Minutes
Institutional Review Board - Institutional Biosafety Committee for
Human Subjects Meeting - IBC
June 12, 2026
Location: Virtual
Total Voting Members 11; Quorum 6
Members Present: Antonios Hatzopoulos, PhD (OS), Christopher Aiken, Ph.D. (OS), Donna Torr, PharmD (OS), Kimberly Towers, BS (NS), Richard DiTullio, PhD (OS), Rolinda Bailey, BSMT(ASCP) (NS), Jennifer Gaddy, PhD (OS)
Members Absent: Ana Nobis, MD, MPH (PS), Bipin Savani, M.D. (PS), Cary Fu, M.D. (PS), Douglas Johnson, M.D., MSCI (PS), Paul Blair, MD, MDS (PS)
Ex-Officio Members Present: None
Administrative Staff Present: Alexis Marcum Gilmore, MPH, CCRP, CIM, James Arrington, BA, CIP, Tiffany Alexander, MPH, BSN, RN, CIP
Guests: None
Meeting Called to Order: 8:32AM
Meeting Adjourned: 9:09AM
Announcements and Education
Thank you all for your willingness to change the meeting a week earlier this month. Thank you to Dr. Gaddy for joining us and helping for June. July meeting should be on plan for July 17th. EAP discussion with NIH Guidance for future planning. Newly designed BSO for Rich is active!

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 5/15/2026. No changes were provided. The minutes were approved as written.

IRB#: 231191
Intermediate-Size Population Expanded Access Program (EAP) for Ciltacabtagene autoleucel (cilta-cel) Out-of-Specification (OOS) in patients with Multiple Myeloma
PI: Olalekan Oluwole, M.D., MPH
Sponsor: Jannsen Research and Development LLC
Summary: This is a multi-patient expanded access for the use of the investigational agent ciltacabtagene autoleucel (cilta-cel) for patients with multiple myeloma.
Comments:
The Reviewers presented a summary and comments followed by discussion. A Reviewer noted this proposal requests approval for expanded access of Ciltacabtagene autoleucel (cilta-cel, aka CARVYKTI) for use to treat patients with multiple myeloma in cases in which the product has not met the required specifications. The product is thus referred to as cilta-cell OOS (Out Of Specification). The Sponsor of the study is Janssen Research and Development, LLC and is providing the product. The Principal Investigator at Vanderbilt University Medical Center is Dr. Olalaken Oluwole, Division of Hematology/Oncology. All current key study personnel have the appropriate human subjects training to conduct/participate in the study process.
From a biosafety standpoint, the procedures are like others that have been approved by the Committee in the past, so there are no significant concerns at this time. The company also argues that NIH does not require IBC approval with the documentation provided. The Committee discussed and noted that there had been previous reviews for other studies that fall under this same out of specification designation. Addiitionally, VHRPP staff noted the documentation provided from the NIH communication notes that there still may be institutional requirements outside of the NIH requirement for review so this would be up to the institution. Currently, the IBC-HS has been reviewing these Expanded Access Protocols; however, future discussions and training will be made available after initial discussion with VHRPP and research leadership to determine an institutional precedence moving forward. 
Community Members provided input from personal perspective as well as a lab perspective.
The Pharmacy Reviewer noted that expanded access products are not billed to participants. The Reviewers considered this for discussion.
The work will be performed in the Stem Cell processing lab (MCN C3217) and Outpatient Transplant Unit (TVC 2603).
The Committee discussed the aforementioned concerns and agreed there were no specific biosafety issues to note. Additionally, the Committee agreed to approve the study under BSL-2 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: 7 (Total Members Voting: 7)
For: 7 Against: 0 Abstained: 0
Abstained:
Quorum Notes
