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ABSTRACT

Background: The removal of unwanted body fat using a non-invasive techiggiesirable to patients and
physicians. We describe a controlled multi-center clinical assessing the safety and efficacy of a focused

therapeutic ultrasound device for non-invasive body contouring.

Methods. Eligible healthy adult subjects were enrolled to tkgeeimental or the control group at five sites.
The experimental group received one treatment with the Colftbutevice (UltraShape Ltd., Israel) in the
abdomen, thighs, or flanks and were evaluated over a 12 week perfathcyEbutcomes were reduction of
circumference and fat thickness. Circumference reductioncaapared to the untreated group and to an
untreated area (thigh) within the treated group. Safety momitancluded laboratory testing (including

serum lipids), pulse oximetry, and liver ultrasound.



Results One hundred and sixty four subjects participated in the stLRlf gubjects in the experimental
group and 27 in the control (untreated) group. A single Contourré&fment was safe, well tolerated, and
produced a mean reduction of ~2 cm in treatment area circumdesiadc~2.9 mm in skin fat thickness. The
majority of the effect was achieved within two weeks and wastained at 12 weeks. No clinically
significant changes in the measured safety parameteesreesrded. Seven adverse events were reported,

all of which were anticipated, mild, and resolved within the study period.

Conclusions The Contour I™ device provides a safe and effective noniirevdechnology for body

contouring.



INTRODUCTION

Body contouring by liposuction is the most frequently performed cosreatigery procedure in the
United States, with an estimated 455,000 cases in 200%is number represents less than 1% of the
potential pool: 45 million Americans diet every year to imprbealth and enhance body contour, and even
this is a small portion of the one hundred and thirty million Acagis who are overweight® Liposuction
methodology has evolved over several decades to yield a procéadire tsafer, amenable to regional
anesthesia or conscious sedation, and can be performed in an outpettiexf’ Despite the many
advances in the liposuction technique, it retains risk and discobyfeirtue of its invasive nature, and post-
procedure recovery may require extensive downtime and compressinang® In addition, even when

clinically well-tolerated, hemodynamic and metabolic changes octhe iimmediate post-surgical day/s.

Ultrasound-assisted liposuction (UAL) accounted for 21% of lipasagiiocedures in 2005 Internally-
applied ultrasound improves the liposuction technique by disrupting adijsssie**® This advantage is
offset to some degree by the increased technical skill ezhjamd the increased risk of injury to the skin at
sites of direct contact between the probe and the skin, diie tivermal effects of the currently available

ultrasonic probes.

Existing non-invasive and minimally-invasive technologies foproming the appearance of skin and
subcutaneous fat appearance, such as deep body massage, radiofreane light-based treatments, have
gained popularity due to their minimal downtime, relative safety, and codpestidit in temporary reduction
in the appearance of cellulit¥®®> However, they are suboptimal for body contouring as they praitle
modest and temporary circumference reduction, require multiplenegats for effect, provide short-term
results, and may require maintenance therapy. Their useréfafeelimited to treatment of the superficial

3



subcutaneous layer for temporary reduction in the appearance ofit&&l*> Furthermore, unlike
liposuction, they do not aim to remove excess subcutaneous faather to tighten the overlying skin or to
improve circulation, with theorized secondary effects of reduditegn@ and mobilizing intracellular fat by
inducing biochemical lipolysis in intact adipocytes. Thera meed for a technology that provides improved

durability.

A method of delivering ultrasound to the fat without depositing Bagmit ultrasound energy in the skin
would provide the benefits of ultrasound disruption of fat with tgresafety. Furthermore, an ideal non-
invasive method of delivering energy would reduce periprocedurabidityr such as infection, scarring,

anesthesia-related complications, and other risks associateslvgtbal procedures.

We describe here the pivotal clinical trial which demonsiréite safety and efficacy of the Contour I™
(UltraShape Ltd., Israel), a non-invasive device for body contourifigs device utilizes pulsed ultrasound

at parameters designed to produce non-thermal effects in the subcufaheous

MATERIALS AND METHODS

This pivotal phase Il clinical trial, conducted at five cesit@ in the USA, 1 in the UK and 2 in Japan)
between August 2004 and June 2005, was approved by the relevantionstitueview boards/ethics
committees for the protection of human subjects. All pagidip provided informed consent prior to their

enrollment in the study.



Screening and Enrollment

One hundred and sixty four (164) healthy volunteers were enrallédis prospective, multi-center,
comparative study designed to assess safety and efficacgimfla treatment with the Contour I™ system
(UltraShape Ltd., Israel) at different body areas (abdomerhghay flanks). One hundred and thirty seven
(137 total; 25-30 at each clinical site) participants weregasdi to the experimental (treated) group and
twenty seven (27; 5-6 at each clinical site) participanteaaontrol (untreated) control group. The male-to-
female participant ratio was 1:2. Participants were agegbigars and had subcutaneous fat thickness of at
least 1.5 cm in the area to be treated, as measured with a moatrpich caliper. At the screening visit
subjects underwent physical examination and liver ultrasound, and sesimolated from whole blood via
venipuncture for laboratory testing. Individuals with cardiac pacemafbdominal wall hernias, pregnancy,
diabetes, hepatitis, HIV positivity, coagulation disorders ornteaggestion of anticoagulants, history of
exposure to highly fat-soluble compounds, as well as subjects who failed therggtesting were excluded.
Females of child-bearing potential were enrolled onlyiifigiswo methods of contraception. Treatment area

assignment was dictated by clinical assessment of each subjeetibydstigator.

Measurements

Immediately prior to the procedure (Day 0), the area to beette@bdomen, thighs, or flanks) was
marked and fat thickness in the marked area was confirmétebpvestigator to be at least 1.5 cm with a
pinch caliper. Each participant was weighed and measured for &meuoe (cm) at the treatment area and
at the internal control area (thigh). Circumference waasmred via a standardized measuring technique
using a specially designed and validated apparatus that providesremeants at a constant height and under
constant tension. Ultrasound assessment of fat thickness fmmperformed with a specially-designed
apparatus that held the diagnostic ultrasound transducer skithat a constant pressure. Photography was

performed with a dedicated 35-mm camera, set at fixed focal length andcond&ant lighting.



Treatment with the Contour |™

A topical anesthetic (EMLA Cream - lidocaine 2.5% and prilocdlr&®o; AstraZeneca) was applied
under occlusion for 90 minutes before the procedure. The EMLAnoness removed and a skin-compatible
treatment oil, provided by the manufacturer, was applied to serve as anacougling medium. Treatment
was applied using the manufacturer’'s pre-set and unchangesbifegs Pulse oximetry was assessed

throughout the procedure.

The treatment was performed using a handpiece whose positionfgnargtored and guided by the
Contour I™ real-time video tracking and guidance system. Tlukitigsystem directs the user’'s movement
of the transducer to the immediately adjacent treatment position satifatirea within the marked treatment
area is treated once and only once, thereby ensuring uniform anddreoag energy delivery throughout

the entire marked treatment area (Figure 1).

The treatment lasted 60-120 minutes, depending on the size ofdlmdnt area. A fixed energy dose,
preset as a single spot or “node” energy dose, was delivereshipsurface area treated. The experimental
group received a single Contour I™ treatment on Day 0. Control values wemreddeom subjects who were
untreated but followed over the time of the protocol. No subjecterwent a sham procedure. After
treatment, participants were instructed to resume regular dailytiastand eating habits to maintain baseline
body weights. Follow-up visits for both experimental and control gro@ps scheduled on Days 1, 3, 7, 14,

28, 56, and 84.



Efficacy Assessments

At each follow-up visit, participants underwent photography, weigharg measurement of the
circumference of the treated and internal control areas. Theated thigh was used as an internal control to
indicate circumference changes that were unrelated to #egtrfor example induced by weight loss.
Change in circumference was assessed as the differenceebaticcumferences measured at follow-up visits
(Days 1, 3, 7, 14, 28, 56 and 84) and the pre-treatment circumfefzag®). Ultrasound measurements of

subcutaneous fat thickness were performed before treatment (Dayd@) Bags 14 and 28.

Safety Assessments

Safety assessments included laboratory testing, pulse oxjmieey ultrasound, and adverse event
monitoring. The laboratory evaluation included complete blood calm@mistry (sodium, potassium,
creatinine, urea, calcium), fasting lipids (total cholesté#Bll., LDL, and triglycerides), liver markers (ALT,
AST, LDH, alkaline phosphatase, total bilirubin, albumin), as aglcomplete urinalysis. These parameters
were recorded at all study visits (Days 0, 1, 3, 7, 14, 28, 56 and Bdlse oximetry was continuously
monitored during the Contour I™ treatment and was measured befbmtantreatment and on Day 1 to
assess potential pulmonary adverse effects. Liver altrabwas performed before treatment and at Day 14
and 28 to identify treatment-induced fatty infiltration of the livé\dverse event occurrence was monitored

throughout the study. Two-point discrimination testing was performed atriaaatl at Day 28.



Statistical Analysis

Circumference reduction and fat thickness reduction from the tlead body areas were combined for
analysis. Data were analyzed using SAS software (SASuiiestiCary, North Carolina). All tests applied
were two-tailed, and a p-value 00.050 was considered statistically significant. Within eadumgr the
paired t-test was applied for testing differences betwleaseline (Day 0) assessment and follow-up
assessments for quantitative parameters. The two-sangdewds applied for testing differences between
the treated and untreated study groups for quantitative parartfatetsckness reduction and circumference

reduction, participant demographics). The data were expressed as memmaaudirror of the mean.

RESULTS

Subject Disposition and Baseline Demographic Charac  teristics

A total of 164 subjects participated in the study: 137 in trete@degroup and 27 in the untreated control
group. Overall, 96 females and 41 males received treatment, aathdle$ and 6 males were in the control,
untreated group. There was no significant difference in subjsetiba characteristics among study centers.
In addition, the proportion of experimental and control subjects wadasi across study centers.
Assessments of demographic and baseline parameters (agét, wedight, BMI, and fat thickness by
ultrasound) showed no statistically significant differences &etwthe experimental and control groups

(Table ).

The distribution of participants across treatment area gralggoinen, flanks and thighs) is summarized
in Table Il. The experimental group distribution among treatmesatsaras: 41% abdomen, 34% flank, and
25% thigh. Only females underwent Contour I™ treatment in the #rigga The control group distribution
across measurement areas was: 52% abdomen, 30% flank, and 18%Tthegcontrol group for thighs was

composed only of women.



Efficacy of the Contour I™ in Circumference Reductio n

A single treatment resulted in a mean circumference reduxfio® cm at 12 weeks, with a response rate
of 82% (Figure 2). In the experimental (treated) group the mieaumference reduction from baseline was
significant at all time points except Day 1 (p<0.001 on Days 84n2 84; p=0.223 Day 1). Approximately
77% of the observed circumference reduction occurred within ¢4 afatreatment. The response of the
abdomen, thighs and flanks was comparable: there was noiclyissignificant difference in the mean
circumference reduction at each of these treatment arabke(Ill). The response of males and females was
similar, with a mean circumference reduction of 1.8 cm in femahd 2.2 cm in males on Day 84 (p=0.368).

Responses across the five clinical sites were comparable (p>0.10fna @oints).

In the control group, circumference reductions were combined forpamtive analyses to the
experimental group. When compared to the control (untreated) groupir¢benference reduction in the
experimental group was significant at all time points, excegt D§<0.001 on Day 14 and Day 28, and
p<0.006 on Day 84; p=0.227 on Day 1). Within the control group, no statidiffeences were observed in

the mean circumference reduction from baseline (Figure 2, p=0.149 at Day 84).

An untreated thigh area served as an internal control ardlaef treatment area in the same participant for
both the treated and untreated group. This internal controlnghgléd to indicate circumference changes
that were unrelated to treatment, for example induced by wiesght No statistical differences were detected
between the experimental and control groups for circumferenceticdot the internal control area at all
time points (p=0.195 at Day 84). As shown in Figure 3, in the expetahgroup, the treated area
circumference was significantly reduced (p<0.001 at Day @ative to the internal control area
circumference at all time points except Day 1. No statibficignificant weight reduction was observed in

the treated or untreated group (p=0.288 at Day 84).



Photographs of six participants are depicted in Figure 4. A patvient response in the lower abdomen
of a male participant is shown in panel A. At Day 28, circuerfee at the abdomen was reduced by 4.5 cm
from baseline measurement while his weight remained staklegdhe study time period. (+0.2 kg relative
to baseline. A female participant experienced a reduction afM.th circumference of the upper thighs at
Day 28, with a small change in weight (-2.5 kg) (panel B). In p@néhe post-treatment flank contour of a
male participant had a reduction of 3.5 cm in circumference, vathal increase in weight (+1.8 kg). Panel
D demonstrates reduction in the flanks of a female participatht,a -2.6 cm reduction with a small weight
loss of 1.8kg at Day 28. In panel E, a female had her abdomen tredtad3a4 cm reduction was measured,
she had a 2.1 kg weight loss during the 28 days. Panel F is of gpanatgpant who had an abdominal

reduction of 3.0 cm in circumference at Day 28, with a change in weight (-3.1 kg).

Fat Thickness Evaluation

In the experimental group the fat thickness was reduced freeliba by 2.6 mm on Day 14 and by 2.9
mm on Day 28 (p<0.001 for both Day 14 and Day 28; Figure 5). Approxingiétyof the reduction in fat
thickness occurred within 14 days of treatment. Figure shoegreasentative sonogram, demonstrating a 4
mm reduction in fat thickness at Day 14. No statisticHeminces were observed in the control group
(p=0.368 at Day 14 and p=0.246 at Day 28). Responses across therival dites were comparable

(p=0.037 at Day 14 and p=0.068 at Day 28).

Safety

The treatment is safe and well tolerated, and no clinicayifcant treatment-associated changes in
laboratory values were observed. Notably, no treatment-inducedtieles in serum lipids or lipoprotein
levels were detected (data not shown). Pulse oximetry readimgng the treatment and at Day 1 were
within normal range (94-99% JfCsaturation). Analysis of liver ultrasounds showed no treatmented

changes. No clinically significant changes in two-point discriminatiae wbserved.
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No serious adverse events were reported throughout the studgen Bealized adverse events were
observed during the treatment session, and no further eventseperted during the follow-up period. All
adverse events were related to the treatment procedure amdntieipated. One participant reported a mild
tingling sensation during treatment, which resolved immediaiplyn completion of treatment. Three
participants were noted to have mild erythema, which resdiyete Day 1 follow-up visit. One patrticipant
developed sparse purpuric lesions which resolved by the7Dagit. Two participants developed small
blisters. Of these, one resolved within three days; the otheregsmgl to a dermal erosion and was treated

with topical antibiotics. At the Day 84 visit, the erosion was healéumwild residual erythema.

DISCUSSION

Our clinical study shows that the Contour I™ as the first nonsimeafocused ultrasound technology for
body contouring is safe and effective. These results wergstent among five international clinical sites
with a total of 164 subjects. The devices were presetaningle power setting and one treatment protocol,
and all clinical sites had control subjects. All principleestigators were trained by the manufacturer prior

to initiation of the study.

This focused ultrasound procedure reduced the circumference trettied areas. Average reduction in
the circumference was ~2 cm in the abdomen, thighs and flanks. re@betion in circumference was
corroborated by a reduction in fat thickness, as assessed byuwtidaseasurement. The majority of the
effect — 77% of the circumference reduction and 85% of the fat thickroessioen — was seen within the first
14 days after treatment, and additional reduction was seentlwwefiollowing weeks. The effect was
maintained for at least the study period of 12 weeks afsanghe treatment. Neither the control group nor
the internal control area exhibited significant reduction dureg2-week study follow-up. Reduction in
circumference could not be correlated with weight loss, astatcstically significant weight reduction was
observed in the experimental or control group.
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The procedure was well tolerated. Ninety two percent ofeiesubjects reported that they experienced
minimal or no discomfort during or after the procedure (datashotwn). In the clinical studies, a topical
anesthetic cream (EMLA) was applied 90 minutes prior tortreat. In post-trial experience, in countries
where the device is commercially available, we have peddrmumerous treatments without EMLA and

found it to be equally well tolerated. UltraShape has confirmed thatgarent with EMLA is not required.

Physical examination and laboratory assessments throughouudyepstiod demonstrated no clinically
significant changes. No subject withdrew from the study dae#&bment-associated events at any study site.
Of importance, assessment of hepatic function revealed no changgsimm transaminases, LDH, alkaline
phosphatase, bilirubin, albumin, PT/PTT, or plasma lipids. Liveasdund at Day 14 and Day 28 showed
no increase in liver fat content. No hematomas, seromas,chymoses were seen, and hematocrit and
hemoglobin remained stable, suggesting no significant bleeding.lelocytosis was observed. Pulse
oximetry, performed during the procedure and one day after thedu@cto assess potential pulmonary
events, revealed normal oxygen saturation. There was no cimnisighificant change in two-point
discrimination. No hyperpigmentation or hypopigmentation was reportedl.tekture in the treated area

remained smooth, with no nodules or irregularities in texture reported.

Seven adverse events were observed, on seven subjects. Adpeevduring the treatment, were mild,
and were anticipated as outlined on the consent form. There weeFioos adverse events. Only one was
visible after 7 days. This patient was treated on thehthidhere the subcutaneous fat over the greater
trochanter was very thin, and where the ultrasound could poteri@teflected from the bone. Erythema,
the most common event (three out of seven), was painless ahedeaithin hours. Adequate application
of the acoustic contact oil is required for effective chihioutcome and minimizing adverse effects.
Treatment of areas with less than 1.5 cm fat thickness i®ootnmended. The operator should confirm fat
thickness over all treatment areas after patient positioessgcially over bony prominences such as the

trochanter, where positioning may stretch the skin and reduce lottasittatess.
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This new technology from UltraShape utilizes focused ultraséairtieliver a finite amount of acoustic
energy at a controlled distance from the ultrasound transdocerder to achieve non-invasive body
contouring. Ultrasound energy is emitted from a hemisphermasducer (Figure 7). In this geometry, the
energy is low near the transducer surface and is concehinagen additive manner at a distant focus. The
transducer is placed directly on the skin and focuses the eaethg depth of the subcutaneous fat. As a
result, the energy can be delivered through the skin, with lowydergsity at the epidermis and dermis, and
with a high energy density in the subcutaneous fat. The altndsenergy is delivered in pulses, using
parameters that provide a non-thermal effect. High leveldtiagisound energy within the subcutaneous fat
can disrupt adipose tissue safely and effectively, as has Heenonstrated in ultrasound-assisted

liposuction** **

A unique central tracking and guidance system provides a cruciamief safety and quality control. A
real-time video image of the treatment area is displayetherLCD monitor. The tracking component
captures the region of interest and generates a treatngenitlah, such that each spot is treated once and
only once. The tracking system does not allow a pulseafgrio be delivered outside the region that the
physician marked prior to initiating the treatment, obviating plo¢ential for accidental treatment in

undesired areas.

All patients resume normal activities immediately after treatmeithout downtime, pain, or compression
garments. The procedure is performed as an office-based procediveut the need for additional
equipment, garments, or medication. The procedure time range$@a20 minutes depending on the size
of the treatment area. The ease of the device operation ailthnthevreal-time video tracking and guidance
system make the procedure amenable to use by physicians oryptapeed medical staff, under medical
supervision. Physician expertise is required, however, for patientieeland marking of treatment areas, as

well as determination of medical eligibility for treatment.
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There is a challenge in presenting an approximate changmeda reduction of 2.3 cm for the abdomen,
1.8 cm for the flanks and 1.6 cm for the thighs with digital isad his post-treatment change represents a
small change in the percentage of total body circumferences apgbeslation groups. However, the change
in circumferences after treatment was quantifiable and gigntf compared to the control group and to
baseline values. In addition, the majority of subjects reportetath\satisfaction with their results (data not

shown).

A single treatment dose was used to show safety first ancetfiesicy. The response rate, as assessed by
reduction in treatment area circumference, was 82%. Theddbtt may have contributed to non-response
are not defined but may include weight fluctuation, body flui@levphysical activity levels post-treatment,
etc. Furthermore, one must note that the treated areasnatereapped out for maximal circumference
change. The treated areas were marked in the same fashisadafor lipoplasty. For example, if maximal
abdominal circumference change was the endpoint, then the “faekanfllan individual would have been
treated. Multiple treatments could provide additional benefistibjects with more excess fat (fat thickness

greater than 1.5 cm).

What is actually happening to the fat released from the treatedcgtk? Where does it or the byproducts
of its dissolution go? This clinical protocol was des@yrte monitor known metabolic pathways of fat
metabolism (fatty liver, plasma triglycerides, lipoprotépid levels, and free fatty acid levels). In all of
these parameters, no clinically significant level in antheSe endpoints was observed after treatment. The
body has a tremendous capacity to move water-insoluble fat as duedniy fat-loading challenge tests.
Future studies will examine the relative clearance ratdsglycerides and the hydrolytic products (water
soluble glycerol and albumin-bound free fatty acid). Therenarether metabolic pathways in which fat is

handled by the body that are related to any known clinical problem.
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CONCLUSIONS

This clinical study is the first assessment of the gafatl efficacy of non-invasive focused ultrasound in
an aesthetic application, to the best of our knowledge. Théisrésdicate that the technology is safe and
provides measurable reduction in circumference, averaging ~&tema single treatment. The procedure is
well-tolerated and the circumference reduction is sustained feast 12 weeks. Focused ultrasonic body
contouring is an ideal procedure for patients who would requiré smaoderate amounts of adipose tissue
removal over time using single or multiple treatments or wheratise would not be considered for large
volume liposuction procedures. The approach is ideally suited fienpgaseeking a no-downtime procedure

to improve body contour. This technology is currently under FDA review.

Greater application of this technology in body contouring will tideved by performing clinical trials to
assess whether serial treatments produce incrementaldfattiom. Future clinical studies will provide
insights into whether greater fat reduction can be achievemlghr various treatment algorithms, in

conjunction with weight loss strategies or other aesthetic technslmgieeat obesity related fat depots.
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FIGURES

Figure 1. Treatment area (abdomen) homogeneouslyeered by individual treatment nodes, as guided bthe

Contour I™ real-time video monitoring and guidance gstem

During treatment, a video camera captures the treatmemiackthe transducer in real time and guides the
user, by means of graphic overlays displayed on the system mdoitplace the transducer on the next
treatment spot (“node”). The nodes homogeneously cover the treaanesntwhich is detected by the
system, without overlap and without extension beyond the marked bamdéarhe treatment area. This
image is a screen-shot of the treatment area as it@pgiethe completion of treatment, when the entire area

has been evenly covered with individual nodes (red circles).
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Figure 2. Mean circumference change from baselina the experimental and control groups

The effect of a single Contour I™ treatment on circumfergadection from baseline at each study visit
point (baseline and days 1, 3, 7, 14, 28, 56 and 84) for the treated and untreated groups is sisogvaph.thi
The number of treated participants evaluated at each timefpmimtDay 1 to 84 was: 133, 130, 132, 132,
127, 115, 118; the number of untreated participants evaluated at eagotitn&om Day 1 to 84 was: 27,
26, 27, 26, 26, 25, 23. The mean circumference reduction in the treated god@vem +£0.2 at Day 84 (12
weeks). In the treated group, the circumference reduction lfiasaline was significant at all time points,
except Day 1 (p<0.001 on Days 14, 28 and 84). There were no statiiffieednces in circumference
reduction from baseline in the untreated group. Overall, theme statistical differences between the treated
and untreated group at all time points, except Day 1 (p<0.001 on Dayd1@ay 28, and p<0.006 on Day

84).
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Treatment area vs internal control area
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Days post treatment

Figure 3. Changes in control parameters: internatontrol area and weight —
Mean circumference change of the treated area vs.aan circumference change of the internal control aa

(thigh)

Circumference changes from baseline at the treated areahanidternal control area, within the same
subject, in the treated group is depicted in this gragte clrcumference of the treated area was significantly
reduced relative to the internal control area at all timentpoexcept Day 1 (p<0.001 at Day 84). The
circumference reduction of the treated area and internal controlareaimilar between baseline and Day 1

and therefore are shown on the same line.
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Figure 4.

Baseline Day 28
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Figure 4. (Continued)

Baseline Day 28
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Figure 4. Response to a single Contour I™ treatment of the abdomen

Panel A. Male, Treatment area: abdomen,; circumference change at B2y 281, Weight change at Day
28:-2.1 kg. Panel B. Female; Treatment area: flanks; circumferesmogecht Day 28: -2.6 cm, weight
change at Day 28: -1.8 kg. Panel C. Treatment area: abdomen; circumfeesmyeattDay 28: -3.4 cm,
Weight change at Day 28: -2.1 kg. Panel D. Male; treatment , abdomen,; circumfelnange at Day 28: -

3.0 cm, weight change at Day 28: -3.1 kg
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Figure 5. Fat thickness reduction: Mean fat thickress reduction from baseline, assessed by ultrasouyrid the

experimental and control group

Change from baseline of fat thickness, as measured by ultrastubBdys 14 and 28, in the treated and
untreated group is depicted in this graph. In the treated gfaufhickness was statistically reduced by
2.6 mm on Day 14 (p<0.001) and by 2.9 mm on Day 28 (p<0.001) relative to thedasmasurement. No

statistical differences were observed in the untreated group (p=0.368 a#xand p=0.246 at Day 28).
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Baseline Day 14

Figure 6. Fat thickness reduction: Sonogram of re@sentative fat thickness assessment

Fat thickness at baseline and 14 days after treatment showing of the subcutaneous fat layer from

17 mm to 13 mm (reduction of 4 mm). This participant was treated on the flanks.
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Figure 7. Cross-section of the Contour I™ transduae (Courtesy of UltraShape Ltd.)
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TABLES

Table I. Subject baseline characteristics by studgroup for age, weight, height, BMI, and fat thickress

Treated Untreated

Baseline

N Mean SEM N Mean SEM |p value
Characteristic
Age (years) 27 | 413 202 | 137 401 0.95 | 0.587
Weight (kg) 27 66.5 344 | 137 683 1.48 | 0.609
Height (cm) 15 160.4 1.42 84 163.9 0.93 0.129
BMI (kg/m ) 15 | 223 1.11 84 23.8 042 | 0.195
Fat thickness (mm) | 23 24.5 1.83 111 24.7 0.88 0.936

Participant baseline characteristics by study group for weght, height, BMI, and fat thickness (by
ultrasound). These characteristics were not statistiddfsrent between treated and untreated groups. SEM

— standard error of the mean.
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Table Il. Distribution of study groups by treatment area

Treatment Area
All
Abdomen Flank Thigh
Experimental 56 (80%) 47 (85%) 34 (87%) 137 (84%)
Control 14 (20%) 8 (15%) 5 (13%) 27 (16%)
Total 70 (100%) 55 (100%)| 39 (100% 164 (100%

Study group distribution by treatment area. The participantiliion across treatment areas in the
experimental group was: 41% abdomen, 34% flank and 25% thigh. Onlyefemaderwent Contour I™
treatment in the thigh area. The participant distributionssctreatment areas in the untreated group was:

52% abdomen, 30% flank and 18% thigh. Only females had thigh measurements.
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Table 1ll. Circumference change by body site treagd

Circumference
Treatment Area SEM

Change (cm)

Abdomen -2.3 0.32
Flanks -1.8 0.31
Thighs -1.6 0.39

Circumference change in each of the treatment areas &84Dayhe difference between treatment sites was

not significant (p=0.366). SEM — standard error of the mean.
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