


Minutes
Institutional Review Board - Institutional Biosafety Committee for
Human Subjects Meeting - IBC
November 21, 2025
Location: Virtual
Total Voting Members 10; Quorum 6
Members Present: Ana Nobis, MD, MPH (PS), Antonios Hatzopoulos, PhD (OS), Bipin Savani, M.D. (PS),
Cary Fu, M.D. (PS), Christopher Aiken, Ph.D. (OS), Donna Torr, PharmD (OS), Douglas Johnson, M.D.,
MSCI (PS), Kimberly Towers, BS (NS), Paul Blair, MD, MDS (PS), Richard DiTullio, PhD (OS), Rolinda
Bailey, BSMT(ASCP) (NS)
Members Absent: None
Ex-Officio Members Present: None
Administrative Staff Present: James Arrington, BA, CIP, Karlee Sine, BS, MPH, Tiffany Alexander, MPH, BSN, RN, CIP, Xuewen Gong, B.S.
Guests: None
Meeting Called to Order: 8:31AM
Meeting Adjourned: 9:29AM

Announcements and Education
Happy Thanksgiving to those who celebrate! Meeting for December will be 12/19/2025. Make sure to mark the unavailability calendar or let me know! Upcoming things: Subcommittee Form for IBC-HS is getting a makeover, will be sending out for feedback once I have a draft; BSO form for Rich is in progress.

Reveal Possible Conflicts of Interest
None

Review and Approval of the Previous Minutes and Review of Approvals by the Chair
The Chair polled the committee for corrections to the minutes for the meeting dated 9/19/2025. No changes were provided. The minutes were approved as written.


IRB#: 251463
VICCCTTP 25021 (AZD0120-AL-201) A Phase 1b/2 Study of AZD0120 (also known as GC012F), a
Chimeric Antigen Receptor T Cell Therapy Targeting CD19 and B Cell Maturation Antigen in
Participants with Relapsed or Refractory AL Amyloidosis
PI: Muhamed Baljevic, MD
Sponsor: AstraZeneca
Summary: The purpose of this study is to determine the safety and efficacy of AZD0120 in adult participants with relapsed/refractory AL amyloidosis.
Subcommittee:
Comments:
A Reviewer stated, this is a phase 1b/2 study of AZD0120 (also known as GC012F), a Chimeric Antigen Receptor T Cell therapy targeting CD19 and B Cell maturation antigen in participants with relapsed or refractory AL amyloidosis. The Sponsor for the study is: AstraZeneca AB, Sweden. The Investigational Product is AZD0120. The Principal Investigator at Vanderbilt University Medical Center is Dr. Muhamed Baljevic, MD, Hematology/Oncology. All current key study personnel have the appropriate human subjects training to conduct the study.
This is a phase 1b/2 study (acronym ALACRITY) of AZD0120 (also known as GC012F), an autologous, dual Chimeric Antigen Receptor T-cell (CAR T) therapy against CD19 and B-cell Maturation Antigen (BCMA) in subjects with Relapsed or Refractory Amyloid light-chain (AL) Amyloidosis. GC012F was granted orphan drug designation by the Food and Drug Administration (FDA) in November 2021.
The primary objective of the Phase 1b study is to evaluate the safety and tolerability and determine the recommended phase 2 dose (RP2D) of AZD0120 in subjects with relapsed/refractory AL Amyloidosis. The secondary objectives are to evaluate the efficacy, immunogenicity and cellular kinetics (CK) of AZD0120. The primary objective of the Phase 2 study is to evaluate efficacy.
Secondary objectives include evaluation of safety, immunogenicity and overall health effects of AZD0120.
Phase 1b will recruit about 36 subjects in four dose escalation groups to determine the RP2D of AZD0120. Participants will be evaluated for Dose Limiting Toxicities (DLTs) within the first 28 days following AZD0120 infusion. Phase 2 will recruit about 79 subjects that will be followed for safety and efficacy for up to two years after AZD0120 infusion and for up to 15 years to monitor for risks of replication-competent lentivirus (RCL) and lentivirus insertion sites. A study-specific Safety Review Committee (SRC) will provide ongoing safety surveillance of the study, with regularly scheduled reviews of safety, cellular kinetic(s) (CK), and other relevant data. Safety evaluations will include adverse effects (AEs), laboratory test results, vital sign measurements, physical examination findings, and assessment of Eastern Cooperative Oncology Group (ECOG) performance status. Efficacy will be evaluated based on levels of residual disease, organ response, survival rates, etc.
Another Reviewer noted some concerns with a few items in the informed consent documents, specifically, the subject injury language and follow up points. The Committee held discussion on these items, noting IRB purview over these specific concerns. VHRPP staff also noted that the subject injury language is part of the research template that has been vetted by the VUMC legal reviewers and is used in all greater than minimal risk studies. VHRPP staff noted this would be addressed further at the IRB review. The Reviewer also commented on the locations portion of the IBC-HS form, noting timing and content changes to the form. VHRPP staff noted this section was designed to provide where/location of different procedure points within the study, not details of how to evaluate each step. This section was for location only for the Committee to assess appropriateness of each section under the NIH Guidelines.
There were no Community Member, Occupational Health Reviewer or Pharmacy Reviewer comments for discussion at this time. The Biosafety Representative noted this study could be categorized under BSL-2 conditions under the NIH Guidelines. The Committee agreed all concerns had been addressed and recommended approval.
Motion: The Committee found that the description of the agent, use, precautions, and risks are appropriately described in the submitted documents including the consent document(s). The Committee found that the requirements for protocol submission, review, and reporting per Section III-C and section III-C-1 NIH Guidelines for Research Involving Recombinant or Synthetic Nucleic Acid Molecules have been met. Approval was recommended.
Total votes for Approve: 11 (Total Members Voting: 11)
For: 11 Against: 0 Abstained: 0 Abstained:
Quorum NotesIRB#: 251187
Sponsor: 
Summary: This Phase 1 double-blind, randomized, sham-controlled dose escalation study will test the safety and tolerability of a single dose ST-503 gene therapy through AAV9 vector in patients with refractory pain due to idiopathic small fiber neuropathy (iSFN).
Subcommittee:
Comments:
The Reviewers presented a summary and comments followed by discussion. The study population is women who are either post-menopausal or who have undergone hysterectomy, ≥18 years of age with a confirmed diagnosis of The study aims to enroll approximately 15-27 participants across 10-12 sites. and the Vanderbilt
University Medical Center (VUMC) Principal Investigator (PI) is Amanda Peltier, MD, Department of
Neurology. All current key study personnel have the appropriate human subjects training to conduct the study.
There is an estimated prevalence in the United States of 13 per 100,000 with symptoms typically developing after 50 years of age. No treatments are specifically indicated for people with less than 50% of patients achieving a pain reduction of 50% with treatment, so there is a high unmet need for more effective treatments.
The ICD is clear, and risks are well delineated.
The Biosafety Representative indicated this product would be reviewed under BSL-1 conditions, but for sterility, would be prepared in a biosafety cabinet (BSL-2). The Occupational Health Reviewer, Secondary Reviewer and Community Members indicated no specific biosafety issues. The Committee agreed there were no biosafety issues to note and recommended approval under the NIH Guidelines with BSL-1 conditions.
Motion: The Committee found that the description of the agent, use, precautions, and risks are appropriately described in the submitted documents including the consent document(s). The Committee found that the requirements for protocol submission, review, and reporting per Section III-C and section III-C-1 NIH Guidelines for Research Involving Recombinant or Synthetic Nucleic Acid Molecules have been met. Approval was recommended.
Total votes for Approve: 11 (Total Members Voting: 11)
For: 11 Against: 0 Abstained: 0 Abstained:
Quorum Notes
IRB#: 251068
Protocol # J3Z-MC-OJAA - A Phase 1/2a Open-Label Ascending Dose Study to Evaluate the Safety and Effects of LY3884961 in Patients with Parkinson’s Disease with at Least One GBA1 Mutation PI: Amy Brown, MD
Sponsor: Prevail Therapeutics, Lilly USA LLC
Summary: Participants in the moderate to severe stages of Parkinsons disease will receive one dose of LY3884961, an investigational gene therapy product, by injection into the cisterna magna to find out what effects, good or bad, this gene product has on Parkinsons. 
Subcommittee:
Comments:
The Reviewers presented a summary and comments followed by discussion. A Reviewer stated this is a phase 1/2a open-label ascending dose study to evaluate the safety and effects of LY3884961 in patients with Parkinsons Disease with at least one GBA1 mutation. The Sponsor is Prevail Therapeutics, a wholly-owned subsidiary of Eli Lilly and Company. The Principal Investigator is Amy Brown, MD, with the Neuro-Movement Disorders Division at Vanderbilt University Medical Center. All current key study personnel have the appropriate human subjects training to conduct the study.
LY3884961 (previously referred to as PR001A) is the investigational biological agent, adeno-associated virus (AAV) serotype 9 (rAAV9.CBA.GBA1), a nonreplicating recombinant AAV of serotype 9 (rAAV9), which expresses human glucocerebrosidase-1 (GBA1). 
Currently, there are two ongoing Phase 1/2a studies evaluating LY3884961 delivered by intra-cisterna magna (ICM) injection in subjects with PD-GBA (J3Z-MC-OJAA, formerly PRV-PD101) and GD2 (J3Z-MC-OJAB, formerly PRV-GD2-101). A Phase 1/2 study to assess the safety, tolerability, and efficacy of systemically delivered LY3884961 in subjects with peripheral manifestations of GD is ongoing (Study J3Z-MC-OJAE).
Parkinson's disease is a common movement disorder (lifetime risk 1% to 2%) classically characterized by motor symptoms and gait impairment and progressing to more severe neuropsychiatric symptoms, cognitive impairment, and dementia in later stages of the disease.
The Reviewer noted no specific biosafety concerns of note.
Another Reviewer agreed with these comments and had nothing additional to include for this study. There were no concerns for discussion from the Occupational Health Reviewer or Community Members. The Pharmacy Reviewer noted no pharmacy concerns. Per VUMC policy, all gene therapies are to be handled as hazardous so while this is a BSL-1 it will need to be prepared in a biosafety cabinet. The Biosafety Representative agreed with the conditions for preparation and sterility.
The Committee agreed there were no issues to impact the study and recommended approval.
Motion: The Committee found that the description of the agent, use, precautions, and risks are appropriately described in the submitted documents including the consent document(s). The Committee found that the requirements for protocol submission, review, and reporting per Section III-C and section III-C-1 NIH Guidelines for Research Involving Recombinant or Synthetic Nucleic Acid Molecules have been met. Approval was recommended.
Total votes for Approve: 11 (Total Members Voting: 11)
For: 11 Against: 0 Abstained: 0 Abstained:
Quorum Notes
IRB#: 251539
CTT25034 A Phase 1/2 Multi-Center Study Evaluating The Safety And Efficacy Of LYL314, A
CD19/CD20 Dual-Targeting Chimeric Antigen Receptor T Cell Therapy In Participants With Aggressive B-Cell Non-Hodgkin Lymphoma PI: Bhagirathbhai Dholaria, MD
Sponsor: Lyell Immunopharma
Summary: This study is being performed to assess the safety, tolerability, and preliminary clinical effects of a single dose of LYL314 administered to patients with aggressive B-cell non-Hodgkin lymphoma, including DLBCL, tFL, FL3B, PMBCL, and HGBL after lymphodepleting chemotherapy.
Subcommittee:
Comments:
The Reviewers presented a summary and background of the study for comment and discussion. The Reviewer stated that this is a study of dual targeted Chimeric Antigen Receptor (CAR) T cell for CD19 and CD20 in several B cell lymphomas. The study Sponsor is Lyell Immunopharma, under the direction of Dr. Bhagirathbhai Dholaria, MD with Hematology/Oncology at Vanderbilt University Medical Center. All current key study personnel have the current human subjects training in order to conduct the study.
Phase One (which VUMC is not participating) is three plus three design with expansion in multiple cohorts. Phase II of the study is up to 120 patients with two plus prior lines of therapy. Therapy includes: standard leukapheresis and conditioning chemotherapy; single dose of CAR-T administration; and monitoring. The study has optional second course. The Reviewer had no specific biosafety concerns.
 

VHRPP staff confirmed that the FDA requires a minimum of 15 years long term follow up period for research studies using investigational products. 
 
There were no comments for discussion from the Pharmacy Reviewer, Occupational Health Reviewer, or Community Members. The Biosafety Representative noted that Biosafety level 2 (BSL-2) practices and containment are recommended. The Committee agreed that there were no issues to impact biosafety and recommended approval under the NIH Guidelines pending aforementioned request.
Motion: The Committee found that the requirements for protocol submission, review, and reporting per
Section III-C and section III-C-1 NIH Guidelines for Research Involving Recombinant or Synthetic Nucleic Acid Molecules have not been met. Approval is pending review and approval of the requested changes above.
Total votes for Approve Pending Changes: 10 (Total Members Voting: 10)
For: 10 Against: 0 Abstained: 0 Abstained:
Quorum Notes
Dr. Bipin Savani was not present for the discussion or vote. Quorum was maintained.
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