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Recombinant and/or Synthetic Nucleic Acid Molecules Research Applications Review: 
During the review, the IBC assessed the containment levels in addition to the facilities, 
procedures, practices, training, and expertise of the laboratory personnel involved in recombinant 
and/or synthetic nucleic acid molecules research. Additionally, the IBC reviewed agent 
characteristics, types of manipulations planned, sources of the inserted nucleic acid sequences, 
the nature of the inserted nucleic acid sequences, and whether an attempt will be made to obtain 
expression of a foreign gene, and, if so, the protein that will be produced. The Principal 
Investigator must determine the applicable section(s) of the NIH Guidelines. 
 

V. New Business: 
1. Environmental Health and Safety Office Updates: None 
2. Biosafety Office Updates: 

i. BH informed confirmed the date for region 5’s listening session and called for 
questions from the committee members to provide on their behalf. BH to check if 
open registration is available. 
 

VI. Clinical Trial (Human Gene Transfer) Amendments and Notices: 
1. Kim, Sunnie - # 23-1329: A Phase 1b Study to Evaluate the Safety, Tolerability and 

Preliminary Efficacy of ATP150/ATP152, VSV-GP154 and Ezabenlimab (BI 754091) in 
Patients with KRAS G12D/G12V Mutated Pancreatic Ductal Adenocarcinoma 

2. Fabrizio, Vanessa - #22-0998: Phase I Dose Escalation and Preliminary Efficacy Study of 
Bispecific CD19 and CD22 Chimeric Antigen Receptor Co-Expressing T Cells (CD19x22 
CAR T) in Pediatric Patients with Relapsed and/or Refractory B-Cell Acute Lymphoblastic 
Leukemia (B-ALL) 

3. Benke, Tim - # 23-0323: A Phase 1 / 2, Open-Label Clinical Study to Evaluate Safety, 
Tolerability, and Efficacy of NGN-401 in Pediatric Subjects with Rett Syndrome. 

4. Kamdar, Manali - #21-2578: Phase 1 Study of Bispecific CD19 and CD22 Chimeric Antigen 
Receptor Co-Expressing T Cells (CD19x22 CAR T) in Adolescent and Adult Patients with 
Relapsed and/or Refractory B-Non-Hodgkin’s Lymphoma (B-NHL) 

5. Macy, Margret.- #24-1222: NANT2021-01: Phase II Study of Ex-Vivo Expanded Allogeneic 
Universal Donor Tgfβi Nk Cell Infusions in Combination with Temozolomide, Irinotecan, 
Dinutuximab, And Sargramostim in Patients with Relapsed or Refractory Neuroblastoma 

6. Schwartz, Marc - #22-0054: Phase 1/1b Safety and Tolerability Trial of CD19 Directed CAR 
T Cells in Adult Patients with B-Cell Acute Lymphoblastic Leukemia (B-ALL) with Minimal 
Residual Disease (MRD) Positivity at First Complete Remission 

 
VII. Clinical Trial (Human Gene Transfer) Protocol Reviews: 

1. Schwartz, Marc - # 25-0237: Expanded Access Program (EAP) for Obecabtagene 
Autoleucel (obe-cel) Out-of-specification (OOS) in Adult Patients with Acute 
Lymphoblastic Leukemia 
Biosafety level: BSL-2 with droplet precautions 
NIH Section(s): III-C 
Approved = 14 
Opposed = 0 
Abstained = 0 
The IBC protocol presented was approved with the recommendation for modifications 
required to address items including clarifying IP out of spec parameters, receipt and storage 
procedures, language regarding standard of care, and selecting appropriate protocol 
checkboxes. 
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2. Haverkos, Bradley - # 25-1099: The CAROLYN Trial: Lisocabtagene Maraleucel as First-
Line Therapy for Primary Central Nervous System Lymphoma (PCNSL) in Transplant-
Ineligible Patients 
Biosafety level: BSL-2 with droplet precautions 
NIH Section(s): III-C 
Approved = 14 
Opposed = 0 
Abstained = 0 
The IBC protocol presented was approved with the recommendation for administrative 
changes to address items including clarifying IP receipt and storage procedures. 
 

3. Alvarez, Enrique - # 25-2313: A Phase 1B, Open-label, Multi-center, Randomized Study 
Evaluating the Safety and Tolerability of AZD0120, an Autologous CD19/BCMA 
Targeting Chimeric Antigen Receptor T-cells, in Adults with Refractory Relapsing, or 
Progressing Multiple Sclerosis 
Biosafety level: BSL-2 with droplet precautions 
NIH Section(s): III-C 
Approved = 13 
Opposed = 0 
Abstained = 1 (HD) 
The IBC protocol presented was approved by the IBC with no further concerns. 
 

4. Kamdar, Manali - # 25-2042: A Phase 3 Randomized Controlled Trial of 
Rondecabtagene Autoleucel, an Autologous, Dual-Targeting Cd19/Cd20 Car T-Cell 
Product Candidate, Versus Investigator’s Choice of Cd19 Car T-Cell Therapy In 
Patients with Relapsed or Refractory Large B-Cell Lymphoma in the Second-Line 
Setting (Pinacle-H2H) 
Biosafety level: BSL-2 with droplet precautions 
NIH Section(s): III-C 
Approved = 14 
Opposed = 0 
Abstained = 0 
The IBC protocol presented was approved with the recommendation for administrative 
changes to address items including clarifying IP receipt, storage, preparation, transport, and 
administration locations, clarifying IP handling procedures, and selecting appropriate PPE 
checkboxes. 
 
*AL and CW left the meeting at 9:38am. 
 

VIII. New Laboratory Protocol Reviews:  
1.  - # 1749: Investigating Stem Cells and Tumors in the Brain 

Biosafety level: BSL-1, BSL-2 
NIH Section(s): III-D-1, III-D-2, III-E-1, III-F 
Approved = 13 
Opposed = 0 
The IBC protocol presented was approved with the recommendation for administrative 
changes to address items including clarifying active use of agents, updating the research 
narrative details, and updating the rDNA section details. 
 

IX. De Novo Laboratory Protocol Reviews: 
1.  - # 1020: B cells and immune responses in health and during 
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infections, cancer, and autoimmunity 
Biosafety level: BSL-1, BSL-2, ABSL-1 
NIH Section(s): III-D-1, III-D-2, III-E-1, III-F 
Approved = 13 
Opposed = 0 
Abstained = 0 
The IBC protocol presented was approved with the recommendation for modifications 
required to address items including clarifying administration of agents to animals, active 
use/storage of agents, details regarding the shipping/receipt of agents and associated 
permits, research narrative details, and procedure location details. 
 

2.  - # 1389: Optical imaging and photostimulation of brain and peripheral 
nerve 
Biosafety level: BSL-2, ABSL-1 
NIH Section(s): III-D-4-a, III-F 
Approved = 13 
Opposed = 0 
Abstained = 0 
The IBC protocol presented was approved with the recommendation for administrative 
changes to address items including selecting appropriate protocol and PPE checkboxes. 
 
*SK left the meeting at 9:58am. 

   
3.  - # 1640: Role of lung tissue stem/progenitor cells in exposure 

mediated lung diseases 
Biosafety level: BSL-1, BSL-2, ABSL-1 
NIH Section(s): III-D-1, III-D-2, III-D-4, III-E-1, III-E-3, III-F 
Approved = 13 
Opposed = 0 
Abstained = 0 
The IBC protocol presented was approved with the recommendation for modifications 
required to address items including selecting appropriate protocol checkboxes and clarifying 
the use of human materials. 
 

4.  - # 1051: Molecular Pathogenesis and Immunity of Arthropod-Borne 
Pathogens and other Virus Infections 
Biosafety level: BSL-2, BSL-3, ABSL-2, ABSL-3 
NIH Section(s): III-D-1, III-D-2, III-D-3, III-D-4, III-E-1, III-F 
Approved = 12 
Opposed = 0 
Abstained = 1 (TM) 
The IBC protocol presented was approved with the recommendation for administrative 
changes to address items including selecting appropriate protocol and PPE checkboxes as 
well as updating research narrative details. 
 
*PD left the meeting at 10:20am. 
 

5.  - # 1074: Regulation of Retinal Development 
Biosafety level: BSL-2, ABSL-1 
NIH Section(s): III-D-4, III-F 
Approved = 12 






