expressed genes:
human leukocyte antigen-E
secretable interleukin 
short epidermal growth factor receptor
Gene disruptions also present
Host: Human subjects 
PPE: Body protection, eye protection, and gloves.
Health Warnings and Safety Statements:
A health consultation with Occupational Health is advised.
No new occurrences of serious adverse events have been reported during the renewal period.
Sponsor has provided safety information.
All health care workers involved in this protocol should observe universal precautions.
No special precautions are required for roommates or family members.
Research Applications: 
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: 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: Chengyi Tu
Title: Modeling human heart disease with human stem cells
Note: New PI, OSBC met with on 9/22/2025
NIH Guideline Section(s): III-E 
Project Summary: 
The lab uses human iPSCs to model genetic and acquired cardiac diseases.
The lab will electroporate sgRNA/protein complexes to achieve knock out of desired transgene in iPSCs.  
Vectors: (source)
sgRNA/Protein complexes (RNP)
CRISPR/cas9 system 
Transgenes: function (source)
regulates mitochondrial function (synthetic) 
endonuclease (S. pyogenes) 
Oncogenes/Tumor suppressor: None 
Toxic Genes: None
Host: Mammalian (established cell lines: iPSCs)
Animal Model: In vitro only
Required Training, Procedures, and Containment:  
In-Vitro Procedures: 
BSL1 – Standard molecular biology procedures
BSL2 – Biosafety cabinet use during manipulation of human cell lines when procedures involve the generation of aerosols and splashes 
PPE – Laboratory coat, gloves, and eye protection are required
Training: 1 individual requires NIH 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: Maralice Conacci-Sorrell
Title: Probing the non-canonical role for cytosolic Myc in driving cancer progression
Note: Amendment for in vivo use of plasmids
NIH Guideline Section(s):   III-D-4 and III-F-8
Project Summary: 
Developing ways to specifically target the oncogenic functions of Myc may provide an important avenue to treat multiple types of malignancies. 
Addition of in vivo use of plasmids.
Vectors: (source)
Mammalian expression plasmids
Transposon system
Transgenes: function (source)
transcription factor (human)
tumor suppressor (human)
adhesion molecule (human)
transposase (synthetic)
Oncogenes/Tumor suppressor: Alteration of transgenes might result in tumorigenic effects. 
Toxic Genes: None
Host: Bacteria (E. coli K12) 
Animal Model: Mouse
Transgenic animals: Yes         Generated at UTSW: Yes (in core facility)	GDMO: No
Required Training, Procedures, and Containment:  
In-Vitro Procedures: 
BSL1 – Standard molecular biology procedures
PPE – Laboratory coat, gloves, and eye protection are required
In-Vivo Procedures: 
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: 2 individuals require training
2024-25 Lab Survey Results: 4 deficiencies found, 4 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: Jonathan Rios
Title: Pre-clinical model and gene therapy for VAC14-associated neurologic disease
Note: Renewal
NIH Guideline Section(s): III-D-3, III-D-4, III-E and III-F
Project Summary: 
· Evaluating the pre-clinical efficacy of a AAV-mediated gene replacement therapy to rescue neurologic deficits in a pre-clinical mouse model of disease. 
· AAV will be injected intrathecally in 7-day old mice or in adulthood, and mice will be evaluated for several months following dosing.
Vectors: (source)
Replication incompetent Adeno-associated virus
Transgenes: function (source)
Osmotic pressure (human)
Phospholipase (human)
Proteolipid (human)
Oncogenes/Tumor suppressor: None 
Toxic Genes: None
Host: Mammalian (human packaging cell lines; established human cell lines); bacteria (E. coli K12) 
Notes: 
· Rios Lab will not perform in vitro or in vivo work with AAV vector. All in vitro and in vivo work with AAV vector is performed by the Steven Gray Lab.
· Rios lab will collect, manipulate, and store tissues from mice that have been treated with AAV vector.
Animal Model: Mouse
Transgenic animals: Yes         Generated at UTSW: Yes & No	GDMO: No
Route(s) of Administration: Intrathecal – 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: 
Intrathecal – Inoculation of AAV in a BSC, mandatory 48h cage change followed by ABSL1 housing
PPE – Yellow gown, nitrile gloves
Training: 1 individual requires NIH training
2024-25 Lab Survey Results: 4 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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