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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: 
A. Environmental Health and Safety Office Updates: None 
B. Biosafety Office Updates: 

i. BH updated the IBC regarding the use of EHSAssistant (OnSite Systems, Inc.) to 
create a protocol form to be used for future clinical trial applications once the testing 
phase has been completed. 
 

VI. Clinical Trial (Human Gene Transfer) Amendments and Notices: 
1. Podoll, Amber - # 23-2341: SC291-102: A Phase 1 study evaluating SC291, a hypoimmune, 

allogeneic CD19-directed CAR T cell therapy, in subjects with severe relapsed or refractory 
autoimmune diseases (GLEAM) 

2. Thomas, Janet - # 21-4252: A Phase 3, Randomized, Double-Blind, Placebo-Controlled 
Study of Adeno-Associated Virus Serotype 8 (AAV8)-Mediated Gene Transfer of Human 
Ornithine Transcarbamylase (OTC) in Patients with Late-Onset OTC Deficiency 

3. McCandless, Shawn - # 23-2307: A Phase I/II First-in-Human, Open-Label, Dose-Escalation 
Study to Evaluate the Safety and Efficacy of a Single Intravenous (IV) Administration of 
ECUR-506 in Males Less than 9 Months of Age with Genetically Confirmed Neonatal Onset 
Ornithine Transcarbamylase (OTC) Deficiency 

4. Gutman, Jonathan - # 23-0111: Intermediate-Size Population Expanded Access Program 
(EAP) for Ciltacabtagene autoleucel (cilta-cel) Out-of-Specification (OOS) in patients with 
Multiple Myeloma 

5. Kamdar, Manali - # 19-3011: JCAR017-FOL-001: A Phase 2, Open-label, Single-arm, 
Multicohort, Multicenter Trial to Evaluate the Efficacy and Safety of JCAR017 in Adult 
Subjects with Relapsed or Refractory Indolent B-cell Non-Hodgkin Lymphoma (NHL) 

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

1. Angelos, Mathew - # 25-0718: Phase 1, Open Label, Dose Escalation Study to Evaluate 
the Safety, Expansion, Persistence, and Preliminary Clinical Activity of Autologous 
CD64 CAR T Cells in Patients with Relapsed and/or Refractory Acute Myeloid 
Leukemia (AML) or High-Risk Myelodysplastic Syndromes (HR-MDS) 
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 a comment to be sent to the clinical team to 
address a potential typographical error regarding a dose discrepancy. 
 
*AL left the meeting at 9:16am. 
 

2. Gate Biomanufacturing Facility (GBF) - 25-018A_CD64: General CAR-T Cell 
Manufacturing Process Summary 
Biosafety level: BSL-2  
NIH Section(s): III-D-1, Appendix K 
Approved = 13 
Opposed = 0 








