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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 November 21, 2025 on the UT Southwestern campus in room JA5.110 and via web conferencing. 

The draft minutes from the meeting held on October 28, 2025 were approved unanimously by the members.

Status: October 28, 2025 IBC minutes were approved with minor changes. 




	Project Closure per request


PI: Farrukh Awan
Title: An Open-label, Multicenter Phase 2 Study Evaluating the Efficacy and Safety of CRG-022, a CD22-directed Autologous Chimeric Antigen Receptor (CAR) T-cell Therapy in Participants with Relapsed/Refractory Large B-Cell Lymphoma After CD19-directed CAR T-cell Therapy

	Pathogen Registration for IBC review and authorization. 


PI: Vanessa Nomellini
Title: Utilizing immune phenotypes to prevent chronic critical illness
Note: Renewal 
NIH Guidelines Section(s): n/a
Project Summary: 
While survival rates for critically ill patients during their acute illness continues to improve, the long-term outcomes for these patients are dismal.
In this project, four different murine models of injury or infection are utilized and the immune profile of each individual mouse is identified. The mouse will be used to develop critical illness via cecal ligation and puncture (CLP). The immune system will be evaluated for recovery following CLP. Animals that exhibit recovery of their immune function will receive a secondary immune challenge of pneumonia. The pneumonia will be accomplished via instilling Pseudomonas into the respiratory system through the nasal cavity.
Pathogens: Risk Group 2 
Pseudomonas aeruginosa, strain 180/ATCC 19660
Human materials collected from individuals admitted to the ICU:
Blood, urine
Zoonotic Potential: The PI is using P. aeruginosa, genetic variants, mutants, and clones that could affect livestock animals which may result in an economic impact according to APHIS. All laboratory personnel must avoid contact with livestock for 5 days following work with active agents.
Animal Model: Mouse 
Required Training, Procedures, and Containment: 
In-Vitro Procedures: 
BSL1 – Standard molecular biology procedures
BSL2 – Cultivation and manipulation of pathogen stocks and cultures, and human materials 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 masks, and eye protection
Training: All individuals have required training
2025-26 Lab Survey Results: No deficiencies found

	Summary:
· For the Pseudomonas strain, the lack of drug resistance was discussed. There were no other safety concerns about the Pseudomonas work.
· For the patient samples collected and manipulated as part of this work, the following was discussed:
· The potential for other pathogens to be present, as these samples are collected from individuals with critical illness.
· Procedures, which focus on the analysis of samples such as through immunophenotyping. Additional details are needed from the laboratory on these procedures.
· A work continuation meeting was stipulated due to concerns regarding the comprehension of the risks associated with these materials.
· No other safety concerns.
In favor: All
Opposed: None
Abstained: None
Status: Approved with stipulations.  These include: Work continuation meeting and additional details on procedures with patient specimens.



	Recombinant DNA Registration for IBC review and authorization. 


PI: Margaret Phillips
Title: Drug discovery in Plasmodium falciparum
Note: Renewal
NIH Guideline Section(s):   III-D-1, III-D-2, III-D-3, III-E, and III-F-8
Project Summary: 
· The etiological agent for malaria is the protozoan parasite of the genus Plasmodium, with the most consequential species to human health being P. falciparum. The overall goal of this project is to conduct drug discovery projects by identifying essential enzymatic targets and characterizing the effects of inhibitors, over expression or target knockdown on the parasites. Parasites are cultured to determine the effect of target inhibitors on parasite growth.
· Expression of P. falciparum genes in insect cells using baculovirus.
Pathogen genetically modified: Risk Group 2
Plasmodium falciparum, strains 3D7, Dd2, NF54, HB3, D10, K1, and D6 
Vectors: 
P. falciparum cloning, expression, and mutagenesis plasmids
Ecotropic baculovirus 
Bacterial expression plasmids
CRISPR/cas9 system 
Transgenes: function (source)
dihydroorotate dehydrogenase (P. falciparum, P. vivax, P. berghei, P. knowlsei, P. yoelli, P. cynomolgi)
proteasome subunits (P. falciparum)
conserved proteins of unknown function (P. falciparum)
ATPase (P. falciparum)
endonuclease (S. pyogenes) 
fluorescent markers (A. Victoria, Discosoma spp.)
reporter (Renilla spp.) 
proteasome maturation factor (P. falciparum)
proteosome assembly protein (P. falciparum)
Oncogenes/Tumor suppressor: None 
Toxic Genes: None
Host: Mammalian (established human cell lines, primary human materials); parasite (P. falciparum); insect (established cell lines); bacteria (E. coli K12, BL21) 
Notes: 
Drug resistance information provided for Plasmodium. 
Production and concentration of baculovirus.  
Animal Model: In vitro only
Transgenic parasites: Yes (P. falciparum)	Generated at UTSW: Yes	GDMO: No
Required Training, Procedures, and Containment:  
In-Vitro Procedures: 
BSL1 – Standard molecular biology procedures and manipulations of ecotropic baculovirus
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: 1 individual requires NIH training
2024-25 Lab Survey Results: 4 deficiencies found, all corrected

	Summary:
· Blood stage of Plasmodium is utilized and modified with techniques including CRISPR. Modifications do not include gene drive. 
· 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: Margaret Phillips
Title: Metabolic pathway/drug discovery in Trypanosoma brucei
Note: Renewal
NIH Guideline Section(s): III-D-1, III-D-2, III-E, III-F-8
Project Summary: 
· We study Trypanosoma brucei essential metabolic pathways and enzymes in the organism. Cell growth, cell morphology and biochemical processes are also studied in the lab. The effects of small molecules and the effects of genetic manipulation are characterized. 
· We work with parasites cultivated in vitro, including blood stage form and procyclic (insect stage) form parasites. Procyclic cells have no risk as this is the insect stage of the organism. The strain of blood form stages (Trypanosoma brucei brucei) that are used in the lab are from cattle and are not normally human infective. Sharps are not used in the lab for cultivation and manipulation of these parasites, so the risk is extremely low.
· Vectors are used for transfection of T. brucei.
· E. coli vectors used for expression and purification of recombinant proteins.
Pathogen to be genetically modified: Risk Group 2
Trypanasoma brucei brucei variants, procyclic cells and blood stages: 427, 427 VSG 221, 90-13, 27-13
Pathogen not genetically modified: Risk Group 2
Trypanasoma brucei brucei procyclic cells and blood stages: strain 427
Vectors: (source)
T. brucei cloning and expression plasmids
· Bacterial expression plasmids
Transgenes: function (source)
Repressor (E. coli)
DNA polymerase (T7 bacteriophage) 
Various metabolic enzymes (T. brucei)
Refer to supplemental document for full list of metabolic enzymes
Adenosylmethionine decarboxylase (human) 
Recombinase (P1 bacteriophage) 
Oncogenes/Tumor suppressor: None 
Toxic Genes: None
Host: Parasites; bacteria 
Proposed Flow Cytometry Location(s):
NA02.302				Samples: Fixed
Zoonotic Potential: The PI is using T. brucei brucei, genetic variants, and mutants 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: 
PI indicates that T. brucei brucei is the cattle variant of the disease and is not human infective.  The blood forms of the parasites can infect rodents, but human serum contains a lytic factor that prevents infection with this subspecies.
Animal Model: In vitro only
Required Training, Procedures, and Containment:  
In-Vitro Procedures: 
BSL1 – Standard molecular biology procedures
BSL2 – Biosafety cabinet use during manipulation of pathogen stocks and cultures when procedures involve the generation of aerosols and splashes 
PPE – Laboratory coat, gloves, and eye protection are required
Training: All individuals have required training
2025-26 Lab Survey Results: 4 deficiencies found, all corrected

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



	Recombinant DNA Registration for IBC review and authorization. 


PI: Joseph Hill
Title: Pathogenic remodeling of heart disease
Note: Renewal
NIH Guideline Section(s): III-D-3, III-E-1 and III-F-8
Project Summary: 
· The lab studies the pathophysiology of cardiac hypertrophy and ischemic heart disease in vitro using neonatal rat ventricular cardiomyocytes and adult mouse or rat ventricular cardiomyocytes. 
· To achieve sufficient expression or knockdown, the lab uses adenovirus or lentivirus to deliver genes or siRNA into these cells.
Vectors: (source)
Replication incompetent, VSV-G pseudotyped, 2nd generation Lentivirus
Justification: The need is limited to a quick build for insertion of modified transcription factors. There is little to no risk of recombination.
Replication incompetent Adenovirus
Transgenes: function (source)
IR injury damage (mouse)
Control (bacteria)
Markers (A. victoria, rat)
Transcription factor (mouse)
Protein folding (mouse)
Phosphorylase (mouse)
Aminotransferase (mouse)
Oncogenes/Tumor suppressor: None 
Toxic Genes: None
Host: Mammalian (packaging cell lines, primary cell lines: rat, mouse); bacteria (E. coli K12)
Notes: Production, purification, and concentration of Lentivirus and Adenovirus.
Animal Model: In vitro only
Required Training, Procedures, and Containment:  
In-Vitro Procedures: 
BSL1 – Standard molecular biology procedures
BSL2 – Biosafety cabinet use during manipulation of viral vectors and human cell lines when procedures involve the generation of aerosols and splashes 
PPE – Laboratory coat, gloves, and eye protection are required
Training: 4 individuals require training
2024-25 Lab Survey Results: 15 deficiencies found, 1 pending

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



	Recombinant DNA Registration for IBC review and authorization. 


PI: Chien-Ting Wu
Title: Virus-host interactions
Note: Renewal
NIH Guideline Section(s): III-D-3, III-E-1 and III-F-8
Project Summary: 
· Use of cell culture to study virus-host interaction and antiviral immune responses. 
· Use of Lentivirus and AAV to express candidate genes that are potentially involved in the virus life cycle, and shRNA.
· Use of CRISPR-cas9 to silence gene expression in mammalian cell lines. 
· In vivo research will also be performed with RSV, Influenza, Murine Hepatitis virus, and Murine Sendai virus for analysis and comparison of viral infection-induced signaling pathways.
Pathogen not genetically modified: Risk Group 2
Influenza A, 1933, H1N1, strain WSN 
Human Parainfluenza virus (PIV) 1 and 3 
Rhinovirus, A2 
RSV, Washington/20993/1964, JS 
Enterovirus 71, 1095 
Enterovirus D, EVD68, US/MO14 
Coxsackie B virus3 virus, Nancy 
EBV, B95-8 
Rhinovirus, C15 
Human Coronavirus OC43 
Murine Hepatitis virus A59 
Pseudomonas aeruginosa, 10145, CCEB 481 
Murine Sendai virus, strain Z 
Vectors: (source)
Replication incompetent, VSV-G pseudotyped, 2nd generation Lentivirus
· Justification: “Our laboratory uses available lentiviral plasmid systems obtained primarily from Addgene. Some of these plasmid sets are based on 2nd generation packaging systems due to their compatibility with published experimental protocols, widespread validation across numerous peer-reviewed studies, and ease of use in standard transduction workflows. We ensure all work involving these vectors is conducted under BSL-2 conditions with appropriate engineering controls, PPE, and standard operating procedures. While 3rd generation systems offer additional biosafety features, 2nd generation systems in our possession have been well-characterized, do not encode accessory genes, and remain replication-incompetent under our laboratory conditions. When available and appropriate, we also adopt 3rd generation packaging systems to increase biosafety margins.”
Replication incompetent Adeno-associated virus 
CRISPR/cas9 system 
Transgenes: function (source)
endonuclease (S. pyogenes) 
migrasome formation (human)
gene regulation (human)
IFN regulatory factor (human)
proto-oncogene (human)
initiation factor (human)
restriction factor (human)
cell cycle regulation (human)
isomerase activity regulation (human)
Extended list provided in registration application
Oncogenes/Tumor suppressor: One of the transgenes listed might result in oncogenic effects. 
Toxic Genes: None
Host:  Mammalian (packaging cell lines- human; established cell lines - human; primary cell lines - human); bacteria (E. coli K12) 
Notes: Production and concentration of AAV and Lentivirus.
Animal Model: Mouse
Route(s) of Administration: Intranasal – RSV, IAV, MHV, SeV 
Required Training, Procedures, and Containment:  
In-Vitro Procedures: 
BSL1 – Standard molecular biology procedures
BSL2 – Biosafety cabinet use during manipulation of viral vectors, pathogen stocks, and 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 agent followed by ABSL2 housing
PPE – Double nitrile gloves, hair bonnet, shoe covers, face masks, disposable white tie-back gown, eye protection
Training: All individuals have required training
2024-25 Lab Survey Results: 13 deficiencies found, all corrected

	Summary:
· Investigator required to address 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: Don Gammon
Title: Virus-Host Interactions: Identification of Host Antiviral Factors and Viral Immunomodulators
Note: Renewal
NIH Guideline Section(s):   III-D-1, III-D-2, III-D-3, III-D-4, III-E, III-E-1, III-F-1, and III-F-8
Project Summary: 
Investigating the interaction of viruses with a variety of vertebrate and invertebrate eukaryotic host cell types as well as virus-virus interactions in different cell types. 
Challenge cells with a variety of RNA and DNA viruses to probe how host cells respond to different classes of viruses during either single or multi-virus infections. Use of recombinant viruses expressing fluorescent or luminescent reporters to aid in measuring virus replication.
In some cases, challenge cells that have been transduced with lentiviruses that either express shRNA (to knockdown target host genes) or human gene constructs (for overexpression) in order to determine the effect of these human factors on viral replication.
Developed a virus-host model system that involves the infection of the model nematode, Caenorhabditis elegans with recombinant strains of VSV. Use microinjection of recombinant strains of VSV expressing fluorescent marker or luciferase to study the response of mutant worms to infection. In some cases, may use feeding-based RNAi to knockdown nematode genes prior to infection. 
Pathogens genetically modified: Risk Groups 1 and 2
Cedar virus 
Coxsackie B virus, strain Woodruff 
Dengue virus, strain 16681 
Enterovirus D68, strain Fermon 
Fowlpox virus, strain FP9
Herpes simplex virus-1, strain KOS 
Human metapneumovirus, strain CAN97-83 
Human parainfluenza virus 1, strain Washington/20093/1964 
Human parainfluenza virus 2, strain V94 
Human parainfluenza virus 3, strain JS 
Human parainfluenza virus 5 (Parainfluenza virus 5), strain W3A 
Influenza A virus H1N1, strain A/PR/8/34 
Measles virus, strain Edmonston 
Murine hepatitis virus, strain A59 
Murine norovirus, strains CW3 and CR6 
Myxoma virus, strain Lausanne 
O’nyong’nyong virus, strain SG650 
Respiratory syncytial virus, strain A2 
Ross River virus, strain T48 
Sendai virus, strains Z and Enders strain 
Sindbis virus, strains AR86, Girdwood, TRNSV, TE/5’2J 
Vaccinia virus, strain WR
Venezuelan equine encephalitis virus, strain TC-83
Vesicular stomatitis virus, strain Indiana 
West Nile virus, strain TVP 8533
Yellow fever virus, strain 17D 
Amsacta moorei entomopoxvirus 
Autographa California baculovirus 
Invertebrate iridescent virus 6 
Lymantria dispar baculovirus
Pathogen not genetically modified: Risk Groups 1 and 2
Dengue virus, strain 16681 
Ectromelia virus, strain Moscow 
Sindbis virus, strain Girdwood
Vaccinia virus, strains Western Reserve, Copenhagen, Lister, MVA 
Vesicular stomatitis virus, strain Indiana 
Zika virus, strains MR766, Uganda, 1947 
Amsacta moorei, strain Moyer 
Invertebrate iridescent virus 6, strain AF303741 
Lymantria dispariflavirus 1, strain Ames 
Vectors: 
Viral plasmids
Replication incompetent, VSV-G pseudotyped, 2nd generation Lentivirus
Mammalian expression plasmid
Nematode RNAi plasmid
Insect expression plasmid
Insect mutagenesis plasmid
Standard cloning plasmid
Bacterial expression plasmids 
CRISPR/cas9 system
Transgenes: function (source)
immunomodulator/microtubule-stabilizer (Vaccinia)
thymidine kinase (Vaccinia)
matrix protein (VSV) 
fluorescent markers (Discosoma spp., A. Victoria, B. lanceolatum) 
reporters (P. pyralis, synthetic, E. coli) 
library (insect)
endonuclease (S. pyogenes) 
histone chaperone proteins (human)
Oncogenes/Tumor suppressor: None 
Toxic Genes: None
Host:  Mammalian (established cell lines: human, non-human primate, hamster, chicken); insect (established cell lines); nematode (C. elegans); bacteria (E. coli K12, BL21) 
Zoonotic Potential: The PI is using several zoonotic viruses that affect livestock animals which may result in an economic impact according to APHIS. All laboratory personnel must avoid contact with livestock for 5 days following work with active viruses.
Notes: 
Viral production:
Production, purification, and concentration of replication competent viruses.
Production of lentivirus. 
Animal Model: C. elegans only
Transgenic animals: Yes (C. elegans)		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 pathogen stocks and cultures, viral vectors, and human and non-human primate cell lines when procedures involve the generation of aerosols and splashes 
· Microinjection: If it is not possible to perform a procedure within a BSC or other physical containment device, a combination of appropriate personal protective equipment and administrative controls are used 
BSL2 enhanced – Biosafety cabinet use during manipulations of herpes simplex virus
PPE – Laboratory coat, gloves, and eye protection are required
Training: All individuals have required training
2024-25 Lab Survey Results: 8 deficiencies found, all corrected

	Summary:
· Recommendation for 3rd generation lentiviral system use.
· Discussion of:
· Procedures for microinjection, including sharps risk and decontamination.
· Recommendation for consultation with Occupational Health.
· C. elegans not being gene drive modified.
· No other safety concerns.
In favor: All
Opposed: None
Abstained: None
Status: Approved with stipulations.  These include: Recommendation for Occupational Health consultation.



	Recombinant DNA Registration for IBC review and authorization. 


PI: Robert Orchard
Title: Orchard Lab Virus Protocol
Note: Amendment for use and genetic modification of Vaccinia virus, genetic modification of Aichi virus clones and additional Recovirus clones, use and genetic modification of additional MNV clones, and use of additional Enterovirus strains and clones.
NIH Guideline Section(s):   III-D-1, III-D-3, and III-F-8
Project Summary: 
The lab seeks:
· to start work with Vaccinia Virus. The lab aims to make stocks of Vaccinia Virus that are wild-type (Western Reserve) and genetically modifed.
· approval to modify previously approved Aichi Virus molecular clones.
· obtain a molecular clone of Enterovirus 71. 
· study Recovirus infection of human cell lines via the generation of molecular clones of two Recovirus strains, modification of molecular clones, creation of a new molecular clones that has modified capsids.
· to obtain additional molecular clones of Murine norovirus, Recreate the 6-nucleotide deletion virus in our molecular clones for all MNV strains. These mutations in a viral non-structural protein are highly unlikely to cause any change in species or transmission. 6C: Create mutants in NS1 at the phosphorylation sites. Mutations in this area of NS1 have previously been demonstrated to attenuate the virus. 6D: If successful generation of virus for 6B and 6C, we plan to infect mice with these mutant MNV strains and compare replication dynamics. We anticipate that these mutations will lead to decreased fitness in the virus based upon similar mutations having a negative impact. Additionally, these mutations are not predicted to change the tropism or transmission of the virus.
· to passage MNV in cells overexpressing a host inhibitor to identify mutants of MNV that can overcome this restriction.
The lab plans to test whether other strains of EV-D68 have similar phenotypes to Fermon or US/MO/14-18947.
Update on Generating Chimeric MNV-Human Norovirus: We have not made any significant progress but given the changes in regulatory policy, we felt it prudent to update our rationale for this research to continue. In this project we aim to generate a human norovirus that has the capsid protein of murine norovirus (MNV). Thus, we would generate a human norovirus that is restricted to murine cells that express the murine norovirus receptor CD300lf. This virus will be unable to infect human cell lines based on the MNV capsid. As of 10/27/2025, this is the only project that we believe changes the tropism of a virus. However, this change in tropism is away from humans and towards mice.
Pathogen to be genetically modified: Risk Group 2
Vaccinia virus, strain Western Reserve
Aichi virus molecular clones
Recovirus molecular clones, strains Tulane, MO/TG30
Recovirus molecular clone, strain Tulane
Recovirus molecular clone, strain Tulane
Murine norovirus molecular clones, strains MNV1, MNV3, WU23
Pathogen not genetically modified: Risk Group 2
Vaccinia virus, strain Western Reserve
Enterovirus, subspecies D68, strains USA/2020-23335, USA/2009-23228, USA/2020-23336, USA/2020-23334
Enterovirus, subspecies D71 molecular clone
Enterovirus, subspecies D68 molecular clone, strain US/IL/14-18952
Murine norovirus molecular clones, strains MNV1, MNV3, WU23
Vectors: (source)
Standard cloning/Mammalian expression plasmids containing viral molecular clones
Transgenes: function (source)
Viral pathogenesis (Vaccinia virus)
Viral RNA replication (Aichi virus)
Viral replication/immune evasion (Murine norovirus)
Viral capsid (Recovirus FT7)
Capsid (viral entry) (Recovirus FT7) 
Viral entry inhibitor (mouse) 
Fluorescent marker (A. victoria)
Reporter (Photinus pyralis) 
Oncogenes/Tumor suppressor: None 
Toxic Genes: None
Host:  Mammalian (packaging cell lines – human, mouse, M. mulatta, C. aethiops; established cell lines: human, mouse, C. aethiops); bacteria (E. coli K12) 
Zoonotic Potential: The PI is using Vaccinia virus, 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 Vaccinia virus.
Notes: 
Production, purification, and concentration of viruses.
PI indicates that modifications made to Murine norovirus are not expected to alter viral tropism or transmission.
Animal Model: Mouse
Transgenic animals: Yes         Generated at UTSW: No	GDMO: No
Route(s) of Administration: Oral gavage – Murine norovirus mutants
Proposed Research Areas: 
Required Training, Procedures, and Containment:  
In-Vitro Procedures: 
BSL1 – Standard molecular biology procedures
BSL2 – Biosafety cabinet use during manipulation of pathogen stocks, cultures, molecular clones, and human cell lines when procedures involve the generation of aerosols and splashes 
PPE – Laboratory coat, gloves, and eye protection are required
· In-Vivo Procedures:
Oral gavage – Inoculation of agent followed by ABSL2 housing
PPE – Hair bonnet, disposable jumpsuit, nitrile gloves, shoe covers, face masks
Refer to supplemental document for more information 
Training: 1 individual requires NIH training
2025-26 Lab Survey Results: No deficiencies found

	Summary:
· No safety concerns
· The reviewer recommended that the lab personnel working with Vaccinia virus should have a consultation with Occupational Health
In favor: All
Opposed: None
Abstained: None
Status: Approved with stipulations.  These include: Completion of training, consultation with Occupational Health for individuals working with Vaccinia virus.



	Recombinant DNA Registration for IBC review and authorization. 


PI: James Chen
Title: Role of cGAS in immune defense and auto immunity
Note: Amendment for addition of:
· Genetically modified L. monocytogenes and mRNA nanoparticle
· Routes of administration for previously approved agents
NIH Guideline Section(s):  III-D-1, III-D-4, III-F-8
Project Summary: 
· Interest in innate immune responses to infection by viral and bacterial pathogens. 
Test the anti-tumor effects of lipid nanoparticle combined with immunomodulatory drugs in preclinical tumor models. 
Use of genetically modified Listeria for cancer vaccine.  
Pathogen to be genetically modified: Risk Group 2
L. monocytogenes, strain 10403S
Vectors: 
Bacterial expression plasmid
Mammalian expression plasmid for mRNA expression 
Transgenes: function (source)
marker (chicken)
motility protein (L. monocytogenes)
microtubule protein (human)
chimeric antigen receptor (human)
innate immunity activation protein (human)
nucleotidyltransferase (human)
interleukins (human)
oncoproteins (human papillomavirus)
spike protein (SARS-CoV-2)
Oncogenes/Tumor suppressor: None
Toxic Genes: None
Nanoparticles: Yes		Type: Lipid
Host:  Bacteria (E. coli K12, L. monocytogenes)
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 manipulations 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 approved area followed by ABSL1 housing
Inoculation of agent in BSC followed by 48-hour cage change and ABSL1 housing
Inoculation of agent in BSC followed by ABSL2 housing
PPE – 
· Hair bonnet, disposable jumpsuit, nitrile gloves, shoe covers, face masks, and eye protection
· Hair bonnet, white tie back gown, double gloves, shoe covers, face mask and eye protection
Training: 1 individual requires safety training 
2024-25 Lab Survey Results: 46 deficiencies found, all corrected

	Summary:
· Discussion of:
· Need for additional clarifications in the application, including to acknowledge the human papillomavirus proteins as oncoproteins.
· Survey actions found during most recent lab safety survey
· No other safety concerns
In favor: All
Opposed: None
Abstained: None
Status: Approved with stipulations.  These include: Completion of training, and resolution of pending comments.



	Recombinant DNA Registration for IBC review and authorization.


PI: Joshua Mendell
Title: The regulation and function of noncoding RNAs
Note: Renewal
NIH Guideline Section(s): III-D-3, III-D-4, III-E-1 and III-F-8
Project Summary: 
The lab is interested in studying regulation, biogenesis, and function of noncoding RNAs with a focus on small RNAs (microRNA) which are frequently disregulated in diseases. 
The lab will use Lentivirus, Retrovirus, and shRNA and CRISPR to perform gain and loss of function experiments growing in tissue culture and in mice. 
In vivo research will be performed with the following agents: Lentivirus, modified xenografts, modified allografts, ASO’s, and non-modified xenografts.
Vectors: (source)
Replication incompetent, VSV-G pseudotyped, 2nd generation Lentivirus
· Justification: “The second-generation lentiviral plasmid is used in this research solely as a tool for stable gene delivery and expression in mammalian cells. Its inclusion is necessary because certain experimental objectives—such as long-term expression, genomic integration, or stable knockdown/overexpression—cannot be achieved using transient bacterial or mammalian expression systems.”
· Replication incompetent, VSV-G pseudotyped, 3rd generation Lentivirus
Replication incompetent Retrovirus
Mammalian expression plasmids
Bacterial expression plasmids
Mutagenesis plasmid
Anti-sense oligonucleotide (ASO’s)
CRISPR/cas9 system 
Transgenes: function (source)
transcription regulator (human)
gene expression regulator (human)
primary nuclease (human)
nuclease (human)
mediates the biogenesis of microRNA (human)
gene expression regulation (human)
regulates cellular processes (human, mouse)
fluorescent marker (A. victoria)
endonuclease (S. pyogenes) 
Oncogenes/Tumor suppressor: None 
Toxic Genes: None
Host:  Mammalian (packaging cell lines; established cell lines: human, mouse); bacteria (E. coli K12) 
Notes: 
Production, purification, and concentration of Lentivirus.
Production of retrovirus. 
Animal Model: Mouse
Transgenic animals: Yes         Generated at UTSW: Yes	GDMO: No
Route(s) of Administration: 
· Direct injection (pancreas), Intratracheal, Infusion to testis - Lentivirus
· Subcutaneous, Intravenous (tail vein), Orthotopic (kidney) - modified xenografts
· Intrarenal – modified allografts
· Subcutaneous – ASO’s
· Subcutaneous, Intrahepatic, Intrasplenic, Intrapancreatic - 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: 
Lentivirus – Inoculation of agent in a BSC, mandatory 48h cage change followed by ABSL1 housing
Modified xenografts & allografts, ASOs, non-modified xenografts – Inoculation of agent in a BSC followed by ABSL1 housing
PPE – Hair bonnet, disposable jumpsuit, nitrile gloves, shoe covers, face masks, eye protection
Training: 2 individuals require Complete Lab Safety and 6 individuals require NIH training 
2024-25 Lab Survey Results: 28 deficiencies found, all corrected

	Summary:
· Investigator required to address pending comments and have lab personnel complete required trainings
· No other safety concerns
In favor: All
Opposed: None
Abstained: None
Status: Approved with stipulations.  These include: Completion of training and resolution of minor pending comments



	Recombinant DNA Registration for IBC review and authorization, notification. 


PI: Jennifer Kohler
Title: Function and regulation of epithelial glycosylation
Note: Renewal
NIH Guideline Section(s):   III-D-3 and III-E 
Project Summary:
In vitro studies to analyze how specific glycosylation patterns impact cholera toxin B subunit binding on mammalian cell surfaces.  
Work includes introducing glycosylation-modifying enzymes and using lentiviral systems to support metabolic labeling.
Analysis focuses on defining glycan requirements for toxin recognition and identifying cell-surface binding partners through engineered label strategies. 
Vectors: (source)
Replication incompetent, VSV-G pseudotyped, 2nd generation Lentivirus
· Justification: We use second-generation lentivirus due to its enhanced biosafety compared to first-generation lentivirus, achieved by removing accessory viral genes required for replication-competent viruses, while still having minimal impact on function and providing higher yields of virus than third-generation systems. 
Replication incompetent, VSV-G pseudotyped, 3rd generation Lentivirus
CRISPR/cas9 system 
Transgenes: function (source)
glycosyltransferase (human)
pyrophosphorylase (human)
fluorescent marker (Discosoma sp.)
Oncogenes/Tumor suppressor: The PI indicates that alteration of some genes in the library may have oncogenic effects.  
Toxic Genes: None
Host:  Mammalian (packaging cell lines; established cell lines – mouse/ human); bacteria (E. coli K12)
Notes: PI will be producing and purifying Lentivirus in the laboratory.
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: All individuals have required training
2025-26 Lab Survey Results: 10 deficiencies found, all corrected

	Summary:
· Recommendation to use 3rd generation Lentiviral systems.
· 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: Stephen Chung
Title: Evaluation of translation in leukemia cells
Note: Renewal
NIH Guideline Section(s): III-D-3, III-D-4, III-E-1 and III-F-8
Project Summary: 
The lab is interested in studying translation rates in leukemia cell function. 
Use of Lentivirus and Retrovirus to express desired transgenes and cationic lipids and calcium phosphate in mammalian leukemia cells. 
Inoculation of mice with both modified and non-modified xenografts.
Vectors: (source)
Replication incompetent, VSV-G pseudotyped, 2nd generation Lentivirus
· Justification: “The existing 2nd generation system has been optimized to generate high titer virus needed to efficiently transduce cells for xenotransplantation, which is very technically challenging to accomplish in our system. We are testing newer generation lentiviral systems and will switch to these as soon as possible.”
· Replication incompetent Retrovirus
Mammalian expression plasmids
Transgenes: function (source)
fluorescent marker (D. ferrugata)
regulates protein synthesis (human)
fluorescent marker (Discosoma sp.) 
fluorescent marker (A. victoria)
leukemogenic oncogene (human)
Oncogenes/Tumor suppressor: The PI indicated that alteration of one of the transgenes listed might result in oncogenic effects.  
Toxic Genes: None
Host: Mammalian (packaging cell lines; established cell lines: human); bacteria (E. coli K12) 
Notes: Production and concentration of Lentivirus and Retrovirus.  
Animal Model: Mouse
Route(s) of Administration: 
· Retro-orbital, Subcutaneous, Intravenous (tail & facial vein) – non-modified xenografts
· Retro-orbital, Subcutaneous, Intravenous (tail & facial vein) – 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: 
Retro-orbital, Subcutaneous, Intravenous (tail & facial vein) – Inoculation of agent in a BSC followed by ABSL1 housing
PPE – Hair bonnet, disposable jumpsuit, nitrile gloves, shoe covers, face masks, eye protection
Training: All individuals have required training
2024-25 Lab Survey Results: 3 deficiencies found, 3 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, notification. 


PI: Katherine Wert
Title: Studies into the Mechanisms and Treatments for Inherited Forms of Ocular Disease
Note: Renewal
NIH Guideline Section(s):   III-D-3 and III-D-4
Project Summary: 
In vitro studies to genetically correct retinal-degeneration-associated mutations in human derived cell types. 
Work includes continued use of CRISPR/Cas9 systems, lentiviral and AAV vectors, and assays to evaluate gene correction and reporter expression. 
Analysis focuses on therapeutic rescue of retinal function, including in vivo.
Vectors: (source)
Replication incompetent, VSV-G pseudotyped, 2nd generation Lentivirus
· Second generation lentivirus is used to match methods previously used for other cell types in the laboratory. This reduces the number of plasmids to better transduce cells in vitro without toxicity.
Mammalian expression plasmids
Replication incompetent, Adeno-associated virus
CRISPR/Cas9 system
Transgenes: function (source)
lysosomal storage (human)
lysosomal degradation (human)
transcription regulator (human)
protease (human)
fluorescent marker (A. Victoria, Discosoma sp)
endonuclease (S. pyogenes)
Oncogenes/Tumor suppressor: None 
Toxic Genes: None
Host: Mammalian (packaging cell lines, primary cell lines, established cell lines – mouse/human)
Notes: Production, purification, and concentration of Lentivirus in lab.  Use of ready-to-use AAV and Lentivirus stocks.
Animal Model: Mouse
Transgenic animals: Yes         Generated at UTSW: No	GDMO: No
Route(s) of Administration: 
Subretinal, intravitreal –   AAV
In utero transplantation –   modified allografts
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: 
Subretinal and Intravitreal – Inoculation of agent in a BSC, mandatory 48h cage change followed by ABSL1 housing
In utero transplantation – Inoculation of agent in approved area followed by ABSL1 housing
PPE – Hair bonnet, disposable jumpsuit, nitrile gloves, shoe cove, face masks
Refer to supplemental document for more information 
Training: 2 individuals require NIH training
2024-25 Lab Survey Results: 6 deficiencies found, 2 pending

	Summary:
· No 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: Cheng-Ming Chiang
Title: Cloning of transgene into plasmids for protein production in bacteria, insect and mammalian cells lines and transgene gRNA cloning and BRD4 inhibitor study using human cancer cells and patient derived human breast cancer cells in mice. COF-AID cells lines will be used to study transgene chromatin binding.
Note: Renewal
NIH Guideline Section(s): III-D-3, III-D-4, III-E-1 and III-F-8
Project Summary: 
The lab is interested in studying the transgene involved in protein production and its role in breast cancer. 
Use of 3rd generation Lentivirus to express desired transgenes and fluorescent markers. 
Use of both shRNA and CRISPR for knockdown or deletion of desired transgene from established breast cancer cell lines. 
In vivo research with breast cancer cells (xenografts) or PDX.
Vectors: (source)
Replication incompetent, VSV-G pseudotyped, 3rd generation Lentivirus
Bacterial expression plasmids
CRISPR/cas9 system 
Transgenes: function (source)
gene expression regulator (human)
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; insect (established cell lines); bacteria (E. coli K12) 
Notes: Production, purification, and concentration of Lentivirus. 
Animal Model: Mouse
Route(s) of Administration: 
· Mammary fat pad, Intravenous – modified xenografts
· Subcutaneous, Mammary fat pad - PDX tissue
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: 
Mammary fat pad, intravenous, subcutaneous – Inoculation of agent in a BSC followed by ABSL1 housing
PPE – Hair bonnet, disposable jumpsuit, nitrile gloves, shoe covers, face masks
Training: All individuals have required training
2024-25 Lab Survey Results: 9 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: Dayoung Oh
	Co-PI: Phillip Scherer
Title: GPR 84 and Atherosclerosis
Note: Renewal
NIH Guideline Section(s): III-D-4, III-E-1 and III-F-8
Project Summary: 
Establishment of an atherosclerosis model for studying the effects of specific gene of interest on cholesterol metabolism. 
Use of AAV to express certain genes of interest to induce LDL receptor deficiency in mice.
Vectors: (source)
Replication incompetent Adeno-associated virus
Mammalian expression plasmids
Transgenes: function (source)
regulates cholesterol metabolism (human)
regulates immune and metabolic function (human)
pattern recognition receptor (mouse)
Oncogenes/Tumor suppressor: None 
Toxic Genes: None
Host: Mammalian (packaging cell lines; bacteria (E. coli K12) 
Notes: Use of ready-to-use AAV stocks.  
Animal Model: Mouse
Transgenic animals: Yes         Generated at UTSW: Yes	GDMO: No
Route(s) of Administration: Intravenous – 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: 
Intravenous – Inoculation of agent in a BSC, mandatory 48h cage change followed by ABSL1 housing
PPE – hair bonnet, disposable jumpsuit, nitrile gloves, shoe covers, face masks
Training: All individuals have required training
2024-25 Lab Survey Results: 5 deficiencies found, all corrected.

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



	Recombinant DNA Registration for IBC review and authorization. 


PI: Jennifer Gill
Registration Number: RDSR-2025-124
Title: Molecular mechanisms of skin cancer progression
Note: Renewal
NIH Guideline Section(s):   III-D-3, III-D-4, III-E
Project Summary: 
In vitro studies to investigate molecular pathways influencing melanoma homeostasis, progression, and metastasis.   
Work includes lentiviral tagging of melanoma cells, shRNA-mediated gene silencing, and CRISPR-based knockout generation to assess phenotypic effects in culture and xenograft models. 
Analysis focuses on identifying regulatory mechanisms driving tumor behavior using fluorescent reporters and patent-derived xenograft systems.  
Vectors: (source)
Replication incompetent, VSV-G pseudotyped, 3rd generation Lentivirus
CRISPR/cas9 system
Transgenes: function (source)
energy production (human)
fluorescent marker (A. victoria)
reporter (Photinus pyralis) 
fluorescent marker (Discosoma sp.)
endonuclease (S. pyogenes)
Oncogenes/Tumor suppressor: None 
Toxic Genes: None
Host:  Mammalian (packaging cell lines; primary cell lines –human); bacteria (E. coli K12)
Notes: Production and purification of Lentivirus in the laboratory. 
Animal Model: Mouse
Route(s) of Administration: SQ, IV – Xenograft 
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/SQ – Inoculation of agent in a BSC, mandatory 48h cage change followed by ABSL1 housing
Refer to supplemental document for more information 
Training: All individuals have required training
2024-25 Lab Survey Results: 8 deficiencies found, all corrected

	Summary:
· Investigator required to provide justification for hominization occurring at bench top with recommendation that this procedure occur within a BSC.
· 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: Theodoros Kelesidis
Registration number: RDSR-2024-126
Title: Immunopathogenesis of viral infections
Note: Amendment for the addition of RSV previously modified to express GFP and microscopy location
NIH Guidelines: III-D-3, III-D-4
Project Summary:
· To understand immunopathogenesis of viral infections and associated end organ disease.
· Use of GFP tagged RSV to study the cross talk between host pathogen and pathogenesis of viruses to develop novel host antiviral approaches. 
Pathogen previously genetically modified: Risk Group 2
Respiratory syncytial virus A2
Transgenes: function (source)
gfp, fluorescent marker (A. victoria)
Oncogenes/Tumor suppressor: None
Toxic Genes: None
Host: Mammalian (established cell lines: HeLa)
Proposed Microscopy Location(s):
Y04.232				Samples: Fixed
NL03.130C				Samples: Non-Fixed
Proposed Flow Cytometry Location(s):
NA02.302				Samples: Fixed
Notes: Production, purification and concentration of virus in the laboratory.  
Animal Model: In vitro only
Proposed Research Areas: 
Y07.208 	general lab / tissue culture / centrifuge / storage
Y07.208A	tissue culture / biosafety cabinet / centrifuge
Required Training, Procedures, and Containment:  
In-Vitro Procedures: 
BSL1 – Standard molecular biology procedures
BSL2 – Cultivation and manipulation of pathogen stocks and cultures, and cell lines when procedures involve the production of aerosols and splashes 
PPE – Laboratory coat, gloves, and eye protection are required
Training: 3 individuals require NIH training
2024-25 Lab Survey Results: 5 deficiencies found, all corrected.  New lab space not yet surveyed.

	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: Mohammed Rizwan
Title: Effect of biomechanical cues on growth of Primary human corneal cells and human induced pluripotent stem cells (iPSCs)
Note: Amendment for in vitro use of mammalian expression plasmid to modify iPSC’s and in vivo use of modified xenografts. 
NIH Guideline Section(s): III-D-4, III-E-1 and III-F-8
Project Summary: 
Interest in studying the interactions of cells and the effect of biomaterial properties.
In vitro procedures with mammalian expression plasmid to modify iPSC’s and in vivo research with modified xenografts to study the interactions of cells and the effect of biomaterial properties. 
Vectors: (source)
Mammalian expression plasmids
Transgenes: function (source)
activate NOTCH signaling (synthetic)
Oncogenes/Tumor suppressor: None 
Toxic Genes: None
Host: Mammalian (established cell lines: human); bacteria (E. coli K12) 
Animal Model: Mouse
Route(s) of Administration: Intrahepatic – modified xenografts 
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: 
Intrahepatic – Inoculation of agent in a BSC followed by ABSL1 housing
PPE – lab coat, eye protection, nitrile gloves
Training: 1 individual requires NIH training 
2024-25 Lab Survey Results: 13 deficiencies found, all corrected

	Summary:
· Investigator required to provide update title for congruency with project content and have lab personnel complete required training
· No other safety concerns
In favor: All
Opposed: None
Abstained: None
Status: Approved with stipulations.  These include: Completion of training and research title be updated.



	Recombinant DNA Registration for IBC review and authorization, notification. 


PI: Takashi Kitamura
Title: Neural circuit mechanisms for learning and memory
Note: Renewal
NIH Guideline Section(s):   III-D-4
Project Summary: 
In vivo studies to investigate cell-type-specific neural activity underlying learning and memory.
Work includes viral delivery of calcium-imaging constructs to modulate or monitor neuronal activity in targeted brain regions. 
Analysis focuses on functional characterization of defined neural populations using stereotaxic intracranial injections of AAV and rabies vectors.    
Vectors: (source)
Replication incompetent adeno-associated virus 
Replication deficient, G-deleted rabies virus 
Transgenes: function (source)
neuronal inhibition (human, Halorubrum)
neuronal excitation (human, C. reinhardtii)
calcium indicator (rat, chicken)
fluorescent marker (Discosoma sp.)
Oncogenes/Tumor suppressor: None 
Toxic Genes: None
Host: Mammalian (packaging cell lines: - human); bacteria (E. coli K12)
Notes: Use of ready-to-use viral stocks.
Animal Model: Mouse
Transgenic animals: Yes         Generated at UTSW: No	GDMO: No
Route(s) of Administration: Stereotaxic Intracranial – AAV, RV
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: 
Stereotaxic intracranial – Inoculation of agent in approved area followed by ABSL1 housing
PPE – Laboratory coat, gloves, eye protection, and surgical mask are required
Refer to supplemental document for more information 
Training: All individuals have required training
2024-25 Lab Survey Results: 6 deficiencies found, all corrected

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



	Recombinant DNA Registration for IBC review and authorization. 


PI: Raquibul Hannan
Title: Modulation of innate and adaptive anti-tumor immunity by local radiation and systemic adjuvant therapy (e.g., immune checkpoint inhibitors).
Note: New
NIH Guideline Section(s): III-D-4
Project Summary: 
· In vitro experiments in human and murine cell lines to measure changes induced by RT in gene expression and protein expression. 
· Work includes use of a STING knockout (KO) cell line to study the cGAS–STING pathway. 
· Investigations of the effects of RT in vivo in syngeneic mouse models using both wild-type (WT) and STING KO cell lines. Evaluation of tumor growth, overall survival, and changes in the tumor microenvironment. 
Vectors: (source)
sgRNA/Protein complexes (RNP)
CRISPR/cas9 system 
Transgenes: function (source)
Immune response (murine)
Endonuclease (S. pyogenes)
Oncogenes/Tumor suppressor: None 
Toxic Genes: None
Host:  Mammalian (established cell lines – mouse)
Notes: Transfection of cell lines via electroporation to deliver CRISPR/cas9 ribonucleoprotein complexes is performed by the vendor.
Animal Model: Mouse
Route(s) of Administration: Subcutaneous – modified allografts
Required Training, Procedures, and Containment:  
In-Vitro Procedures: 
BSL1 – Standard molecular biology procedures
BSL2 – Biosafety cabinet use during manipulation of human materials and cell lines when procedures involve the generation of aerosols and splashes 
PPE – Laboratory coat, gloves, and eye protection are required
In-Vivo Procedures: 
Subcutaneous – Inoculation of modified allografts in approved area followed by ABSL1 housing
PPE – Hair bonnet, disposable jumpsuit, nitrile gloves, shoe covers, face mask
Training: 2 individuals require training
2023-25 Lab Survey Results: 1 deficiency 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: Abd El Kareem Azab
Title: The use of biomedical engineering tools for improved cancer immunotherapy
Note: Renewal
NIH Guideline Section(s): III-D-3, III-D-4, III-E-1 and III-F-8
Project Summary: 
Use of lentivirus to achieve stable expression of luciferase or fluorescent protein in mammalian cancer cell lines. 
Generation bioluminescent tumor cells for in vivo imaging in xenograft mouse models to assess tumor growth, vascular response, and therapeutic outcomes. 
Vectors: 
Replication incompetent, VSV-G pseudotyped, 3rd generation Lentivirus
Transgenes: function (source)
fluorescent marker (A. victoria)
reporter (P. pyralis) 
Oncogenes/Tumor suppressor: None 
Toxic Genes: None
Host:  Mammalian (established human cell lines, primary human materials); bacteria (E. coli K12) 
Notes: Production, purification, and concentration of lentivirus as well as use of ready-to-use lentivirus.
Animal Model: Mouse
Required Training, Procedures, and Containment:  
In-Vitro Procedures: 
BSL1 – Standard molecular biology procedures
BSL2 – Biosafety cabinet use during manipulation of viral vectors and human 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 followed by ABSL1 housing
PPE – Yellow gown, nitrile gloves, and eye protection
Training: 5 individuals require NIH training
2024-25 Lab Survey Results: 6 deficiencies found, 1 overdue

	Summary:
· Discussion of pending updates, which are to verify transgenes and routes of administration.
· No other safety concerns.
In favor: All
Opposed: None
Abstained: None
Status: Approved with stipulations.  These include: Completion of training, resolution of survey findings, and resolution of minor pending comments.



	Recombinant DNA Registration for IBC review and authorization. 


PI: Benjamin Nanes
Title: Intermediate filament cytoskeleton function in the epidermis
Note: New
NIH Guideline Section(s):   III-D-3, III-E, III-E-1 and III-F-8
Project Summary: 
This research program tests the overall hypothesis that different keratin isoform expression patterns serve not only as markers of epithelial cell state, but in fact contribute to the establishment of epithelial states by organizing cellular signaling pathways and transcription networks.
We will create recombinant plasmid DNA constructs to express different keratin isoforms in cultured cells. These plasmids will be cloned and propagated in laboratory strains of E coli. Viral vectors will be used to express these constructs in cultured keratinocyte cell lines.
Vectors: 
Replication incompetent, VSV-G pseudotyped, 2nd generation Lentivirus
Mammalian expression plasmid
Transgenes: function (source)
cytoskeleton proteins (human)
fluorescent markers (B. lanceolatum, E. quadricolor)
Oncogenes/Tumor suppressor: None 
Toxic Genes: None
Host:  Mammalian (established human cell lines); bacteria (E. coli K12) 
Notes: Production, purification, and concentration of virus.
Animal Model: In vitro only
Required Training, Procedures, and Containment:  
In-Vitro Procedures: 
BSL1 – Standard molecular biology procedures
BSL2 – Biosafety cabinet use during manipulation of 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: 2 deficiencies found, all corrected

	Summary:
· No safety concerns
In favor: All
Opposed: None
Abstained: None
Status: Approved with stipulations.  These include: Completion of training.
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PI: Susan Iannaccone
Title: Intrathecal Administration of MELPIDA For Hereditary Spastic Paraplegia Type 50 (SPG50): A Phase 3, Open-Label Trial with Matched Prospective Concurrent Control Arm
Note: New
NIH Guidelines: III-C
Sponsor: Elpida Therapeutics
Project Summary:  
This is a Phase III study sponsored by Elpida Therapeutics to explore the safety and efficacy of adeno-associated virus product in the treatment of Splastic Paraplegia Disease Type 50.
Product(s): 
Replication incompetent adeno-associated virus 
Transgenes: (source)
Protein component involved in signal-mediated trafficking of membrane proteins (human)
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.
Occurrences of adverse events have been reported in other studies with this investigational product
Sponsor has provided safety information
All health care workers involved in this protocol should observe universal precautions.
For roommates or family members, they should refer to the sponsor recommendations.
Research Applications: 
Biosafety Level 2, (BSL-2) containment, equipment, and practices for all work involving the manipulation of the listed materials at the study location. Manipulation of investigational drug must occur under a certified BSC. All equipment used to store, manipulate, or cultivate the investigational drug must be labeled as biohazardous.  
All liquid suspensions, culture waste and unused/unneeded product stocks must be disposed as hazardous waste.  
Required Training, Procedures, and Containment:  
Minimum Training requirements: 
Sponsor Training (if applicable)
Bloodborne Pathogen Training for individuals listed on the registration
IATA Training for individuals shipping infectious samples
NIH Guidelines Training for PI
PI mediated intra-laboratory training 
Procedures: 
BSL2 – Manipulation of agent in the Pharmacy
Other: Approved SOP for gene transfer project must be followed

	Summary:
· The following was discussed:
Potential for shedding of AAV.
The use of universal precautions by healthcare workers.
The tropism of this vector to neuronal tissue.
· No other safety concerns.
In favor: All
Opposed: None
Abstained: None
Status: Approved.  
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PI: Victor Aquino
Title: ALD-107: An Expanded Access Protocol for Patients with Early Cerebral Adrenoleukodystrophy (CALD) to Receive Elivaldogene Autotemcel Non-conforming Drug Product
Note: Annual Administrative Renewal
NIH Guidelines: III-C
Project Summary:  An expanded access study sponsored by Bluebird Bio, Inc. for non-conforming cell product in the treatment of early cerebral adrenoleukodystrophy. 
Product(s): 
Hematopoetic stem cells genetically modified ex vivo with replication incompetent lentivirus 
Transgene: 
Peroxisomal transport protein 
PPE: Body protection, gloves, and eye protection are required. 
Health Warnings and Safety Statements:
A health consultation with Occupational Health is advised.
Occurrences of serious adverse events have been reported during the renewal period.
Sponsor has provided safety information.
All health care workers involved in this protocol should 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 or returned to sponsor.  
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: Strict adherence to Stem Cell Infusion SOP including verification of identifier on the patients to exactly match the identifier on the product.

	Summary:
· Expanded access study for non-conforming drug product. The conforming drug product is licensed by the FDA Office or Therapeutic Products.
· The manufacturing process for the product used in this study has been updated. 
· No other safety concerns.
In favor: All
Opposed: None
Abstained: None
Status: Approved.



	Recombinant DNA Registration for IBC notification.  


PI: Jose Rizo-Rey 
Registration Number: RDSR-2025-137
Title: Mechanisms of neurotransmitter release and its regulation
Note: Renewal
NIH Guideline Section(s): III-E and III-F 
Project Summary: 
· Investigations of the mechanisms of neurotransmitter release using a variety of biophysical approaches.
Use of Lipofectamin based transfections in HEK293 cell line for further imaging (microscopy).
Use of standard cloning for protein expression in E. coli and baculovirus. 
Vectors: (source)
Replication Incompetent, VSV-GED pseudotyped, Baculovirus: pFASTbacHT (Invitrogen)
Mammalian expression plasmids: pEZT (Addgene)
Bacterial expression plasmids: pGEX-KG, pET28, pETDuet, pProEx, pACYCDuet-1, 
pGEX4T3, pGEX-6P-1, pEZT-BM, pMal-C2 ( 
Transgenes: function (source)
Munc13, neurotransmitters release (human, mouse)
Munc18, neurotransmitters release (human, mouse
syntaxin, neurotransmitters release (human, mouse)
synaptobrevin, neurotransmitters release (human, mouse, bos taurus)
synap25, neurotransmitters release (human, mouse)
complexin, neurotransmitters release (human, mouse, C. elegans)
synaptotagmin 1, neurotransmitters release (human, mouse)
extended synaptotagmin, exocytosis (human)
Doc2b	neurotransmitters release (Rattus Norvegicus)
Apo(A1), lipid metabolism (Rattus Norvegicus)
RIM-1a, neurotransmitters release (Rattus Norvegicus)
RBP2, neurotransmitters release (Rattus Norvegicus)
Liprin-a3, neurotransmitters release (Rattus Norvegicus)
ELKS2ab, neurotransmitters release (Rattus Norvegicus)
Cav2.1, neurotransmitters release (mouse)
Cav2ad1, neurotransmitters release (Rattus Norvegicus)
CavB1, neurotransmitters release (Rattus Norvegicus)
neuroligin-1, neurotransmitters release (mouse)
neurexin-1b, neurotransmitters release (mouse)
Bcl-2, apoptosis (human)
Beclin-1, apoptosis (human)
Oncogenes/Tumor suppressor: None
Toxic Genes: None
Host: Mammalian (established cell lines: HEK293; human); insect (established cell lines: Sf9); bacteria (E. coli K12: DH10Bac, E. coli B cells: BL21, Rossetta, Arctic) 
Proposed Microscopy Location(s):
NL05.120N				Samples: Non-Fixed
Animal Model: In vitro only
Proposed Research Areas: 
ND08.202	general lab / fume hood / sonicator 
ND08.208	tissue culture / biosafety cabinet / centrifuge
ND08.129	storage
ND08.410	French press
Required Training, Procedures, and Containment:  
In-Vitro Procedures: 
BSL1 – Standard molecular biology procedures
BSL2 – Manipulation of human cell lines when procedures involve the generation of aerosols and splashes 
PPE – Laboratory coat, gloves, and eye protection are required
Training: 1 individual requires 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



	Pathogen Registration for IBC review and authorization. 


PI: Shaw-Wei Tsen
Title: Selective disinfection of tissues by ultrashort pulsed laser treatment
Note: Renewal
Project Summary: 
In vitro studies to evaluate laser-based inactivation of biological agents. 
Work includes cultivation and quantification of E. coli followed by laser treatment and viability assessment using colony-forming assays. Influenza A viral stocks will be treated only within sealed vials and returned to collaborators.
Analysis focuses on determining the effectiveness of laser exposure on bacterial and viral viability.
Pathogen not genetically modified: Risk Group 2
Escherichia coli, 25922 
Influenza A, A/PR/8/34, A/WSN/33 
Oncogenes/Tumor suppressor: None
Toxic Genes: None
Host: None 
Notes: 
The PI will be growing bacteria for laser treatment, followed by bacterial culture.
PI will be using ready-to-use viral stocks for treatment with lasers within sealed vials.
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 bacterial stocks 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: All individuals have required training
2024-25 Lab Survey Results: No deficiencies found.

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



	 Biosafety Program Monthly Activity Reports 



	Other Business



	Adjourn Time: 1:01 pm
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