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INTRODUCTION SUBJECTS and METHODS RESULTS

 Two injection volumes (0.05 mL and 0.08 mL) of Dysport® (abobotulinumtoxinA [ABO];
manufactured by Ipsen Biopharm Ltd, Wrexham, UK), reconsituted in either 1.5 mL or 2.5 mL
of sterile preservative-free 0.9% sodium chloride for injection USP, respectively, are approved
for the treatment of glabellar lines (GLs)'
Even though both injection volumes are approved for reconstitution in the US label, many injectors
tend fo believe that with the higher dilution volumes of neurotoxins, the greater risk of foxin

spread or other unwanted safety issues’
« This study aimed to show both injection volumes result in similar efficacy and safety profiles

Subject Selection and Methods

 This 120 day, mulfi-cent ized, subject- and evaluator-blinded study enrolled sub|ecls
with moderate Glabellar Line Severity Scores (GLSS=2) to severe (GLSS=3) who were naive
to botulinum toxin treatment in the facial area

« Subjects were randomized (by age, gender, blinded evaluator GLSS) to receive either 0.05 mL/
injection (Group A) or 0.08 mL/injection (Group B). Subjecs received 1 treatment which consisted
of 5 injections in the glabellar area. Each subject received a fotal of 50 U (10 Ufinjection site) of
AB

Demographics
« Sixty subjects (24-64 years old; mean age of 45.8 years) were enrolled. Subjects were primarily
female (86.7%) and Caucasian (96.7%) with moderate (25%) and severe (75%) GLLS scores at
maximum frown (baseline).
Glabellar Line Severity Scores
 46.7% of subjedts achieved at least a 1-point reduction in GLSS (based on combined subject and

blinded evaluator assessments) within 48 hours using either injection volume rhls increased fo
88.3% overall by 30 days post-treatment (Figure 1,

Onset of Effect
« Asearly as 24 hours post-treatment, OOE was reported for 30.0% of subjects (based on combined
subject and blinded evaluator assessments) with no significant difference between treatment
groups. Within 48 hours, 73.3% of subjecis had reported OOE.
« Within 24 hours post-treatment, 26.7% of subjects in Group A and 33.3% of subjects in Group B
experienced OOE (based on subject and blinded evaluator assessments); this increased to 76.7%
and 70.0% within 48 hours post-treatment, respectively (Figure 3).
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and subject ), at 30 days post-treatment using a validated 4-point photographic
scale® for evaluators and a static 4-point categorical scale for subjects
Secondary Endpoints
Subject and blinded evaluator assessment for Onset of Effect (OOE) at all time points
The proportion of =1-point and = 2-point (omEosne responders at each study visit,
by evaluating the GLSS change from baseline (subject, blinded evaluator, and treating
invesfigator assessments)
Treating investigator satisfaction at day 30 using 5-point Likert scale
Subject satisfaction with appearance and naturalness of results using a subject questionnaire
and 5-point Likert scale (1=strongly disagree; 5=strongly agree) af 30 and 120 days post-
freatment

.

where 26.7% of subjects in Group B were considered composite responders compared to only 6. %
in Group A (P=.0377; Figure 2a)

At 30 day post-treatment, 90.0% of subjects in Group A and 86.7% of subjects in Group B were
considered composite responders (Figure 20!

For Group A composite responders at day 30, 70.0% achieved at least a 2-point reduction from
baseline in GLSS. For Group B composite responders at day 30, 63.3% achieved at least a 2-point
reduction from baseline in GLSS (Figure 2b).
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At 30 days post-treatment, the majority of subjects (80.0% Group A, 83.3% Group B) agreed or

strongly agreed they were satisfied with how they looked compared to baseline (16.7% Group A,

16.7% Group B) and most subjects remained in agreement at day 120 (63.3% Group A, 66.7%

Group B; Figure 4a)

At 30 days post-treatment, the majority of subjects (90.0% Group A, 93.3% Group B) agreed

or strongly agreed that treatment provided a natural looking appearance compared to baseline

(40.0% Group A, 36.7% Group B) and most subjects remained in agreement at day 120 (80.0%

Group A, 80.0% Group B; Figure 4b)

Safety

« Atotal of 13 treatment emergent adverse events (TEAEs) were reported in 6 subjects (3 subjects

from each treatment group); 9 TEAEs reported in 3 subjects were assessed as related fo treatment
(2 subjects in Group A, T subject in Group B; Table 1)
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