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cumulative reduction of 0.02 kg was observed at day 56 
and 0.79 kg at day 112.

Subject satisfaction feedback 
The subject satisfaction feedback obtained before treat-
ment indicated that 70.8% (n = 17) of subjects expected 
the treatment to improve body contour. At days 14 and 28, 
approximately half of subjects experienced a favorable vis-
ible change (day 14: 48%, n = 12; day 28: 56%, n = 14), 
with the rest experiencing no change at all. Following 
three successive treatments, favorable visible and measur-
able changes were reported by 63.6% (n = 14) of subjects 
on day 56 and 52.2% (n = 12) of subjects on day 112. It 
is important to note that the inclusion criteria in this study 
were limited to a BMI up to 26 compared to the typical 
BMI of less than 30 in clinical practice.

Circumference changes and subject satisfaction 
Mean midline circumference change from baseline at  
day 112 was compared to subject satisfaction feedback. 

Overall, self-assessment of external feedback (r = 0.59, 
P = .0039) was positively correlated with overall effect of 
treatment (r = 0.53, P = .0107).

Discussion

The UltraShape Contour I has been available in Europe 
since late 2005. It is now widely accepted as a safe,  
reliable, low-risk, noninvasive fat reduction and body  
contouring treatment option for patients who are not can-
didates for liposuction or do not wish to undergo a surgi-
cal procedure. Although minimally invasive procedures 
(eg, laser lipolysis and mesotherapy) may also have a 
place in the aesthetic practitioner’s collection of tech-
niques, they do not fill the rapidly growing need for a truly 
noninvasive, no-pain, no-downtime alternative. Patients 
who seek “walk-in/walk-out” treatments want quick 
results with no downtime required for recovery. In the 
present study, therefore, we examined whether the time 

Figure 2. Subject 2, a 43-year-old female being treated at Dr. Ascher’s clinic, is shown before the first treatment (A, C) and 
after the third treatment (B, D). After three treatments given at 15-day intervals, the patient (body mass index = 22.2 kg/m2) 
had a 3.5-cm reduction in waist circumference.
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between Contour I treatments could be reduced to achieve 
the desired results faster with greater patient acceptance.

Both preclinical and clinical studies have provided data 
to support the validity of the Contour I as a noninvasive 
fat reduction and body contouring treatment system. The 
results from a series of bench and preclinical experiments 
support the scientific bases for the effect of nonthermal 
(mechanical) focused ultrasonic energy.39 Physics mode-
ling, preclinical models, and histologic analyses have 
demonstrated that energy can be specifically delivered to 

the designated target, creating a cavitation effect within a 
well-defined focal volume (treatment zone). To date, there 
is no evidence that the mechanical ultrasonic energy has 
any adverse effect on the dermis, and histologic analyses 
have demonstrated the selective disruption (lysis) of adi-
pocytes in the treatment area with no observable damage 
to associated nerves and blood vessels.39

A controlled, multicenter clinical study demonstrated 
the safety and effectiveness of a single treatment with the 
Contour I system.37 In that study, a single treatment with 

Figure 3. Subject 13, a 36-year-old female being treated at Dr. Ascher’s clinic, is shown before the first treatment (A, C) and 
after the third treatment (B, D). After three treatments given at 15-day intervals, the patient (body mass index = 21.7 kg/m2) 
had a 7.5-cm reduction in waist circumference.
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the Contour I reduced the circumference of the treated 
area by an average of 1.91 cm. No safety issues were 
reported in the study or during the three-month follow-up 
period. Another clinical study,38 which was conducted to 
evaluate the safety and effectiveness of a series of three 
treatments at four-week treatment intervals with a one-
month follow-up using the Contour I, reported a mean 
reduction in circumference of the treatment area of 3.95 ± 
1.99 cm and no severe AE. The two-week treatment inter-
val results demonstrated in the present report are compa-
rable to those in the previously published reports and 
establish a basis for allowing flexibility in treatment 
schedules to further meet the needs of the patient.

Although high-intensity focused ultrasound (HIFU) is 
an established modality for tissue heating and ablation in 
a variety of applications (mostly in oncology),40 its use in 
body contouring is still under evaluation. The HIFU energy 
rapidly raises tissue temperature over 70°C and therefore 
has the potential to cause nonselective instantaneous cell 
necrosis at the designated target. Whether the HIFU tech-
nology can be modified to provide a safe, comfortable, 
office-based, no-downtime procedure with acceptable clin-
ical results has not yet been determined. Cryolipolysis, 
another thermal technology that employs transcutaneous 
cooling of the target tissue to very low temperatures to 
induce a slow lysis of adipocytes, has been shown in a 
preclinical study on pigs to damage subcutaneous fat with-
out damaging the overlying skin.41 A recent pilot clinical 
study used this procedure in 10 subjects but concluded that 
cryolipolysis was associated with modest, reversible, short-
term (several weeks) changes in peripheral nerve func-
tion.42 There is currently no commercial clinical experience 
with either of these thermal technologies.

Body contouring procedures, whether invasive, mini-
mally invasive, or noninvasive, must be scientifically and 
clinically proven as safe and effective, with a risk-benefit 
profile that meets the needs of patients seeking these types 
of aesthetic treatments.
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