IBC Minutes for July 17, 2026
Location: Virtual
Total Voting Members 10; Quorum 6
Members Present: 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), Antonios Hatzopoulos, PhD (OS), Bipin Savani, M.D. (PS), Cary Fu, M.D. (PS), Christopher Aiken, Ph.D. (OS)
Members Absent: Ana Nobis, MD, MPH (PS)
Ex-Officio Members Present: None
Administrative Staff Present: Alexis Marcum Gilmore, MPH, CCRP, CIM, James Arrington, BA, CIP
Guests: Dr. Jennifer Gaddy - alternate Committee Member present for Annual Training.
Meeting Called to Order: 8:32AM
Meeting Adjourned: 9:35AM
Announcements and Education
IBC-HS Annual Training today; Redcap Survey for Committee Evaluation and Feedback releasing this afternoon.
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 6/12/2026. No changes were provided. The minutes were approved as written.

 IRB#: 260387
The Impact of Pre-Operative Abobotulinumtoxin-A Injection on Paramedian Forehead Flap Donor Site Scar Aesthetics- A Randomized Controlled Trial
PI: Shiayin Yang, MD
Sponsor: Galderma R&D, SCN
Summary: The purpose of this study is to conduct a prospective randomized study to evaluate the effect of pre-operative injections of Abobotulinumtoxin-A (BTX-A) to the forehead donor site on cosmetic appearance and patient satisfaction following paramedian forehead flap reconstruction (PMFF) of nasal Mohs micrographic surgery defects.
Comments:
The Reviewers presented a summary and comments followed by discussion. A Reviewer stated this study investigates the impact of pre-operative Abobotulinumtoxin-A injection on paramedian forehead flap donor site scar aesthetics. The is an investigator-initiated study. The Investigational Product (IP) is abobotulinumtoxin-A. The Principal Investigator is Shiayin F. Yang, MD, Department of Otolaryngology at Vanderbilt University Medical Center. All current key study personnel have the appropriate human subjects training documented to conduct the study.
The Reviewer noted this is a randomized, controlled trial where pre-operative BTX-A injections are not currently used prior to paramedian forehead flap (PMFF) reconstruction. However, the positive impact of BTX-A injections on post-operative scar appearance and quality has been well demonstrated in the literature. Current practice allows access to a large, diverse patient population undergoing paramedian forehead flap (PMFF) nasal reconstruction following Mohs Micrographic Surgery (MMS). This study will randomize patients undergoing paramedian forehead flap (PMFF) reconstruction of Mohs Micrographic Surgery (MMS) nasal defects, with their consent, to receive pre-operative Abobotulinumtoxin-A or saline injections. Investigators aim to demonstrate the impact of BTX-A injections to the donor site prior to PMFF reconstruction on post-operative cosmetic outcomes and patient satisfaction. Investigators anticipate collecting 50 patients over the course of two years.
The drug is lawfully marketed as a prescription drug product and this investigation is not intended to support any other significant change in the labeling for the drug; this investigation does not involve a route of administration or dosage level or use in a patient population or other factor that significantly increases the risks (or decreases the acceptability of the risks) associated with the use of the drug product. This is a Vanderbilt only study. The Reviewer noted no specific biosafety concerns.
The Biosafety Representative noted that the drug, as currently being used is FDA approved; therefore, is no longer subject to the select agent guidance. The Pharmacy Reviewer noted the information pointed out by the Reviewer is captured in the IRB Application. 
There were no comments for discussion from the Community Members. The Committee agreed all concerns had been addressed and did not request anything additional. The Committee agreed to approve the study according to the NIH Guidelines 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: 10 (Total Members Voting: 10)
For: 10 Against: 0 Abstained: 0
Abstained:
Quorum Notes
