* Facilnes or wrnlesare  common sign of aging deveoping sl over e
Gue to repeated contraction of underlying facial muscles

+ Inthe upper face, 3 types of faciallines are common: lateral canthal lines (crow's fest
lines; CFL), caused by smiling or squinting; horizontal frontals lines (forehead lines;

FHL), caused by raising of the eyebrows; and glabellar lines (GL), caused by frowning’

With age, these upper facial lines (UFL) tend to become static and visible, even

when facial muscles are at rest

UFL can influence self-
psychological impacts*®

To determine the psychological impact of CFL and FHL individually and of the

3 UFL areas combine

To evaluate whether the 11-item Facial Line Outcomes (FLO-11) Questionnaire is
an adequate measure to assess CFL, FHL, and UFL psychological impacts

METHODS
Subjects

+ Two qualitative research studies (Figure 1) were conducted in adults with moderate.
or severe UFL (ie, CFL, FHL, and GL) at maximum contraction, as measured using
the investigator-rated Facial Wrinkle Scale with photonumeric guide (FWS; 0=none:
4=mild; 2=moderate;

+ Study 1 enrolled subjects aged 218 years with moderate or severe CFL at
maximum smile
Study2 envoHeﬂ o subjoct aged 16-65 years wih moderateor severs il a

elevation only, or in conjunction with moderate or severe orLat
i sl and modeats o sovas G ot s o

« Al subjects were fluent in Engish

+ Key exclusion criteria
— Prior periorbital surgery, facial or brow lf, or related procedure, or midfacial or

periral reatmentwih permanent softissue filrs. poltaafiucrthyiene
. or autologous

and may have a variety of

~ Nonablative vesuﬂaclng laserfight treatment, microdermabrasion, or superficial
peels within 3 month

~ Gosmetcprocecure with medium depth o deep facialchemicalpecs, mifacial
or periorbital laser skin resurfacing, or permanent make-up within 6 m

— Midfacial or periorbital treatment with non-permanent soft-tissue fllr within
the previous 12 months

~ Botulinum toxin treatment within 6 months

Figure 1. Study Designs
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Interview Conduct
* Bothstdies inluded a concept ltaton (CE) ghase,flwed by targeled

FLO-11 interviews were
i o i etorded,wib oach subject’s permission
In the CE phase, subjects were asked open-ended questions by trained interviewers
about the impacts of their particular : CFLin study 1,
and FHL or UFL combined (ie, CFL, FHL, and GL)in study 2
— Probing questions were asked, if necessary, to elicit concepts related to the,

impact P

Following the CE phase, subjects were asked o complete the FLO-11 questionnaire
and provide feedback on the relevancy of each item to the psychological impact of
heir partcular facial wrinkles.
Analysis
* Interview transcripts were imported into ATLAS i version 7.0 (Atlas.ti GmbH; Berlin,

Germany to it the arganizaton and analyss of qualtave data- Trascrls
‘were analyzed on an ongoing basis, using a grounded theory approach to produce
feh desaritons and tnebretal cxplanatons fo the opic
Codes consisting of root concepts elicited from the subjects and related to the
research questions were linked to relevan portions of the transcripttexts. Each
cuded transcript was reviewed by =2 members of the project team until

nsensus was reached

Atthe end of the coding process, the project team evaluated patters in the data,
with interpretation performed using a constant comparison method

Subjects
Study 1 enrolied 41 subjects with moderate or severe CFL (CFL cohort)

Study 2 included 29 subjects; 9 had moderate or severe FHL only and 20 had
moderate or severe CFL, FHL, and GL (UFL cohort

— In the latter group, 11 subjects in addition to the 9 with FHL only completed
interviews about their FHL (FHL cohort)

Study participants ranged in age from 24-72 years, and most were female and white
(Table 1)

Table 1. D

and Baseline C|

Characteristic Study 1 Study 2
CFLCohort  FHLCohot  UFL Cohort
(n=41) (n=20) (n=20)
Age, years, mean (SD) 507 (20.8) 447 (1556) 504 (13.8)
Age, years, range 25-69 24-72 24-72
Female, n (%) 36 (87.8) 14(70.0) 14 (70.0)
White, n (%) 34 (82.9) 17(85.0) 17(85.0)
CFL severity at maximum
smile, n (%)
Moderate 28 (68.3) - 11 (85.0)
Severe 11(268) - 9450
FHL severty at maximum
eyebrow elevation, n (%)
Moderate - 8400) 7(35.0)
Severe - 12(60.0) 13(65.0)
GL severity at maximum
frown, n (%)
Moderate - - 10 (50.0)
Severe - - 10 (50.0)
o

10 (24.4%)with severe CFL

(CFL_ crow' feet nes: FHL. forehead lns; GL, glabollar ines; UFL, upper facial ines.

crL glabelr nes: SO,
upper facil nos.

Concept Elicitation Phase Interview + Forthe UFL cohor, the most common psychological impacts were feeling bothered,
feeling older, feeling less confident, and fesiing less attractive (Figure 4B)
Study 1
Figure 3: The Most Commonly Reported (220% of Subjects)
’ ;::ur:;:xmmmn appearance and behavioral mpacts of GFL are shown in Appearance and Emotional Impacts of Forehead Lines (A) and Upper

Facial Lines (B) in Study 2

The most common psychological impacts of GFL were looking older than desired,
feeling depressed/sad, feeling older, and looking less attractive (Figure 28)
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- The most common appearance and behavioral impacts of FHL and UFL are shown
in Figures 3A and 38, respectively

+ The most common psychological impacts of FHL were feeling bothered, fesiing
self-conscious, feeling older, and feeling less confident (Figure 4A)
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Figure 4. The Most Commonly Reported (220% of Subjects) + The FLO-11 items most frequently reported
Psychological Impacts of Forehead Lines (A) and Upper Facial — CFL cohort: ltem 3 (feeling unattractive; 78.0%) and ltem 2 (feeling older than
Lines (B) in Study 2 desired; 70.7%)

— FHL cohort: ltem 3 (85.0%) and ltem 5 (feeling less attractive than desired; 85.0%)

A ~ UFL cohort: ltems 3 (feeling unatiractive; 80.0%) and 1 (bothered by lines),
5 (looking less attractve than desired), 9 (looking siressed), and 11 (feeling
o, good/bad about appearance) (each 70.0%)
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Several items of the FLO-11 questionnaire were frequently reported to be adequate © EAL il el AL T EE
measures of the psychological impact of CFL, FHL, and UFL overall. For example, feeling older, less attracti
Items 1, 3, and 5 elicited >68% response across all cohorts (Table 2) These facial lines

FLO-11 Questionnaire

. i al impacts, including
scious, and less confident

frequently reported

/e, and looking angry

and all 11 ltems on the

nological impact of CFL, UFL, and FHL,

Table 2. FLO-11 Items Reported as Psychological Impacts of Upper

e than 50% of subj ms, 9 ltems,
Facial Lines

L i
FLO-11 questionnaire
Interview question: Do you think that this questionnaire asks you questions respecively

about the psychological impacts of CFL? If 5o, which questions ask you about the
psychological impacts of CFL

The majority of subjec 1 is a comprehensive m
of the peychological mpaci of thelrpartular facal nes
Based on these finding

the FLO-11 is an appropriate and comprehe

Study 1 Study 2 measure of the psychological impactofC all fr
FLO-11 ltem, n (%) ot s
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