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ABSTRACT

Background: Radil nes n the cheok area can be associaled wih an older and ess aracive

appearance. In a prospective, oper valuated

Juvederm’ VoI (VYC-17 5U)—a hyaluronic acid-based filer Wi ldocaing developed uaing Wcros:‘
reating cheek lines.

the effect of VYC-17.5L

treatment on perceived age and atiractiveness.
Methads: A samplo of 53 French women aged 40t 65 years recaved VYC.17.5L rsament n boh

on Day 45. Tiedon oo fectn volumes o/ 40 L and 20 m were used fornial and toucup ratment
with VYC-17.5L, respectively. rall
Gynamic radil cheek inas when smiing using e Glabal Acsnetc mprovement Seae (GAIS) Secondary

the GAIS, subject Seff tion and natural
ook of treated areas, and instrument-assessed nhanges in roughness, amplitude, and texture of radial
cheek lines (DermaTOP®). Additional

, [Cutometer”], and i [ Cl).

{mean age, 23,2 yars) who viowed phnbghiphs and videos of subjects (-ken belore !rn(menl and on day
before or-

bt luded i
Results: On Day 45, 8% of subjectsreportd thel racilcheok s were much Improved or mproved
on GAIS, and independent investigators rated 95% of subjects s responders. Subjects who perce
themselves as the same age or older versus their current age before treatment (n=38) perceived memselves
onaverago ss 20 yasrs 55 yers youngar respectoly afo rssimart. Moan salsfacton

naurallook of eale areas on Day 45 was 7.9 and 72 out of 10, espectivly Staic and dmamicr radel
Cheok Ines wero signitcanty improved wih respec o roughness, amptude,

W

\mpmved skin waler content
(P<0.0001),

Analyses
analy Endpoint

the baseline (Day 1) to Day 45 in dynamic radial
smiling, using |he Global Aesthetic Improvement Scale (GAIS; 2=much improved,
e, ~2=much worse)

Secondary Endpoints
+ Investigator-assessed improvemen
GAIS

dynamic radial cheek lines from baseline to Day 45 using

— Subjects achieving a GAIS score of 1 or 2 (.mpmea or much improved) for both cheeks wer
classified as partal Pose wih 3 GAIS score o 1 or 2
o only 1 chack, nonespenders were tase wih a GAIS scoe <0 o both ehoeks

+ Subject assessments of realment at Day 45:

— Change from baseline in Self-Perception of Age (SPA; Q: How do you think your facial appearance
looks compared to your age today? A: | look my current age; I look N years younger; | look N
years older)

— Naural ok of trstment of dynemic racial cheek s, satfactn with reatmentof dyraric
radial cheel i ofhood of eccmmenting the Wsatment o ancther paron, osch
usmg 2 10-point scale (0-not atal, 10-very
. toDay 4
dynamic and static radial cheek lines at maximum smi
[EOTECH SA, Marcoussis, France])

Additional Analyses
* Changes in skin quality

jes in skin qualty parameters from baseline to Day 45 in subjects'left or right cheek at
rest: skin hydration measured by MoistureMeterD® (Delfin Technologies Ltd., Kuopio, Finland),

ampitude, and texture for
(measured via DermaTOP* finge projection

change in overal thickness. In the photo feview, lay assessors judged faces as significanty younger
after treatment (P<0.001), with perceptions of atiractiveness remaining unchanged. A smaller proportion
of identified

P untreated faces in treatment
y ported ISRs ) bruising (30.2%), and
15 days. N ported.

Conclusions: VYC-17 5L is efecive for cortecing dynamic rdial check s, wih 6% o
jects reg iprovement 45 ays after treatment. Treatment resulted in instrument-as:

mproverants i $kin qualty and pemepuon o younger age as evaluatad by subjects and muepenuem

assessors. In addition, lay  treatment with VYC-17.5L

enough to allow Independent observers t relaby dentiy treated versus unteated faces.

INTRODUCTION

+ Facial appearance, includi , affects a 's age, health, and
and facial i i self-esteem'*

* Injectable hya\ummc acid (HA) gels may be used to correct wrinkles and folds in the cheeks, known
s “smile lines” or radial cheek lines, which can extend from the periorbital area to the masseter region®

* YCAT 8L vt Vol Alergan l Dubin renc), an i based fler indicated or e
treatment of deep skin depressions due using
Vycross* technology (Allergan pic, Dubin, reland) which omoines on-and high-molecular-weight
Fito mprove he o crosslinking efficiency of the HA chains; the tightly crosslinked HA network yields a
Pigher acoety 9o i reaia i capachy and Improvee responise urapliy’

« The purpose of this study was to evaluate VYC-17.5L treatment
cheekline skin depressions

METHODS

Study Design

+ Aprospective, uncontrolled, open-label ta single site in the
effeciveness of VYC-17.5L for treating dynamic radial cheek lines (ANSM registraton number
2016-A00909-42)

+ VYC-17 5L treatment was administered to subjects in both cheeks on Day 1 with optional touch-up.
treatment on Day 14; follow-up occurred through Day 45 ater nital reatment

Subjects

+ Women aged 40 to 65 years

« Inclusion criteria
~ Allergan Fine Lines Scale score <3 (5-point scale: 0=none, 1=1

iffuse)*
— Agreement to refrain from facial skin-care regimen changes and antiwrinkle, filler, or skin

resurfacing procedures or treatments during the study

- Exclusion criteria
- Anﬁcoagmam therapy during, 10 days before, or 3 days after study treatment

flammatory drugs or substances that increase coagulation time 10 days before or 3 days afler
nmy treatment

= Facial surgery, ssuo grafing, o tssue augmenlation with sicane, at. o oher permanentor

emi-permanent derma\ filers during the study; temporary facial dermal filer njections within the

Jear befoe the s

red by Cutometer® (Courage +Khazaka Electronic GmbH, Cologne,
Galmany), and skin density/thickness measured by DermaScan® C (Cortex Technology, Hadsund,

. Independsm lay panel review

and health by lay during their review of
photographs and wdecs of subjects smiling at baseline and Day 45
 The order of each subject’s before and after images was randomized, and evaluators were
asked to indicate which face they considered to be younger looking, healthier, and more
attractive
— Lay evaluator assessments of treatment noticeability during a review of videos of subjects smiling
either before or after treatment
Safety
 Injection site responses (ISRs) and adverse events (AEs) monitored by investigators
Statistics
- Quanitative variables summarized descriptively (.., mean, median)
- Paired t-test or Wilcoxon signed rank test for significance of changes from baseline.

RESULTS

Subjects
« Subjects were French women, most with Fitzpatrick skin phototypes Il and Ill (Table 1)

Table 1. Baseline Demographics

Characteristic Subjects (I
Age, median (range), years 57 (40-65)
Weight, mean (SD), kg 60 (10.0)
Fitzpatrick skin phototype, n (%)"

20(38)
" 24.(45)
v 9(17)

1o low-p e Doy

popiton cked 153 e

s wers i suecs wih Fzpatic skinphtaype .V and V1.

Treatment

+ 53 subjects received VYC-17.5L in radial cheek lines on both cheeks (Day 1)

* 49 (627 subjects recived  olctup ijecon o the ight check and 48 (91%) received a toucup
injection on the left cheek on Day 14

* Median total injection volumes were 4.0 mL (range, 2.0-4.0) foriniia treatment and 2.0 mL (range,
1.0-4.0) for touch-up treatment

Improvement in Dynamic Radial Cheek Lines

+ On Day 45, 98.1% of subjects reported that ineir adial check incs were improved or much mproved
from baseline; only 1 subject (2%) reported no change (Figure 1)

« Similarly, investigators classified 95.2% of subje(ﬂs as mwnaers o treatment

+ No subjects or investigators reported that radial cheek lines were worse o much worse

Fall Cli

Figure 1. Subjects With Improved or Much Improved Dynamic Radial Cheek
Lines on the GAIS After Treatment With VYC-17.5L
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Self-Perception of Age

* Thero was o 24cd incroese i tha roporton of sutjects who eportedlokingyourger olouing
VYC-175L veatment Figure

+ Subjects Ives as the age or older than their t baseline
(n=38)percived remsalves on average as 2.0 years and 5.5 years younger, respectively, after
treatme

Flgure 2. Subjects’ Self-Perception of Age After Treatment With VYC-17.5L
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. and g VYC-17 5L treatment and
stated that they would recommend treatment to a friend (Figure 3)
Figure 3. Subject Ratings for Satisfaction With Treatment, Natural Look of
Treatment, and Likelihood to Recommend Treatment
10

Average Score

s
s
7
6
5
s
3
2
1

Ratingssased o 2 10 poit scaie (1ot s, 0=very et

Instrument-Assessed Changes in Wrinkle Parameters
* Staic and dynamic ol cheek ines signifcaty improved it rspest  roughness, ampiude,
and texture measures at Day 45 after treatment vs baseline (P<0.001 for all comparisons)
~ Figure 4 shows improvements from baseline to Day 45 in roughness, amplitude, ndtoture
through minimized skin depressions/creases, increased smooth areas, and less pronounced
raised areas/bumps

Analysis of Skin Quality Measures
« Treatment with V'YC-17.5L significantly improved skin hydration, elasticity/firmness, and density over
baseline, with no significant change in overall thickness (Table 2)

al Dermatology Conference, Las Vegas, October 1.

Figure 4. Images of
Dynamic Radial Cheek Line Parameters With \WCAAT 5L Treatment:

Baseline Day 45

e creasng g of ised areasups.

Table 2. Improvement From Baseline in Skin Hydration, Elasticity/Firmness,
Density, and Thickness With VYC-17.5L Treatment

Skin Quality Parameter Instrument Day 45 vs Baseline
Tysd'r:r«'w‘m measured at skin depth of 0.5 and e oo
Elasticity/firmness Cutometer P<0.05
Density DermaScan C P<0.0001
Thickness DermaScan C NS

NS, ot sigiant.
Table 3. Results of Independent Lay Panel Photographic Review

IR e e [ o
activeness Judgments, Mean (SD)
Belore Treatment
[ Women

242(52)  204(56)

After Treatment

278(2)  316(56)

Age
Which looks younger?*>
Health

T T 299(73) 268(52) 221(73)  252(52)
Atractiveness
e el 262(47)  256(63) 268(47)  264(63)
s (P00
055

SO s on
Independent Lay Panel Reviews
« Atotal of 550 lay evaluators (mean age, 23.2 years) assessed the age, health, and attractiveness of
subjects in photographs and videos
— Those who viewed photographs of wbﬁm at baselme and Day 45 judged hces as significantly
). wi

tr (P<0.001 inchanged (Table 3)
Women evaluators were more liely man oot vew images after treatment as younger than before
treatment (P<0.05)

Figure 5. Representative Images Of Female Subjects (Subject A, 62 Years Of
Age; Subject B, 64 Years Of Age) With Radial Cheek Lines At Baseline And

At Day 45 Are Shown. Both Subjects Achieved a GAIS Score of 1 (Improved)
by Day 45. Both Subjects had a SPA Score of 2; at Day 45, Subject A Reported
Feeling 10 Years Younger And Subject B Reported Feeling 2 Years Younger
vs Baseline.

Subject A SubjectB.

CONCLUSIONS

+VYC-17.5L is effective for correcting dynamic radial cheek lines, with 98% of
subjects reporting improvement on Day 45

« Treatment with VYC-17.5L led to significant improvements in instrument
assessed wrinkle parameters and skin quality

« Subjects who had been treated with VYC-17.5L in their radial cheek lines
were independently assessed as younger looking and perceived themselves
as younger looking

- Despite statistically significant effects of VYC-17.5L treatment on age ratings,
independent observers were unable to consciously discern treated vs
untreated faces; these findings suggest that treatment with VYC-17.5L can
yield natural-looking outcomes

+ VYC-17.5L demonstrated an acceptable safety profile for the treatment of
radial cheek lines, with ISRs mostly mild and as expected
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Safety Evaluation

+ ISRs were reported by 33 of 53 subjects, with the most common being hematoma, bruising, and
mass, and most being mild in severity (Table 4)

* Most ISRs resolved within 15 days

- N and reported ISRs

Table 4. Injection Site Responses

identified a smaller

for filer reatment

Category. N (%)
Bruising 16(30.2)
Hematoma 18 (34.0)
Moderate 1(1.9)
Induration Mild 2(38)
Mass Mild 12(226)
Pain Mild 2(38)
Pruritus Mild 1(1.9)
Swelling Mild 1(1.9)
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