Minutes
Institutional Review Board - Institutional Biosafety Committee for Human Subjects Meeting - IBC
April 17, 2026
Location: Virtual

Total Voting Members 11; 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 Arrington, BA, CIP, Tiffany Alexander, MPH, BSN, RN, CIP
Guests: None

Meeting Called to Order: 8:33AM Meeting Adjourned: 8:46AM

Announcements and Education
Happy April! Thank you all for your continued efforts for our IBC-HS reviews! I know the PI's greatly appreciate it. Thanks to Dr. Johnson for leading us last month.

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 3/20/2026. No changes were provided. The minutes were approved as written.

IRB#: 230925
A phase 1 clinical trial to evaluate the safety and immunogenicity of ferritin nanoparticles expressing native-like HIV-1 envelope trimers followed by boost with mRNA lipid nanoparticles encoding a native-
like HIV-1 envelope trimer in adults without HIV


PI: Spyros A Kalams, M.D.

Sponsor: National Institute of Allergy and Infectious Diseases

Summary: The purpose of this study is to see if the study HIV vaccines are safe, if people are able to take them without discomfort, and how a person’s immune system responds to them.

Subcommittee:

Comments:

The Reviewers presented a summary and comments followed by discussion. A Reviewer stated this is a Phase 1 clinical trial to evaluate the safety and immunogenicity of ferritin nanoparticles expressing native-like HIV-1 envelope trimers followed by boost with mRNA lipid nanoparticles encoding a native-like HIV-1 envelope trimer in adults without HIV. The Investigational Product (IP) is DV702B2-RNA. The target enrollment is 36 participants, aged 18 to 55 years. The sponsor of the study is the National Institute of Allergy and Infectious Diseases. The Vanderbilt University Medical Center Principal Investigator, Kalams, Spyros A, Department of Infectious Diseases. All current key study personnel have the appropriate human subjects training to conduct the study.

A Reviewer summarized, this is a Phase 1 clinical trial to evaluate the safety and immunogenicity of ferritin nanoparticles expressing native-like HIV-1 envelope trimers to induce antibodies targeting the V3 glycan followed by boosts with mRNA lipid nanoparticles encoding HIV-1 envelope trimers in adults without HIV. This is an open label, multicenter, phase 1 clinical trial in the HIV Vaccine Trials Network (HVTN) Clinical Research Sites (CRSs). The ferritin nanoparticles (NPs) express 8 copies of an HIV-1 envelope (Env) protein trimer (V3G CH848 Pr-NP1) adjuvanted with either 3M-052-AF + aluminum hydroxide suspension (Alum) or ACU-026-001-1 (empty lipid nanoparticles [LNPs]). The boost is with ribonucleic acid (mRNA) LNP. Participants receive an injection and are observed for 60 minutes. Participants followed at 2 weeks, 2, 6 ,10, 16, 22 months. The primary objective is to evaluate safety and tolerability with secondary objectives evaluating antibody responses..

The Reviewer stated this Amendment continues to use a prime boost strategy first with a vaccine HVTN307, followed by mRNA lipid nanoparticles. 

The Committee agreed that all concerns had addressed and recommended approval of the study, under BSL-2 handling, 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
Abstained:
Quorum Notes

