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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: 

a. BH announced and briefly detailed the United States Government Policy for Stopping 
High-Risk Life Sciences Research 

b. BH announced and briefly detailed the NIH Biosafety Policy for Research Involving 
Biohazards draft and open comment period for replacing the NIH Guidelines once 
approved 
 

VI. Clinical Trial (Human Gene Transfer) Amendments and Notices: 
1. Kamdar, Manali - # 21-2578: Phase 1/1b 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) 

2. Kukreja, Janet - # 21-4846: A Phase 3 Study of CG0070 in Patients with Non‐Muscle 
Invasive Bladder Cancer (NMIBC) Unresponsive to Bacillus Calmette‐Guerin (BCG) 

3. Moreland, Larry - # 22-1353: A phase 1 study to Evaluate the Safety, Tolerability, 
Pharmacokinetics, Pharmacodynamics, and Activity of Single Ascending Doses of 
SBT777101 in Subjects with Rheumatoid Arthritis 

4. Knupp, Kelly - # 25-2098: ENDEAVOR: A Clinical Study to Evaluate the Safety and Efficacy 
of ETX101, an AAV9-Delivered Gene Therapy in Infants and Children with SCN1A-positive 
Dravet Syndrome 

5. Wolf, Andrew - # 25-2749: A Phase 1/2a, Open-Label, Dose-Escalation Study to Evaluate the 
Safety and Preliminary Efficacy of TRX319 in Subjects with Primary or Secondary 
Progressive Multiple Sclerosis 
 

*SM joined the meeting at 9:05am. 
 
VII. Clinical Trial (Human Gene Transfer) Protocol Reviews: 

1.  - # 26-1029: A Phase 1/2 Open-Label Dose Escalation and Dose 
Expansion Study to Evaluate the Safety, Tolerability, and Efficacy of 
Intracerebroventricular Administration of LTS-101 in Children with CLN2 Disease 
Biosafety level: BSL-1 
NIH Section(s): III-C 
Approved = 16 
Opposed = 0 
Abstained = 0 
The IBC protocol presented was approved with the recommendation for modifications 
required to address contradictions and SOPs regarding viral shedding and excrement 
management. 
 

2.  - # 26-1214: A Phase III, Open-Label, Randomised, Multicentre Study 
of Consolidation with a Single Administration of AZD0120, a Dual-Targeting 
Autologous Chimeric Antigen Receptor T-cell (CAR-T) Therapy Directed Against BCMA 
and CD19, Compared with continuous Standard Therapy in Participants with NDMM 
Who Are Ineligible to Receive ASCT as Initial Therapy (DURGA-5) 
Biosafety level: BSL-2 
NIH Section(s): III-C 
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Approved = 14 
Opposed = 0 
Abstained = 2 (HD and ZJW) 
The IBC protocol presented was approved with no further committee concerns. 

 
**JH and CW left the meeting at 9:30am. 
 

VIII. New Laboratory Protocol Reviews: None 
 

IX. De Novo Laboratory Protocol Reviews: 
1.  - # 1116: Neural interface technology drives structural and functional 

plasticity 
Biosafety level: BSL-1, BSL-2, ABSL-1 
NIH Section(s): III-D-4-a, III-E-1, III-F 
Approved = 16 
Opposed = 0 
Abstained = 0 
The IBC protocol presented was approved with the recommendation to address minor 
administrative items including adding details to the research narrative, updating checkboxes 
for animal tissue use, updating risk group designations, updating rDNA product descriptions, 
and clarifying BSC details. 
 

2.  - # 1159: Circuit mechanisms of motor control 
Biosafety level: BSL-1, BSL-2, ABSL-1, ABSL-2 
NIH Section(s): III-D-1, III-D-2, III-D-4, III-F 
Approved = 16 
Opposed = 0 
Abstained = 0 
The IBC protocol presented was approved with the recommendation for modifications 
required to address adding biomaterial procedures, selecting correct IBC protocol 
checkboxes, updating BSC details for consistency, and adding use of proper engineering 
controls. 
 

3.  - # 1243: Animal and cellular models to identify proteome differences in 
aging and diseased hearts 
Biosafety level: BSL-1, BSL-2, ABSL-1 
NIH Section(s): III-D-1, III-D-2, III-F 
Approved = 16 
Opposed = 0 
Abstained = 0 
The IBC protocol presented was approved with the recommendation to address minor 
administrative items including adding recombinant product details. 
 

4.  - # 1435: Phenotypic characterization of middle ears of A2ml1- 
and Muc5b-mutant mice 
Biosafety level: BSL-2, ABSL-2 
NIH Section(s): III-D-4, III-F 
Approved = 16 
Opposed = 0 
Abstained = 0 
The IBC protocol presented was approved with the recommendation for modifications 
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required to address updating infectious agent details, adding micro/infectious agent details, 
and clarifying the BSL for animal studies. 
 

5.  - # 1467: Host-Microbiota Studies 
Biosafety level: BSL-2 
NIH Section(s): III-D-2, III-F 
Approved = 16 
Opposed = 0 
Abstained = 0 
The IBC protocol presented was approved with the recommendation for modifications 
required to address updating research narrative details, removing outdated IBC protocol 
details, and updating micro/infectious agent details as needed. 
 

*SM left the meeting at 10:01am. 
 

6.  - # 1468: Molecular mechanisms of excitatory and inhibitory synapse 
cross-talk in plasticity and pathology 
Biosafety level: BSL-1, BSL-2, ABSL-1 
NIH Section(s): III-D-1, III-D-2, III-E-1, III-F 
Approved = 15 
Opposed = 0 
Abstained = 0 
The IBC protocol presented was approved with the recommendation for modifications 
required to address adding details in the research narrative, updating agent concentration 
details, adding plasmid descriptions, and providing consistency regarding live animal work. 

 
7.  - # 1473: Capillary control of cerebral blood flow, and its 

disruption in small vessel disease. 
Biosafety level: BSL-1, ABSL-1 
NIH Section(s): III-D-4, III-E-1, III-F 
Approved = 15 
Opposed = 0 
Abstained = 0 
The IBC protocol presented was approved with the recommendation for modifications 
required to address simplifying research narrative details to be more concise and appropriate, 
adding cell and plasmid use details, selecting appropriate engineering controls, updating 
procedure details, and adding micro/infectious agent details. 
 

8.  - # 1486: Characterization of Genetic Mutations that Cause Human 
Immune Disease 
Biosafety level: BSL-1, BSL-2, ABSL-1 
NIH Section(s): III-D-1, III-D-2, III-D-3, III-E-1, III-E-3, III-F 
Approved = 15 
Opposed = 0 
Abstained = 0 
The IBC protocol presented was approved with the recommendation for modifications 
required to address updating the IBC protocol form for clarity, updating rDNA procedure and 
micro/infectious agent details, adding downstream procedure details, clarifying use of cells 
and transgenic animal work, updating IBC protocol checkboxes, and modifying NIH 
Guidelines checkboxes as needed. 
 






