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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 September 30, 2025 on the UT Southwestern campus in room JA5.110 and via web conferencing. 

The draft minutes from the meeting held on August 26, 2025 were approved unanimously by the members.

Status: August 26, 2025 IBC minutes were approved with minor changes. 




	Updated Business:



	Project Closures [PI request unless otherwise noted (Closure letter provided)]


PI: Jeffrey McDonald 
Registration Number: HMSR-2020-020
Title: Lipidomic Collaboration with Rheos

PI: Xuelian Liu – no longer at UTSW
Registration Number: RDSR-2022-029
Title: Studies on stem cell differentiation in development

PI: David Nelson
· Registration Number: HSGT-2024-042
· Title: A Phase 1, Open-Label, Multicenter Study to Assess the Safety, Tolerability, and Immunogenicity of mRNA-4157 Alone and in Combination in Participants With Solid Tumors
Sponsor closure documents pending

PI: Aimaz Afrough 
· Registration Number: HSGT-2024-044
· Title: A Phase 1, Multicenter, Open-label Study of CC-98633, BCMA-Targeted Nex-T Chimeric Antigen Receptor (CAR) T cells, in Subjects with Relapsed and/or Refractory Multiple Myeloma
· Sponsor closure documents pending

	Work Hold:


PI: Stephen Chung 
Registration Number: HMSR-2022-008
Title: Clonal Hematopoiesis in Heart Failure with Preserved Ejection Fraction

PI: Larry Anderson
Registration Number: HSGT-2024-046
Title: A Phase 1, Multicenter, Open-Label Study of CB-011, a CRISPR-Edited Allogeneic Anti-BCMA CAR-T Cell Therapy in Patients with Relapsed/Refractory Multiple Myeloma

	New Business:



	Recombinant DNA Registration for IBC review and authorization. 


PI: Caroline Jones (Bowen)
Title: Microphysiological Systems to Quantify Immune Cell Phenotypes
Note: Amendment for the addition of cells infected with Jeremy Point Virus
NIH Guideline Section(s): III-D-3
Project Summary: 
· Innate immune cell behavior alteration by viral chemokine mimic (virokine).
· Addition of cells that are received as infected. 
· Cells were infected by a collaborator with Jeremy Point virus. The virus was modified to express fluorescent marker in combination with either deletion or no change to virokine encoding gene.
Cell line infected with pathogen: 
Established human cell line infected with genetically modified Jeremy Point virus
Modifications: function (source)
virokine (Jeremy Point virus)
fluorescent marker (A. victoria)
Oncogenes/Tumor suppressor: None 
Toxic Genes: None
Animal Model: In vitro only
Required Training, Procedures, and Containment:  
In-Vitro Procedures: 
BSL1 – Standard molecular biology procedures
BSL2 – Biosafety cabinet use during manipulation of infected cell line when procedures involve the generation of aerosols and splashes 
PPE – Laboratory coat, gloves, and eye protection are required
Training: 9 individuals require training  
2024-25 Lab Survey Results: 6 deficiencies found, 6 pending

	Summary:
· The lab will receive infected cells from a collaborator. The risks associated with handling infected cells are similar to working directly with viral stocks.
· This class of negative sense RNA viruses is not well characterized. It is not known if the infected cells have productive infection. It is unknown if the virus could be human pathogen. 
· BSL2 is consistent with other viruses of similar nature.
· This virus is associated with outbreaks in birds and may be carried by ticks, although this has not been confirmed and the route of transmission in birds is unknown. It has been isolated from birds following outbreak.
· For imaging infected cells, the culture plate will be sealed within a biosafety cabinet and will then remain sealed throughout imaging. 
· The flow cytometry of infected cells should be conducted at BSL2.
· The lab would like to receive infected cells, expand them, and re-freeze. As propagating this virus via infected human cells may lead to mutation, expanding and re-freezing infected cells cannot safely occur.
· The need for a work-start meeting and the completion of the needed trainings and pending survey actions was discussed.
· No other safety concerns.
In favor: All
Opposed: None
Abstained: None
Status: Approved with stipulations.  These include: Work start meeting, completion of training, resolution of survey findings, BSL2 conditions for flow cytometry, and no re-freezing of infected cells.



	Recombinant DNA Registration for IBC review and authorization. 


PI: John Schoggins
Title: Virus-host interactions
Note: Amendment
NIH Guideline Section(s):   III-D-1-a, III-D-2, III-D-3, III-E-1 and III-F-8
Project Summary: 
Study of virus-host interactions and antiviral immune responses.
Addition of sindbis virus alphavirus chimeric viruses which include structural proteins from Venezuelan equine encephalitis virus strain Trinidad donkey or from chikungunya virus strain LR2006.
Addition of lentivirus expressing coronavirus spike protein.
Chimeric viruses from Collaborators: Risk Group 2
Sindbis/Venezuelan equine encephalitis virus chimera, TR399 (SINV) and TrD (VEEV) 
Note: This chimera is excluded from select agent status, as there is an exclusion for chimeras derived from VEEV strain TrD containing only structural genes of VEEV.
Sindbis/Chikungunya virus chimera, TR399 (SINV) and LR2006 (CHIKV)
Note: The NIH Division of Biosafety, Biosecurity, and Emerging Biotechnologies Policy previously verified that SINV-TrD and SINV-CHIKV chimeric viruses fall under NIH Guideline III-D-1-a, introduction of nucleic acid molecules into Risk Group 2 agent (sindbis virus).
Vectors:
Replication incompetent, coronavirus spike pseudotyped, 2nd generation Lentivirus
Transgenes: function (source)
spike protein (SARS-CoV, MERS-CoV-2, SARS-CoV-2, Alphacoronavirus human coronavirus, Betacoronavirus human coronavirus, murine coronavirus, bat coronavirus, pantropic canine coronavirus, feline coronavirus)
fluorescent marker (A. victoria)
reporter (P. pyralis) 
Oncogenes/Tumor suppressor: None 
Toxic Genes: None
Host:  Mammalian (packaging cell lines, production cell line, established cell lines: human, non-human primate, hamster, dog, and mouse); bacteria (E. coli K12) 
Notes: 
· Production and potential concentration of chimeric virus. 
· Production and concentration of lentivirus. 
Animal Model: In vitro only
Required Training, Procedures, and Containment:  
In-Vitro Procedures: 
BSL1 – Standard molecular biology procedures
BSL2 – Biosafety cabinet use during manipulation of chimeric viruses, 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:
· 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: Jer-Tsong (JT) Hsieh
Title: Characterize Biomarker of Cancer Stem Cell in Prostate and renal Cancer
Note: New 
NIH Guideline Section(s): III-D-3, III-D-4 and III-E-1
Project Summary: 
· Studying cancer stem cells (CSCs) their identification in urologic cancer such as prostate and kidney cancer. 
· The lab uses several antibodies recognizing surface marker of cell to separate positive and negative cells, then we will examine the stem cell capability using animal models. 
· After transcriptomic profiling of key driver gene, the lab constructs specific shRNA lentivirus vectors to perform gene knockdown in these cells then examine their stemness phenotypes in animal models.
Vectors: (source)
Replication incompetent, VSV-G pseudotyped, 2nd generation Lentivirus
Transgenes: function (source)
Epigenetic repressor (human)
Transcription factors (human)
Oncogenes/Tumor suppressor: Alteration of genes might result in tumorigenic effects. 
Toxic Genes: None
Host: Mammalian (packaging cell lines – human; established cell lines – human) 
Notes: Production, purification, and concentration of Lentivirus.
Animal Model: Mouse
Route(s) of Administration: Subcutaneous, intraprostate, intrarenal, intravenous – genetically modified and non-genetically 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: 
Subcutaneous, intraprostate, intrarenal, intravenous – Inoculation of genetically modified and non-genetically modified xenografts in a BSC followed by ABSL1 housing
PPE – 
Animal facility: Hair bonnet, disposable jumpsuit, nitrile gloves, shoe covers, face masks
Non-animal facility: Laboratory coat, gloves, and eye protection are required
Training: 1 individual requires NIH training
2024-25 Lab Survey Results: 3 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: John David Beckham
Title: RNA virus pathogenesis and immunopathology
Note: Amendment 
NIH Guideline Section(s): Not applicable to this amendment
Project Summary: 
Study of the pathogenesis of emerging RNA viruses with the goal of defining the virus and host interactions that result in pathogenesis and disease in mammalian hosts.	
Addition of non-modified viruses for in vivo use.
Addition of route of administration for previously approved agent.
Pathogen not genetically modified: Risk Group 2
Non-neurotropic lymphocytic choriomeningitis virus (LCMV), strain Armstrong isolate 53b 
Influenza A virus serotype H1N1 strain A/PuertoRico/8/1934 
Zoonotic Potential: The PI is using Influenza A, a zoonotic virus that affects livestock animals which may result in an economic impact according to APHIS. All laboratory personnel must avoid contact with livestock for 5 days following work with active Influenza A.
Notes: 
· Production, purification, and concentration of virus. 
· No LCMV activities with high potential for aerosol production were proposed.
Animal Model: Mouse
Required Training, Procedures, and Containment:  
In-Vitro Procedures: 
BSL1 – Standard molecular biology procedures
BSL2 – Biosafety cabinet use during manipulation of pathogen stocks and cultures when procedures involve the generation of aerosols and splashes 
PPE – Laboratory coat, gloves, and eye protection are required
In-Vivo Procedures: 
Inoculation of agent in BSC followed by ABSL2 housing
PPE – Hair bonnet, disposable jumpsuit, nitrile gloves, shoe covers, face masks, and eye protection
Training: All individuals have required training
2024-25 Lab Survey Results: 2 deficiencies found, all corrected

	Summary:
· For LCMV, individuals involved in family planning should consult with Occupational Health.
· For LCMV, clarification is needed on whether or not transport permit will be needed.
· Updates to application were requested: to add the source of influenza A virus and to add a FACS SOP.
· No other safety concerns.
In favor: All
Opposed: None
Abstained: None
Status: Approved with stipulations.  These include: Occupational Health consultation recommendation, clarification on transport permit, and resolution of minor pending comments.



	Recombinant DNA Registration for IBC review and authorization. 


PI: Anju Sreelatha
Title: Selenoprotein O
Note: Renewal
NIH Guideline Section(s):   III-D-3 and III-F
Project Summary: 
· In vitro studies using mammalian, bacterial, and yeast systems to examine the mitochondrial function of Selenoprotein O through expression in stable cell lines. 
· Renewal includes continued use of retroviral and plasmid-based expression systems, along with siRNA, to express wild-type and mutant SelO protein target identification. 
· Analysis focuses on the role of SelO in cellular metabolism under different conditions and characterization of SelO protein substrates. 
Vectors: (source)
Replication incompetent, VSV-G pseudotyped, Retrovirus
Bacterial expression plasmids
Mammalian expression plasmids
Yeast expression plasmids
siRNA 
Transgenes: function (source)
Ampylase (human)
Oncogenes/Tumor suppressor: None 
Toxic Genes: None
Host:  Mammalian (packaging cell lines; established cell lines: mouse, human); bacteria; yeast 
Notes: Production, purification, and concentration of virus.  Animals used for tissue harvest only. 
Animal Model: In vitro only
Transgenic animals: Yes         Generated at UTSW: Yes	GDMO: No
Required Training, Procedures, and Containment:  
In-Vitro Procedures: 
BSL1 – Standard molecular biology procedures
BSL2 – Biosafety cabinet use during manipulation of viral vectors when procedures involve the generation of aerosols and splashes 
PPE – Laboratory coat, gloves, and eye protection are required
Refer to supplemental document for more information 
Training: 3 individuals require NIH training 
2024-25 Lab Survey Results: 6 deficiencies found, all corrected

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



	Recombinant DNA Registration for IBC review and authorization.


PI: Dawn Wetzel
Title: Targeting new therapies for leishmaniasis
Note: Amendment for addition of in vitro research with Baculovirus, and personnel and location updates.
NIH Guideline Section(s): III-E and III-F-8
Project Summary: 
In vitro studies using baculovirus to overexpress genes of interest in insect cells for protein production.  
Proteins being targeted will benefit current Leishmania studies analyzing the effect of certain drugs on microtubule dynamics. 
Vectors: (source)
Replication incompetent Baculovirus
Transgenes: function (source)
glycoprotein envelope (D. nucleopolyhedrovirus)
de-gluamylases (human)
Oncogenes/Tumor suppressor: None 
Toxic Genes: None
Host: Insect (established cell lines); bacteria (E. coli K12) 
Notes: Production and concentration of Baculovirus.  
Animal Model: In vitro only
Required Training, Procedures, and Containment:  
In-Vitro Procedures: 
BSL1 – Standard molecular biology procedures
BSL2 – Biosafety cabinet use during manipulation of viral vectors and insect 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: 12 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: Nan Yan
Title: Innate immune response to DNA virus infection
Note: Amendment for the addition of non-genetically modified and previously genetically modifed Vaccinia virus strains
NIH Guideline Section(s):   III-D-3
Project Summary: 
· Use of Vaccinia virus (VACV-delE5R) that activates DNA sensing cGAS-STING and Vaccinia virus (VACV-delE3L) that activates RNA sensing OAS-RNase L pathway. 
· Both deletion strains are severely attenuated compared to parental stains, likely due to strong activation of antiviral immunity. 
· Use of Modified Vaccinia Ankara (MVA-delE5R) to activate stronger cGAS signaling.
Pathogen not genetically modified: Risk Group 2
· Vaccinia virus, Western Reserve strain
Previously genetically modified pathogen: Risk Group 2
· Vaccinia virus, Western Reserve strain
Genetically modified for the deletion of E3L gene
· Vaccinia virus, Western Reserve strain
Genetically modified for the deletion of E5R
· Modified Vaccinia Ankara virus
Genetically modified for the deletion of E5R
Transgenes: function (source)
OAS inhibitor (Vaccinia virus)
cGAS inhibitor (Vaccinia virus)
Fluorescent markers (Discosoma sp.)
Oncogenes/Tumor suppressor: None 
Toxic Genes: None
Host: Mammalian (packaging cell lines – human, hamster; established cell lines – human; primary cell lines – mouse) 
Zoonotic Potential: The PI is using Vaccinia virus, a zoonotic virus that affects livestock and poultry 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 Virus.
Notes: Production of Vaccinia virus.  
Animal Model: In vitro only
Required Training, Procedures, and Containment:  
In-Vitro Procedures: 
BSL1 – Standard molecular biology procedures
BSL2 – Biosafety cabinet use during manipulation of pathogen stocks and cultures lines when procedures involve the generation of aerosols and splashes 
PPE – Laboratory coat, gloves, and eye protection are required
Training: 1 individual requires NIH training
2024-25 Lab Survey Results: PI relocation
	Summary:
· Discussion of Occupational Health consultations for personnel handling Vaccina virus
· Consultations with Occupational Health for personnel handling Vaccina virus were stipulated by the committee
· No other safety concerns
In favor: All
Opposed: None
Abstained: None
Status: Approved with stipulations.  These include: Completion of training, Occupational Health consultation recommendation.



	Recombinant DNA Registration for IBC review and authorization.


PI: Michael Reese
Co-PI: Daniela Nicastro
Title: Interrogating the interaction between Toxoplasma effectors and host immunity
Note: Renewal
NIH Guideline Section(s): III-D-1, III-D-2, III-F-8 
Project Summary: 
The overall goal of this project is to determine the molecular mechanisms in which Toxoplasma can both sense and alter the cellular signaling of its host cell.
Candidate genes will be identified by classical genetics or chemical mutagenesis.
Transgenic toxoplasma with targeted deletions and allelic replacements will also be used to confirm the role of candidate genes.
Pathogen to be genetically modified: Risk Group 2
Toxoplasma gondii, Type I, II, and III 
Modified markers and T. gondii genes listed below
Vectors: (source)
Expression plasmids
Bacterial expression plasmids
Transgenes: function (source)
kinases (T. gondii)
granule proteins (T. gondii)
virulence factor (T. gondii)
fluorescent marker (A. victoria)
reporter (Photinus pyralis) 
acyltransferase (human)
transcription activators (mouse, human)
kinase (mouse, human)
nuclear factor (mouse, human)
Oncogenes/Tumor suppressor: Alteration of transgene might result in tumorigenic effects. 
Toxic Genes: None
Host:  Mammalian (established cell lines; primary cell lines: human); bacteria (T. gondii, E. coli K12; E. coli B-cell) 
Zoonotic Potential: The PI is using Toxoplasma gondii, 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: Individuals in family planning should consult with Occupational Health.
Animal Model: In vitro only
Required Training, Procedures, and Containment:  
In-Vitro Procedures: 
BSL1 – Standard molecular biology procedures
BSL2 – Biosafety cabinet use during manipulation of pathogen stocks and cultures and human 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: 7 deficiencies found, all corrected

	Summary:
· Concern 1: Transgenes be listed appropriately in registration application
· 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: Mohan Krishnan
Title: Administration of Serratia Marcescens to neonatal mouse pups
Note: New PI, Safety met with on 6/20/2025
NIH Guideline Section(s): III-F-1 and III-D-4
Project Summary: 
The lab is interested in using non-modified Serratia marcescens for in vivo research to study the gut microbiome in mice due to its natural red pigmentation.
Synthetic oligonucleotides will also be used to express genes of interest to restore intestinal barrier function which will be used to investigate the role of leaky gut in mouse hematopoiesis and inflammatory responses.   
Pathogen not genetically modified: Risk Group 2
· Serratia marcescens, strain LRA 04.03.73 
Vectors: (source)
· Synthetic oligonucleotides
Host: Mammalian (mouse)
Zoonotic Potential: The PI is using Serratia marcescens, 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
Route(s) of Administration: 
· Oral gavage – S. marcescens
· Intraperitoneal (IP) – synthetic oligonucleotides
Required Training, Procedures, and Containment:  
In-Vitro Procedures: 
BSL1 – Standard molecular biology procedures
BSL2 – Biosafety cabinet use during manipulation of pathogen cultures and stocks when procedures involve the generation of aerosols and splashes 
PPE – Laboratory coat, gloves, and eye protection are required
In-Vivo Procedures: 
Oral gavage, IP – Inoculation of agent followed by ABSL2 housing
PPE –  
Animal Facility: hair bonnet, disposable jumpsuit, nitrile gloves, shoe covers, face masks, eye protection
Non-Animal Facility: lab coat, eye protection, nitrile gloves
Training: All individuals have required training 
2023-24 Lab Survey Results: New PI

	Summary:
· Concern 1: Location discrepancies for animal facilities. Dissection samples should not be removed from ABSL-2 location. 
· Concern 2: An in-person lab meeting with Safety should take place with the PI and staff prior to receiving final approval. This meeting should cover hazards associated with working with Serratia marcescens, safe practices and biosafety cabinet usage, lab set up, and procedural information. 
· Concern 3: Registration application form be updated and re-reviewed by reviewer
· Concern 4: A work start meeting with ARC be completed prior to commencing in vivo research.
· No other safety concerns
In favor: All
Opposed: None
Abstained: None
Status: Approved pending the following stipulations be met.  These include: Location discrepancies be addressed for animal facilities, an in-person lab meeting with Safety take place with the PI and staff prior to receiving final approval to discuss topics of concern, a work start meeting be completed with ARC prior to commencing in vivo research, and the registration application be updated and re-reviewed.



	Recombinant DNA Registration for IBC review and authorization. 


PI: Yunsun Nam
Title: Mechanism of noncoding RNAs
Note: Renewal
NIH Guideline Section(s):   III-D-3, III-E, III-E-1 and III-F-8
Project Summary: 
· Studying the mechanisms of RNAs and RNA-binding proteins using purified systems, recombinant proteins, and intact cells. 
· Mostly using transient expression of a protein in a cell line to measure the effect on certain RNA levels and will also try to isolate small amounts of protein expressed in the mammalian cells to analyze the post-translational modifications. 
· Use of 2nd generation lentiviruses to express genes in established cell lines. All wild-type virulence and replication genes have been deleted, so the viruses cannot replicate. Only the gene in the transfer vector in between the long terminal repeats will be expressed by the viruses once a cell is transduced.
Vectors: (source)
Replication incompetent, VSV-G pseudotyped, 2nd generation Lentivirus
Baculovirus
Mammalian expression plasmids
Bacterial expression plasmids
CRISPR/cas9 system 
Transgenes: function (source)
RNA methyltransferases (human)
RNA binding (human)
Ribonuclease (human)
Fluorescent marker (A. victoria)
Oncogenes/Tumor suppressor: Alteration of genes might result in tumorigenic effects. 
Toxic Genes: None
Host: Mammalian (packaging cell lines – human; established cell lines – human; insect (established cell lines); bacteria (E. coli K12, E. coli B) 
Notes: Production 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
2024-25 Lab Survey Results: 9 deficiencies found, all corrected

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



	Recombinant DNA Registration for IBC review and authorization.


PI: Eleanor Lederer
Title: Role of NHERF1 in cisplatin-induced acute kidney injury
Note: Renewal
NIH Guideline Section(s): III-D-4, III-E-1, and III-F-8
Project Summary: 
The lab is interested in studying the biochemical and physiological effects of transient and stable genetic knockout of genes of interest in four immortalized proximal tubule cell lines.
Immortalization of primary cells lines will involve lentivirus; transient knockout will occur with the use of siRNA molecules introduced through cationic lipid transfection and selection by antibiotic resistance. 
In vivo research will be performed with purified recombinant protein to determine if renal function damage caused by acute kidney injury can be rescued. 
Vectors: (source)
Replication incompetent, VSV-G pseudotyped, 2nd generation Lentivirus
Justification: Use of 2nd generation viral vector system to reduce risk of generating replication-competent lentiviruses and improve overall laboratory safety.
Mammalian expression plasmids
Transgenes: function (source)
transcription regulation (primate)
uric acid transporter (mouse)
scaffolding (mouse)
Oncogenes/Tumor suppressor: None 
Toxic Genes: None
Host: Mammalian (established cell lines: human; Virginia opossum; mouse; primary cell lines: mouse); bacteria (E. coli K12; E. coli B-cell) 
Notes: Use of ready-to-use Lentivirus stocks.  
Animal Model: Mouse
Transgenic animals: Yes         Generated at UTSW: Yes	GDMO: No
Route(s) of Administration: 
Intravenous (IV) or Intraperitoneal (IP) – recombinant protein
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, IP – Inoculation of agent in approved area followed by ABSL1 housing
PPE – Yellow gowns, nitrile gloves, eye protection
Training: 1 individual requires CLS 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.



	Recombinant DNA Registration for IBC review and authorization. 


PI: Melanie Cobb
Title: MAPK and WNK signaling in tissue homeostasis, cancer, and neuroendocrine cell biology
Note: Renewal
NIH Guideline Section(s): III-D-2, III-E, III-E-1 and III-F-8
Project Summary: 
The project involves studying and predicting protein kinase signal transduction mechanisms and how kinase structures lead to cell biological functions such as blood vessel formation and cell movement.
cDNA will be used for amplification and for protein expression in bacterial and mammalian cells. Human primary and established cell lines are used to over-express proteins of interest by transfection of recombinant DNA. Untransfected cell lines are treated with stimulants and inhibitors.
The proteins of interest are assayed for activity with kinase assays and western blots. The cells are studied by microscopy for morphological changes. 
K12 strains are transformed with plasmids to amplify the plasmid. The amplified DNA is purified by large or small scale preps. B strains are transformed with plasmids containing a gene of interest to express that gene as protein. The expressed protein is purified by large or small scale preps. Yeast will be used in yeast 2-hybrid (Y2H) assays to detect protein-protein interactions.
Vectors: (source)
Baculovirus
Bacterial expression plasmids
Mammalian expression plasmids
Yeast expression plasmids
CRISPR/cas9 system
Additional plasmids described in permit.
Transgenes: function (source)
Kinases (Schistosoma sp., C. elegans, human, rat, mouse) 
Transcription factors (human) 
Transcriptional activator (human) 
Growth factor receptor (human) 
Ubiquitin protein ligase (human) 
Fluorescent markers (Discosoma sp., A. victoria) 
Fluorescent marker (Zoanthus sp.)
Endonuclease (S. pyogenes) 
Additional transgenes described in permit.
Oncogenes/Tumor suppressor: None 
Toxic Genes: None
Host:  Mammalian (established cell lines; primary cell lines – human); insect (established cell lines); bacteria (E. coli K12; E. coli B); yeast (S. cerevisiae) 
Notes: Production and purification of Baculovirus
Animal Model: In vitro only
Required Training, Procedures, and Containment:  
In-Vitro Procedures: 
BSL1 – Standard molecular biology procedures
BSL2 – Biosafety cabinet use during manipulation of viral vectors and human cell lines when procedures involve the generation of aerosols and splashes 
PPE – Laboratory coat, gloves, and eye protection are required
Training: All individuals have required training
2024-25 Lab Survey Results: 6 deficiencies found, all corrected

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



	Recombinant DNA Registration for IBC review and authorization. 


PI: Frederick Hitti
Title: Investigation of resistance to antidepressants
Note: Renewal
NIH Guideline Section(s):   III-D-4
Project Summary:
· In vivo studies using mouse models to investigate the role of the lateral habenula and hypothalamus in treatment-resistant depression. 
· Renewal included the use of AAV vectors encoding chemogenic tools and fluorescent markers for targeted neuronal manipulation. 
· Analysis focuses on behavioral outcomes following AAV delivery to determine whether inhibition of specific brain regions reduces depression like phenotypes. 
Vectors: (source)
Replication incompetent Adeno-associated virus
Transgenes: function (source)
Fluorescent marker (Discosoma sp.) 
Fluorescent marker (A. victoria)
Inhibits neuronal activity (human)
Oncogenes/Tumor suppressor: None. 
Toxic Genes: None
Host: In vivo only 
Notes: Use of ready-to-use AAV stocks
Animal Model: Mouse
Transgenic animals: Yes         Generated at UTSW: No	GDMO: No
Required Training, Procedures, and Containment:  
In-Vitro Procedures: 
BSL1 – Standard molecular biology procedures
BSL2 – Biosafety cabinet use during manipulation of viral vectors when procedures involve the generation of aerosols and splashes 
PPE – Laboratory coat, gloves, and eye protection are required
In-Vivo Procedures: 
Intracranial – Inoculation of agent in approved area followed by ABSL1 housing
PPE – Yellow gown, nitrile gloves, eye protection, mask
Refer to supplemental document for more information 
Training: All individuals have required training
2024-25 Lab Survey Results: 11 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: Ravikanth Maddipati
Title: Pancreatic cancer
Note: Renewal
NIH Guideline Section(s):   III-D-2, III-D-4, III-E and III-F
Project Summary:
· In vivo and in vitro studies to investigate molecular pathways driving pancreatic cancer initiation, progression, and metastasis. 
· Renewal includes continues use of lentiviral and AAV vectors, CRISPR/Cas9 tool, and transgenic mouse models for gene modulation and functional screening. 
· Analysis focuses on tumor invasion, immune interactions, and regulation of pancreatic cell through viral vector delivery and engineered cell line models. 
Vectors: (source)
Replication incompetent, VSV-G pseudotyped, 3rd generation Lentivirus
Replication incompetent Adeno-associated virus 
Mammalian expression plasmids
CRISPR/cas9 system 
Transgenes: function (source)
Transcription factor (human, mouse) 
Signaling proliferation (human, mouse)
Cell cycle regulation (human, mouse)
Cholesterol regulation (human, mouse) 
Inflammation (human, mouse) 
Lipid transport (human, mouse)
See attachments for complete list
Oncogenes/Tumor suppressor: Alteration of myc and related genes expression might result in tumorigenic effects.
Toxic Genes: None
Host:  Mammalian (packaging cell lines; established cell lines; primary cell lines: – mouse, human); bacteria 
Notes: PI will be producing, purifying, and concentrating lentivirus in the laboratory. PI will be acquiring ready-to-use adeno-associated virus
Animal Model: Mouse
Transgenic animals: Yes         Generated at UTSW: No	GDMO: No
Required Training, Procedures, and Containment:  
In-Vitro Procedures: 
BSL1 – Standard molecular biology procedures
BSL2 – Biosafety cabinet use during manipulation of viral vectors when procedures involve the generation of aerosols and splashes 
PPE – Laboratory coat, gloves, and eye protection are required
In-Vivo Procedures: 
IV, IP, retro-orbital – Inoculation of agent in a BSC, mandatory 48h cage change followed by ABSL1 housing
PPE – Hair bonnet, disposable jumpsuit, nitrile gloves, shoe covers, face masks, eye protection
Refer to supplemental document for more information 
Training: All individuals have required training
2024-25 Lab Survey Results: 11 deficiencies found, 9 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: Judy Liu
Title: Molecular and cellular pathways in epilepsy
Note: New, Safety met with PI on 8/21/225 and 9/2/25
NIH Guideline Section(s):   III-D-3, III-D-4
Project Summary: 
· In vivo studies using mouse models to investigate molecular and cellular mechanisms underlying epilepsy. 
· New registration includes the use of AAV vectors for targeted gene expression and calcium indicators to study neuronal circuitry. 
· Analysis will focus on brain tissue histology and electrophysiology to assess seizure susceptibility and circuit function. 

Vectors: (source)
Replication incompetent Adeno-associated virus
Transgenes: function (source)
Microtubule regulation (human)
Calcium sensor (A. victoria)
Oncogenes/Tumor suppressor: None 
Toxic Genes: None
Host:  Mammalian (packaging cell lines: human); in vivo 
Notes: Use of ready-to-use AAV stocks.
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 when procedures involve the generation of aerosols and splashes 
PPE – Laboratory coat, gloves, and eye protection are required
In-Vivo Procedures: 
Intracranial – Inoculation of agent in a BSC, mandatory 48h cage change followed by ABSL1 housing
PPE – Yellow gown, nitrile gloves, face mask, eye protection
Refer to supplemental document for more information 
Training: 3 individuals require NIH training 
2023-24 Lab Survey Results: New PI

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



	Recombinant DNA Registration for IBC review and authorization.


PI: Suzanne Conzen
· Title: The Role of Oncogenes and Tumor Supressor Genes in Apoptosis and Cell Cycle Progression of Mammary Epithelial Cells
· Note: Renewal
· NIH Guideline Section(s): III-D-3, III-D-4, III-E-1 and III-F-8
· Project Summary: 
In vitro studies with Lentivirus to overexpress and knock-down target genes to understand signaling pathways and their role in cancer. 
In vivo studies with modified xenografts to explore tumor formation.
· Vectors: (source)
· Replication incompetent, VSV-G pseudotyped, 3nd generation Lentivirus
· Replication incompetent, VSV-G pseudotyped, 4th generation Lentivirus
· Mammalian expression plasmids
· Transgenes: function (source)
· serum/glucocorticoid regulated kinase 1 (human)
· mitogen-activated protein kinase 1 (human)
· glucocorticoid receptor (human)
· N-mathylation of nicotinamide (human)
· estrogen receptor (human) 
· regulator (human)
· post-transcriptional methylation (human) 
· catalyst (human)
· cell adhesion (human)
· fluorescent marker (A. Victoria)
· fluorescent marker (Discosoma sp.) 
· fluorescent marker (Discosoma sp.) 
· Oncogenes/Tumor suppressor: None 
· Toxic Genes: None
· Host:  Mammalian (packaging cell lines ; established cell lines: human); bacteria (E. coli K12) 
· Notes: Production and purification of Lentivirus in the lab.  
· Animal Model: Mouse
· Route(s) of Administration: 
· Intraperitoneal (IP), Subcutaneous (SC), Intramammary injection, Intravenous (tail vein), Intracardiac – 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: 
· IP, SC, Intramammary injection, Intravenous (tail vein), Intracardiac – Inoculation of agent in a BSC followed by ABSL1 housing
· PPE – Hair bonnet, disposable jumpsuit, nitrile gloves, shoe covers, face masks
· Training: 1 individual requires refresher training and 3 individuals require NIH training 
· 2024-25 Lab Survey Results: 6 deficiencies found, all corrected

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



	Recombinant DNA Registration for IBC review and authorization.


PI: Tao Zou
Title: Leveraging immune mechanisms of self/non-self recognition for lung cancer therapy
Note: New PI, Safety met with on 8/13/2025
NIH Guideline Section(s): III-D-3, III-E-1 and III-F-8
Project Summary: 
In vitro studies with Lentivirus, chemical transfection, electroporation to knockout or overexpress genes involved in RNA metabolism and immune signaling in lung cancer. 
CRISPR/cas9 system will also be used for additional modifications.  
Vectors: (source)
Replication incompetent, VSV-G pseudotyped, 2nd generation Lentivirus
Justification: “I have used this 2nd generation lentiviral system for the past 7 years without any safety issues. This system removes accessory genes in the lentiviral vector to ensure that the system is replication incompetent. With each lentiviral transduction, we test the supernatant/media of the transduced cells to ensure that the lentivirus is replication incompetent. In addition, our experiments sometimes require high lentiviral titers, which can be achieved more readily with the second generation system versus later generations. Later generation systems require an additional plasmid, which can make lentivirus production more cumbersome and result in lower viral titers. Overall, we find the 2nd generation system to be safe and have protocols in place to ensure that no replication competent virus is being produced after the initial transduction event.”
CRISPR/cas9 system 
Transgenes: function (source)
RNA editing (human)
exoribonuclease (human)
inhibitor (human)
fluorescent marker (A. victoria)
endonuclease (S. pyogenes) 
endonuclease (Acidaminococcus) 
Oncogenes/Tumor suppressor: None 
Toxic Genes: None
Host: Mammalian (packaging cell lines ; established cell lines: human; mouse); bacteria (E. coli K12) 
Notes: Production 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: 1 individual requires NIH training 
2024-25 Lab Survey Results: New PI

	Summary:
· Concern 1: 2nd generation Lentivirus plasmid listed in viral vector section 
· Recommendation be provided for 3rd generation system or higher for new Lentivirus plasmids amended to this registration 
· No other safety concerns
In favor: All
Opposed: None
Abstained: None
Status: Approved with stipulations.  These include: Completion of training and recommendation that a 3rd generation or higher lentiviral system be used for new Lentivirus plasmids amended to this registration.



	Recombinant DNA Registration for IBC review and authorization. 


PI: Kevin Dean
Co-PI: Reto Fiolka
Title: Biochemical, microscopic, and computational analysis of cell morphodynamics and cell signaling during migration and invasion
Note: Renewal. Changes to renewal include:
Addition of transcription plasmid to generate RNA encoding B. multicinctus toxin
NIH Guideline Section(s):   III-D-3, III-D-4, III-E, III-E-1, III-F-8
Project Summary: 
Study how mechanical and chemicals signals integrate in space and time to control cytoskeleton dynamics in different models for metastasis as well as in normal cells.
Use of lentiviral vector and plasmids for expression of genes of interest.
Use of toxin for immobilization of zebrafish embryos during imaging.
Vectors:
Replication incompetent, VSV-G pseudotyped, 2nd generation Lentivirus
Mammalian expression plasmid
Standard cloning plasmid
Mutagenesis plasmid
Bacterial expression plasmid
Transcription plasmid
CRISPR/Cas9 system
Transgenes: function (source)
motor protein (human)
cytoskeletal protein (human)
actin related protein (human)
cytoskeleton protein (human)
cytoskeleton related protein (human)
cytoskeleton related protein (human)
actin related protein (human)
microtubule protein (human)
GTPase cell signaling protein superfamily (human)
GTPase and part of the RAS family (human)
fluorescent markers (A. victoria, Discosoma sp.)
endonuclease (S. pyogenes) 
toxin (Bungarus multicinctus)
Oncogenes/Tumor suppressor: Alteration of oncogenes might result in tumorigenic effects. 
The lab indicates that for any new oncogene modifications, 2nd generation lentivirus will not be utilized.
Toxic Genes: This toxin has an LD50 ranging from 80-113 micrograms per kilogram in mice. Toxins will toxicity of greater than 100 ng/kg but less than 100 micrograms per kilogram require registration with the NIH. After IBC approval, the NIH Office of Science Policy will be contacted to register the use of this toxin.
Host: Mammalian (packaging cell lines, established cell lines: human); bacteria (E. coli K12, BL21) 
Notes: Production, purification, and concentration of virus.  
Animal Model: Zebrafish
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 approved area followed by ABSL1 housing
PPE –  
ARC: Yellow gown, nitrile gloves
Non-ARC: Laboratory coat, gloves, and eye protection are required
Training: 3 individuals require NIH training 
2024-25 Lab Survey Results: 9 deficiencies found, all corrected

	Summary:
· Toxin use will be registered with the NIH.
· For any modifications of oncogenes, strong recommendation that a 2nd generation lentiviral system not be utilized. 3rd generation lentiviral system recommended. 
· No other safety concerns.
In favor: All
Opposed: None
Abstained: None
Status: Approved with stipulations.  These include: Completion of training, recommendation for higher generation lentiviral system, and resolution of minor pending comments.



	Recombinant DNA Registration for IBC review and authorization. 


PI: Javier Garcia Bermudez
Title: Understanding the Role of Metabolism in Cancer Progression
Note: Amendment for the addition of Adenovirus vector
NIH Guideline Section(s): III-D-3, III-D-4, III-F-8
Project Summary: 
This project amendment aims to understand the role of metabolic pathways in cancer progression using Adeno-Cre induction of lung cancer. 
Replication-deficient Adeno virus - Adeno-Cre will be administered in vivo to induce conditional transgene expression of an oncogene and loss of a tumor suppressor.
Vectors: (source)
Replication incompetent Adenovirus
CRISPR/cas9 system 
Transgenes: function (source)
Oncogene (human)
Tumor suppressor (human)
Recombinase (P1 bacteriophage) 
Oncogenes/Tumor suppressor: Alteration of genes might result in tumorigenic effects. 
Toxic Genes: None
Host: Mammalian (packaging cell lines – human; bacteria (E. coli K12) 
Notes: Production and concentration of Adenovirus.  
Animal Model: Mouse
Transgenic animals: Yes         Generated at UTSW: No	GDMO: No
Route(s) of Administration: 
Intranasal – Adenovirus
Intracardiac, intralymphatic, intrasplenic, direct tissue/orthotopic (pancreas, kidney, lung, liver), intracranial – 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: 
Intranasal – Inoculation of Adenovirus in a BSC, mandatory 48h cage change followed by ABSL1 housing
Intracardiac, intralymphatic, intrasplenic, direct tissue/orthotopic (pancreas, kidney, lung, liver), intracranial – Inoculation of 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: 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: Yan Sweat
Co-PI Mason Sweat
Title: Molecular mechanisms of arrhythmia and cardiomyocyte identity
Note: New
NIH Guideline Section(s):   III-D-3, III-D-4, and III-F-8
Project Summary: 
Elucidate gene function in postnatal cardiomyocytes to determine their importance in regulating cardiac rhythm and cardiomyocyte identity programs.
In vivo use of AAV for the expression or inactivation of genes of interest.
Vectors:
Replication incompetent adeno-associated virus
Transgenes: function (source)
cardiomyocyte identity (mouse)
gap junction proteins (mouse)
fibroblast growth factors (mouse)
fluorescent markers (A. victoria, Discosoma sp.)
recombinase (P1 bacteriophage) 
Oncogenes/Tumor suppressor: None 
Toxic Genes: None
Host: Mammalian (packaging cell lines: human); bacteria (E. coli K12) 
Notes: 
Production, concentration, purification of AAV.
AAV encoding gRNA will be used in vivo in Cas9 mice for the inactivation of genes of interest.
Animal Model: Mouse
Transgenic animal: 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 materials 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 – 
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: New PI

	Summary:
· Confirmation of animal room locations is pending.
· 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: Elizabeth Chen
Title: Molecular Mechanisms of Myoblast Fusion
Note: Renewal
NIH Guideline Section(s):   III-D-3, III-D-4, III-E-1 and III-F
Project Summary: 
Overall goal of this project is to uncover the molecular and cellular mechanisms underlying myoblast fusion and ultimately contribute to the optimization of satellite cell-mediated treatment of muscle diseases. 
Use of transgenic Drosophila and in vitro insect cell model. 
Overexpression studies in early fish embryos. 
Vectors:
Replication incompetent, VSV-G pseudotyped, 2nd generation Lentivirus
2nd generation justification: Second-generation systems produce higher viral titers, this is beneficial for transducing hard-to-transfect cell lines
Replication incompetent, VSV-G pseudotyped Retrovirus
Standard cloning plasmids
CRISRP/cas9 system
Transgenes: function (source)
cytoskeletal regulators (mouse)
myoblast fusion proteins (mouse)
adhesion proteins (mouse)
acting binding protein (rat, S. cerevisiae, zebrafish)
histone binding protein (zebrafish)
kinase (zebrafish)
reporter (Photinus pyralis) 
fluorescent markers (A. Victoria, Discosoma sp., B. lanceolatum)
pH sensor (A. victoria)
endonuclease (S. pygoenes)
Additional transgenes listed in registration
Oncogenes/Tumor suppressor: Alternation of genes of interest might result in tumorigenic effects. 
Toxic Genes: None
Host: Mammalian (packaging cell lines: human; established cell lines: mouse); insect (Drosophila melanogaster; established cell lines); bacteria (E. coli K12)
Notes: Production, purification, and concentration of virus in the laboratory.  
Animal Model: Zebrafish
Required Training, Procedures, and Containment:  
In-Vitro and Drosophila 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
Zebrafish Procedures: 
Inoculation of material in an approved area followed by ABSL1 housing
PPE – Laboratory coat, gloves, and eye protection are required
Training: 1 individual requires training 
2024-25 Lab Survey Results: 6 deficiencies found, all corrected

	Summary:
· Recommendation for higher generation lentiviral system due to alteration of potential oncogenes.
· No other safety concerns.
In favor: All
Opposed: None
Abstained: None
Status: Approved with stipulations.  These include: Completion of training, and recommendation for higher generation lentiviral system.



	Recombinant DNA Registration for IBC review and authorization. 


PI: Attila Losonczy
Title: In vivo experimental investigations of learning and memory in the mouse brain
Note: New PI, Safety met with lab on 9/10/2025.
NIH Guideline Section(s):   III-D-4
Project Summary: 
Overall aim of study is to investigate the cellular and microcircuit mechanisms underlying the regulation of synaptic and dendritic integration/plasticity in the mammalian hippocampus using biophysical and biochemical techniques. 
Use of transgenic mouse lines together with viral expression of optogenetic and pharmacogenetic actuators and inhibitors in genetically designated cell types.
Vectors:
Replication incompetent Adeno-associated virus
Replication deficient G-deleted rabies virus
Transgenes: function (source)
voltage indicators (human)
calcium indicators (human)
receptor (human)
fluorescent marker (Discosoma sp., A. victoria)
recombinase (Bacteriophage P1, S. cerevisiae)
activates neuronal activity (C. reinhardtii)
optical neural silencer (Halorubrum sp.) 
optical neural silencer (N. pharaonis)
Oncogenes/Tumor suppressor: None 
Toxic Genes: None
Host: Mammalian (mouse)
Notes: Use of ready-to-use viral vectors.  
Animal Model: Mouse
Transgenic animals: Yes         Generated at UTSW: No	GDMO: No
Required Training, Procedures, and Containment:  
In-Vitro Procedures: 
BSL1 – Standard molecular biology procedures
BSL2 – Biosafety cabinet use during manipulation of viral vectors when procedures involve the generation of aerosols and splashes 
PPE – Laboratory coat, gloves, and eye protection are required
In-Vivo Procedures: 
Inoculation of agent in an approved area followed by ABSL1 housing
PPE – PPE requirements pending
Training: 3 individuals require training 
2024-25 Lab Survey Results: New PI

	Summary:
· Lab will be located in an area that is currently under construction. Locations to be verified.
· 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: Xiao-Fei Kong
Title: Human Genetics and Immunology of Celiac Disease
Note: Renewal
NIH Guideline Section(s):   III-D-3, III-E and III-F
Project Summary: 
Study aims to understand the immunological and genetic determinant of celiac disease.
Use RNA silencing and CRISPR/Cas9 mediated gene knockout to remove expression of genes of interest. 
Use lentivirus to deliver the genetic constructs that allow for gene inactivation and to deliver gene products for direct expression in cells. Often, these constructs are meant to re-express a gene that has been silenced, thus leading to 'rescue' of gene expression as a way to control for possible off target effects of silencing or knockout. 
Lymphocytes will be used for immortalization with EBV infection to expand the viable cells. EBV transformed B cells can be used for genetic sequencing, or for studying molecular and cellular biology.  
Pathogen not genetically modified: Risk Group 2
Epstein-Barr Virus, strain B95-8
Vectors:
Replication incompetent, VSV-G or Rabies virus G-protein pseudotyped, 3rd generation Lentivirus
Mammalian expression plasmids
CRISPR/cas9 system 
Transgenes: function (source)
transcription activator proteins (human, mouse)
kinases (human, mouse)
protease (human, mouse)
fluorescent marker (A. victoria)
endonuclease (S. pyogenes)
Oncogenes/Tumor suppressor: Alternation of genes of interest might result in tumorigenic effects. 
Toxic Genes: None
Host:  Mammalian (packaging cell lines, established cell lines, primary cell lines: human); bacteria (E. coli K12) 
Notes: Production, purification, and concentration of Lentivirus. 
Transgenic animals: Yes         Generated at UTSW: Yes	GDMO: No
Animal Model: In vitro only
Required Training, Procedures, and Containment:  
In-Vitro Procedures: 
BSL1 – Standard molecular biology procedures
BSL2 – Biosafety cabinet use during manipulation of viral vectors and human cell lines when procedures involve the generation of aerosols and splashes 
PPE – Laboratory coat, gloves, and eye protection are required
Training: 2 individuals require training 
2024-25 Lab Survey Results: 2 deficiencies found, all corrected

	Summary:
· Work will involve genes with oncogenic potential.
· 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: Dallas Armstrong
Title: First in Human Phase 1/2 Open-Label Intrathecal Administration of TSHA-105 to Determine the Safety and Efficacy with SLC13A5 Citrate Transporter Disorder caused by a mutation in the SLC13A5 gene
Note: New
NIH Guidelines: III-C
Project Summary:  
A phase I/II study sponsored by TESS Research Foundation to evaluate adeno-associated virus for the treatment of SLC13A5 citrate transporter disorder.
Product: 
Replication incompetent adeno-associated virus
Transgene: 
sodium citrate transporter
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.
This investigational product has not yet been administered to humans.
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 – 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: Susan Iannaccone
Title: A Phase 1/2 Open-label, Dose Escalation and Dose Expansion Study to Evaluate the Safety, Tolerability, Pharmacodynamics, and Pharmacokinetics of Intravenous RGX-202 Gene Therapy in Males with Duchenne Muscular Dystrophy (DMD)
Note: Full committee renewal 
NIH Guidelines: III-C
Project Summary:  
A phase I/II study sponsored by RegenXBio to evaluate the safety, tolerability, pharmacodynamics, pharmacokinetics, and preliminary clinical efficacy of adeno-associated virus product in the treatment of Duchenne Muscular Dystrophy. 
Product: 
Replication incompetent adeno-associated virus 
Transgenes: 
cytoskeletal protein
Host: Human subjects 
PPE: Body protection, gloves, and eye protection are required. 
Health Warnings and Safety Statements:
A health consultation with Occupational Health is advised.
A new serious adverse event has been reported during the renewal period.
Sponsor has provided the 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 – 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: Lesley Childs
· Title: A phase 3, randomized, placebo controlled, blinded trial of INO-3107 with electroporation (EP) in subjects with HPV-6 and/or HPV-11-associated recurrent respiratory papillomatosis (RRP)
· Note: Annual Administrative Renewal with PI Transfer - No procedural changes or other personnel changes were noted.
· NIH Guidelines: III-C
· Sponsor: Inovio Pharmaceuticals, Inc.
· Project Summary: 
· This study will utilize an investigational drug comprised of a single plasmid that encodes for forms of HPV proteins, plus a single plasmid that encodes for the human cytokine interleukin 12. 
· This is a new immunotherapy for patients with recurrent respiratory papillomatosis. 
· The product is given IM, followed by electroporation (EP).
· Product(s): 
· DNA vaccine delivered via mammalian expression plasmids 
· Transgenes: (source)
· Antigens and oncoproteins (Human Papillomavirus)
· Interleukin subunits (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 Phase I/Phase II study with this investigational product (32 recipients), the sponsor indicates no treatment related serious adverse events occurred.
· 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 
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: 
· Storage only in 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 
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PI: Farrukh Awan
Co-PI: Arturo Dominguez
· Title: A phase 1/2, open-label, safety and dosing study of autologous CART cells (desmoglein 3 chimeric autoantibody receptor T cells DSG3-CAART] or CD19-specific Chimeric Antigen Receptor T cells [CABA-201]) in subjects with active, pemphigus vulgaris
· Note: Annual Administrative Renewal – Updates to personnel, but no procedural changes were noted.
· NIH Guidelines: III-C
· Sponsor: Cabaletta Bio, Inc.
· Project Summary: 
· This sub-study is part of a Phase 1, open-label study designed to evaluate the safety, tolerability, and efficacy of CAR T therapies in Pemphigus Vulgaris subjects. 
· Product(s): 
Autologous T-cells genetically modified ex vivo with replication incompetent lentivirus.
Transgenes: (source)
Chimeric antigen receptor
· Host: Human subjects 
· PPE: Chemo gown, body protection, gloves, and eye protection are required.
· Health Warnings and Safety Statements:
· A consultation with Occupational Health is advised for health care workers.
This is the first in human use of CABA-201.
· Occurrences of serious adverse events have been reported during the renewal period: 
· Grade 3: worsening myositis, generalized muscle weakness
· Grade 4: pancytopenia, pyrexia, hypercapnic respiratory failure, encephalopathy
Sponsor has provided safety information.
All health care workers involved in this protocol should observe universal precautions.
No special precautions are required for roommates or family members.
· Research Applications: 
· All equipment used to store, manipulate, or cultivate the investigational drug must be labeled as biohazardous.  
· All liquid suspensions, culture waste and unused/unneeded product stocks must be disposed as hazardous waste.  
· Required Training, Procedures, and Containment:  
· Minimum Training requirements: 
· Sponsor Training (if applicable)
· Bloodborne Pathogen Training for individuals listed on the registration
· IATA Training for individuals shipping infectious samples
· NIH Guidelines Training for PI
· PI mediated intra-laboratory training 
Training must be documented through a signature of understanding from the employee as an acknowledgement of their occupational duties, the potential risk associated with these duties, the required facilities, equipment, and practices that are designed to mitigate these risks, and the emergency procedures to follow in the event that an incident occurs.  
· Procedures: 
· Other: UTSW Approved SOP for gene transfer project must be followed
·  Refer to supplemental documents for more information 

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



	Recombinant DNA Registration for IBC Review and Authorization.  


PI: Benjamin Greenberg
· Title: REVEAL Adult 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 Adult Females with Rett Syndrome
· Note: Annual Administrative Renewal – No procedural or personnel changes were noted.
· NIH Guidelines: III-C
· Sponsor: Taysha Gene Therapies
· Project Summary: 
· The purpose of this pediatric study is to assess the safety and efficacy of IT delivered TSHA-102, a recombinant, non-replicating scAAV9 vector encoding a human-derived miniMECP2 transgene for the treatment of Rett syndrome in pediatric females with a documented likely pathogenic or pathogenic classified mutation in the MECP2 gene predicted to cause haploinsufficiency (impacting the MBD and/or TRD domains).
· Product(s): 
· Replication incompetent adeno-associated virus
Transgenes: (source)
· Methyl-CpG-binding protein 2
· Responsive auto-regulator element
· Promoter (mouse)
Host: Human subjects 
Note: Dr. Greenberg will be overseeing this study in individuals ages 12-18
Route of administration: Intrathecal
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.
· All health care workers involved in this protocol should observe universal precautions.
· Special precautions for roommates or family members:
Practice good hand hygiene, including washing hands with soap regularly and using appropriate protective gloves if coming into direct contact with body fluids.
Research Applications: 
· Biosafety Level 2, (BSL-2) containment, equipment, and practices for all work involving the manipulation of the listed materials at the study location. Manipulation of investigational drug must occur under a certified BSC. All equipment used to store, manipulate, or cultivate the investigational drug must be labeled as biohazardous.  
· All liquid suspensions, culture waste and unused/unneeded product stocks must be disposed as hazardous waste.  
· Required Training, Procedures, and Containment:  
· Minimum Training requirements: 
· Sponsor Training (if applicable)
· Bloodborne Pathogen Training for individuals listed on the registration
· IATA Training for individuals shipping infectious samples
· NIH Guidelines Training for PI
· PI mediated intra-laboratory training 
Training must be documented through a signature of understanding from the employee as an acknowledgement of their occupational duties, the potential risk associated with these duties, the required facilities, equipment, and practices that are designed to mitigate these risks, and the emergency procedures to follow in the event that an incident occurs.  
· Procedures: 
· BSL2 – Manipulation of agent in the Pharmacy
· Other: UTSW Approved SOP for gene transfer project must be followed
·  Refer to supplemental documents for more information 

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



	Recombinant DNA Registration for IBC Review and Authorization.  


PI: Jonathan Dowell
· Title: A Phase 3, Randomized, Double-blind, Placebo- and Active-Comparator-Controlled Clinical Study of Adjuvant V940 (mRNA-4157) Plus Pembrolizumab Versus Adjuvant Placebo Plus Pembrolizumab in Participants With Resected Stage II, IIIA, IIIB (N2) Non-small Cell Lung Cancer
· Note: Annual Administrative Renewal – No procedural or personnel changes were noted.
· NIH Guidelines: III-C
· Sponsor: Merck Sharp & Dohme LLC
· Project Summary: 
· This is a Phase 3, randomized, placebo- and active-controlled, parallel-group, multicenter, double-blind safety and efficacy study of adjuvant V940 plus pembrolizumab (Arm A) versus adjuvant placebo plus pembrolizumab (Arm B) in participants with completely resected (R0) Stage II, IIIA, IIIB (N2) NSCLC per AJCC Eighth Edition guidelines (Appendix 8).
· Product(s): 
· Single mRNA vaccine designed to each individual’s patient tumor mutanome and HLA type formulated in lipid nanoparticles
· Transgenes: (source)
· mRNA encoding up to 34 neoantigens designed to each individual’s patient tumor mutanome and HLA type.
· Host: Human subjects 
· PPE: Chemo gown, body protection, gloves, and eye protection are required.
· Health Warnings and Safety Statements:
· A consultation with Occupational Health is advised for health care workers.
· No occurrences of serious adverse events have been reported during the renewal period.
· Sponsor has provided safety information.
· All health care workers involved in this protocol should observe universal precautions.
· No special precautions are required for roommates or family members.
· Research Applications: 
· Biosafety Level 2, (BSL-2) containment, equipment, and practices for all work involving the manipulation of the listed materials at the study location. Manipulation of investigational drug must occur under a certified BSC. All equipment used to store, manipulate, or cultivate the investigational drug must be labeled as biohazardous.  
· All liquid suspensions, culture waste and unused/unneeded product stocks must be disposed as hazardous waste.  
· Required Training, Procedures, and Containment:  
· Minimum Training requirements: 
· Sponsor Training (if applicable)
· Bloodborne Pathogen Training for individuals listed on the registration
· IATA Training for individuals shipping infectious samples
· NIH Guidelines Training for PI
· PI mediated intra-laboratory training 
Training must be documented through a signature of understanding from the employee as an acknowledgement of their occupational duties, the potential risk associated with these duties, the required facilities, equipment, and practices that are designed to mitigate these risks, and the emergency procedures to follow in the event that an incident occurs.  
· Procedures: 
· BSL2 – Manipulation of agent in the Pharmacy
· Other: UTSW Approved SOP for gene transfer project must be followed
·  Refer to supplemental documents for more information 

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



	Recombinant DNA Registration for IBC Review and Authorization.  


PI: Heidi Jacobe 
Title: A Phase 1, Multicenter, Open-Label Study Of CC-97540 (BMS-986353), CD19-Targeted Nex-T Chimeric Antigen Receptor (CAR) T Cells, in Participants with Severe, Refractory Autoimmune Diseases: Systemic Lupus Erythematosus, Idiopathic Inflammatory Myopathy or Systemic Sclerosis
Note: Annual administrative review
NIH Guidelines: III-C
Project Summary: 
A phase I study sponsored by Bristol-Myers Squibb to evaluate the safety and tolerability of chimeric antigen receptor investigational product in participants with systemic lupus erythematosus, idiopathic inflammatory myopathy, or systemic sclerosis. 
Product: 
Autologous T cells genetically modified ex vivo with replication incompetent Lentivirus
Transgenes:
Chimeric antigen receptor
Host: Human subjects 
PPE: Body protection, gloves, and eye protection are required. 
Health Warnings and Safety Statements:
A health consultation with Occupational Health is advised.
No new occurrences of serious adverse events have been reported during the renewal period. 
Sponsor has provided safety information.
All health care workers involved in this protocol should observe universal precautions.
No special precautions are required for roommates or family members.
Research Applications: 
All equipment used to store, manipulate, or cultivate the investigational drug must be labeled as biohazardous.  
All liquid suspensions, culture waste and unused/unneeded product stocks must be disposed as hazardous waste.  
Required Training, Procedures, and Containment:  
Minimum Training requirements: 
Sponsor Training (if applicable)
Bloodborne Pathogen Training for individuals listed on the registration
IATA Training for individuals shipping infectious samples
NIH Guidelines Training for PI
PI mediated intra-laboratory training 
Procedures: 
Other – 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: A Randomized, Double-Blind, Placebo-Controlled Study to Determine the Efficacy and Safety of AAV2-hAQP1 Gene Therapy in Participants with Radiation-Induced Late Xerostomia
Note: Annual administrative renewal
NIH Guidelines: III-C
· Project Summary: 
A phase II study sponsored by MeiraGTx, LLC to assess the efficacy and safety of adeno-associated virus product in the treatment of radiation-induced xerostomia. 
Product: 
Replication incompetent adeno-associated virus
· Transgenes: 
water channel protein
Host: Human subjects 
PPE: Body protection, gloves, and eye protection are required. 
Health Warnings and Safety Statements:
A health consultation with Occupational Health is advised.
No investigational product related serious adverse events have been reported during the renewal period.
Sponsor has provided safety information.
All health care workers involved in this protocol should observe universal precautions.
No special precautions are required for roommates or family members.
Research Applications: 
Biosafety Level 2, (BSL-2) containment, equipment, and practices for all work involving the manipulation of the listed materials at the study location. Manipulation of investigational drug must occur under a certified BSC. All equipment used to store, manipulate, or cultivate the investigational drug must be labeled as biohazardous.  
All liquid suspensions, culture waste and unused/unneeded product stocks must be disposed as 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 – 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: Hasan Zaki
Title: Molecular Mechanisms of Gastrointestinal Inflammation and Cancer
Note: Renewal
NIH Guideline Section(s): III-D-4, III-E and III-F-8
Project Summary: 
Understanding how pattern recognition receptors regulate inflammatory diseases and cancer.
Overexpression of genes of interest in established cell lines.
Vectors: 
Mammalian expression plasmids/standard cloning plasmids
Mutagenesis plasmids
CRISPR/cas9 system 
Transgenes: function (source)
inflammasome proteins (human, mouse)
inflammation protein (human, mouse)
immune response protein (human, mouse)
apoptosis protein (human, mouse)
kinase (human, mouse)
endocytosis protein (human, mouse)
fluorescent marker (A. victoria)
endonuclease (S. pyogenes)
Oncogenes/Tumor suppressor: Alteration of genes of interest might result in tumorigenic effects. 
Toxic Genes: None
Host:  Mammalian (established cell lines: human, mouse); bacteria (E. coli K12) 
Animal Model: Mouse
Required Training, Procedures, and Containment:  
In-Vitro Procedures: 
BSL1 – Standard molecular biology procedures
BSL2 – Biosafety cabinet use during manipulation of human cell lines when procedures involve the generation of aerosols and splashes 
PPE – Laboratory coat, gloves, and eye protection are required
In-Vivo Procedures: 
Inoculation of agent in a BSC followed by ABSL1 housing
Inoculation of agent in approved area followed by ABSL1 housing
PPE – Hair bonnet, disposable jumpsuit, nitrile gloves, shoe covers, face masks, and eye protection
Training: All individuals have required training 
2024-25 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: Craig Brooks
Title: The role of de-differentiation in chronic kidney disease
Note: New PI, Safety met with on 7/22/2025
NIH Guideline Section(s): III-E-1 and III-F-8
Project Summary: 
· We will test if over/underexpression of profibrotic genes from kidney tubule cells will delay or stop kidney disease progression. Transient transfection of HEK-293, LLC-PK1, MPTEC, and primary mouse PTCs with specific plasmids will be utilized to test if over/under expression of the gene alters the pathways under investigation. 
· The experiments involved include immunoblot, co-immunoprecipitations of proteins, and co-localization of proteins in immunohistochemical assays. The gene products generated for these types of studies are not hazardous to humans. 
· Experiments will take place in biological safety cabinets with appropriate personal protective equipment with appropriate inactivating solutions available in case of spills.
Vectors: (source)
Mammalian expression plasmids
Transgenes: function (source)
Transcription factor (mouse, human)
CDK5, cell cycle regulation (human)
Fluorescent markers (A. victoria, Discosoma sp.)
Reporter (Photinus pyralis) 
Oncogenes/Tumor suppressor: None 
Toxic Genes: None
Host:  Mammalian (established cell lines – human, porcine; primary cell lines – mouse); bacteria (E. coli K12) 
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 mammalian expression 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: New PI

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



	Recombinant DNA Registration for IBC notification. 


PI: Laurent Calvier
Title: Investigation of Reelin, biomarkers related to reelin expression, its effect on neuroinflammation, and the role it plays in potential therapeutics.
Note: New
NIH Guideline Section(s): III-F
Project Summary:
· In vitro studies using bacteria to generate and purify plasmids for Reelin expression.
· Work involves standard cloning, plasmid purification, and molecular confirmation methods with storage of purified vector for future experiments. 
· Data generated will be used to characterize Reelin properties and support later in vivo studies in a future registration. 
Vectors: (source)
Bacterial expression plasmids
Transgenes: function (source)
Synaptic organization (human)
Oncogenes/Tumor suppressor: None 
Toxic Genes: None
Host: Bacteria 
Animal Model: In vitro only
Required Training, Procedures, and Containment:  
In-Vitro Procedures: 
BSL1 – Standard molecular biology procedures
PPE – Laboratory coat, gloves, and eye protection are required
Refer to supplemental document for more information 
Training: All individuals have required training
2024-25 Lab Survey Results: 5 deficiencies found, all corrected

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



	Recombinant DNA Registration for IBC notification. 


PI: Lenette Lu
· Title: Immune response to HIV
· Note: Renewal
· NIH Guideline Section(s): III-F-8
· Project Summary: 
The lab will use blood, serum, plasma, and cell samples from HIV infected patients and previously modified cell lines acquired from a vendor and collaborator. 
samples will be used to perform Rapid Fluorometric Antibody-Dependent Cell-mediated cytotoxicity (RFADCC) to measure the effectiveness of antibodies in inducing immune cells to kill antibody-coated target cells. 
· Human cell line acquired as genetically modified:
CEM-MKR-CCR5  
NK cells 
· Transgenes: function (source)
chemokine receptor (human)
IGG FC receptor (human)
· Oncogenes/Tumor suppressor: None
· Toxic Genes: None
· Animal Model: In vitro only
· Required Training, Procedures, and Containment:  
In-Vitro Procedures: 
· BSL1 – Standard molecular biology procedures
· BSL2 – Biosafety cabinet use during manipulation of human cell lines when procedures involve the generation of aerosols and splashes 
· PPE – Laboratory coat, gloves, and eye protection are required
· Training: All individuals have required training
· 2024-25 Lab Survey Results: 1 deficiencies found, all corrected

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