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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 December 19, 2025 on the UT Southwestern campus in room JA5.110 and via web conferencing. 

The draft minutes from the meeting held on November 21, 2025 were approved unanimously by the members.

Status: November 21, 2025 IBC minutes were approved with minor changes. 




	Updated Business:


PI: Benjamin Greenberg
Title: Phase I Intrathecal Lumbar Administration of AAV9/CLN7 for Treatment of CLN7 Disease
Status: Phase I study is changing to Long-Term Follow-Up. No further investigational product will be administered, but specimens will continue to be collected and stored in a UTSW biorepository.
Update: Closure letter will be issued for enrollment. Human materials approval letter will be issued for long-term follow-up study. 

	Project Closures per PI request unless otherwise noted


PI: Nicolai Van Oers
Title: Mycobacterium tuberculosis encoded RNA species 

PI: Raksha Jain
Title: A Phase 1b/2, Multi-Centered, Randomized, Double-Blind, Placebo-Controlled Trial of the Safety and Microbiological Activity of a Single Dose of Bacteriophage Therapy in Cystic Fibrosis Subjects Colonized with Pseudomonas aeruginosa

PI: Thomas Wang (Adjunct Professor)
Title: Program in Cardiometabolic Health Research

	New Business:



	Reviews



	Pathogen Registration for IBC review and authorization. 


PI: Venuprasad Poojary 
· Title: Bacteroides spp., Bacteroides fragilis (ETBF), Citrobacter rodentium, Segmented filamentous bacteria (SFB) induced colon inflammation and tumorigenesis, LCMV model
· Note: Renewal 
· NIH Guidelines Section(s): n/a
· Project Summary: 
Chronic inflammation associated with microbial infection is one of the main environmental risk factors for the development of colorectal cancer, a feature that is strongly supported by the much higher incidence of colorectal cancer in patients suffering from inflammatory bowel disease (IBD).
B. fragilis, C. rodentium and segmented filamentous bacteria will be utilized for investigating host–pathogen immune interactions in the gut, and to understand the pathogenesis of several important human intestinal disorders, including Crohn's disease, ulcerative colitis, dysbiosis and colon tumorigenesis.
Use of LCMV to study the host’s immune response to virus.
· Pathogens: Risk Group 2 
· Non-neurotropic lymphocytic choriomeningitis virus, strain Armstrong 
· Bacteroides fragilis, strain 2-078382-3 
· Citrobacter rodentium, strain DBS100 
· Pathogen: Risk Group 1
· Segmented filamentous bacteria Candidatus savagella (collaborator)
· Zoonotic Potential: The PI is using B. fragilis 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.
· Notes: 
· LCMV:
· Use of ready-to-use virus. 
· Occupational health consultation.
· Animal Model: Mouse 
· 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
· In-Vivo Procedures: 
· ABSL2 – Inoculation of agent followed by ABSL2 housing
· PPE – Hair bonnet, disposable jumpsuit, nitrile gloves, shoe covers, face mask, and eye protection
· Training: All individuals have required training
· 2025-26 Lab Survey Results: 12 deficiencies found, all corrected

	Summary:
· Discussion of:
USDA stipulation for B. fragilis.
Location of the biosafety cabinet used for bacterial work.
· No other safety concerns
In favor: All
Opposed: None
Abstained: None
Status: Approved



	Recombinant DNA Registration for IBC review and authorization. 


PI: William Prinz
· Title: Organelle biogenesis and intracellular lipid homeostasis 
· Note: Renewal
· NIH Guideline Section(s): III-D-3, III-E-1, and III-F-8
· Project Summary: 
Studies of organelle biogenesis and lipid homeostasis using siRNA and shRNA to knock down lipid trafficking proteins, CRISPR to knock-out genes involved in lipid trafficking and changes in organelle localization, and Lentivirus to knock-down genes of interest to understand function of specific proteins in mammalian cells.
Study of lipid droplets using E. coli (B-cell) strains for protein expression in Drosophila melanogaster and other genes of interest. 
Studies of localization and function of proteins implicated in non-vesicular lipid trafficking, proteins of interest using Saccharomyces cerevisiae. 
· Vectors: (source)
· Replication incompetent, VSV-G pseudotyped, 2nd generation Lentivirus
· Justification of 2nd generation: Standard and easy method, used in the past in the lab.
· Mammalian expression plasmids
· Bacterial expression plasmids
· Mutagenesis plasmids
· Standard cloning plasmids
· CRISPR/cas9 system
· Transgenes: function (source)
· lipid trafficking (human)
· o-mannosyl transferase (human, rat)
· apo lipoprotein (human)
· fluorescent marker (Discosoma sp.) 
· fluorescent marker (A. victoria)
· endonuclease (S. pyogenes) 
· phosopholipid transport (S. cerevisiae)
· phosopholipid transport and authophagy (S. cerevisiae)
· Oncogenes/Tumor suppressor: None 
· Toxic Genes: None
· Host: Mammalian (packaging cell lines; established cell lines: human; rat; bacteria (E. coli K12; E. coli B-cell); yeast (S. cerevisiae)
· Notes: Production, purification, and concentration of Lentivirus.
· Animal Model: In vitro only
· Required Training, Procedures, and Containment:  
· In-Vitro Procedures: 
· BSL1 – Standard molecular biology procedures
· BSL2 – Biosafety cabinet use during manipulation of viral vectors and human cell lines when procedures involve the generation of aerosols and splashes 
· PPE – Laboratory coat, gloves, and eye protection are required
· Training: All individuals have required training
· 2024-25 Lab Survey Results: 14 deficiencies found, all corrected

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



	Pathogen Registration for IBC review and authorization. 


PI: Michail Agathokleous
· Title: The response of hematopoietic cells to infection - Plasmodium chabaudi, Plasmodium Berghei 
· Note: Renewal
· NIH Guidelines Section(s): N/A
· Project Summary: 
The lab will be infecting mice with both Plasmodium strains that are infectious to animals to analyze the impact on hematopoiesis, immune cell function, and other tissues in the organism. 
Tissues from infected mice will be used to make single cell suspensions that will be stained with surface antibodies and analyzed in the flow cytometry. 
In vivo research will be performed with direct inoculation of Plasmodium strains into mice and with allografts collected from previously Plasmodium infected mice. 
· Pathogens infectious to animals: Risk Group 2 
· Plasmodium chabaudi, strain AS 
· Plasmodium berghei, strain ANKA 
· Notes: Pathogen strains were previously modified by collaborator. Additional modifications will not be performed by the Agathokleous lab. 
· Host: In vivo only
· Animal Model: Mouse 
· Transgenic animals: Yes         Generated at UTSW: No	GDMO: No
· Routes of Administration: 
· P. chabaudi, P. berghei:
· Route of inoculation: intravenous, intraperitoneal
· Allograft of cells harvested from Plasmodium infected mice:
· Route of inoculation: intravenous 
· Note: PI has indicated that cells do not contain Plasmodium.
· Required Training, Procedures, and Containment: 
· In-Vitro Procedures: 
· BSL1 – Standard molecular biology procedures
· BSL2 – Biosafety cabinet use during manipulation of pathogen stocks and cultures and of tissues from infected animals when procedures involve the generation of aerosols and splashes 
· PPE – Laboratory coat, gloves, and eye protection are required
· In-Vivo Procedures: 
· Allografts harvested from Plasmodium infected mice – Inoculation of agent in a biosafety cabinet followed by ABSL1 housing
· P. chabaudi, P. berghei – Inoculation of agent in BSC followed by ABSL2 housing
· PPE –  
· Animal Facility - yellow gown, nitrile gloves, eye protection
· Non-Animal Facility – lab coat, eye protection, nitrile gloves
· Training: 1 individual requires NIH training
· 2024-25 Lab Survey Results: 17 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: Michalis Agathokleous
· Title: The hematopoietic response to infection - Schistosoma mansoni
· Note: Renewal
· NIH Guideline Section(s): III-D-1, III-D-2, and III-F-8
· Project Summary: 
Studies of the response of the hematopoietic system to infection of Schistosoma mansoni. 
This will be a collaboration with another lab, who will be culturing and infecting mice with S. mansoni. The collected tissues and blood from infected mice will be analyzed by the Agathokleous lab. 
· Pathogen to be genetically modified: Risk Group 2
· Schistosoma mansoni, strain NMRI 
· Notes: 
· The lab will handle, and store tissue and blood samples harvested from mice infected with S. mansoni and non-cercariae stages of S. mansoni. 
· Vectors: (source)
· Bacterial expression plasmids
· shRNA, dsRNA
· Transgenes: function (source)
· putative histone demethylase (S. mansoni)
· catalytic protein domain (S. mansoni)
· methyltransferase (S. mansoni)
· demethylation protein (S. mansoni)
· methyltransferase (S. mansoni)
· hydroxylase (S. mansoni)
· histone demethylase (S. mansoni)
· Oncogenes/Tumor suppressor: None 
· Toxic Genes: None
· Host: Trematode (S. mansoni); bacteria (E. coli K12) 
· Animal Model: Mouse
· Route(s) of Administration: 
· S. mansoni:
· Mice are infected with S. mansoni and then euthanized by collaborating lab. 
· Tissues are harvested and processed by Dr. Agathokleous lab. 
· Allograft of materials harvested from S. mansoni infected mice: 
· Routes of administration: Retro-orbital, intravenous (tail vein) 
· Note: PI has indicated the cells from allograft do not contain S. mansoni. 
· Required Training, Procedures, and Containment:  
· In-Vitro Procedures: 
· BSL1 – Standard molecular biology procedures
· BSL2 – Biosafety cabinet use during manipulation of pathogen stocks and cultures and of tissues from infected animals when procedures involve the generation of aerosols and splashes 
· PPE – Laboratory coat, gloves, and eye protection are required
· In-Vivo Procedures: 
· Retro-orbital, Intravenous (tail vein) – Inoculation of agent in a BSC followed by ABSL1 housing
· PPE –  
· Animal Facility – yellow gown, nitrile gloves, eye protection
· Non-animal facility – lab coat, nitrile gloves, eye protection
· Training: 1 individual requires NIH training 
· 2024-25 Lab Survey Results: 17 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: Michael Shiloh
· Title: Lentivirus protocol for genetic manipulation in macrophages
· Note: Renewal
· NIH Guideline Section(s): III-D-3, III-E, and III-F
· Project Summary: 
Renewal focused on lentiviral delivery of short-hairpin constructs to reduce expression of target genes in myeloid cells. 
Work includes production of third-generation lentiviral vectors in standard packaging cell lines and infection of primary macrophages and established myeloid cells lines under BSL-2 containment. 
Analysis centers on evaluating functional consequences of targeted gene reduction in vitro using established protocols for viral preparation and macrophage transduction. 
· Vectors: (source)
· Replication incompetent, VSV-G pseudotyped, 3rd generation Lentivirus
· Transgenes: function (source)
· various (human, mouse)
· Oncogenes/Tumor suppressor: None 
· Toxic Genes: None
· Host: Mammalian (human packaging cell lines; human and murine established cell lines; murine primary cell lines); bacteria (E. coli K12) 
· Notes: PI will be producing, purifying, and concentrating virus in the laboratory. 
· Animal Model: In vitro only
· Required Training, Procedures, and Containment:  
· In-Vitro Procedures: 
· BSL1 – Standard molecular biology procedures
· BSL2 – Biosafety cabinet use during manipulation of viral vectors and human cell lines when procedures involve the generation of aerosols and splashes 
· PPE – Laboratory coat, gloves, and eye protection are required
· Refer to supplemental document for more information 
· Training: 1 individual requires NIH training 
· 2024-25 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: Dan Tong
· Title: Molecular Mechanisms of HFpEF-associated Atrial Fibrillation
· Note: Renewal
· NIH Guideline Section(s):   III-D-3, III-D-4, III-E-1, and III-F-8
· Project Summary: 
Interested in studying the molecular mechanisms of atrial fibrillation associated with heart failure with preserved ejection fraction.
For in vitro experiments, lentivirus is used to deliver gene of interest or shRNA. 
For in vivo experiments, mice will be treated with AAV virus for expression or silencing of gene of interest.
· Vectors:
· Replication incompetent, VSV-G pseudotyped, 3rd generation Lentivirus
· Replication incompetent Adeno-associated virus
· Transgenes: function (source)
· kinase (mouse)
· transcription factor (mouse)
· pseudogene (mouse)
· fluorescent marker (A. victoria)
· recombinase (P1 bacteriophage) 
· Oncogenes/Tumor suppressor: None 
· Toxic Genes: None
· Host:  Mammalian (human packaging cell lines; murine established cell lines; bacteria (E. coli K12)
Notes: Production, purification, and concentration of lentivirus and AAV. 
· 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
· PPE – Yellow gown, nitrile gloves, eye protection
· Training: All individuals have required training
· 2024-25 Lab Survey Results: 4 deficiencies found, all corrected

	Summary:
· A host cell line was previously immortalized via transduction for the expression of SV40 gene.
· The lab has been asked to add safety procedures to their SOP. 
· No other safety concerns.
In favor: All
Opposed: None
Abstained: None
Status: Approved with stipulations.  These include: Verification that appropriate safety procedures have been added to SOP.



	Recombinant DNA Registration for IBC review and authorization. 


PI: Jaehyuk Choi
· Title: Choi Laboratory Safety
· Note: Amendment
· NIH Guideline Section(s):   III-D-1, III-D-4, and III-F-8
· Project Summary: 
Laboratory interest is in the genetics and host–pathogen interactions of fungal organisms relevant to human health.
Will study Trichophyton rubrum, T. tonsurans, T. equinum, and T. verrucosum. These pathogens will be modified to generate gene knockouts and to complement return of function.
Will also study opportunistic yeast Candida albicans.
· Pathogen to be genetically modified: Risk Group 2
· Trichophyton rubrum, strain 379[44252]/ATCC28188
· Trichophyton tonsurans 
· Trichophyton equinum variant autotrophicum 
· Trichophyton verrucosum, strain 800966/ATCC42898
Pathogen not genetically modified: Risk Group 2
· Candida albicans, strain SC5314 
· Vectors:
· Mutagenesis/Complementation plasmids
· CRISPR/cas9 system 
· Transgenes: function (source)
· libraries (T. rubrum, T. tonsurans, T. equinum, T. verrucosum)
· endonuclease (S. pyogenes)
· Oncogenes/Tumor suppressor: None 
· Toxic Genes: None
· Host: Fungus (T. rubrum, T. tonsurans, T. equinum, T. verrucosum); bacteria (E. coli K12) 
· Zoonotic Potential: 
· The PI is using T. equinum and C. albicans, 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.
· The lab has verified with vendor that this T. equinum variant autotrophicum does not require a USDA permit. 
· 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: 
· ABSL2 – Inoculation of agent in a BSC followed by ABSL2 housing
· PPE – Pending facility designation
· Training: 23 individuals require NIH training, 2 require safety training
· 2025-26 Lab Survey Results: 20 deficiencies found, 18 pending

	Summary:
Lab proposed to conduct necropsy of infected animals within biosafety cabinet in BSL1 laboratory. Regarding this proposal, the committee:
· Confirmed animal work with infected animals, including euthanasia, be limited to ARC ABSL2 facility. Recommended necropsy also be conducted within ABSL2 facility.
· Discussed location of biosafety cabinet in BSL1 laboratory. Concluded that in vitro work with infectious materials needs to be limited to BSL2 facility and not occur within the biosafety cabinet in the BSL1 laboratory.
· Discussed potential to designate this BSL1 laboratory as BSL2. As this was determined to be a less safe option, concluded that laboratory designation would not change.
· Discussion of pending updates:
Within the application, clarifications on the nature of fungal modifications.
Resolution of training and survey actions.
Within the animal protocol, amendment to include pathogen work.
· No other safety concerns
In favor: All
Opposed: None
Abstained: None
Status: Approved with stipulations.  These include: Completion of training, resolution of survey findings, resolution of pending application updates, and stipulations about locations. 



	Recombinant DNA Registration for IBC review and authorization.


PI: David Shaw-Wei Tsen
· Title: Selective disinfection of tissues by ultrashort pulsed laser treatment
· Note: Amendment for the addition of P. aeruginosa and S. aureus strains provided by collaborators for laser treatment.
· NIH Guideline Section(s): N/A
· Project Summary: 
Staphylococcus aureus and Pseudomonas aeruginosa bacteria samples will be provided by a collaborator in glass or plastic containers for laser treatment. 
After the laser treatments are performed by the Tsen lab, the treated samples will be transported to the collaborator for subsequent analysis and final disposal. 
· Pathogen not genetically modified: Risk Group 2
· Staphylococcus aureus, strain UAMS-1, Xen29, JE2 
· Pseudomonas aeruginosa, strain PA-01 
· Notes: 
· The PI has confirmed that P. aeruginosa and S. aureus samples will not be opened or manipulated prior to laser treatment. 
· The samples will be inactivated with ultrashort pulsed laser and then returned to the collaborator’s lab. 
· No additional P. aeruginosa or S. aureus cultures will be produced in the lab. 
· The PI has indicated that S. aureus, strain Xen29, was previously modified by the original Vendor. No additional genetic modifications will be performed by the Tsen lab.
· Animal Model: In vitro only
· Required Training, Procedures, and Containment:  
· In-Vitro Procedures: 
· BSL1 – Standard molecular biology procedures when handling bacterial stocks
· 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:
· The investigator is required to provide clarification on how laser treated samples will be transported to the collaborator, provide additional details on analysis procedures that will be performed by the collaborator and the final waste disposal process that will be followed.
· No other safety concerns
In favor: All
Opposed: None
Abstained: None
Status: Approved with stipulations.  These include: Completion of training and clarification be provided on how laser treated samples will be transported to collaborator, provide additional details on analysis procedures that will be performed by the collaborator, and final waste disposal process that will be followed.



	Recombinant DNA Registration for IBC review and authorization. 


PI: Thomas Carroll
· Title: Screening for factors regulating nephron progenitor cell fate
· Note: Renewal
· NIH Guideline Section(s):   III-D-3, III-E-1, and III-F-8
· Project Summary: 
· Studies the development of the kidney to identify novel factors involved in regulating the cell fate of nephron progenitor cells. 
· Lentivirus is used to over express genes up to 50 candidate genes in cultured mouse embryonic kidneys and mouse models. 
· Uses lentivirus to either overexpress or mutate genes and study the effect of gene manipulation on cell growth and contact inhibition in cultured kidney cancer cell lines. 
· The lab performs human xenografts or mouse cancer cell injections. Tumors will be harvested and subjected to RNA-Seq, QrtPCR and immunohistochemistry.
· Vectors: (source)
· Replication incompetent, VSV-G pseudotyped, 2nd generation Lentivirus
· Justification: To reduce virulence and to enhance safety for research purposes we will purchase from companies and thus will be limited to whatever system they use. 
· Transgenes: function (source)
· Cell fate pathway (human)
· Metabolic regulation/adipokine (human)
· Carbonic anhydrase (human)
· Chromogranin (human)
· Leptin receptor (human)
· Growth factor signaling pathways (human)
· See permit for full list of transgenes
· Oncogenes/Tumor suppressor: None 
· Toxic Genes: None
· Host:  Mammalian (human packaging cell lines; human established cell lines; murine primary cell lines); bacteria (E. coli K12) 
· Notes: Production, purification, and concentration of Lentivirus.
· Animal Model: Mouse
· Route(s) of Administration: Intrarenal – non-modified 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: 
· Intrarenal – Inoculation of non-modified xenografts in a BSC 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: 19 deficiencies found, 4 overdue

	Summary:
· Minor concern: Use of a 2nd generation Lentiviral system
· 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: Kirupa Suthakar
· Title: Neuromodulation of the Descending Auditory System
· Note: New PI, Safety met with on 10/23/2025
· NIH Guideline Section(s): III-D-4, III-E-1 
· Project Summary: 
The lab will be studying novel circuits in the central auditory pathway of transgenic mice by targeting specific groups of neurons containing fluorescent reporter proteins and light exposure to activate or inactivate neurons that are expressing optogenetic proteins. 
AAV and G-deleted rabies virus will be used to express fluorescent markers in transgenic mice for neuronal tracing.
· Vectors: (source)
· Replication incompetent Adeno-associated virus
· Replication incompetent, G-deleted Rabies virus
· Transgenes: function (source)
· glycoprotein expression (Rabies lyssavirus)
· glycoprotein expression (avian)
· cell surface receptor (avian)
· fluorescent marker (Discosoma sp.) 
· fluorescent marker (A. victoria)
· Oncogenes/Tumor suppressor: None 
· Toxic Genes: None
· Host: Mouse 
· Notes: Use of ready-to-use AAV and G-deleted rabies stocks. 
· Animal Model: Mouse
· Transgenic animals: Yes         Generated at UTSW: No	GDMO: No
· Route(s) of Administration: 
· Stereotactic injection (intracranial) – AAV
· Stereotactic injection (intracochlear) – RV
· 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: 
· Stereotactic injection (intracranial and intracochlear) – Inoculation of agent in approved area followed by ABSL1 housing
· PPE – Lab coat, eye protection, nitrile gloves
· Training: 1 individual requires NIH training 
· 2024-25 Lab Survey Results: New PI 

	Summary:
· The investigator must confirm that APN has been approved by IACUC prior to beginning in vivo research described in registration
· No other safety concerns
In favor: All
Opposed: None
Abstained: None
Status: Approved with stipulations.  These include: Completion of training and the investigator provide confirmation that APN has been approved by IACUC prior to beginning in vivo research described in registration



	Recombinant DNA Registration for IBC review and authorization. 


PI: Amol Patwardhan
· Title: Mechanisms of induced hypersensitivity in rodents and the study of novel compounds in pain pathways of brain and spinal cord
· Note: Renewal with updates to personnel and locations
· NIH Guideline Section(s):   III-D-4, III-E-1, and III-F-8
· Project Summary: 
· The project is testing the function of specific cellular structures, messengers, and molecular signaling pathways in specific cell types associated with chronic and acute pain in the peripheral and central nervous system using human tissues. 
· CRISPR DNA plasmids are used for genetic manipulation in human cells at UT Southwestern and the university of Texas Dallas campus in a collaborator’s laboratory. 
· To study biomarkers of chronic pain and to study why steroid injection treatments do not work in some patients with chronic pain, saline lavage samples taken from the transforaminal space housing dorsal root ganglion are collected and analyzed. 
· Fibrocartilaginous tissues from patients will be processed for cultures and used for histology or other protein and nucleic acid assays to assess molecular differences in these samples compared to samples from organ donors who did not suffer from chronic low back pain. These tissues or subsequent cultures will not be subjugated to genetic modification.
· Vectors: (source)
· CRISPR/cas9 system
· Transgenes: function (source)
· receptor (mouse)
· receptors (human)
· calcium channels (human)
· fluorescent markers (Discosoma sp., A. victoria) 
· Oncogenes/Tumor suppressor: None 
· Toxic Genes: None
· Host: Mammalian (human primary materials); bacteria (E. coli K12) 
· Notes: CRISPR modification of primary human materials will take place at UT Dallas and UTSW.
· Animal Model: Mouse, rat
· Route(s) of Administration: Intrathecal – CRISPR plasmid constructs
· Required Training, Procedures, and Containment:  
· In-Vitro Procedures: 
· BSL1 – Standard molecular biology procedures
· BSL2 – Biosafety cabinet use during manipulation of primary human materials when procedures involve the generation of aerosols and splashes 
· PPE – Laboratory coat, gloves, and eye protection are required
· In-Vivo Procedures: 
· Intrathecal – Inoculation of CRISPR plasmid constructs in approved area followed by ABSL1 housing
· PPE
· Animal facility – Yellow gown, nitrile gloves
· Non-animal facility – Lab coat, gloves, eye protection 
· Training: 3 individuals require NIH training
· 2025-26 Lab Survey Results: 4 deficiencies found, all corrected

	Summary:
· There was discussion regarding the locations where genetic modification work will take place and whether the primary human materials are screened for the presence of pathogens
· 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: Carla Green
· Title: Circadian Mechanisms
· Note: Renewal
· NIH Guideline Section(s):   III-D-3, III-E, III-E-1, and III-F-8
· Project Summary: 
· The laboratory studies aspects of circadian timing, with an emphasis on post-transcriptional regulatory mechanisms that contribute to biological rhythms. 
· The lab uses mammalian cell lines that are transiently or stably transfected with plasmid expression vectors. Proteins expressed on these cells are analyzed in various assays, including real-time luciferase reporter assays, co-immunoprecipitation assays, immunocytochemistry, and other common assays. 
· The lab also uses lentivirus instead of plasmids for expression when using cell lines that do not transfect well or in cases where it is critical to have very high efficiency of transfection. 
· The lab expresses proteins in E. coli using plasmid vectors and occasionally in insect cells using baculovirus vectors. These are used for structural analysis and for various activity assays and other biophysical measurements.
· Vectors: (source)
· Replication incompetent, VSV-G pseudotyped, 2nd generation Lentivirus
· Justification: The third generation system is more cumbersome to use and results in lower viral titers due to the additional plasmid. Secondly and most importantly, in the third-generation system, the transfer plasmid contains a chimeric 5’ LTR fused to a heterologous promoter. Therefore, changing to the 3rd generation would require recloning all of our current constructs that are in the 2nd generation transfer plasmid. This would require months of work and would require revalidation of all the experiments we have done with the other system.
· Ecotropic Baculovirus
· Bacterial/Mammalian expression plasmids
· Mutagenesis plasmids
· CRISPR/cas9 system
· See attachments for a complete list of expression and mutagenesis plasmids
· Transgenes: function (source)
· circadian clock regulation (mouse, xenopus, zebrafish, hamster, human)
· fluorescent marker (Discosoma sp., A. victoria)
· endonuclease (S. pyogenes)
· Oncogenes/Tumor suppressor: None 
· Toxic Genes: None
· Host: Mammalian (human packaging cell lines; human and murine established cell lines; murine primary cell lines); insect (established cell lines); bacteria (E. coli K12, E. coli BL21) 
· Notes: Production and purification of virus.
· Animal Model: In vitro only
· Transgenic animals: Yes         Generated at UTSW: No	GDMO: No
· Required Training, Procedures, and Containment:  
· In-Vitro Procedures: 
· BSL1 – Standard molecular biology procedures
· BSL2 – Biosafety cabinet use during manipulation of viral vectors and human cell lines when procedures involve the generation of aerosols and splashes 
· PPE – Laboratory coat, gloves, and eye protection are required
· Training: 1 individual requires NIH training
· 2025-26 Lab Survey Results: 12 deficiencies found, all corrected

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



	Recombinant DNA Registration for IBC review and authorization.


PI: Jen Liou
· Title: Investigation of ER-Plasma Membrane Junctions
· Note: Renewal
· NIH Guideline Section(s):  III-D-2, III-D-3, III-D-4, III-E-1, and III-F-8
· Project Summary: 
The lab will be studying calcium response and cell biology of ER plasma membrane junctions by using Lentivirus to transduce cells and study cellular response. 
The lab will also study phagocytosis of pathogenic bacteria, such as Salmonella enterica, Listeria monocytogenes, and Pseudomonas aeruginosa. Additional confocal microscopy work will be performed on fixed cells that were previously infected with Salmonella. The PI has confirmed that fixed cell lines have been provided by a collaborator, Neal Alto.
Transgenic fruit flies will be used to study phosphoinositide transition during maturation of autophagic vesicles in neurodegenerative diseases. 
· Pathogen to not be genetically modified: Risk Group 2
· Salmonella enterica serovar Typhimurium, strain SL1344 
· Listeria monocytogenes, strain 53 XXII 
· Pseudomonas aeruginosa, strain PA01 
· Vectors: (source)
· Replication incompetent, VSV-G pseudotyped, 2nd generation Lentivirus
· Justification if 2nd generation: Due to the experiment design, we have to use the current viral vector system. We only use the virus occasionally when it is needed to generate a stable cell line. 
· Mammalian expression plasmids
· Mutagenesis plasmid
· Insect expression plasmids
· CRISPR/cas9 system
· Transgenes: function (source)
· calcium sensor (human)
· transcription factor (human)
· phosphatidylinositol transfer (human)
· microtubule plus end-bind (human)
· ER- plasma membrane junctional marker (human)
· PI3P binding (human)
· activate Rab1 (L. pneumophila)
· fluorescent marker (Discosoma sp.) 
· fluorescent marker (A. victoria)
· endonuclease (S. pyogenes) 
· Oncogenes/Tumor suppressor: None 
· Toxic Genes: None
· Host: Mammalian (packaging cell lines; established cell lines: human; hamster; murine; insect (D. melanogaster embryo); bacteria (E. coli K12) 
· Zoonotic Potential: The PI is using pathogens 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. 
· Notes: Production, purification, and concentration of Lentivirus. The PI has confirmed that RG2 agents described in this registration were not previously genetically modified by vendors will not and no additional modifications will be performed in the Liou lab. 
· Animal Model: Drosophila melanogaster only
· Required Training, Procedures, and Containment:  
· In-Vitro Procedures: 
· BSL1 – Standard molecular biology procedures and Drosophila work
· BSL2 – Biosafety cabinet use during manipulation of pathogen stocks, 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: 9 deficiencies found, all corrected

	Summary:
· Concern 1: Pending confirmation if RG2 pathogens (S. enterica, L. monocytogenes, P. aeruginosa) are to be labeled with fluorescent markers prior to confocal microscopy imaging. 
· Concern 2: Location confirmation pending for confocal microscope and detailed SOP that will be followed by lab personnel.
· Concern 3: Additional training should be provided to lab personnel who are handling enteric pathogens in shared confocal microscope location.
· Investigator must resolve concerns discussed by the IBC and make requested updates in the registration application for final review and approval prior to commencing research with RG2 pathogens. 
· After further discussion, the IBC came to the final decision that the investigator is only approved to perform fly work and basic cell culture procedures, and that approval for RG2 pathogen research be postponed for further review by the IBC once remaining concerns have been addressed by the investigator.
· No other safety concerns 
In favor: All
Opposed: None
Abstained: None
Status: RG2 pathogen research approval has been postponed for further review by the IBC. Approved only for fly work and basic cell culture procedures with stipulations. These include: Completion of training.



	Recombinant DNA Registration for IBC review and authorization. 


PI: Shang Ma
· Title: Understanding the role of mechanotransduction in human disease
· Note: Renewal
· NIH Guideline Section(s):   III-D-3, III-D-4, III-E, and III-F
· Project Summary: 
Renewal involving the use of viral vectors and plasmid expression systems to study mechanosensory pathways in mammalian cells and mouse models. 
Work includes retrograde neuronal labeling with AAV vectors, functional studies of mechanosensitive ion channels in cultured cells, and inoculation of tumor cells in mice to evaluate interaction between sensory neurons and disease processes. 
Analysis focusing on defining mechanotransduction related signaling using fluorescent reporters, neuronal tracing approaches, and controlled mechanical stimulation assays. 
· Vectors: (source)
· Replication incompetent Adeno-associated virus
· Mammalian expression plasmid
· Transgenes: function (source)
· fluorescent marker (A. victoria)
· recombinase (P1 bacteriophage) 
· ion channel (mouse)
· Oncogenes/Tumor suppressor: None 
· Toxic Genes: None
· Host:  Mammalian (human packaging cell lines); bacteria (E. coli K12) 
· Notes: PI will be using ready-to-use viral stocks.
· Animal Model: Mouse
· Transgenic animals: Yes         Generated at UTSW: No	GDMO: No
· Route(s) of Administration: Intravenous (tail vein) (IV), Subcutaneous (SC), Orthotropic (liver, stomach, pancreas, or gallbladder), Intraosseous (intrafemoral), Intra-dorsal root ganglion   – AAV
· Required Training, Procedures, and Containment:  
· In-Vitro Procedures: 
· BSL1 – Standard molecular biology procedures
· BSL2 – Biosafety cabinet use during manipulation of viral vectors and human cell lines when procedures involve the generation of aerosols and splashes 
· PPE – Laboratory coat, gloves, and eye protection are required
· In-Vivo Procedures: 
· IV (tail vein), SC, Orthotropic, Introrsely, Intra-dorsal root ganglion – Inoculation of agent in a BSC, mandatory 48h cage change followed by ABSL1 housing
· PPE – 
· ARC:
· yellow gown, eye protection and nitrile gloves
· Non-ARC:
· lab coat, nitrile gloves, eye protection
· Refer to supplemental document for more information 
· Training: All individuals have required training
· 2024-25 Lab Survey Results: 1 deficiency found, corrected

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



	Recombinant DNA Registration for IBC review and authorization. 


PI: Siqi Liu
· Title: Innate immune regulation of wound healing and cancer
· Note: Renewal
· NIH Guideline Section(s):   III-D-2, III-D-3, III-D-4, and III-F
Project Summary: 
· Renewal involving in vitro and in vivo studies to investigate innate immune regulation of wound healing and injury-associated tumor development. 
· Work includes lentiviral delivery, sleeping beauty transposon based gene perturbation, and plasmid expression systems to study epithelial responses in cultured cells and mouse models. 
· Analysis focuses on injury-induced signaling pathways using epithelial cell lines, primary keratinocytes, and mouse approached including in utero lentiviral injection and embryo micro injection of transposon constructs. 
· Vectors: (source)
· Replication incompetent, VSV-G pseudotyped, 3rd generation Lentivirus
· Mammalian expression plasmids
· Transposon and transposase plasmids
· CRISPR/cas9 system
· Transgenes: function (source)
· immune regulation (human, mouse)
· fluorescent markers (Discosoma sp.)
· fluorescent marker (A. victoria)
· endonuclease (S. pyogenes) 
· Oncogenes/Tumor suppressor: None 
· Toxic Genes: None
· Host:  Mammalian (human packaging cell lines; murine established cell lines; murine primary cell lines); bacteria (E. coli K12)
· Notes: PI will be producing, purifying, and concentrating virus in the laboratory. 
· Animal Model: Mouse
· Route(s) of Administration: 
· In utero direct to amniotic sack of embryo – Lentivirus
· Oviduct implantation – transposon modified mouse embryos
· Required Training, Procedures, and Containment:  
· In-Vitro Procedures: 
· BSL1 – Standard molecular biology procedures
· BSL2 – Biosafety cabinet use during manipulation of viral vectors and human cell lines when procedures involve the generation of aerosols and splashes 
· PPE – Laboratory coat, gloves, and eye protection are required
· In-Vivo Procedures: 
· Lentivirus – Inoculation of agent in a BSC, mandatory 48h cage change followed by ABSL1 housing
· Modified embryos – Inoculation of agent in approved area followed by ABSL1 housing
· PPE – Yellow gown, nitrile gloves, eye protection
· Refer to supplemental document for more information 
· Training: All individuals have required training
· 2024-25 Lab Survey Results: 7 deficiencies found, all corrected

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



	Recombinant DNA Registration for IBC review and authorization.


PI: Jacques Lux
· Title: Microbubble-assisted Ultrasound-guided multiplexed delivery of Therapeutics (cGAMP, siRNA, pDNA, mRNA)
· Note: Amendment for in vivo use of microbubble, nanobubble, or nanodroplets for the delivery of siRNA, mRNA and cDNA. Previously approved Lentivirus, AAV, and modified allografts are also being amended for in vivo use. 
· NIH Guideline Section(s): III-D-4 
· Project Summary: 
This is an amendment application in vivo use of microbubble, nanobubble, or nanodroplets for the delivery of siRNA, mRNA and cDNA in image guided drug delivery to cancer cells or immune cells. 
Previously approved Lentivirus, AAV, and modified allografts are also amended for in vivo use to establish tumor models and to target tumor-specific receptors expressed in GBM.
· Vectors: (source)
· Microbubble, nanobubble, and nanodroplets for delivery of siRNA/mRNA/cDNA (In lab) 
· Notes: PI will be using previously approved AAV, Lentivirus, and modified allografts for in vivo research. 
· Transgenes: function (source)
· oncogene (human)
· reporter (Photinus pyralis)
· fluorescent marker (A. victoria)
· Oncogenes/Tumor suppressor: Alteration of transgene might result in oncogenic effects. 
· Toxic Genes: None
· Nanoparticles: yes		Type: lipid
· Animal Model: Mouse
· Transgenic animals: Yes         Generated at UTSW: No	GDMO: No
· Route(s) of Administration: 
· Intravenous, Retro-orbital – AAV, Lentivirus
· Intracranial - modified allografts
· [bookmark: _Hlk216346482]Intratumoral, Intravenous – microbubbles for delivery of siRNA/mRNA/cDNA
· Required Training, Procedures, and Containment:  
· In-Vivo Procedures: 
· AAV, Lentivirus – Inoculation of agent in a BSC, mandatory 48h cage change followed by ABSL1 housing
· Modified allografts – Inoculation of agent in an approved area followed by ABSL1 housing
· Microbubbles for delivery of siRNA/mRNA/cDNA – Inoculation of agent in approved area followed by ABSL1 housing
· PPE –  
· Animal Facility: yellow gown, nitrile gloves, eye protection
· Non-animal Facility: lab coat, eye protection, nitrile gloves
· Training: All individuals have required training
· 2024-25 Lab Survey Results: No survey actions noted for listed locations.

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



	Recombinant DNA Registration for IBC review and authorization. 


PI: Helen Lai
· Title: Elucidating somatosensory networks through the spinal cord
· Note: Renewal
· NIH Guideline Section(s):   III-D-4
· Project Summary: 
· Viral constructs will be injected into the muscle, spinal cord, and brains of mice to trace their input and output connections as well as manipulate their function. Lentivirus-Cre and GFP pseudotyped with FuG-E will be injected into the central nervous system of mice to label cells.
· Vectors: (source)
· Replication incompetent, FuG-E pseudotyped, 3rd generation Lentivirus
· Transgenes: function (source)
· fluorescent marker (A. victoria)
· recombinase (P1 bacteriophage) 
· Oncogenes/Tumor suppressor: None 
· Toxic Genes: None
· Notes: 
· Use of ready-to-use Lentivirus stocks.
· FuG-E is a chimeric fusion envelope glycoprotein combining rabies virus (RV-G) and vesicular stomatitis virus (VSV-G) glycoprotein segments to enable efficient, neuron-specific retrograde axonal transport and transduction.
· Animal Model: Mouse
· Transgenic animals: Yes         Generated at UTSW: Yes	GDMO: No
· Route(s) of Administration: Intracranial, intramuscular – Lentivirus
· 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 – Inoculation of Lentivirus in approved area followed by ABSL1 housing
· Intramuscular – Inoculation of Lentivirus in a BSC, mandatory 48h cage change followed by ABSL1 housing
· PPE – Yellow gown, nitrile gloves
· Training: All individuals have required training
· 2025-26 Lab Survey Results: 6 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: Markey McNutt
· Title: A single-arm, open-label, dose-escalation study to evaluate the safety, tolerability, and efficacy of a single intravenous infusion of AB-1009 in adult participants with late onset Pompe disease (LOPD)
· Note: New
· NIH Guidelines: III-C
· Project Summary:  
A Phase I/II study sponsored by AskBio Inc. exploring the safety, tolerability, and preliminary efficacy of different doses of adeno-associated virus product in the treatment of late onset Pompe disease. 
· Product(s): 
· Genetically modified, replication incompetent adeno-associated virus 
· Transgenes: (source)
· glycogen enzyme (human)
· Host: Human subjects 
· PPE: Body protection, gloves, and eye protection are required.
· Health Warnings and Safety Statements:
· A consultation with Occupational Health is advised for health care workers.
· No occurrences of serious adverse events related to the study drug have 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.
· Research Applications: 
· Biosafety Level 2, (BSL-2) containment, equipment, and practices for all work involving the manipulation of the listed materials at the study location. Manipulation of investigational drug must occur under a certified BSC. All equipment used to store, manipulate, or cultivate the investigational drug must be labeled as biohazardous. 
· All liquid suspensions, culture waste and unused/unneeded product stocks must be disposed as hazardous waste.  
· Required Training, Procedures, and Containment:  
· Minimum Training requirements: 
· Sponsor Training (if applicable)
· Bloodborne Pathogen Training for individuals listed on the registration
· IATA Training for individuals shipping infectious samples
· NIH Guidelines Training for PI
· PI mediated intra-laboratory training 
· Procedures: 
· BSL2 – Manipulation of agent in the Pharmacy
· Other: UTSW Approved SOP for gene transfer project must be followed

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



	Recombinant DNA Registration for IBC Review and Authorization. 


PI: Markey McNutt
· Title: A Phase 3 Safety and Efficacy Trial of FLT201 Gene Therapy in Patients with Gaucher Disease Type 1
· Note: New
· NIH Guidelines: III-C
· Project Summary: 
A Phase III study sponsored by Spur Therapeutics Limited designed to assess the efficacy and safety of adeno-associated virus investigational product in the treatment of adults with Gaucher disease Type I.
· Product(s): 
· Genetically modified, replication incompetent adeno-associated virus 
· Transgenes: (source)
· lysosomal enzyme (human)
· Host: Human subjects 
· PPE: Body protection, gloves, and eye protection are required. 
· Health Warnings and Safety Statements:
· A consultation with Occupational Health is advised for health care workers.
· In a different study with this investigational product, a Grade 3 adverse event 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.
· Research Applications: 
· Biosafety Level 2, (BSL-2) containment, equipment, and practices for all work involving the manipulation of the listed materials at the study location. Manipulation of investigational drug must occur under a certified BSC. All equipment used to store, manipulate, or cultivate the investigational drug must be labeled as biohazardous. 
· All liquid suspensions, culture waste and unused/unneeded product stocks must be disposed as hazardous waste.  
· Required Training, Procedures, and Containment:  
· Minimum Training requirements: 
· Sponsor Training (if applicable)
· Bloodborne Pathogen Training for individuals listed on the registration.
· IATA Training for individuals shipping infectious samples.
· NIH Guidelines Training for PI
· PI mediated intra-laboratory training. 
· Procedures: 
· BSL2 – Manipulation of agent in the Pharmacy
· Other: UTSW Approved SOP for gene transfer project must be followed

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




	Recombinant DNA Registration for IBC Review and Authorization. 


PI: Thomas Schlieve
· Title: Long-term Follow-up of AAV2-hAQP1 Gene Therapy in Participants with Radiation-Induced Late Xerostomia
· Note: New
· NIH Guidelines: III-C
· Sponsor: MeiraGTx, LLC
· Project Summary: 
· This is a long-term follow-up study of participants in a phase II study to assess an adeno-associated virus product in the treatment of adiation-induced late xerostomia.
· Product(s): 
· Replication incompetent adeno-associated virus encoding aquaporin.
· Transgenes: (source)
· archetypal water channel protein involved in the facilitation of the rapid movement of water in response to an osmotic or hydrostatic gradient (human)
· Host: Human subjects 
· Administration: 
· Route: Stensen’s (parotid) duct to both parotid glands 
· Frequency: Single
· 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. 
· 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.
· For participants, the following are excluded:
· Individuals with active infections
· Individuals with uncontrolled diabetes, active smokers, and individuals using systemic corticosteroids
· Research Applications: 
· Biosafety Level 2, (BSL-2) containment, equipment, and practices for all work involving the manipulation of the listed materials at the study location. Manipulation of investigational drug must occur under a certified BSC. All equipment used to store, manipulate, or cultivate the investigational drug must be labeled as biohazardous. 
· All liquid suspensions, culture waste and unused/unneeded product stocks must be disposed as Medical/Sharps Waste or autoclaved prior to disposal.  
· Required Training, Procedures, and Containment:  
· Minimum Training requirements: 
· Sponsor Training (if applicable)
· Bloodborne Pathogen Training for individuals listed on the registration
· IATA Training for individuals shipping infectious samples
· NIH Guidelines Training for PI
· PI mediated intra-laboratory training 
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: Aimaz Afrough
· Title: A Study Comparing Anitocabtagene Autoleucel to Standard of Care Therapy in Participants With Relapsed​/Refractory Multiple Myeloma
· Note: New
· NIH Guidelines: III-C
· Sponsor: Kite Pharma, Inc.
· Project Summary:  
· This is a Phase 3, randomized, open-label, multicenter study evaluating the safety and efficacy of Autologous T cells genetically modified ex vivo with replication incompetent Lentivirus versus investigator’s choice from 4 SOCT options in participants with RRMM who have received 1 to 3 prior lines of therapy including an IMiD and an anti-CD38 mAb.
· Product(s): 
· Autologous T cells genetically modified ex vivo with replication incompetent Lentivirus
· Transgenes: (source)
· Chimeric antigen receptor
· Host: Human subjects 
· PPE: Body protection, gloves, and eye protection are required. 
· Health Warnings and Safety Statements:
· A consultation with Occupational Health is advised for health care workers.
· No occurrences of serious adverse events have 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.
· 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
· IATA Training for individuals shipping infectious samples
· NIH Guidelines Training for PI
· PI mediated intra-laboratory training 
Training must be documented through a signature of understanding from the employee as an acknowledgement of their occupational duties, the potential risk associated with these duties, the required facilities, equipment, and practices that are designed to mitigate these risks, and the emergency procedures to follow in the event that an incident occurs.  
· Procedures: 
· Other: UTSW Approved SOP for gene transfer project must be followed
·  Refer to supplemental documents for more information 

	Summary:
· There was some discussion regarding pending comments on the application. 
· No safety concerns
In favor: All
Opposed: None
Abstained: None
Status: Approved with stipulations.  These include: Resolution of minor pending comments



	Recombinant DNA Registration for IBC Review and Authorization. 


PI: Raksha Jain
· Title: A Phase 1/2, Multicenter Study Evaluating the Safety, Tolerability, and Biodistribution of RCT2100 with Single Ascending Doses in Healthy Participants and Multiple Ascending Doses and Proof-of-Concept in Participants with Cystic Fibrosis
· Note: Renewal
· NIH Guidelines: III-C
Project Summary:  A Phase I/II study sponsored by ReCode Therapeutics, Inc. for the use of mRNA product in the treatment of cystic fibrosis.
· Product(s): 
· mRNA encapsulated by lipid nanoparticle 
· Transgenes: (source)
· cystic fibrosis transmembrane conductance regulator (human)
· Host: Human subjects 
· PPE: 
Body protection, gloves, and eye protection are required. 
The IBC has stipulated respiratory protection be utilized by study staff during administration.
Additionally, the IBC has stipulated that the sponsor’s recommendation for distance from the nebulizer during administration be followed. The sponsor indicates: Staff administering the dose should be located 2 feet from the study subject during nebulization to reduce potential exposure to IP. 
· Health Warnings and Safety Statements:
· A consultation with Occupational Health is advised for health care workers.
· An occurrence of a medically significant serious adverse event has 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 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
· BSL2 – Manipulation of samples in research 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 
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PI: Zhenyu Zhong
	Co-PI: Shuang Liang
· Title: Studying the effect of AAV8-mediated macrophage SAMHD1 overexpression on HCC progression
· Note: Amendment for the addition of in vitro and in vivo research with previously modified allografts provided by collaborators and vendors and for in vivo research with previously approved non-modified human cell lines. 
· NIH Guideline Section(s): III-D-4
· Project Summary: 
This is an amendment application for the addition of in vitro and in vivo research with previously modified allografts, and for in vivo research with previously approved non-modified xenografts. 
The listed vectors will be used by collaborators or vendors to modify allografts and no additional modifications will be done by the Zong lab. 
· Vectors used by vendor to modify allografts: (source)
· Replication incompetent, VSV-G pseudotyped, 3rd generation Lentivirus
· Mammalian expression plasmids
· CRISPR/cas9 system
· Notes: 
· The PI has confirmed that the established murine cell lines provided by collaborator/vendor were previously modified with the listed vectors in this application. No additional genetic modifications will be performed on the previously modified allografts by the Zhong lab. 
· Transgenes: function (source)
· endonuclease (S. pyogenes)  
· fluorescent marker (A. victoria) 
· reporter (Photinus pyralis) 
· Oncogenes/Tumor suppressor: None 
· Toxic Genes: None
· Host: Mammalian (established cell lines: murine)
· Animal Model: Mouse
· Transgenic animals: Yes         Generated at UTSW: No	GDMO: No
· Route(s) of Administration: 
· Subcutaneous (SC), Orthotopic (liver), Intrasplenic, Intravenous (IV) , Intramammary (fat pad) – previously modified allografts
· Orthotopic (liver), SC – non-modified xenografts
· Required Training, Procedures, and Containment:  
· In-Vivo Procedures: 
· Previously modified allografts, non-modified xenografts – Inoculation of agent in a BSC followed by ABSL1 housing
· PPE –  
· Animal Facility: hair bonnet, disposable jumpsuit, nitrile gloves, shoe covers, face masks, eye protection
· Non-animal Facility: eye protection, nitrile gloves, lab coat
· Training: All individuals have required training
· 2024-25 Lab Survey Results: No survey actions noted for listed locations. 

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