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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. BSL-3 spill 12/15/2025: BH announced a spill that was properly contained without 
injury/exposure and did not require reporting to NIH. 

ii. Status update of ABSL-3: BH announced that ABSL-3 is currently down due to fan 
failure. Fan replacement project will take 3-6 months. 
 

VI. Clinical Trial (Human Gene Transfer) Amendments and Notices: 
1. Schenk, Erin - # 24-2314: A Phase 3 Randomized Double-blind Study of Adjuvant 

Pembrolizumab With or Without V940 in Participants With Resectable Stage II to IIIB (N2) 
NSCLC not Achieving pCR After Receiving Neoadjuvant Pembrolizumab With Platinum-
based Doublet Chemotherapy (INTerpath-009) 

2. Bruckner, Anna - # 25-1076: Phase 4 Master Protocol for Patients Prescribed Prademagene 
Zamikeracel for the Treatment of Wounds 

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. Medina, Theresa - # 24-1672: Phase 3 Clinical Study Comparing Vusolimogene 
Oderparepvec in Combination with Nivolumab Versus Treatment of Physician’s Choice in 
Patients with Advanced Melanoma That Has Progressed on an Anti- PD-1 and an Anti-CTLA-
4 Containing Treatment Regimen [IGNYTE-3] 

5. Schwartz, Marc - # 22-1502: Open label, dose-escalation, and dose-expansion study to 
evaluate the safety, expansion, persistence and clinical activity of UCART22 (allogenic 
engineered T-cells expressing anti CD22 Chimeric Antigen Receptor) in patients with 
relapsed or refractory CD22+ B-cell Acute Lymphoblastic Leukemia (B-ALL) 

6. Kukreja, Janet - # 24-1264: A Phase 2, Open-Label Study to Evaluate the Safety and Anti-
Tumor Activity of Intravesical Instillation of TARA-002 in Adults with High-Grade Non-Muscle 
Invasive Bladder Cancer 

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

1. Alvarez, Enrique - # 25-2553: A PHASE I, MULTICENTER, OPEN-LABEL STUDY TO 
EVALUATE THE SAFETY, TOLERABILITY, CELLULAR KINETICS, AND 
PHARMACODYNAMICS OF P-CD19CD20-ALLO1 IN PATIENTS WITH MULTIPLE 
SCLEROSIS 
Biosafety level: BSL-2 with standard precautions 
NIH Section(s): III-C 
Approved = 15 
Opposed = 0 
Abstained = 0 
The IBC protocol presented was approved with the recommendation for administrative 
changes to update language references within the site-specific SOP document. 
 
*MJ joined the meeting at 9:10am. 
**AL, CW, and JH left the meeting at 9:14am. 
 

VIII. New Laboratory Protocol Reviews:  
1.  - # 1760: In Vivo Genetic Modulation Studies Using AAV Vectors in 
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ADPKD Mouse Models 
Biosafety level: BSL-1, ABSL-1, ABSL-2 
NIH Section(s): III-D-4, III-F 
Approved = 14 
Opposed = 0 
Abstained = 0 
The IBC protocol presented was approved with the recommendation for modifications 
required to address items including checking appropriate IBC protocol form checkboxes, 
clarifying procedure location details, and adding procedure details throughout the protocol as 
needed. 
 

2.  - # 1721: Role of Kidney Endothelium in Renal Disease 
Biosafety level: BSL-1, BSL-2 
NIH Section(s): III-D-1, III-F 
Approved = 14 
Opposed = 0 
Abstained = 0 
The IBC protocol presented was approved with the recommendation for modifications 
required to address items including updating recombinant product and procedure details, IBC 
protocol form checkboxes, procedure location details, and BSC certification details. 

 
IX. De Novo Laboratory Protocol Reviews: 

1.  - # 1221: Investigating therapy resistance, metastasis, and novel 
therapies in gynecologic malignancies. 
Biosafety level: BSL-2, ABSL-1, ABSL-2? 
NIH Section(s): III-D-1, III-D-2, III-D-4, III-E-1, III-F 
Approved = 14 
Opposed = 0 
Abstained = 0 
The IBC protocol presented was approved with the recommendation for administrative 
changes to address items including updating typographical errors, animal work details, 
research narrative details, biomaterial details, IACUC protocol expiration dates, IBC protocol 
form checkboxes, in addition to ensuring that the laboratory has the appropriate engineering 
controls selected, MTA documentation, and personnel listed in the IBC protocol form.  
 

2.  - # 1100: Investigations into host/pathogen interactions and innate 
immunity in retroviral and RNA virus infections. 
Biosafety level: BSL-1, BSL-2, BSL-3, ABSL-1, ABSL-2, ABSL-3 
NIH Section(s): III-D-1, III-D-2, III-D-3, III-D-4, III-E-1, III-E-3, III-F 
Approved = 14 
Opposed = 0 
Abstained = 0 
The IBC protocol presented was approved with the recommendation for modifications 
required to address items including resolving IBC protocol form inconsistencies, updating 
animal work details, updating research narrative details, adding procedure details, attaching 
appropriate SOPs as needed, and updating IBC protocol form checkboxes. 

 
X. Significant Amendment Reviews for Laboratory Protocols: 

1.  - # 1429: Regulation of immune response, metabolism and cancer 
Biosafety level: BSL-2, ABSL-2 
NIH Section(s): III-D-4 






