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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 July 29, 2025 on the UT Southwestern campus in room JA5.110 and via web conferencing. 

The draft minutes from the meeting held on June 24, 2025 were approved unanimously by the members.

Status: June 24, 2025 IBC minutes were approved with minor changes. 




	Updated Business:


PI: Hans Hammers
Title: A Phase 2, Randomized, Double-blind, Clinical Study of V940 (mRNA-4157) Plus Pembrolizumab (MK-3475) Versus Placebo Plus Pembrolizumab in the Adjuvant Treatment of Participants with Renal Cell Carcinoma
Status: Registration for use of personalized mRNA product was renewed last month.
Update: Permit has been updated to modify locations.

PI: Waddah Arafat
Title: A Phase 2, Randomized, Double-blind, Placebo- and Active-comparator Controlled Clinical Study of Adjuvant V940 (mRNA-4157) Plus Pembrolizumab Versus Adjuvant Placebo Plus Pembrolizumab in Participants with High-risk Muscle-invasive Urothelial Carcinoma Post Radical Resection
Status: Registration for use of personalized mRNA product was renewed last month.
Update: Permit has been updated to modify locations and to modify the title.

	Registration Closures (PI requests/PI departures)


PI: Daniel Wang 
Title: A Phase 2/3, adaptive, randomized, open-label, clinical study to evaluate neoadjuvant and adjuvant V940 (mRNA-4157) in combination with pembrolizumablizumab (MK-3475) versus standard of care, and pembrolizumablizumab monotherapy in participants with resectable locally advanced cutaneous squamous cell carcinoma (LA cSCC) (INTerpath-007)

PI: John Hulleman
Title: Regulating protein homeostasis in the eye

PI: Lawrence Lavery
Title: Pilot Study To Evaluate the Effect of Intermittent Negative Pressure Wound Therapy with Supplemental O2 on Porcine Wound Healing

PI: Ralph Mason
Title: The Southwestern Small Animal Imaging Resource

	New Business:



	Pathogen Registration for IBC review and authorization. 


PI: James Luby
Title: Human Enteric Coronavirus (HEC)
Note: Renewal
NIH Guideline Section(s): Not applicable
Project Summary: 
Characterize and identify clinical isolated human enteric coronavirus via growth and sequencing.
This human enteric coronavirus was isolated in 1985.
Pathogen not genetically modified: Risk Group 2 
Coronavirus, clinical isolate Dallas strain 
Notes: 
· Production, concentration, purification of virus.
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 when procedures involve the production of aerosols and splashes 
PPE – Laboratory coat, gloves, and eye protection are required
Training: 1 individual requires training 
2024-25 Lab Survey Results: 9 deficiencies found, 8 overdue

	[bookmark: _Hlk206498333]Summary:
· Overdue survey deficiencies in need of resolution.
· 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.



	Pathogen Registration for IBC review and authorization. 


PI: James Colbert
· Title: Bacterial community determinants of sepsis severity
· Note: New PI, Safety met with PI on 04/17/2025 
· Project Summary: This project aims to 
· Investigating bacterial community genomic alterations that drive virulence and antimicrobial resistance in clinical samples. 
· Will use clinical microbiology cultures and individual isolates (after processing by the clinical lab) from patients with bacteremia. 
· The primary material collected will be blood culture media at the time the culture turns positive. Bacterial DNA will be isolated and will undergo long-read sequencing (Oxford Nanopore platform) for downstream metagenomic analysis.
· Pathogens: Risk Group 2 
Bacteremia clinical specimens (CUH) potentially containing:
· Staphylococcus aureus, Enterococcus species, Pseudomonas aeruginosa, Enterobacter, Klebsiella, and E. coli
· Host: Mammalian (blood – human)
· Notes: PI has indicated that samples will be screened via gram stain by the CUH clinical microbiology lab prior to receipt. Samples containing potential pathogens such as Brucella or F. tularensis would not be acquired.
· Zoonotic Potential: The PI is using clinical bacteria specimens 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 – Manipulation of clinical specimens 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: New PI

	Summary:
· Investigator required to provide more specific procedures for decontamination and centrifugation.
· Investigator required to provide IRB number
· No other safety concerns
In favor: All
Opposed: None
Abstained: None
Status: Approved pending updates.  These include: Updates to provide IRB number and specific procedures for decontamination and centrifugation.



	Recombinant DNA Registration for IBC review and authorization. 


PI: Chien-Ting Wu
Title: Virus-host interactions
Note: Amendment for addition of:
In vitro use of Sendai virus
In vivo use of murine hepatitis virus 
NIH Guideline Section(s): Not applicable to this amendment
Project Summary: 
Study pathogen-host interactions and antiviral immune responses.
In vivo, using pathogens to study how viruses interact with the nasal mucosa.
Pathogen not genetically modified: Risk Group 2
Sendai virus, strain Z 
Murine hepatitis virus, strain A59 
Notes: Production, purification, and concentration of virus.  
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 when procedures involve the generation of aerosols and splashes 
PPE – Laboratory coat, gloves, and eye protection are required
In-Vivo Procedures: 
Inoculation of agent in a BSC followed by ABSL2 housing
PPE – Double nitrile gloves, hair bonnet, shoe covers, face mask, disposable white tie-back gown, eye protection
Training: All individuals have required training
2024-25 Lab Survey Results: 11 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: Marek Napierala
· Title: Studies on molecular mechanism of Friedreich's ataxia
· Note: Amendment for addition of AAV for in vitro and in vivo research. 
· NIH Guideline Section(s): III-D-4, III-E-1, III-F-8
· Project Summary:
Lab will be using ready-to-use AAV to study gene expression efficiency and expression of functional FXN protein in FXN pathways. 
AAV will be injected intracranially (stereotaxic) into the mice with the intention that this will increase production of frataxin protein, leading to a decrease in severity of the symptoms of FXN.
· Vectors: (source)
· Replication incompetent Adeno-associated virus
· Transgenes: function (source)
· neuron regulation (human)
· biosynthesis regulator (human, mouse)
· Oncogenes/Tumor suppressor: None 
· Toxic Genes: None
· Host: Mammalian (packaging cell lines; established cell lines - human; primary cell lines - human; bacteria 
· Notes: PI will be using ready-to-use AAV stocks.  
· Animal Model: Mouse
· Required Training, Procedures, and Containment:  
· In-Vitro Procedures: 
· BSL1 – Standard molecular biology procedures
· BSL2 – Biosafety cabinet use during manipulation of viral vectors and human cell lines when procedures involve the generation of aerosols and splashes 
· PPE – Laboratory coat, gloves, and eye protection are required
· In-Vivo Procedures: 
· Inoculation of agent in a approved location, followed by ABSL1 housing
· PPE – Yellow gown, nitrile gloves, eye protection
· Training: All individuals have required training
· 2024-25 Lab Survey Results: 2 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: Jacques Lux
Title: Microbubble-assisted Ultrasound-guided multiplexed delivery of Therapeutics (cGAMP, siRNA, pDNA, mRNA)
Note: New
NIH Guideline Section(s):   III-D-3, III-D-4, and II-F-8
· Project Summary: 
· In vivo and in vitro studies to evaluate microbubble-assisted focused ultrasound-mediated delivery of therapeutic nucleic acids to the brain. 
· Addition of third-generation lentivirus and AAV vectors expressing reporter and therapeutic genes for in vivo administration via intravenous injection and subsequent localization to brain parenchyma in murine models. 
· Analysis of transgene expression, gene delivery efficiency, and therapeutic impact using microscopy, flow cytometry, and IVIS imaging. 
Vectors: (source)
Replication incompetent, VSV-G pseudotyped, 3rd generation Lentivirus
Replication incompetent Adeno-associated virus
Transgenes: function (source)
Fluorescent marker (Discosoma sp.) 
Fluorescent marker (A. victoria)
Cell survival (human)
Oncogenes/Tumor suppressor: PI indicates that alteration of transgenes might result in tumorigenic effects. 
Toxic Genes: None
Host:  Mammalian (packaging cell lines –human)
Notes: PI will perform production, purification, and concentration of virus in the laboratory.
Animal Model: Mouse
Transgenic animals: Yes	Generated at UTSW: No	GDMO: No
Required Training, Procedures, and Containment:  
In-Vitro Procedures: 
BSL1 – Standard molecular biology procedures
BSL2 – Biosafety cabinet use during manipulation of viral vectors 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: 
IV – Inoculation of agent followed by ABSL2 housing.
PPE – Hair bonnet, gown, nitrile gloves, shoe covers, face masks, eye protection
Training: All individuals have required training
2024-25 Lab Survey Results: 6 deficiencies found, 6 overdue.

	Summary:
· Investigator required to provide more specific details of lentiviral use in project description. 
· Investigator required to provide past training on viral work. 
· Investigator and appropriate personnel required to attend a work start meeting with Safety. 
· No other safety concerns
In favor: All
Opposed: None
Abstained: None
Status: Approved pending updates.  These include: Updates to project description and a work start meeting with Safety and resolution of survey findings.



	Recombinant DNA Registration for IBC review and authorization. 


PI: Ralph DeBerardinis
Title: Metabolic Regulation on Growth Factor Dependent Cells
Note: Amendment for addition of replication incompetent adenovirus
NIH Guideline Section(s):   III-D-4
Project Summary: 
Goal of project is to determine how cells use various metabolic activities to grow and proliferate. 
Addition of replication incompetent adenovirus for deletion of floxed genes in vivo.
Vectors: (source)
Replication incompetent Adenovirus
Transgenes: function (source)
recombinase (P1 bacteriophage) 
Oncogenes/Tumor suppressor: None 
Toxic Genes: None
Host: In vivo only 
Notes: 
Ready-to-use viral stocks. 
Materials also include non-modified human biopsies. Biopsies are not screened and will be homogenized. 
Animal Model: Mouse
Transgenic animals: Yes	Generated at UTSW: No	GDMO: No
Required Training, Procedures, and Containment:  
In-Vitro Procedures: 
BSL1 – Standard molecular biology procedures
BSL2 – Biosafety cabinet use during manipulation of viral vectors when procedures involve the generation of aerosols and splashes 
PPE – Laboratory coat, gloves, and eye protection are required
In-Vivo Procedures: 
Inoculation of agent in a BSC, mandatory 48h cage change followed by ABSL1 housing
PPE –  
Animal facility: Hair bonnet, disposable jumpsuit, nitrile gloves, shoe covers, face masks, and eye protection
Non-animal facility: Laboratory coat, gloves, and eye protection
Training: 1 individual requires NIH training
2024-25 Lab Survey Results: 12 deficiencies found, 2 pending

	Summary:
· Request that homogenization of human materials is conducted within a biosafety cabinet.
· No other safety concerns.
In favor: All
Opposed: None
Abstained: None
Status: Approved with stipulations.  These include: Completion of training, resolution of survey findings, and homogenization of human materials within a biosafety cabinet.



	Recombinant DNA Registration for IBC review and authorization.


PI: Glynnis Garry Ban
Title: Bann Lab Biosafety Permit
Note: New
NIH Guideline Section(s): III-D-3, III-E-1 and III-F-8
Project Summary: 
· The investigator will use recombinant DNA, mammalian expression plasmids and viral vectors – specifically lentivirus, and retrovirus – to induce gene expression in mouse and human primary cell lines and established cell lines to study cardiac development.
· Additional reprogramming studies will be performed with recombinant DNA (rDNA) and viral vectors described in this registration. 
· Reporter mice are transgenic animals modified to express fluorescent proteins when specific genes are activated. 
Vectors: (source)
Replication incompetent, VSV-G pseudotyped, 3rd generation Lentivirus
Replication incompetent Retrovirus
Mammalian expression plasmids
Transgenes: function (source)
transcription factor (human)
transcription factor (human)
demethylase (human)
transcription factor (mouse)
oncogene (human)
repressor (human)
tumor suppressor (human)
chromatin regulation (human)
ubiquitin ligase (human)
fluorescent marker (A. victoria)
fluorescent marker (Discosoma sp.) 
fluorescent marker (Entamoeba quadricolor)
fluorescent marker (Branchiostoma lanceolatum)
Oncogenes/Tumor suppressor: Alteration of transgenes might result in tumorigenic or tumor suppressing effects. 
Toxic Genes: None
Host: Mammalian (packaging cell lines; established cell lines - mouse; primary cell lines- mouse and human); bacteria
Notes: Production, purification, and concentration of Lentivirus and Retrovirus.  
Transgenic animals: Yes	Generated at UTSW: No	GDMO: No
Animal Model: In vitro only
Required Training, Procedures, and Containment:  
In-Vitro Procedures: 
BSL1 – Standard molecular biology procedures
BSL2 – Biosafety cabinet use during manipulation of viral vectors and human cell lines when procedures involve the generation of aerosols and splashes 
PPE – Laboratory coat, gloves, and eye protection are required
Training: 1 individual requires NIH training 
2024-25 Lab Survey Results: PI relocation

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



	Recombinant DNA Registration for IBC review and authorization.  


PI: Venuprasad Poojary
Title: Ubiquitization and inflammation in Colon Cancer
Note: Renewal  
NIH Guideline Section(s):   III-D-3, III-D-4, III-E-1 and III-F-8
Project Summary: 
· Investigating the role of chronic inflammation in the progression of cancers such as colon cancer, pancreatic cancer, and prostate cancer through the use of Lentivirus, Retrovirus, and expression plasmids. 
· Plasmids and viral vectors targeting critical genes to block the tumor-promoting inflammation will be generated in the lab to transduce and knockdown genes of interest in commercial cell lines in vitro. 
· Previously modified murine cells will be introduced to mice in vivo. The mice will be treated with primary murine T cells that have been transduced with a Retroviral chimeric antigen receptor.
Vectors: (source)
Replication incompetent, VSV-G pseudotyped, 3rd generation Lentivirus
Replication incompetent Retrovirus
Bacterial/Mammalian expression plasmids
Transgenes: function (source)
Orphan receptor (mouse, human)
E3 ubiquitin ligase (mouse, human)
Nucleic acid binding (mouse)
Reporter (Photinus pyralis) 
Chimeric antigen receptor recognizing CEA
Cell surface glycoprotein (human)
Hinge and transmembrane region (mouse)
Signaling chain (mouse)
Intracellular signaling domain (mouse)
Fluorescent reporter (A. victoria)
Oncogenes/Tumor suppressor: None
Toxic Genes: None
Host: Packaging cell lines: human; established cell lines: murine; primary cell lines: murine; bacteria
Notes: 
· Production and purification of Lentivirus and Retrovirus. 
· Ready-to-use Lentivirus.
Animal Model: Mouse
Transgenic Animals: Yes	Generated at UTSW: No	GDMO: No
Required Training, Procedures, and Containment:  
In-Vitro Procedures: 
BSL1 – Standard molecular biology procedures
BSL2 – Biosafety cabinet use during manipulation of viral vectors 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: 
Inoculation of agent in a BSC, mandatory 48h cage change followed by ABSL1 housing
Inoculation of agent in a BSC followed by ABSL1 housing
Inoculation of agent in an approved location followed by ABSL1 housing
Inoculation of agent in an approved location followed by ABSL1 housing 
PPE – Hair bonnet, disposable jumpsuit, nitrile gloves, shoe covers, face masks, eye protection
Training: All individuals have required training
2024-25 Lab Survey Results: 11 deficiencies found, all corrected

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



	Recombinant DNA Registration for IBC review and authorization. 


PI: Douglas Strand
Title: LUTMAP
Note: Renewal
NIH Guideline Section(s):  III-D-4 and III-E-1
· Project Summary: 
· In vitro and in vivo studies to investigate prostate tissue morphogenesis using lentivirus-modified stromal cells and direct lentiviral injection into mouse prostate. 
· Continued used of purchased lentiviral vectors to modify human stromal cells and deliver genes associated with cell survival and branching. 
· Analysis includes xenograft models and evaluation of gene expression in mouse tissues using microscopy and flow cytometry. 
Vectors: 
Replication incompetent, 3rd generation Lentivirus 
Transgenes: function (source)
Branching (human)
Survival (human)
Oncogenes/Tumor suppressor: None 
Toxic Genes: None
Host:  Mammalian (established cell lines – human) 
Notes: PI will be using ready-to-use Lentiviral stocks.
Animal Model: Mouse
Required Training, Procedures, and Containment:  
In-Vitro Procedures: 
BSL1 – Standard molecular biology procedures
BSL2 – Biosafety cabinet use during manipulation of viral vectors and human cell lines when procedures involve the generation of aerosols and splashes 
PPE – Laboratory coat, gloves, and eye protection are required
In-Vivo Procedures: 
Intraprostatic injection – Inoculation of agent in a BSC, mandatory 48h cage change followed by ABSL1 housing
PPE – Hair bonnet, disposable jumpsuit, nitrile gloves, shoe covers, face masks, eye protection
Training: All individuals have required training
2024-25 Lab Survey Results: 16 deficiencies found, all corrected

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



	Recombinant DNA Registration for IBC review and authorization.  


PI: Samuel McBrayer
Title: Investigating Brain Tumor Metabolism and Pathogenesis
Note: Renewal
NIH Guideline Section(s):   III-D-3, III-D-4, III-E-1 and III-F-8.
Project Summary: 
· Studying the biology of brain tumors through the use of plasmids and viral vectors propagated in competent bacterial cells to genetically manipulate metabolic enzyme expression in human cell lines in vitro. 
· Heterologous expression and purification of proteins from bacteria for use in biochemical assays. 
· Genetically modifying glial and glioma cell lines in vitro using retroviruses, lentiviruses, and adenoviruses. Genetically modifying murine neural cells in vivo using adeno-associated viruses (AAVs). 
· Experiments include the use of genetically engineered human cell lines, patient-derived cell lines, patient-derived xenograft mouse models, and genetically engineered mouse models. 
· CRISPR/Cas9 modification of human patient-derived cell lines via introduction of guide RNAs and recombinant Cas9 protein.
Vectors: (source)
Replication incompetent, VSV-G pseudotyped, 2nd generation Lentivirus
Replication incompetent, VSV-G pseudotyped, 3rd generation Lentivirus
Replication incompetent Retrovirus
Replication incompetent Adenovirus
Replication incompetent Adeno-associated virus
Bacterial expression plasmids
Standard cloning plasmids
CRISPR/cas9 system 
Transgenes: function (source)
Phosphorylase (human)
Transaminases (human)
Telomere maintenance (human, mouse)
Dehydrogenase (human)
Tumor suppressors (mouse)
Fluorescent marker (Discosoma sp.) 
Fluorescent marker (A. victoria)
Endonuclease (S. pyogenes)
Reporter (Photinus pyralis) 
Recombinase (P1 bacteriophage) 
Oncogenes/Tumor suppressor: PI indicates that alteration of transgenes might result in tumorigenic effects. 
Toxic Genes: None
Host:  Packaging cell lines: human; established cell lines: human; primary cell lines: human, mouse; bacteria
Notes: 
· Production, purification and concentration of virus.  
· Ready-to-use viral stocks.  
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 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: 
Inoculation of agent in a BSC, mandatory 48h cage change followed by ABSL1 housing
Inoculation of agent in approved area followed by ABSL1 housing
Inoculation of agent in a BSC followed by ABSL1 housing
PPE –  
· Animal facility: hair bonnet, disposable jumpsuit, nitrile gloves, shoe covers, face masks
· Animal facility: yellow gown, nitrile gloves
Training: 2 individuals require training
2023-24 Lab Survey Results: 2 deficiencies found, all corrected

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



	Recombinant DNA Registration for IBC review and authorization. 


PI: Daniel Siegwart
Title: siRNA delivery for cancer therapy
Note: Renewal
NIH Guideline Section(s):   III-D-4, III-E, and III-F-8
Project Summary: 
· In vivo and in vitro studies focused on nanoparticle mediated RNA delivery for cancer treatment. 
· Continued use of plasmid-based CRISPR/Cas9 and base-editing systems for non-viral gene editing and therapeutic RNA delivery. 
· Analysis includes systemic and tumor targeted delivery in mouse models using a wide range of administration routes to assess gene editing, reporter expression, and therapeutic impact. 
Vectors: (source)
Standard cloning plasmids
CRISPR/cas9 system 
Transgenes: function (source)
Endonuclease (S. pyogenes) 
Reporter (Photinus pyralis) 
Clotting factor (mouse)
Oncogenes/Tumor suppressor: None 
Toxic Genes: None
Nanoparticles: yes		Type: lipid
Host:  Mammalian (established cell lines – mouse/human)
Animal Model: Mouse
Required Training, Procedures, and Containment:  
In-Vitro Procedures: 
BSL1 – Standard molecular biology procedures
BSL2 – Biosafety cabinet use during manipulation of viral vectors and human cell lines when procedures involve the generation of aerosols and splashes 
PPE – Laboratory coat, gloves, and eye protection are required
In-Vivo Procedures: 
SC, IV, IP, IT, IM, ID, IN, Aerosol, Orthotopic – Inoculation of agent in approved area followed by ABSL1 housing
PPE – Hair bonnet, disposable jumpsuit, nitrile gloves, shoe covers, face masks, eye protection
Training: 16 individuals require NIH training, 2 individuals require CLS training
2024-25 Lab Survey Results: 11 deficiencies found, 3 overdue

	Summary:
· 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: Ram Mani
Title: Generation of CRISPR-Cas9/gRNA expressing Lenti and Adeno virus
Note: Renewal
NIH Guideline Section(s):   III-D-3, III-E, III-E-1 and III-F-8.
Project Summary: 
· Production and use of Lentiviral and Adenoviral Crispr-Cas9 mediated genome editing systems to target genes related to prostate cancer in human cancer cell lines. 
Vectors: (source)
Replication incompetent, VSV-G pseudotyped, 2nd generation Lentivirus
· Justification for 2nd generation use provided
Replication incompetent Adenovirus
Mammalian expression plasmids
CRISPR/cas9 system 
Transgenes: function (source)
Transcription factor (human)
Serine protease (human)
Endonuclease (S. pyogenes)
Oncogenes/Tumor suppressor: None  
Toxic Genes: None
Host: Packaging cell lines: human; established cell lines: human; bacteria 
Notes: Production, purification and concentration of Lentivirus and Adenovirus.  
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: 13 deficiencies found, all corrected

	Summary:
· Investigator required to provide updates to: decontamination procedures, autoclave location, in vivo use of human materials
· No safety concerns.
In favor: All
Opposed: None
Abstained: None
Status: Approved with stipulations.  These include: Resolution of pending comments and requested updates.



	Recombinant DNA Registration for IBC review and authorization. 


PI: Michael Dellinger
Title: Genetically modified cell lines
Note: Renewal
NIH Guideline Section(s): III-D-3, III-E, and III-F-8
· Project Summary: 
· In vitro studies using lentiviral-modified lymphatic endothelial cells to investigate the molecular basis of lymphatic anomalies. 
· Continued use of third-generation lentiviral vectors to introduce fluorescent and potentially tumorigenic genes into primary and established endothelial cells.  
· Analysis centers on identifying therapeutic targets through biochemical assays and functional studies using human cell lines.  
Vectors: (source)
Replication incompetent, VSV-G pseudotyped, 3rd generation Lentivirus
Transgenes: function (source)
Fluorescent marker (Discosoma sp.) 
Fluorescent marker (A. victoria)
G-protein (human)
Oncogenes/Tumor suppressor: PI indicates that alteration of transgenes might result in tumorigenic effects.  
Toxic Genes: None
Host:  Mammalian (packaging cell lines; established cell lines; primary 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 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: 5 deficiencies found, all corrected

	Summary:
· Investigator to provide updates to host cell lines.  
· No other safety concerns
In favor: All
Opposed: None
Abstained: None
Status: : Approved with stipulations.  These include: Update to provide specifics on host.



	Recombinant DNA Registration for IBC review and authorization 


PI: Venkateswara Mootha
Title: Genetics & Genomics of Fuchs' Endothelial Corneal Dystrophy
Note: Renewal
NIH Guideline Section(s): III-D-3, III-E-1, and III-F-8
Project Summary: 
· In vitro studies on developing gene-based therapeutics for Fuchs’ endothelial corneal dystrophy using human corneal endothelial cells. 
· Continues use of 2nd generation lentiviral vectors and AAV constructs for CRISP/Cas9 mediated gene modulation in primary cells.
· Analysis involved assessing transfection efficiency, transgene expression, and potential therapeutic outcomes; animal use limited to tissue harvest only. 
Vectors: (source)
Replication incompetent, VSV-G pseudotyped and non-pseudotyped, 2nd generation Lentivirus
· Justification for 2nd generation use provided
Replication incompetent Adeno-associated virus 
Mammalian expression plasmids
CRISPR/cas9 system 
Transgenes: function (source)
Muscle regulation (human)
Transcription factor (human)
Fluorescent marker (A. victoria)
Oncogenes/Tumor suppressor: None 
Toxic Genes: None
Host: Mammalian (packaging cell lines - human)
Notes: Use of ready-to-use viral stocks. Production and purification of virus will occur in laboratory.  Animals for tissue harvest only. 
Transgenic animals: Yes	Generated at UTSW: No	GDMO: No
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: 1 deficiency found, all corrected

	Summary:
· Investigator to provide updates to justification for 2nd generation lentiviral system and to transport procedures.  
· No other safety concerns
In favor: All
Opposed: None
Abstained: None
Status: Approved with stipulations.  These include: Updates to 2nd generation lentiviral justification and transportation procedures.  



	Recombinant DNA Registration for IBC Review and Authorization.  


PI: Shaida Khan
Title: A Phase 1 Study of Anitocabtagene Autoleucel for the Treatment of Subjects with Non-oncology Plasma Cell-related Diseases
Note: New
NIH Guidelines: III-C
Project Summary:  
A phase 1 study sponsored by Arcellx, Inc. to assess the safety profile of chimeric antigen receptor product in adults for the treatment of non-oncology plasma cell-related diseases.
Product: 
Autologous T cells genetically modified ex vivo with replication incompetent lentivirus
Transgenes: 
Chimeric antigen receptor
Host: Human subjects 
Health Warnings and Safety Statements:
A consultation with Occupational Health is advised for health care workers.
No occurrences of serious adverse events have occurred as no individuals have been dosed.
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 lab location. Manipulation of human materials must occur under a certified BSC. All equipment used to store, manipulate, or cultivate the investigational drug and human materials must be labeled as biohazardous.  
All liquid suspensions, culture waste and unused/unneeded product stocks must be disposed as Medical/Sharps Waste or autoclaved prior to disposal.  
Required Training, Procedures, and Containment:  
Minimum Training requirements: 
Sponsor Training (if applicable)
Bloodborne Pathogen Training for individuals listed on the registration
Shipping of Biological Materials Training for individuals shipping specimens
NIH Guidelines Training for PI
PI mediated intra-laboratory training 
 Procedures: 
BSL2 – Manipulation of human samples in the laboratory
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: David Hsieh
Title: An Open-Label, Dose Escalation, Multi-Center Phase I/II Clinical Trial of ECT204 T-Cell Therapy in Adults with Advanced Hepatocellular Carcinoma (HCC)
Note: New
NIH Guidelines: III-C
Project Summary: 
A phase 1/2 study sponsored by Eureka Therapeutics, Inc. to explore the safety and potential benefit of T-cell receptor product in adults for the treatment of advanced hepatocellular carcinoma.
Product: 
Autologous T cells genetically modified ex vivo with replication incompetent lentivirus
Transgenes: 
T-cell receptor
Co-stimulatory component
Host: Human subjects 
PPE: Chemo gown, gloves, and eye protection are required. 
Health Warnings and Safety Statements:
A health consultation with Occupational Health is advised.
No occurrences of treatment-related serious adverse events have been reported in Part 1 (dose escalation) of this study.
Sponsor has provided safety information.
All health care workers involved in this protocol should observe universal precautions.
No special precautions are required for roommates or family members.
Research Applications: 
All equipment used to store, manipulate, or cultivate the investigational drug must be labeled as biohazardous.  
All liquid suspensions, culture waste and unused/unneeded product stocks must be disposed as Medical/Sharps Waste or autoclaved prior to disposal.  
Required Training, Procedures, and Containment:  
Minimum Training requirements: 
Sponsor Training (if applicable)
Bloodborne Pathogen Training for individuals listed on the registration
Shipping of Biological Materials Training for individuals shipping specimens
NIH Guidelines Training for PI
PI mediated intra-laboratory training 
Procedures: 
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 2, Multi-Arm, Multi-Cohort, Open label Study to Evaluate the Safety and Efficacy of Cretostimogene Grenadenorepvec in Participants with High-Risk Non-Muscle-Invasive Bladder Cancer (NMIBC)
Note: New
NIH Guidelines: III-C
Sponsor: CG Oncology, Inc.
Project Summary: 
A phase 2 study sponsored by CG Oncology, Inc. to evaluate the safety and efficacy of adenovirus product in adults in the treatment of high-risk non-muscle-invasive bladder cancer.
Product: 
Recombinant conditionally replicating oncolytic adenovirus 
Transgenes: 
Promoter active in tumor cells
Stimulating factor
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 consultation with Occupational Health is advised for health care workers.
Serious adverse events have been reported in other studies with this investigational product.
Sponsor has provided safety information.
For health care workers:
All health care workers involved in this protocol should observe standard precautions, as well as contact precautions.
Individuals potentially at higher risk from exposure should not be involved with investigational product or direct care of individuals who received this product for a time period after administration
For recipient contacts for a time period after treatment:
Avoid direct contact with recipient’s urine, avoid intimate physical contact with the recipient, and avoid sharing objects that have come into contact with the recipient’s body fluids.
If the recipient develops certain illness or symptoms, for a time period avoid contact with potentially contaminated material, take precautions if administering patient care, and avoid direct contact with recipient if immunocompromised.
Research Applications: 
Biosafety Level 2, (BSL-2) containment, equipment, and practices for all work involving the manipulation of the listed materials at the study location. Manipulation of investigational drug must occur under a certified BSC. All equipment used to store, manipulate, or cultivate the investigational drug must be labeled as biohazardous.  
All liquid suspensions, culture waste and unused/unneeded product stocks must be disposed as Medical/Sharps Waste or autoclaved prior to disposal.  
Required Training, Procedures, and Containment:  
Minimum Training requirements: 
Sponsor Training (if applicable)
Bloodborne Pathogen Training for individuals listed on the registration
Shipping of Biological Materials Training for individuals shipping specimens
NIH Guidelines Training for PI
PI mediated intra-laboratory training 
Procedures: 
BSL2 – Manipulation of agent in the Pharmacy
Other: UTSW Approved SOP for gene transfer project must be followed

	Summary:
· Following administration, recipients will remain in private room rather than moving to the waiting room.
· Spill clean up procedures have been described, and potential for shedding of agents in urine has been accounted for by sponsor.
· No other safety concerns.
In favor: All
Opposed: None
Abstained: None
Status: Approved



	Recombinant DNA Registration for IBC Review and Authorization.  


PI: Solomon Woldu
Title: Cretostimogene Expanded Access Protocol (CRETO-EAP) An Expanded Access Program of Cretostimogene Grenadenorepvec in Patients with Non-Muscle Invasive Bladder Cancer (NMIBC) Unresponsive to Bacillus Calmette-Guerin (BCG)
Note: New
NIH Guidelines: III-C
Project Summary: 
Expanded access study sponsored by CG Oncology, Inc. to provide access to adenovirus product for the treatment of high-risk non-muscle-invasive bladder cancer.
Product: 
Recombinant conditionally replicating oncolytic adenovirus 
Transgenes: 
Promoter active in tumor cells
Stimulating factor
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 consultation with Occupational Health is advised for health care workers.
Serious adverse events have been reported in other studies with this investigational product.
Sponsor has provided safety information.
For health care workers:
All health care workers involved in this protocol should observe standard precautions, as well as contact precautions.
Individuals potentially at higher risk from exposure should not be involved with investigational product or direct care of individuals who received this product for a time period after administration.
For recipient contacts for a time period after each round of treatment:
Avoid direct contact with recipient’s urine, avoid intimate physical contact with the recipient, and not share objects that have come into contact with the recipient’s body fluids.
If the recipient develops certain illness or symptoms, for a time period avoid contact with potentially contaminated material, take precautions if administering patient care, avoid direct contact with recipient if immunocompromised.
Research Applications: 
Biosafety Level 2, (BSL-2) containment, equipment, and practices for all work involving the manipulation of the listed materials at the study location. Manipulation of investigational drug must occur under a certified BSC. All equipment used to store, manipulate, or cultivate the investigational drug must be labeled as biohazardous.  
All liquid suspensions, culture waste and unused/unneeded product stocks must be disposed as Medical/Sharps Waste or autoclaved prior to disposal.  
Required Training, Procedures, and Containment:  
Minimum Training requirements: 
Sponsor Training (if applicable)
Bloodborne Pathogen Training for individuals listed on the registration
Shipping of Biological Materials Training for individuals shipping specimens
NIH Guidelines Training for PI
PI mediated intra-laboratory training 
Procedures: 
BSL2 – Manipulation of agent in the Pharmacy
Other: UTSW Approved SOP for gene transfer project must be followed

	Summary:
· Following administration, recipients will remain in private room rather than moving to the waiting room.
· Spill clean up procedures have been described, and potential for shedding of agents in urine has been accounted for by Sponsor.
· No other safety concerns.
In favor: All
Opposed: None
Abstained: None
Status: Approved



	Recombinant DNA Registration for IBC Review and Authorization.  


PI: Farrukh Awan
Title: A multi-center single arm Phase II study to evaluate the safety and efficacy of genetically engineered autologous cells expressing anti-CD20 and anti-CD19 specific chimeric antigen receptor in subjects with relapsed and/or refractory diffuse large B cell lymphoma
Note: Full renewal
NIH Guidelines: III-C
Project Summary:
A Phase 2 study sponsored by Miltenyi Biomedicine, GmbH to evaluate the safety and efficacy of chimeric antigen receptor product recognizing CD19 and CD20 in adults for the treatment of relapsed and/or refractory diffuse large B-cell lymphoma.
Product: 
Autologous T-cells genetically modified ex vivo with replication incompetent lentivirus.
Transgenes:
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 reported occurrences of serious adverse events during the renewal period. 
Sponsor has provided safety information.
All health care workers involved in this protocol should observe universal precautions.
No special precautions are required for roommates or family members.
Research Applications: 
All liquid suspensions, culture waste and unused/unneeded product stocks must be disposed as Medical/Sharps Waste or autoclaved prior to disposal.  
Required Training, Procedures, and Containment:  
Minimum Training requirements: 
Sponsor Training (if applicable)
Bloodborne Pathogen Training for individuals listed on the registration
Shipping of Biological Materials Training for individuals shipping specimens
NIH Guidelines Training for PI
PI mediated intra-laboratory training 
Procedures: 
Other: UTSW Approved SOP for gene transfer project must be followed

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



	Recombinant DNA Registration for IBC Review and Authorization.  


PI: Justin Grodin
Title: A Phase 1/2 Trial of the Safety and Efficacy of SRD-001 (AAV1/SERCA2a) in Subjects with Heart Failure with reduced Ejection Fraction
Note: Renewal - No procedural or personnel changes were noted.
NIH Guidelines: III-C
Sponsor: Sardocor
Project Summary: 
· A Phase 1/2 study sponsored by Sardocor for a treatment to restore Ca2+ cycling in cardiomyocytes by normalizing SERCA2a protein levels in HRrEF patients. 
· Phase 1 will evaluate viral kinetics and shedding of AAV1/SERCA2a 
· Phase 2 will evaluate the efficacy of SRD-001 as assessed by symptomatic parameters, physical activity, biomarker of disease, cardiac function and remodeling, and rate of clinical events.
Product(s): 
· A recombinant adeno-associated viral (rAAV) vector expressing SERCA2a   
Vectors: (source)
· Replication incompetent Adeno-associated virus  
Transgenes: (source)
· immediate early enhancer/promoter (Cytomegalovirus)
· hybrid intron from the commercial plasmid pCI 
· Sarcoendoplasmic reticulum calcium transport ATPase (human)
· Bovine growth hormone polyadenylation signal (bovine)
Host: Human subjects 
PPE: Body protection, gloves, and eye protection are required. 
Health Warnings and Safety Statements:
· A consultation with Occupational Health is advised for health care workers.
· No occurrences of serious adverse events have been reported during the renewal period.
· Sponsor has provided safety information.
· All health care workers involved in this protocol should observe universal precautions.
· No special precautions are required for roommates or family members.
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: infusion pump in-service provided
· Bloodborne Pathogen Training for individuals listed on the registration
· Shipping of Biological Materials Training for individuals shipping specimens
· NIH Guidelines Training for PI
· PI mediated intra-laboratory training 
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: 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: Renewal – No procedural or personnel changes were noted.
NIH Guidelines: III-C
Sponsor: Novartis Pharmaceuticals 
Project Summary:  
· Out-of-specification, managed access program study sponsored by Novartis Pharmaceuticals to provide access to a chimeric antigen receptor product for the recognition of CD19 in eligible patients with acute lymphoblastic leukemia or large b-cell lymphomas
Product(s): 
· Autologous T cells transduced by a replication incompetent lentivirus
Transgenes: (source)
· Chimeric antigen receptor
Host: Human subjects 
PPE: Chemo gown, gloves, face mask and eye protection are required.
Health Warnings and Safety Statements:
· A consultation with Occupational Health is advised for health care workers.
· A single occurrence of serious adverse events (Grade 5) has been reported during the renewal period (not at UTSW): 
· Cytokine release syndrome, pyrexia, sepsis and acute respiratory failure
· 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.
· Patents must be informed of the potential health risks associated with receiving this investigational therapeutic. 
Research Applications: 
· All liquid suspensions, culture waste and unused/unneeded product stocks must be disposed as Medical/Sharps Waste or autoclaved prior to disposal.  
Required Training, Procedures, and Containment:  
· Minimum Training requirements: 
· Sponsor Training (if applicable)
· Bloodborne Pathogen Training for individuals listed on the registration
· Shipping of Biological Materials Training for individuals shipping specimens
· NIH Guidelines Training for PI
· Procedures: 
· BSL2 – Manipulation of agent in the Pharmacy
· 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:
· Discussion of a recent single occurrence of serious adverse events.
· No other safety concerns.
In favor: All
Opposed: None
Abstained: None
Status: Approved.



	Recombinant DNA Registration for IBC Review and Authorization.  


PI: Yair Lotan
Title: A Phase 1/2 Study of EG 70 as an Intravesical Administration to Patients with BCG Unresponsive NMIBC
Note: Annual Administrative Renewal
NIH Guidelines: III-C
Sponsor: enGene, Inc
Project Summary: 
A Phase 1/2 study sponsored by enGene, Inc. to determine the safety, tolerability, and efficacy or nanoparticle product in treatment of non-muscular invasive bladder cancer
Product: 
Nanoparticle containing plasmid DNA
Transgenes: (source)
cytokine units 
agonists (Influenza A, Adenovirus)
Host: Human subjects 
PPE: Body protection, gloves, and eye protection are required. 
Health Warnings and Safety Statements:
Health Warnings and Safety Statements:
· A consultation with Occupational Health is advised for health care workers.
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 liquid suspensions, culture waste and unused/unneeded product stocks must be disposed as Medical/Sharps Waste or autoclaved prior to disposal.  
Required Training, Procedures, and Containment:  
Minimum Training requirements: 
Sponsor Training (if applicable)
Bloodborne Pathogen Training for individuals listed on the registration
Shipping of Biological Materials Training for individuals shipping specimens
NIH Guidelines Training for PI
PI mediated intra-laboratory training 
Procedures: 
Reconstitution of agent in pharmacy as described by sponsor
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: Syed Kazmi
Title: An Open Label, Phase 1, Multicenter Study to Evaluate the Safety and Preliminary Anti-tumor activity of NT-112 in Human Leukocyte Antigen-C*08:02-Positive Adult Subjects with Unresectable, Advanced, and/or Metastatic Solid Tumors that are Positive for the KRAS G12D Mutation
Note: Annual Administrative Renewal
NIH Guidelines: III-C
Sponsor: Neogene Therapeutics, Inc.
Project Summary: 
A Phase 1 study by Neogene Therapeutics, Inc. to determine whether autologous T cell product is safe and effective in the treatment of solid tumors. 
Product(s): 
Autologous T cells genetically modified ex vivo with CRIPSR/Cas9
Transgenes: (source)
T-cell 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.
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
Shipping of Biological Materials Training for individuals shipping specimens
NIH Guidelines Training for PI
PI mediated intra-laboratory training 
Procedures: 
Other: UTSW Approved SOP for gene transfer project must be followed

	Summary:
· 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 2, Open-Label, Multicenter Study of a GPRC5D-directed CAR T Cell Therapy in Adult Participants with Relapsed or Refractory Multiple Myeloma (QUINTESSENTIAL)
Note: Annual Administrative Renewal. No procedural, personnel changes, or adverse events were noted.
NIH Guidelines: III-C
Sponsor: Juno Therapeutics, Inc.
Project Summary: 
This is a phase 2 study sponsored by Juno Therapeutics to investigate a CAR-T based therapy that will target GPRC5D in subjects with relapsed/refractory multiple myeloma. 
Product(s): 
Autologous T-cells genetically modified ex vivo with replication incompetent Lentivirus for the expression of chimeric antigen receptor recognizing GPRC5D.
Vectors: (source)
Replication incompetent, VSV-G pseudotyped Lentivirus
Transgenes: (source)
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.
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
· Shipping of Biological Materials Training for individuals shipping specimens
· NIH Guidelines Training for PI
· PI mediated intra-laboratory training 
Procedures: 
· BSL2 – Manipulation of agent in the Pharmacy
· Other: UTSW Approved SOP for gene transfer project must be followed

	Summary:
· No safety concerns
In favor: All
Opposed: None
Abstained: None
Status: Approved with stipulations. These include: Completion of training and remaining comments be addressed in the registration form. 



	Recombinant DNA Registration for IBC Review and Authorization.  


PI: Larry Anderson
Title: A Phase 1b/2 Study of a Chimeric Antigen Receptor T-cell (CAR T) Therapy Targeting CD19 and B-cell Maturation Antigen (BCMA) in Subjects With Relapsed/Refractory Multiple Myeloma
Note: Annual Administrative Renewal. The sponsor for this study has been updated to Astra Zeneca. No procedural, personnel changes, or adverse events were noted. 
NIH Guidelines: III-C
Sponsor: Astra Zeneca 
Project Summary: 
This is a phase 1b/2 study sponsored by Astra Zeneca to evaluate the safety and tolerability of a chimeric antigen receptor T-cell (CAR T) therapy targeting CD19 and B-cell maturation antigen (BCMA) in subjects with relapsed/refractory Multiple Myeloma. 
Product(s): 
· Autologous T-cells genetically modified ex vivo with replication incompetent lentivirus for the expression of chimeric antigen receptor recognizing CD19 and BCMA.
Vectors: (source)
· Replication incompetent, VSV-G pseudotyped, 3rd generation Lentivirus
Transgenes: (source)
· Chimeric antigen receptor.
Host: Human subjects 
PPE: Chemo gowns, gloves, and eye protection are required. 
Health Warnings and Safety Statements:
· A consultation with Occupational Health is advised for health care workers.
· No occurrences of serious adverse events have been reported during the renewal period.
· Sponsor has provided safety information.
· All health care workers involved in this protocol should observe universal precautions.
· No special precautions are required for roommates or family members.
Research Applications: 
· All equipment used to store, manipulate, or cultivate the investigational drug must be labeled as biohazardous.  
· All liquid suspensions, culture waste and unused/unneeded product stocks must be disposed as Medical/Sharps Waste or autoclaved prior to disposal.  
Required Training, Procedures, and Containment:  
· Minimum Training requirements: 
· Sponsor Training (if applicable)
· Bloodborne Pathogen Training for individuals listed on the registration
· Shipping of Biological Materials Training for individuals shipping specimens
· NIH Guidelines Training for PI
· PI mediated intra-laboratory training 
· Procedures: 
· Other: UTSW Approved SOP for gene transfer project must be followed

	Summary:
· No safety concerns
In favor: All
Opposed: None
Abstained: None
Status: Approved with stipulations. These include: Completion of training and remaining comments be addressed in the registration application.



	Recombinant DNA Registration for IBC review and authorization. 


PI: Yuh Min Chook
Title: Karyopherin regulated Nuclear Transport
Note: Renewal 
NIH Guideline Section(s):   III-E and III-F-8
Project Summary: 
· The Chook Lab studies physical and cellular mechanisms of Karyopherin (Kaps) proteins, to understand how the macromolecular nuclear traffic patterns (both import and export) are coordinated by these proteins contribute to overall cellular organization. 
· Experiments will be completed by purifying protein that is over expressed in bacterial cells to be used in biochemical assays and to obtain Cryo EM structures.
· Storage only: plasmids encoding CRL proteins identified in a high-throughput screen in cell culture experiments. In future experimental work GFP-fusion proteins will be immunoprecipitated (IPed) from the lysates and analyzed by Western blot.
Vectors: (source)
Bacterial expression plasmids
Mammalian expression plasmids
· Storage only
Transgenes: function (source)
Histone chaperone (human)
Histones (human)
Translation initiation factor (human)
GTPase (S. cerevisiae)
Transcription factors (S. cerevisiae)
Nuclear export protein (S. cerevisiae)
Nuclear import proteins (human)
Nuclear transport proteins (human)
Cell cycle proteins (human)
Suppressors of cytokine signaling proteins (human)
Signalosome proteins (human)
Nuclear receptor co-activator (human)
Ubiquitin ligase subunits (human)
Protein associated with ubiquitin ligase (human)
Negative regulator of TNF receptor protein (human)
Neddylation protein (human)
Ubiquitin ligase enabler protein (human)
Ring finger proteins (human)
Transcription factors (human)
Ubiquitin like enzyme (human)
Ubiquitin activating protein (human)
Ubiquitin conjugating enzyme (human)
Enabler protein (human)
Putative component of E3 ubiquitin ligase complex (human)
Fluorescent marker (A. victoria)
See attachments for full list of genes
Oncogenes/Tumor suppressor: None 
Toxic Genes: None
Host: Established cell lines: human; bacteria 
Notes: Mammalian cells and mammalian expression plasmids are in storage and are not currently in use.
Animal Model: In vitro only
Required Training, Procedures, and Containment:  
In-Vitro Procedures: 
BSL1 – Standard molecular biology procedures
BSL2 – Biosafety cabinet use during manipulation of human cell lines when procedures involve the generation of aerosols and splashes 
PPE – Laboratory coat, gloves, and eye protection are required
Training: All individuals have required training
2024-25 Lab Survey Results: 5 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: Sarah Shamoradian
Title: Subcellular imaging of protein aggregation using cryo-fixation and correlative light and electron microscopy
Note: Renewal
NIH Guideline Section(s):   III-E
Project Summary: 
· Use of previously modified cells to explore protein aggregation within cells through cryo-fixation and cryo-electron microscopy (cryoEM).
Recombinant material: 
Previously modified primary and established human cell lines 
Transgenes: 
microtubule-associated protein (human)
fluorescent marker (A. victoria)
Oncogenes/Tumor suppressor: None 
Toxic Genes: None
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.
If it is not possible to perform a procedure within a biosafety cabinet or other physical containment device, a combination of appropriate personal protective equipment and administrative controls are used. 
PPE – Laboratory coat, gloves, and eye protection are required
Training: All individuals have required training
2024-25 Lab Survey Results: 1 deficiency found, all corrected

	Summary:
· Clarification of some components of the work is pending
· No other safety concerns
In favor: All
Opposed: None
Abstained: None
Status: Approved with stipulations.  These include: Clarification on if aggregative protein will be worked with directly, and clarification of location of sample preparation for cryoEM.
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