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Introduction

Platysma prominence (PP) is contour disruption of the lower face and neck due to platysma muscle
activity. Two phase 3, multicenter, double-blind, placebo-controlled (DBPC) studies demonstrated the
safety and efficacy of a single treatment of onabotulinumtoxinA (onabotA) for moderate to severe PP.

Objective
In this open-label (OL) extension, long-term safety and effectiveness in participants receiving up to 3
onabotA treatments was evaluated.

Materials and Methods

In the DBPC study, adults with Moderate to Severe PP, assessed by the clinician and participant using
Allergan Platysma Prominence Scales (C-APPS and P-APPS, respectively), received onabotA or placebo. In
the OL study, participants received up to 3 onabotA treatments. Efficacy analyses included a composite
endpoint of Grade 1 (Minimal) or 2 (Mild) and >2-grade improvement from baseline using C-APPS and
P-APPS, achievement of grade 1 or 2 on C-APPS or P-APPS, and achievement of >1-grade improvement
from baseline on C-APPS or P-APPS.

Results

OL study participants (N=292; mean age, 49.6y) were mostly female (93.5%) and White (90.8%), with 89.7%
completing the study. Treatment-related adverse events (TRAEs) were all mild in severity. No serious TRAEs
or trends in frequency or types of events were observed. Adverse events of special interest were reported
by 4 onabotA-treated participants: dysphagia (n=4) and facial paresis (n=2), none were assessed as distant
spread. Participants achieving composite endpoint at Day 14: 33.0%/40.9%/40.0%/50.0% during treatment
cycles 1/2/3/4, respectively. Participants achieving grade 1 or 2 at Day 14: 54.7%/63.9%/60.0%/70.0%
(C-APPS), and 50.4%/59.0%/57.1%/70.0% (P-APPS). Participants achieving a >1-grade improvement at Day
14: 84.3%/92.0%/90.0%/98.0% (C-APPS), and 83.6%/90.4%/87.0%/94.0% (P-APPS).

Conclusion

Repeat onabotA treatment demonstrated a consistent and acceptable safety profile with no new safety
signals. Efficacy of onabotA in treating PP was maintained or improved throughout the study. Day 14
responder rates were similar to or better than the lead-in study across all treatment cycles.



