Minutes
Institutional Review Board - Institutional Biosafety Committee for
Human Subjects Meeting - IBC
December 19, 2025
Location: Virtual
Total Voting Members 10; Quorum 6
Members Present: Ana Nobis, MD, MPH (PS), Antonios Hatzopoulos, PhD (OS), 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: Bipin Savani, M.D. (PS)
Ex-Officio Members Present: None
Administrative Staff Present: James G Arrington, BA, CIP, Tiffany Alexander, MPH, BSN, RN, CIP
Guests: None
Meeting Called to Order: 8:33AM
Meeting Adjourned: 8:58AM

Announcements and Education
Merry Christmas and Happy Holidays to all! Have a wonderful rest of 2025, see you in 2026. I will release a new meeting link in the new year.

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 11/21/2025. No changes were provided. The minutes were approved as written.

IRB#: 251349
A Randomized, Double-Blind Placebo Controlled Phase 3 Trial of Descartes-08 in Patients with Generalized Myasthenia Gravis
PI: Amanda Peltier, M.D.
Sponsor: Cartesian Therapeutics, Inc.

Summary: This is a randomized, double-blind, placebo-controlled, multi-center Phase 3 trial to evaluate the efficacy, safety and tolerability of autologous T-cells expressing a chimeric antigen receptor (CAR) directed to  B-Cell maturation antigen (BCMA) in patients with antibody positive gMG.

Comments: The Reviewers presented a summary and comments followed by discussion. A Reviewer stated this is a randomized, double-blind placebo-controlled phase 3 trial of Descartes-08 in patients with generalized Myasthenia Gravis (MG). The Investigational Product (IP) is called Descartes-08 (CAR-T targeting BCMA+ cells). Target enrollment for the study is 100 participants. The study is being funded by industry sponsor, Cartesian Therapeutics. The Vanderbilt University Medical Center (VUMC) principal investigator is Amanda Peltier, MD with the Neuromuscular Division Department. All current key study personnel have the human subjects training to conduct or participate in this study. 
Myasthenia gravis (MG) is an autoimmune disorder that can lead to severe disability and death. This study evaluates CAR-T cells that target BCMA which is expressed on antibody producing B-cells. This study will be a multi-center double blind placebo-controlled Phase 3 trial of adult (≥18 years of age) participants with MG with grades 2-4 disease and elevated activities of daily living (ADL) score and detectable autoantibody scores. Women of childbearing age are to agree to use birth control and pregnant women are excluded. Patients on high doses of prednisone or on anti-CD20 biologics are excluded. Participants will be followed for 14 months. The primary endpoint is ≥3-point reduction in MG-ADL score. Subjects receive once weekly for six weeks of study drug or placebo in part one, then open label portion after four months where placebo patients can crossover and treatment arm can receive additional therapy if indicated. 
 The Biosafety Officer noted this product has been reviewed by the Committee in years previous. Another Reviewer noted this product, as presented does not appear to be changed from the previous submission of it, other than the indication it is being proposed for in research. 
The Committee discussed whether to ask for additional information regarding the mRNA structures and that the submitted information is sufficient as presented. 
The Pharmacy Reviewer noted the drug would be prepared and administered in the Stem Cell lab rather than with the Investigational Drug Services Pharmacy as it was incorrectly indicated on the IBC-HS Subcommittee Form. VHRPP staff noted this could be updated administratively. There were no comments for discussion from the Occupational Health Reviewer or the Community Members. The Committee agreed all concerns had been discussed and addressed and recommended approval with BSL-2 conditions under the NIH Guidelines. 
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: 10 (Total Members Voting: 10) For: 10 Against: 0 Abstained: 0 

