INSTITUTIONAL BIOSAFETY COMMITTEE (IBC)
UT SOUTHWESTERN MEDICAL CENTER DALLAS TEXAS


February 24, 2026
Time: 11:30 a.m.
Location: JA05.110 and web conferencing
Dallas Texas, 75390



IBC Minutes





IBC Attendance February 2026

	Noelle Williams, Ph.D.
	
	Ryan Lisk, MPH

	Daneille Robertson, O.D., Ph.D.
	
	Bruce Brown, Dr. P.H.

	Ralph Callicott, D.V.M
	
	Erik Soliz

	Don Gammon, Ph.D.
	
	Kayle Cirrincione

	Robert Orchard, Ph.D.
	
	Julia Wilkerson

	Michael Buszczak, Ph.D.
	
	Brittany Hubbard

	Chun-Li Zhang, Ph.D.
	
	Kathleen Trindade

	Mark Thompson
	
	Callan Kaut

	Jakub Furmaga, M.D.
	
	Chad Donelson

	Maria Labandeira-Rey, Ph.D.
	
	Audrey Kinser



	Notification to IBC Members and Guests


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

	IBC Conflict of Interest Policy reminder


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

	Call to Order and Approval of Minutes

	Quorum was obtained: A regular meeting of the UT Southwestern IBC was called to order at 11:30 a.m. on February 24, 2026 on the UT Southwestern campus in room JA5.110 and via web conferencing. 

The draft minutes from the meeting held on January 27, 2026 were approved unanimously by the members.

Status: January 27, 2026 IBC minutes were approved with minor changes. 




	Updated Business:



· Registration Closures

	Project closures per PI request unless otherwise noted:


PI: Ralph Callicott 
Title: Safety and efficacy testing of anti-tumor compounds.

PI: Lu Le 
Title: Recombinant DNA Safety Registration (RDSR-2014-014) for the use of Lentivirus, Adeno-Associated Virus, and Retrovirus
Note: PI left UT Southwestern in 2024.

PI: Markey McNutt
Title: An Open-Label, Multiple-Center, Phase I/II Dose Escalation Study for the Safety and Efficacy of NGGT002 in Adults with Classic Phenylketonuria

PI: Benjamin Greenberg
Title: REVEAL Pediatric Study: A Multicenter, Open Label, Randomized, Dose-Escalation and Dose-Expansion Study of the Safety, Tolerability, and Efficacy of a Single Intrathecal Administration of TSHA-102, an AAV9-Delivered Gene Therapy, for the Treatment of Pediatric Females with Rett Syndrome

	New Business:


	Reviews



	Pathogen Registration for IBC review and authorization. 


PI: Hasan Zaki
Title: Molecular Mechanism of Inflammation and Cancer
Note: Renewal
NIH Guidelines Section(s): n/a
Project Summary: 
This lab is interested in understanding the pathogenic mechanisms of inflammatory disorders and cancers, such as the role of innate immune pathways, gut microbiota and western diet in colitis.
To induce colitis in mice by introducing S. typhimurium and C. rodentium into the intestines to study pathogenesis of human gastrointestinal inflammation.
The role of different gut commensal bacterias, including E. coli, Lactobacillus sp, Akkermansia muciniphila, and Bacteroides fragilis will also be investigated in this study.
Pathogens: Not genetically modified
Risk Group 2 
Salmonella enterica subspecies of serotype Typhimurium (Salmonella Typhimurium), strain SL1344 
Bacteroides fragilis (mouse isolates) 
Citrobacter rodentium 
Risk Group 1 
Escherichia coli (mouse isolates) 
Lactobacillus spp. (mouse isolates)
Akkermansia muciniphilia (mouse isolates)
Notes:
· The PI has indicated that the commensals isolated from mouse intestines in the lab will be handled under BSL-2 containment and practices.
· A tissue homogenizer will be used within a biosafety cabinet to homogenate bacteria-infected mouse tissues.
Zoonotic Potential: The PI is using Salmonella typhimurium, genetic variants, mutants, and clones that could affect livestock animals which may result in an economic impact according to APHIS. All laboratory personnel must avoid contact with livestock for 5 days following work with active agents.
Animal Model: Mouse
Transgenic animals: Yes         Generated at UTSW: No	GDMO: No
Routes of Administration: 
· Oral Gavage – S. Typhimurium, C. rodentium, E. coli, Lactobacillus sp., B. fragilis, A. muciniphila 
· Intraperitoneal – S. typhimurium
Subcutaneous – non-modified xenografts
Required Training, Procedures, and Containment: 
In-Vitro Procedures: 
BSL1 – Standard molecular biology procedures
BSL2 – Cultivation and manipulation of pathogen stocks and cultures, and human cell lines when procedures involve the production of aerosols and splashes 
PPE – Laboratory coat, gloves, and eye protection are required
In-Vivo Procedures: 
Inoculation of agent followed by ABSL2 housing
PPE – Double nitrile gloves, hair bonnet, shoe covers, face masks, disposable white-tie back gown
Training: All individuals have required training
2025-26 Lab Survey Results: 19 deficiencies found, all corrected

	Summary:
· Minor concerns for pending comments in application that have yet to be addressed
· No other safety concerns
In favor: All
Opposed: None
Abstained: None
Status: Approved with stipulations.  These include: Resolution of minor pending comments



	Recombinant DNA Registration for IBC review and authorization, notification. 


PI: Nan Yan
Title: Innate immune response to microbial infection and cancer
Note: Renewal
NIH Guideline Section(s): III-D-1, III-D-2-a, III-D-2-b, III-D-3, III-D-4, III-E-1 and III-F-8
Project Summary: 
· Studies innate immune responses to viral infections, with emphasis on cellular nucleic acid sensing pathways (cGAS-STING).
· 4. Murine norovirus, CW1 strain. The lab will infect mice and primary mouse-derived cells with BSL2 pathogens to measure immune response and infection outcome.
· Replication incompetent Lentivirus is used lentivirus to express gRNA to knockout/knockdown gene expression related to the role of innate immune signaling in anti-tumor immunity in cell lines and in mice and then implant tumor cells.
· Live cell microscopy is performed to study calcium fluctuations during the activation and translocation state of the STING protein during cell culture. For this, the lab will use ready-to-use, replication deficient adeno-associated virus to expressing a GFP calcium sensor in mouse embryonic fibroblast cells.
· In vivo, the lab uses ready-to-use Adenovirus vector to delete genes in target areas of the brain and AAV vector to mark target cells at intracranial injection sites.
Pathogen previously genetically modified: Risk Group 2 
Influenza A virus (IAV), strain PR8/NS1-GFP
Modified to express GFP
Pathogens not genetically modified: Risk Group 2
Sindbis virus (SINV), strain AR339
Murine hepatitis virus (MHV), strain A59
Murine norovirus (MNV), strain CW1
Influenza A virus (IAV), strain PR8 
Vectors: (source)
Replication incompetent, VSV-G pseudotyped, 2nd generation Lentivirus
· Justification: We use this 2nd gen lentiviral system to keep consistency with previous published/generated constructs in the study.
Replication incompetent Adenovirus
Replication incompetent Adeno-associated virus
Mammalian expression plasmids
CRISPR/cas9 system 
Transgenes: function (source)
Microtubule associated protein (human)
gRNA library (human)
Fluorescent marker (A. victoria)
Endonuclease (S. pyogenes)
Recombinase (P1 bacteriophage) 
Calcium channel (rat)
Immune response (human)
Oncogenes/Tumor suppressor: None 
Toxic Genes: None
Host:  Mammalian (packaging cell lines: human, canine, non-human primate, hamster; established cell lines: human; primary cell lines: human, mouse); bacteria (E. coli K12) 
Notes: 
· Production, purification, and concentration of Lentivirus.  
· Use of ready-to-use AAV, Adenovirus vectors.
· IncuCyte instrument for microscopy of non-fixed microscopy cells infected with Influenza A virus expressing a fluorescent marker is located inside the tissue culture incubator within their tissue culture room.
Animal Model: Mouse
Transgenic animals: Yes         Generated at UTSW: No	GDMO: No
Route(s) of Administration: 
· Intratumoral – Lentivirus
· Intravenous, retro-orbital – human CAR-T cells
· Subcutaneous – Xenografts
· Stereotaxic intracranial – Adenovirus, AAV
· Intratracheal – Adenovirus
· Intranasal – Influenza A virus PR8, Influenza A virus PR8/NS1-GFP, Murine hepatitis virus
· Intraperitoneal – Murine hepatitis virus, Sindbis virus
· Oral gavage – Murine norovirus
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 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: 
Intratumoral – Inoculation of Lentivirus in a BSC, mandatory 48h cage change followed by ABSL1 housing
Intratracheal – Inoculation Adenovirus in a BSC, mandatory 48h cage change followed by ABSL1 housing
Stereotaxic intracranial – Inoculation of Adenovirus, AAV in approved area followed by ABSL1 housing
Intravenous, retro-orbital – Inoculation of human CAR-T cells in a BSC followed by ABSL1 housing
Subcutaneous – Inoculation of tumor cell xenografts in a BSC followed by ABSL1 housing
Intranasal – Inoculation of Influenza A virus PR8, Influenza A virus PR8/NS1-GFP, Murine hepatitis virus followed by ABSL2 housing
Intraperitoneal – Inoculation of Murine hepatitis virus, Sindbis virus followed by ABSL2 housing
Oral gavage – Inoculation of Murine norovirus followed by ABSL2 housing
PPE –
· Animal facility: Hair bonnet, disposable jumpsuit, nitrile gloves, shoe covers, face masks, eye protection
· Animal facility: Hair bonnet, disposable tie-back gown, double nitrile gloves, shoe covers, face masks, eye protection
Training: All individuals have required training
2025-26 Lab Survey Results: 13 deficiencies found, all corrected

	Summary:
· The reviewer noted that prior to live cell imaging there will be a media change at least 48-hours after viral transduction
· No safety concerns
In favor: All
Opposed: None
Abstained: None
Status: Approved.



	Recombinant DNA Registration for IBC review and authorization. 


PI: Jeffrey Kahn
Title: Genetic markers for respiratory syncytial virus (RSV) virulence
Note: Renewal
NIH Guideline Section(s): III-D-1, III-D-2, III-D-3, III-E-1 and III-F-8
Project Summary: 
This project focuses on the molecular epidemiology, serological epidemiology and pathogenesis of common human respiratory viruses using RSV clinical isolates previously obtained from infected children. 
The molecular epidemiology of these viruses will be determined by genomic sequencing and phylogenetic analysis. The molecular pathogenesis of these viruses will be studied in established cell culture systems.
Recombinant RSV will be recovered from cDNA using bacterial cloning vectors/plasmids maintained in E. coli K12 strains.
The recovered recombinant virus will be transfected into BHK cells for transcription of the viral RNA genome.
The goal is to define the region(s) of the viral genome that is (are) responsible for the induction of innate immunity. The lab will exchange genomic regions of the high inducers with the corresponding regions of the low inducers to assess and map the innate inducing phenotype in the viral genome.
The lab will also use lentiviral vector to knock out genes-of-interest from human lung cell lines by CRISPR application, then test the resulting effect on RSV replication.
Pathogen to be genetically modified: Risk Group 2
Respiratory Syncytial Virus (RSV)
· Modified in the RSV genes listed below
Vectors: (source)
Replication incompetent, VSV-G pseudotyped, 2nd generation Lentivirus
· Justification: Improved safety profile and higher efficiency as compared to first generation systems
Bacterial expression plasmids
CRISPR/cas9 system 
Transgenes: function (source)
Telomerase (human)
Translation factors (human)
Endonuclease (S. pyogenes)
Non-structural proteins (RSV)
Viral replication & assembly nucleoprotein (RSV)
Viral immune evasion (RSV)
Immune response (RSV)
Viral entry (RSV)
RNA-dependent RNA polymerase (RSV)
Transcription factor (RSV)
Full genome (RSV clinical isolates)
Oncogenes/Tumor suppressor: None 
Toxic Genes: None
Host:  Mammalian (packaging cell lines: human; established cell lines: human, hamster; primary cell lines: human; bacteria (E. coli K12) 
Notes: Production, purification and concentration of virus in the laboratory.
Animal Model: In vitro only
Required Training, Procedures, and Containment:  
In-Vitro Procedures: 
BSL1 – Standard molecular biology procedures
BSL2 – Biosafety cabinet use during manipulation of viral vectors, 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
Training: All individuals have required training
2025-26 Lab Survey Results: 2 deficiencies found, all corrected

	Summary:
· There was discussion regarding the recovery of recombinant RSV viruses generated from clinical isolates. There was also some discussion of the oncogenic potential for one of the genes of interest in combination with a 2nd generation Lentiviral vector system. 
· No other safety concerns
In favor: All
Opposed: None
Abstained: None
Status: Approved.



	Human Material Registration for IBC Review and Authorization. 


PI: Mamta Jain
Title: Steroid Treatment for Severe Acute Respiratory Infection (STAR) trial: A Multicenter, Randomized, Controlled Trial to Evaluate the Effectiveness and Safety of Systemic Corticosteroid Treatment for Hospitalized Patients with Severe Acute Respiratory Infection and Hypoxemia (STRIVE 003)
Note: New
NIH Guidelines Section(s): n/a
Project Summary: 
Will conduct a multicenter, parallel-group, randomized clinical trial evaluating the effectiveness and safety of the administration of systemic corticosteroids, compared with no corticosteroids, for adult patients hospitalized with severe acute respiratory infection and hypoxemia.
Specimens obtained under this protocol will be shipped to and stored at a central facility in the US.
Clinical specimens collected from individuals with severe acute respiratory infection: 
Blood, nasopharyngeal swab, mid-turbinate swab
Notes: 
Study is through the Strategies & Treatments for Respiratory Infections and Viral Emergencies (STRIVE) network. 
Animal Model: In vitro only   
Recombinant DNA work: No
Required Training, Procedures, and Containment: 
In-Vitro Procedures: 
BSL2 – Biosafety cabinet use during manipulation of human materials when procedures involve the generation of aerosols and splashes
PPE – Laboratory coat, gloves, and eye protection are required
Training: All individuals have required training
2024-25 Lab Survey Results: 3 deficiencies found, all corrected

	Summary:
· This application is for the processing of specimens for shipment to a non-UT Southwestern location. The PI has an existing laboratory facility with the needed equipment. 
· Updates were made to the application to:
· Provide detail on the types of respiratory swabs collected.
· Provide clarification on when supplementary PPE is utilized. IBC required PPE remains limited to laboratory coat, gloves, and eye protection.
· Clarification was requested on the IRB number for this study.
· No other safety concerns.
In favor: All
Opposed: None
Abstained: None
Status: Approved with stipulations.  These include: Clarification on IRB number.



	Recombinant DNA Registration for IBC review and authorization. 


PI: Lael Yonker
Registration Number: RDSR-2026-010
Title: Host-pathogen interactions in respiratory infections
Note: New PI, Safety met with on 1/7/2026
NIH Guideline Section(s):   III-D-1, III-D-2, and III-F
Project Summary: 
· New project investigating host-pathogen interactions in respiratory infections. 
· Work includes recombinant DNA techniques such as plasmid cloning, sequencing, gene expression analysis, and generation of recombinant bacteriophage for in vitro functional studies.
Pathogen to be genetically modified: Risk Group 2
Pseudomonas aeruginosa
Klebsiella pneumoniae
Vectors: (source)
Standard cloning plasmid
Transgenes: function (source)
various (Pseudomonas aeruginosa)
Oncogenes/Tumor suppressor: None
Toxic Genes: None
Host:  Mammalian (human primary cell lines); bacteria (E. coli K12, BL21) 
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 risk group 2 agents and human materials when procedures involve the generation of aerosols and splashes 
PPE – Laboratory coat, gloves, and eye protection are required
Refer to supplemental document for more information 
Training: 3 individuals require training 
Lab Survey Results: New PI, no survey results

	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, notification. 


PI: Michael Shiloh
Registration Number: RDSR-2026-026
Title: Pathogenesis and persistence of Mycobacterial Infections
Note: Renewal 
NIH Guideline Section(s):   III-D-1 and III-F
Project Summary: 
· Renewal of comprehensive research study utilizing mycobacterium pathogens in in vitro systems and in vivo models.  
· Ongoing genetic manipulation of mycobacteria and comparative host-pathogen studies conducted. 
· Central focus on mechanisms of mycobacterial virulence, persistence, and transmission. 
Pathogen not genetically modified: Risk Group 2
Salmonella typhimurium
Staphylococcus aureus 
Pseudomonas aeruginosa 
Acinetobacter baumanii 
Streptococcus pneumonia 
Mycobacterium marinum 
Mycobacterium bovis 
Mycobacterium avium 
Mycobacterium kansasii
Mycobacterium fortuitum
Mycobacterium abscessus 
Pathogen not genetically modified: Risk Group 3
Mycobacterium tuberculosis
· Organisms genetically modified: (ABSL 3 containment level)
Mycobacterium tuberculosis 
Mycobacterium canettii
· Organisms genetically modified: (BSL-2 / ABSL 2 containment level)
Mycobacterium tuberculosis 
Mycobacterium marinum 
Mycobacterium smegmatis 
Mycobacterium avium 
Mycobacterium bovis 
Mycobacterium abscessus 
Mycobacterium fortuitum
Mycobacterium kansasii
Listeria monocytogenes 
E. coli
Vectors: (source)
Bacterial expression plasmids 
Bacterial complementation plasmids 
Bacterial mutagenesis plasmids
Transgenes: function (source)
various (Mycobacterium)
leucine biosynthesis (Mycobacterium mutant) 
pantothenic acid biosynthesis (Mycobacterium mutant)
diaminopinmelate decarboxylase (Mycobacterium mutant)
fluorescent marker (A. Victoria, Discosoma sp.)
bioluminescence (V. fischeri)
Oncogenes/Tumor suppressor: None.
· Toxic Genes: Yes, PI indicates Staphylococcus aureus produces a number of toxins including a hemolysin, cytolosin and super antigen. Streptococcus pneumonia can also produce pneumolysin and IgA protease. However, no work will be conducted with the staphylococcal toxins.
Host: Mammalian (human adenoid tissue, fibroblasts, epithelial cells, M-cells; established cell lines); bacteria (M. tuberculosis, M. marinum, M. smegmatis, M. avium, M. bovis, Listeria monocytogenes, E. coli K12)
· Zoonotic Potential: The PI is using Mycobacterium bovis, Mtb genetic variants, M. fortuitum and M. kansasii, mutants and clones that could affect livestock animals which may result in an economic impact according to APHIS. All laboratory personnel must avoid contact with livestock for 5 days following work with active mycobacterial strains.
· Notes: PI has answered yes to the dual-use screening question (will the intermediate or final product of your research confer resistance to antibiotics or antivirals). PI indicates that the lab will generate antibiotic resistant Mycobacteria, but the antibiotic markers used (kanamycin, hygromycin and zeocin) are not used in regular clinical practice, except for kanamycin for the treatment of multi-drug resistant tuberculosis. All of the BSL2 and BSL3 strains we use are otherwise antibiotic susceptible.
· Resistance to isoniazid, rifampin, ethambutol, ethionamide and pyrazinamide, singly or in combination 
Animal Model: Mouse, Guinea Pig
Required Training, Procedures, and Containment:  
In-Vitro Procedures: 
BSL1 – Standard molecular biology procedures
BSL2 – Biosafety cabinet use during manipulation of viral vectors and human materials when procedures involve the generation of aerosols and splashes 
PPE – Laboratory coat, gloves, and eye protection are required
· In-Vivo Procedures: 
ABSL2 – Inoculation of agent followed by ABSL2 housing
In-Vitro and in-vivo Procedures: BSL3 agents 
Strict Adherence to the current JA4 ABSL3 SOP Manual. 
No viable agent(s) can leave the ABSL3 facility without the approval of Safety.  
ABSL-3 containment: Manipulation of Risk Group 3 agents 
Fluids: As authorized by the IBC in 2012; culture liquids known or suspected to contain TB and destined to be removed from and utilized outside the JA4 ABSL-3 facility must undergo double filtration through a 0.2um syringe filter. Once double filtered, the liquids may be removed from the JA4 ABSL-3 facility.  
PPE: Tyvek Coverall, double gloves, self-contained Battery powdered HEPA-filtered Air Purifying Respirator (PAPR) 
Disinfection: 
Vesphene IIse for TB contamination 
70% ethanol to decon surfaces against other bacteria/fungi 
Bleach for additional disinfection 
Coverage Plus TB for animal areas 
Autoclaving for waste disposal
Glas-Col unit must be used as described in the SOP
Bioruptor water bath sonicators must be used as described in the SOP
Biotek plate reader must be used as described in the SOP
Facility must be surveyed on a semi-annual basis
· Medical Surveillance: All PIs, Project Staff, and ARC Personnel working in the JA4 ABSL-3 facility must enroll in the Worker Protection Program and the Tuberculosis Surveillance Program administered by Occupational Health. Access to the ABSL-3 laboratory will be revoked for anyone who does not comply with these monitoring programs.
Training: 1 individual requires training / All individuals have required training
2023-24 Lab Survey Results: 7 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: Gerta Hoxhaj
Title: Harnessing the metabolic dependencies of mitochondrial NADK2 as a therapeutic strategy for lung cancer
Note: Renewal
NIH Guideline Section(s):   III-D-3, III-D-4, III-E, III-E-1 and III-F-8
Project Summary: 
Lab focuses on understanding how signaling pathways regulate metabolic processes that underly the uncontrolled growth of cancer cells.
Study the functions of metabolic enzymes and their role in cell growth and proliferation through knocking down or expressing the gene of interest in cell lines. Enzymes of interest are also be expressed in the E. coli BL21 strain for functional studies.
Vectors: 
Replication incompetent, VSV-G pseudotyped, 3rd generation Lentivirus
Replication incompetent Adeno-associated virus
Transposon plasmids
Bacterial expression plasmid
Mutagenesis plasmids
CRISPR/cas9 system 
Transgenes: function (source)
metabolic enzymes (human)
purine enzymes (human)
oncogene (human)
tumor suppressor (human)
proto-oncogene (human) 
recombinase (P1 bacteriophage) 
endonuclease (S. pyogenes)
fluorescent marker (A. victoria)
Oncogenes/Tumor suppressor: Alteration of genes might result in tumorigenic effects. 
Toxic Genes: None
Host:  Mammalian (established human and mouse cell lines); bacteria (E. coli K12, BL21) 
Notes: 
Viral production:
Production and purification of lentivirus.  
Ready-to-use AAV.
Animal Model: Mouse
Transgenic animals: Yes         Generated at UTSW: No	GDMO: No
Route(s) of Administration: 
Cells:
Subcutaneous, intravenous, mammary fat pad – xenograft of modified or non-modified established cell lines
Subcutaneous, intravenous, mammary fat pad – allograft of modified established cell lines
Viral vectors:
Intratracheal – lentivirus
Retro-orbital – AAV
Non-viral nucleic acids:
Intravenous – plasmid
Required Training, Procedures, and Containment:  
In-Vitro Procedures: 
BSL1 – Standard molecular biology procedures
BSL2 – Biosafety cabinet use during manipulation of viral vectors and human materials when procedures involve the generation of aerosols and splashes 
PPE – Laboratory coat, gloves, and eye protection are required
In-Vivo Procedures: 
Viral vectors – Inoculation of agent in a BSC, mandatory 48h cage change followed by ABSL1 housing
Xenograft – Inoculation of agent in a BSC followed by ABSL1 housing
Allograft, plasmid – Inoculation of agent in approved area followed by ABSL1 housing
PPE – 
ARC – Hair bonnet, disposable jumpsuit, nitrile gloves, shoe covers, face masks, and eye protection
Non-ARC – Laboratory coat, gloves, and eye protection
Training: All individuals have required training
2024-25 Lab Survey Results: 11 deficiencies found, all corrected

	Summary:
· Discussion of updates made to application.
· No other safety concerns.
In favor: All
Opposed: None
Abstained: None
Status: Approved 



	Recombinant DNA Registration for IBC review and authorization. 


PI: Chuo Chen
Title: Targeting the PARP family proteins
Note: Renewal
NIH Guideline Section(s):   III-D-3, III-E, III-E-1 and III-F-8
Project Summary: 
The overall aim of this project is to study how TNKS regulates Wnt signaling and how STING activates TBK1-IRF3 signaling.
Use of lentiCRISPR system to knock out genes of interest.
Use plasmids to introduce genes of interest into cells and use DOX to induce their expression. Alternatively, DOX-induced expression of shRNA will be used to knockdown genes of interest in cells.
Vectors: 
Replication incompetent, VSV-G pseudotyped, 3rd generation Lentivirus
Mammalian expression plasmids
CRISPR/cas9 system 
Transgenes: function (source)
scaffolding proteins (human)
interferon receptor (human)
post translational modification protein (human)
immune checkpoint protein (human)
cell surface receptor protein (human)
immune adaptor protein (human)
tumor suppressor (human)
adherens junction protein (human)
endonuclease (S. pyogenes) 
reporter (P. pyralis) 
fluorescent markers (Discosoma sp., A. victoria) 
Oncogenes/Tumor suppressor: Alteration of genes might result in tumorigenic effects. 
Toxic Genes: None
Host:  Mammalian (established human cell lines); bacteria (E. coli K12) 
Notes: Production and concentration of lentivirus. 
Animal Model: Mouse
Route(s) of Administration: Subcutaneous – xenograft of non-modified cells
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 followed by ABSL1 housing
PPE – Hair bonnet, disposable jumpsuit, nitrile gloves, shoe covers, face masks, and eye protection
Training: 2 individuals require NIH training
2024-25 Lab Survey Results: 10 deficiencies found, all corrected

	Summary:
· Discussion of updates made to application.
· No other safety concerns.
In favor: All
Opposed: None
Abstained: None
Status: Approved with stipulations.  These include: Completion of training.



	Recombinant DNA Registration for IBC review and authorization. 


PI: Maria Chahrour
Title: Molecular mechanisms of autism spectrum disorder
Note: Renewal
NIH Guideline Section(s): III-D-3, III-E-1 and III-F-8
Project Summary: 
· The lab will expand plasmids using E. coli K12 to produce Lentivirus vector. Lentivirus vectors expressing proteins in primary mouse neurons will be used to study the impact of disease mutations on protein production.
Vectors: (source)
Replication incompetent, VSV-G pseudotyped, 3rd generation Lentivirus:
Mammalian expression plasmids
CRISPR/cas9 system 
Transgenes: function (source)
autism spectrum disorder genes (human) 
Fluorescent marker (Discosoma sp.) 
Ubiquitin ligase (human)
Histone demethylase (human)
Dehydrogenase regulator (human)
Histone modification (human) 
Fluorescent marker (A. victoria)
Endonuclease (S. pyogenes)
Oncogenes/Tumor suppressor: Alteration of genes in the library might result in tumorigenic effects.
Toxic Genes: None
Host:  Mammalian (packaging cell lines: human; established cell lines: human; primary cell lines: mouse); bacteria (E. coli K12) 
Notes: Production and purification 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: 4 deficiencies found, 1 overdue

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



	Recombinant DNA Registration for IBC review and authorization. 


PI: Jane Johnson
Title: Function of ASCL1 and other bHLH factors
Note: Renewal
NIH Guideline Section(s):   III-D-3, III-D-4, III-E-1 and III-F-8
Project Summary: 
· The lab uses Adenovirus vector virus administered to mice to study prostate tumor formation and metastasis. 
· The lab studies the molecular mechanisms underlying tumor biology of neuroendocrine tumors of the prostate and lung. Established cell lines and PDX originally from neuroendocrine lung or prostate tumors will be manipulated in culture by knocking down or knocking out genes of interest and growing cells in culture or as xenografts.
Vectors: (source)
Replication incompetent Adenovirus
CRISPR/cas9 system 
Transgenes: function (source)
Tumor suppressors (human)
Transcription factors (mouse, human)
Fluorescent marker (A. victoria)
Recombinase (P1 bacteriophage) 
Oncogenes/Tumor suppressor: Alteration of genes might result in oncogenic effects.
Toxic Genes: None
Host:  Mammalian (packaging cell lines: human; established cell lines: human; primary cell lines: mouse); bacteria (E. coli K12) 
Notes: 
· Production, purification, and concentration of Lentivirus.  
· Use of ready-to-use Adenovirus stocks.
Animal Model: Mouse
Transgenic animals: Yes         Generated at UTSW: Yes	GDMO: No
Route(s) of Administration: 
· Intraprostate – Adenovirus
· Subcutaneous – xenografts
Required Training, Procedures, and Containment:  
In-Vitro Procedures: 
BSL1 – Standard molecular biology procedures
BSL2 – Biosafety cabinet use during manipulation of viral vectors and human cell lines when procedures involve the generation of aerosols and splashes 
PPE – Laboratory coat, gloves, and eye protection are required
In-Vivo Procedures: 
Intraprostate – Inoculation of Adenovirus in a BSC, mandatory 48h cage change followed by ABSL1 housing
Subcutaneous – Inoculation of xenografts in a BSC followed by ABSL1 housing
PPE – Yellow gown, nitrile gloves, eye protection
Training: 1 individual requires NIH training
2024-25 Lab Survey Results: 2 deficiencies found, all corrected

	Summary:
· The reviewer noted that the overall goal of the project is a bit unclear.
· The reviewer noted that minor pending comments needed to be addressed to clarify procedures.
· No safety concerns
In favor: All
Opposed: None
Abstained: None
Status: Approved with stipulations.  These include: Completion of training, and resolution of minor pending comments



	Recombinant DNA Registration for IBC review and authorization. 


PI: Robert Orchard
Title: Expression of proteins using adenoviruses, retroviruses, lentiviruses, yeast, and E. coli
Note: Renewal
NIH Guideline Section(s): III-D-2, III-D-3, III-E, III-E-1 and III-F-8
Project Summary: 
· The overall goal of this project is to use Adenoviral Vectors to overexpress recombinant proteins that can assemble into norovirus like particles, which then be biochemically characterized and purified. 
· The norovirus like particles (nVLPs) contain only the structural features of norovirus and not any of the genetic material. To make the nVLP, the coding sequence of the viral capsid will be cloned into the pAdEasy-1 vector. The replication incompetent adenovirus will be produced and titered. The viral vector will then be used to infect Vero or CHO cells to produce the protein of interest prior to cellular lysis and purification.
Lentiviruses and retroviruses will be used to deliver genetic material to overexpress or knockout genes related to viral infection, immunity, and poorly understood viral genes in human and mouse cell lines.
Vectors: (source)
Replication incompetent, VSV-G pseudotyped, 2nd generation Lentivirus
· Justification: Our laboratory uses an assortment of lentiviral vectors and in many cases the vector itself is a 3rd generation plasmid that has incorporated changes from the 2nd generation including the self-inactivating 3’LTR. However, some of our vectors are 2nd generation and to maintain consistency with the literature and protocols we wish to maintain using this. Furthermore, the 2nd generation packaging systems work with 3rd generation vectors and to maintain consistency across all lentivirus platforms in lab, we universally use this “2nd generation” packaging system. In most cases we are using a hybridization that doesn’t neatly fit into the categories defined by the IBC (e.g. 3rd generation lentiviral vector but 2nd generation packaging system). Regardless of the lentivirus generation, we ensure highest level of caution and safety when working with lentiviruses including engineering controls, PPE, and strict adherence to the SOPs approved here. While 3rd generation systems offer additional biosafety features, 2nd generation systems in our possession have been well-characterized, do not encode accessory genes, and remain replication-incompetent under standard laboratory conditions.
Replication incompetent Retrovirus
Replication incompetent Adenovirus
Bacterial/Mammalian expression plasmids
Yeast expression plasmids
Standard cloning plasmids
CRISPR/cas9 system 
Transgenes: function (source)
sgRNA libraries (human, Green monkey)
Capsid (Norovirus)
Nonstructural proteins (Norovirus)
Putative phospholipase (Vaccinia virus)
Putative phospholipase (Aichi virus)
RNA primer (Murine norovirus)
Antiviral immune response (human)
E3 ligase (human)
Lipid homeostasis (human)
Cell surface receptor (human)
Kinase (human)
Transcription factor (mouse)
Lipid biosynthesis (mouse)
Immune receptor (mouse)
Fluorescent marker (Discosoma sp.) 
Fluorescent marker (A. victoria)
Endonuclease (S. pyogenes)
Refer to registration for complete list
Oncogenes/Tumor suppressor: Alteration of genes in the library might result in tumorigenic effects. 
Toxic Genes: None
Host:  Mammalian (packaging cell lines: human; established cell lines: hamster, non-human primate, human, mouse, see registration for full list of established cell lines; primary cell lines: human); Yeast (S. cerevisiae); bacteria (E. coli K12; E. coli B: BL21) 
Notes: 
· Production, purification, and concentration of Adenovirus, Lentivirus and Retrovirus in the laboratory.
· Use of ready-to-use Lentiviral stocks.
Animal Model: In vitro only
Required Training, Procedures, and Containment:  
In-Vitro Procedures: 
BSL1 – Standard molecular biology procedures
BSL2 – Biosafety cabinet use during manipulation of viral vectors, human cell lines, 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
2025-26 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: Tara Barron
Title: The neuroscience of cancer
Note: New PI, Safety met with on 1/23/2026
NIH Guideline Section(s): III-D-4, III-E-1
Project Summary: 
The overall goal of this project is to study the role of neuronal activity in tumor growth.
Ready-to-use AAV will be used to express light-sensitive proteins in subset of neurons in the mouse brain via intracranial injection.
Light stimulation will occur to activate the targeted neurons to see the effect of this stimulation in implanted glioma cells. 
Vectors: (source)
Replication incompetent Adeno-associated virus
Transgenes: function (source)
activates neuronal activity (C. reinhardtii) 
activates neuronal activity (C. noctigama)
fluorescent marker (Discosoma sp.) 
Oncogenes/Tumor suppressor: None 
Toxic Genes: None
Notes: Use of ready-to-use AAV stocks.
Animal Model: Mouse
Route(s) of Administration: Intracranial (stereotaxic) – 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: 
Intracranial (stereotaxic) – Inoculation of agent in approved area followed by ABSL1 housing
PPE – Hair bonnet, disposable jumpsuit, nitrile gloves, shoe covers, face masks
Training: 1 individual requires NIH training 
2025-26 Lab Survey Results: New PI

	Summary:
· Investigator required to provide additional details on the specific glioma cells that are being targeted in project summary
· No other safety concerns
In favor: All
Opposed: None
Abstained: None
Status: Approved with stipulations.  These include: Completion of training and resolution of minor pending comments



	Recombinant DNA Registration for IBC review and authorization.


PI: Benjamin Sabari
Title: Nuclear Organization by Biomolecular Condensates
Note: Renewal
NIH Guideline Section(s): III-D-3, III-E-1 and III-F-8
Project Summary: 
The lab is interested in studying how proteins are organized and compartmentalized in the cell nucleus to characterize the molecular features that regulate this organization. 
Both non-viral and lentiviral vectors will be used to modify cell lines to express certain transgenes for protein expression and fluorescent markers.
Fluorescent microscopy work will be performed on modified xenografts to analyze the localization of proteins in the cell and to perform chromatin immunoprecipitation.
Vectors: (source)
Replication incompetent, VSV-G pseudotyped, 2nd generation Lentivirus
· Justification if 2nd generation: Most of our viral backbones are transfected directly into mammalim cell lines, so no virus particles will be generated.  Some of our viral backbones were orderd for the cDNA, which was subsequently moved to a non-viral vector.   When virus particles are generated, a 2nd generation viral system will be used because, more viral backbones are compatible with the 2nd generation system, there is a higher transduction efficiency with a 3 plasmid system over a 4 plasmid system.  The second generation system is currently the standard in our field and it will allow us to perform our sponsored research in a more timely manner.
Replication incompetent Retrovirus
Mammalian expression plasmids
CRISPR/cas9 system
Transgenes: function (source)
transcriptional coactivator (human)
endonuclease (S. pyogenes) 
reporter (Discosoma sp.)
reporter (A. victoria)
Structural component of heterochromatin (human)
transcription regulation (human)
Positive regulator of transcription (human)
Negative regulator of transcription (human)
Transcriptional coactivator (human)
RNA helicase (human)
transcription regulation (human)
Positive regulator of transcription (human)
Transcription factor (human)
Extended list of transgenes provided in registration application
Oncogenes/Tumor suppressor: Alteration of certain transgenes might result in tumorigenic or tumor suppressing effects. 
Toxic Genes: None
Host:  Mammalian (packaging cell lines; established cell lines: human; non-human primate; primary cells: human; mouse; bacteria (E. coli K12; E.coli B-cell) 
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: 3 individuals require NIH training
2025-26 Lab Survey Results: 7 deficiencies found, all corrected

	Summary:
· IBC recommends the use of a higher generation lentiviral system, such as 3rd generation system
· No other safety concerns
In favor: All
Opposed: None
Abstained: None
Status: Approved with stipulations.  These include: Completion of training and recommendation be provided for the use of higher generation lentiviral system (3rd generation).



	Recombinant DNA Registration for IBC review and authorization.


PI: John Abrams
Title: Uncovering apoptotic effectors
Note: Renewal
NIH Guideline Section(s): III-D-4 and III-F-8
Project Summary: 
The overall goal of this project is to understand the apoptotic network by uncovering novel regulators of the pathway and to elucidate the ancestral function of the p53 tumor suppressor. 
Methods of gene transfections in cultured cells and germ lines transformations in Drosophila will occur in the lab. 
PI has also confirmed that in vivo research will not be performed with previously acquired transgenic mice. A small colony of transgenic mice will be housed for the time being and transferred to a collaborator in the future.
Vectors: (source)
Insect expression plasmids
Mammalian expression plasmids
CRISPR/cas9 system 
Transgenes: function (source)
tumor suppressor (human)
line 1 element (human)
transposase (D. melanogaster)
integrase (Bacteriophage)
recombinase (S. cerevisiae)
endonuclease (S. pyogenes) 
fluorescent marker (A. victoria)
 fluorescent marker (Discosoma sp.)
Oncogenes/Tumor suppressor: Alteration of certain transgenes might result in tumor suppressing effects.
Toxic Genes: None
Host:  Mammalian (established cell lines; primary cell lines: mouse); insect (Drosophila melanogaster); bacteria (E. coli K12) 
Notes: PI has confirmed that in vivo research will not be performed with previously acquired transgenic mice. A small colony of transgenic mice will be housed for the time being and transferred to a collaborator in the future. 
Animal Model: Drosophila melanogaster
Transgenic animals: Yes         Generated at UTSW: No	GDMO: No
Required Training, Procedures, and Containment:  
In-Vitro Procedures: 
BSL1 – Standard molecular biology procedures
BSL2 – Biosafety cabinet use during manipulation of human materials when procedures involve the generation of aerosols and splashes 
PPE – Laboratory coat, gloves, and eye protection are required
Training: All individuals have required training
2025-26 Lab Survey Results: 4 deficiencies found, all corrected

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



	Recombinant DNA Registration for IBC review and authorization.


PI: Dinesh Rakheja
Title: Rhabdomyosarcoma
Note: Renewal
NIH Guideline Section(s): III-D-3, III-E-1 and III-F-8
Project Summary: 
The lab will use Lentivirus to infect cell lines and lipofectamine 3000 in HEK293T to generate virus stocks.
Thawed virus will be administered intravenously into primary mouse myoblast cell lines. 
Vectors: (source)
Replication incompetent, VSV-G pseudotyped, 2nd generation Lentivirus
· Justification if 2nd generation: It is efficient and less hazardous.
Transgenes: function (source)
oncogene (human)
extend telomere length (human)
transcription factor (mouse)
fluorescent marker (Discosoma sp.) 
fluorescent marker (A. victoria)
Oncogenes/Tumor suppressor: Alteration of certain transgenes might result in oncogenic effects. 
Toxic Genes: None
Host:  Mammalian (packaging cell lines; primary cell lines: mouse); bacteria (E. coli K12) 
Notes: PI has confirmed that production of Lentivirus is being performed in biosafety cabinet located in the general lab space. The following procedures with Lentivirus will be moved to a designated tissue culture room with an available biosafety cabinet. Only animal tissues will be handled in the biosafety cabinet located in the general lab space. 
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 CLS training 
2025-26 Lab Survey Results: 6 deficiencies found, all corrected

	Summary:
· The reviewer stated major concern about Lentivirus work being performed in a biosafety cabinet located in the general lab. Lentivirus work should be re-located to designated tissue culture room prior to being provided approval.
· Investigator required to provide additional details in the project summary to clarify the overall project objective for using Lentivirus in research. 
· No other safety concerns
In favor: All
Opposed: None
Abstained: None
Status: Approved with stipulations.  These include: Completion of training, resolution of pending comments, and Lentivirus work be relocated to designated tissue culture room with available biosafety cabinet.



	Recombinant DNA Registration for IBC review and authorization. 


PI: Jeffery Zigman
Registration Number: RDSR-2024-049
Title: Mechanisms of Ghrelin Secretion; Role of Ghrelin in Mood, Anxiety and Depression
Note: Amendment for the addition of lentivirus, personnel and laboratory location updates. 
NIH Guideline Section(s):   III-D-3, III-D-4
Project Summary: 
· Amendment to an existing registration to add the use of lentiviral vectors. 
· Research focuses on ghrelin signaling pathways involved in metabolism, mood, anxiety, and reward behaviors using genetically modified mouse models. 
· Work includes viral-mediated gene manipulations and neuronal tracing approaches to assess ghrelin receptor function and related neuroendocrine pathways in vivo. 
Vectors: (source)
Replication incompetent, VSV-G pseudotyped, 3rd generation Lentivirus (Origene)
Transgenes: function (source)
· GHSR antagonist (mouse)
Oncogenes/Tumor suppressor: None 
Host:  Mammalian (mouse; human packaging cell lines); bacteria (E. coli K12) 
Notes: Use of ready-to-use lentiviral stocks.
Animal Model: Mouse
Transgenic animals: Yes         Generated at UTSW: No	GDMO: No
Route(s) of Administration: IV – Lentivirus
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 in a BSC, mandatory 48h cage change followed by ABSL1 housing
PPE – Hair bonnet, disposable jumpsuit, nitrile gloves, shoe covers, face masks
Training: 1 individual requires NIH training 
2024-25 Lab Survey Results: 5 deficiencies found, all corrected

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



	Recombinant DNA Registration for IBC review and authorization.


PI: Todd Roberts
Title: Neurobiology of Learning and Memory in Songbirds
Note: Renewal
NIH Guideline Section(s):   III-D-3, III-D-4, III-E-1 and III-F-8 
Project Summary: 
The lab is interested in using viral vectors to drive expression of fluorescent protein to study neuronal activity in songbirds.
Main focus of this study is on the neural substrates for vocal learning and vocal communication.
Vectors: (source)
Replication incompetent, VSV-G pseudotyped, 3rd generation Lentivirus
Replication incompetent Adeno-associated virus
Transgenes: function (source)
transcription factor (zebra finch)
activates neuronal activity (C. reinhardtii)
sodium channel (B. halodurans)
fluorescent marker (Discosoma sp.) 
fluorescent marker (A. victoria)
reporter (Photinus pyralis) 
recombinase (P1 bacteriophage) 
recombinase (S. cerevisiae)
Oncogenes/Tumor suppressor: None 
Toxic Genes: None
Host: Mammalian (packaging cell lines; bacteria (E. coli K12) 
Notes: Production, purification, and concentration of AAV and Lentivirus. PI will also be using ready-to-use AAV.
Animal Model: Zebra finch
Route(s) of Administration: Intracranial, intramuscular (stereotaxic) – AAV, Lentivirus
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: 
Intracranial, intramuscular (stereotaxic) – Inoculation of agent in approved area followed by ABSL1 housing
PPE –  
· Animal Facility: hair bonnet, disposable jumpsuit, nitrile gloves, shoe covers, face masks
· Non-animal facility: lab coat, eye protection, 
Training: 1 individual requires NIH training 
2024-25 Lab Survey Results: 23 found, all corrected

	Summary:
· Minor pending comments have yet to be addressed
· No other safety concerns
In favor: All
Opposed: None
Abstained: None
Status: Approved with stipulations.  These include: Completion of training and resolution of minor pending comments



	Pathogen Registration for IBC review and authorization, notification. 


PI: Tiffany Reese
Registration Number: RDSR-2024-083
Title: Investigating the role of co-infections on immune responses
Note: Amendment to add Listeria monocytogenes. 
NIH Guideline Section(s):   n/a
Project Summary:
· Amendment to add Listeria monocytogenes to evaluate effects of co-infection on immune response and disease outcomes. 
· Study analysis focuses on innate and adaptive immune responses, pathogen replication, and mortality to assess how prior or concurrent infections alter host immunity.
Pathogen not genetically modified: Risk Group
· Listeria monocytogenes 
Oncogenes/Tumor suppressor: None. 
Toxic Genes: None
Host: Mouse
Animal Model: Mouse
Transgenic animals: Yes         Generated at UTSW: No	GDMO: No
Route(s) of Administration: IV – Listeria monocytogenes
Required Training, Procedures, and Containment:  
In-Vitro Procedures: 
BSL1 – Standard molecular biology procedures
BSL2 – Biosafety cabinet use during manipulation of risk group 2 agents 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, disposable jumpsuit, nitrile gloves, show covers, and face mask
Refer to supplemental document for more information 
Training: All individuals have required training
2023-24 Lab Survey Results: 13 deficiencies found, all corrected

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



	Recombinant DNA Registration for IBC review and authorization. 


PI: Bhavya Shah
Title: Ultrasound-mediated opening of the blood-brain barrier for enhanced delivery of therapeutic agents to brain tumors-Mice
Note: Renewal
NIH Guideline Section(s): III-D-4
Project Summary: 
The lab specializes in focused ultrasound (FUS) opening of blood brain barrier. 
The lab will administer ready-to-use AAV vector in vivo to deliver genes to specific areas of brain to study the transfection of various neural cells, the tracts connecting the functional areas in brain, the extent of distribution of viral vectors in the neural cells, and the efficacy of FUS opening of the blood-brain barrier. 
Vectors: (source)
Replication incompetent Adeno-associated virus
Transgenes: function (source)
Fluorescent marker (Discosoma sp.) 
Fluorescent marker (A. victoria)
Oncogenes/Tumor suppressor: None 
Toxic Genes: None
Host:  Mammalian (mouse) 
Notes: Use of ready-to-use AAV stocks.
Animal Model: Mouse
Route(s) of Administration: Intravenous (IV), intrathecal – AAV
Required Training, Procedures, and Containment:  
In-Vitro Procedures: 
BSL1 – Standard molecular biology procedures
BSL2 – Biosafety cabinet use during manipulation of viral vectors
PPE – Laboratory coat, gloves, and eye protection are required
In-Vivo Procedures: 
IV, stereotaxic intrathecal, intracisterna magna – Inoculation of AAV in approved area, mandatory 48h cage change followed by ABSL1 housing
PPE –  
· Animal Facility: Yellow gown, nitrile gloves, eye protection
· Non-animal Facility: Lab coat, gloves, eye protection
Training: All individuals have required training
2024-25 Lab Survey Results: 4 deficiencies found, all corrected

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



	Recombinant DNA Registration for IBC review and authorization. 


PI: Naima Dahir
Title: Studies of the sensory–motor processes governing ingestive behaviors in the mouse
Note: New. New PI, Safety met with on 1/7/2025.
NIH Guideline Section(s):  III-D-4
Project Summary: 
Lab’s primary goal is to understand how sensory and motor processes coordinate ingestive behaviors under normal conditions and how disruption of these processes contributes to obesity and anorexia. 
Mice will be injected with AAV or G-deleted rabies viral vectors to express proteins of interest in the brain. 
Vectors:
Replication incompetent adeno-associated virus
Replication deficient G-deleted rabies virus
Transgenes: function (source)
calcium indicator (A. victoria, vertebrate)
fluorescent markers (Discosoma sp., A. victoria) 
inhibitor of neuronal activity (human)
activator of neuronal activity (C. reinhardtii)
recombinase (P1 bacteriophage) 
Oncogenes/Tumor suppressor: None 
Toxic Genes: None
Host:  In vivo only
Notes: Use of ready-to-use viral stocks.  
Animal Model: Mouse
Transgenic animals: Yes         Generated at UTSW: No	GDMO: No
Route(s) of Administration: Intracranial – AAV, G-deleted rabies
Required Training, Procedures, and Containment:  
In-Vitro Procedures: 
BSL1 – Standard molecular biology procedures
BSL2 – Biosafety cabinet use during manipulation of viral vectors when procedures involve the generation of aerosols and splashes 
PPE – Laboratory coat, gloves, and eye protection are required
In-Vivo Procedures: 
Inoculation of agent in approved area followed by ABSL1 housing
PPE – Pending facility designation
Training: All individuals have required training
2025-26 Lab Survey Results: New PI

	Summary:
· Laboratory is still in the process of getting set up.
· No other 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, Multi-cohort, Open-label, Multicenter Study to Determine the Efficacy and Safety of BB2121 in Subjects with Relapsed and Refractory Multiple Myeloma and in Subjects with High-risk Multiple Myeloma Having Progressed within One Year of Initial Treatment (KarMMa-2)
Note: Annual Administrative Renewal. Minor personnel changes and no procedural changes were noted.
NIH Guidelines: III-C
Project Summary: A Phase II study sponsored by Celgene Corporation for to explore the safety and efficacy of investigational product in the treatment of multiple myeloma.
Product: 
Autologous T cells genetically modified ex vivo with replication incompetent lentivirus 
Transgenes: 
Chimeric antigen receptor recognizing B cell maturation agent
Host: Human subjects 
PPE: Body protection, gloves, and eye protection are required. 
Health Warnings and Safety Statements:
A consultation with Occupational Health is advised for health care workers.
No occurrences of serious adverse events have been reported during the renewal period.
Sponsor has provided safety information.
All health care workers involved in this protocol should observe universal precautions.
No special precautions are required for roommates or family members.
IBC emphasizes: 
· Direct contact, ingestion, autoinoculation and aerosol/droplet inhalation exposure are potential risks. To mitigate these risks the IBC requires the use of sharps protection, and the strict use of PPE. The IBC highly recommends that good hygiene practices be followed during and after the completion of investigational drug manipulation.  Hand washing along with the use of PPE will lower the potential for contamination and minimize transmission of the agent.  
Research Applications: 
All equipment used to store, manipulate, or cultivate the investigational drug must be labeled as biohazardous.  
All liquid suspensions, culture waste and unused/unneeded product stocks must be disposed as hazardous waste.  
Required Training, Procedures, and Containment:  
Minimum Training requirements: 
Sponsor Training (if applicable)
Bloodborne Pathogen Training for individuals listed on the registration
IATA Training for individuals shipping infectious samples
NIH Guidelines Training for PI
PI mediated intra-laboratory training 
Procedures: 
Other: 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: Sanjay Chandrasekaran
Title: A Randomized, Phase 2/3, Open-Label Study to Investigate the Efficacy and Safety of RP2 in Combination with Nivolumab versus Ipilimumab in Combination with Nivolumab in Immune Checkpoint Inhibitor-Naïve Adult Patients with Metastatic Uveal Melanoma
Note: Annual Administrative Renewal. No procedural and minor personnel changes were noted.
NIH Guidelines: III-C
Project Summary: A Phase II/III randomized, controlled, open-label, multicenter study sponsored by Replimune Inc. exploring the safety and efficacy of investigational product combination therapy versus other combination therapy in the treatment of metastatic uveal melanoma.
Product: 
Modified Herpes Simplex Virus type 1
Transgenes: (source)
Deletions:
neurovirulence factor (HSV-1)
antigen processing inhibitor (HSV-1)
Expression:
granulocyte macrophage colony stimulating factor (human)
glycoprotein with deletion of the R sequence (Gibbon Ape Leukemia Virus)
anti-human cytotoxic T-lymphocyte-associated protein 4 antibody-like molecule
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 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 special precautions, such as in avoiding open skin lesions, in addition to universal precautions.
Recipients should avoid direct contact with individuals who are immunosuppressed. No other special precautions are required for roommates or family members.
IBC emphasizes: 
Direct contact, ingestion, autoinoculation and aerosol/droplet inhalation exposure are potential risks. To mitigate these risks the IBC requires the use of a Biosafety Cabinet (BSC), sharps protection, and the strict use of PPE. The IBC highly recommends that good hygiene practices be followed during and after the completion of investigational drug manipulation.  Hand washing along with the use of PPE will lower the potential for contamination and minimize transmission of the agent.  
Research Applications: 
Biosafety Level 2, (BSL-2) containment, equipment, and practices for all work involving the manipulation of the listed materials at the study location. Manipulation of investigational drug must occur under a certified BSC. All equipment used to store, manipulate, or cultivate the investigational drug must be labeled as biohazardous.  
All liquid suspensions, culture waste and unused/unneeded product stocks must be disposed as hazardous waste.  
Required Training, Procedures, and Containment:  
Minimum Training requirements: 
Sponsor Training (if applicable)
Bloodborne Pathogen Training for individuals listed on the registration
IATA Training for individuals shipping infectious samples
NIH Guidelines Training for PI
PI mediated intra-laboratory training 
Procedures: 
BSL2 – Manipulation of agent in the Pharmacy
Other: UTSW Approved SOP for gene transfer project must be followed

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



	Recombinant DNA Registration for IBC notification.  


PI: Yu-Guang He
Title: A Multicenter, Randomized, Double-Masked, Placebo-Controlled Phase 3 Study of the Efficacy, Safety, and Tolerability of Subcutaneously Administered Pozelimab in Combination with Cemdisiran or Cemdisiran Alone in Participants with Geographic Atrophy Secondary to Age-Related Macular Degeneration
Note: Annual Administrative Renewal. No changes to procedures and minor changes to personnel.
NIH Guidelines: III-F-1
Project Summary: A Phase III study sponsored by Regeneron Pharmaceuticals, Inc. to study the efficacy, safety, and tolerability of investigational product combination therapy versus monotherapy in the treatment of geographic atrophy. 
Product(s): 
Double stranded RNA oligonucleotide, 21 nucleotides in the sense strand and 25 in the anti-sense strand
Transgenes: (source)
target to complement component 5 mRNA (synthetic) 
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.
An occurrence of a serious adverse event related to the study treatment has been reported.
Sponsor has provided safety information.
All health care workers involved in this protocol should observe universal precautions.
No special precautions are required for roommates or family members.
IBC emphasizes: 
Direct contact, ingestion, autoinoculation and aerosol/droplet inhalation exposure are potential risks. To mitigate these risks the IBC requires the use of a Biosafety Cabinet (BSC), sharps protection, and the strict use of PPE. The IBC highly recommends that good hygiene practices be followed during and after the completion of investigational drug manipulation.  Hand washing along with the use of PPE will lower the potential for
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: Notification only 
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