








188 M. Kulick

(A) (8

) | ®

©

)

Figure 4. (A) Pretreatment, left lateral thigh view of a 60-year-old woman. (B) Three months after treatment. (C) Six months after
treatment. (D) Pretreatment, close-up view, right lateral thigh. (E) Three months after treatment. (F) Six months after treatment.

by three physicians, who were unaware of the
treatment provided. They were asked to rank any
observed improvement in the post-treatment pic-
tures as follows: 0=no change, 1=25% smoother,
2=50% smoother, 3=75% smoother and 4=100%
smoother (no residual irregularities). The three
physician scores were then averaged for each patient
at 3 and 6 months after the last treatment.

Patients were asked to evaluate their results using
the same scale, as well as describe any discomfort or
adverse effects. Patient body weight was recorded at
the initial visit and at the evaluation periods. Study
subjects were to refrain from any change in their
normal daily routines during the study.

Results

All patients enrolled completed the study. All
patients were women and the average age was 49
years old (range 19-60 years). One patient had
received liposuction to the study area 10 years prior.

Following treatment, there was a period of
temporary erythema that resolved within 4 hours.
All patients described the discomfort as being
greatest during the first two to three sessions and
then, despite no change in the device settings, felt
that there was much less or no discomfort during the
remainder of their sessions. All patients described

the initial level of discomfort as minimal, except for
one patient, who had a large number of superficial
telangiectasias in the treatment area (Figure 1). She
was the only person who described the treatment as
painful but did not request additional analgesic
medication other than the recommended acetami-
nophen before or after her sessions. She also
received a reduction in the RF and IR energy
settings for all treatments after her initial session.
There were five patients that experienced bruising
within the treatment area, which resolved in 1 week.
This bruising occurred after the first or second
session for these patients and did not occur in
subsequent treatment sessions despite no change in
the machine settings or treatment protocol. One
patient received a superficial second-degree burn,
which did not require any corrective measures.
There was no significant change in the patients’
weight at the two evaluation periods. The patient
assessment of improvement was an average of 75%
at 3 months and 50% at 6 months.

The average improvement determined by physi-
cians at 3 months was 2.5 (greater than 50%
improvement) and 1.9 (approximately 50% better)
at 6 months. All patients were rated as having a
25% or greater improvement at both evaluation
periods. The most difficult pictures to evaluate
were those from patients with comparatively few
pretreatment skin surface irregularities (Figure 2).
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Figure 5. (A) Pretreatment, right lateral thigh view of a 56-year-old woman. (B) Three months after treatment. (C) Six months after
treatment. (D) Pretreatment, left lateral thigh. (E) Six months after treatment.

The most dramatic improvement was observed in
the 58-year-old patient who had significant irregu-
larities following liposuction 10 years prior to this
study (Figure 3). Her average improvement was
rated 75% at both 3 and 6 months after her last
treatment. Improvement was also observed in the
eldest patient enrolled in the study (60 years old)
(Figure 4). The majority of the patients had
irregularities similar to the patient in Figure 5 at
their pretreatment visit.

Discussion

This technology provided consistent improvement in
all patients that lasted 6 months after their last
treatment following regional therapy. Patient satis-
faction was high at both follow-up periods. There
was a reduction in efficacy between the 3- and 6-
month evaluation points but a significant improve-
ment remained.

The exact mechanism of action of this technology
has not been clearly defined. The results of this
study differ from other studies using this device and
may be related to treatment parameters (all but one
patient received maximal RF, IR and suction
settings) and/or treatment technique. Device set-
tings may play a role. Previous studies with this

technology started with lower machine settings. In
this study, the patient that required a reduction in
the RF and IR settings because of pain had the
lowest level of improvement. The mechanical effort
of the person performing the treatment also seems
to play an important role. From my personal
observation, patients not enrolled in this study,
who were treated by other staff in my office, did not
experience the same level of improvement after
eight treatments. Their vigor in massaging the
tissue was felt to be less than mine. This implies
that part of the clinical improvement may be related
to the effect on deeper structures, such as the
subcutaneous fat and fibrous septae. Combined
with the study by Sadick and Mulholland (12), who
noted no structural changes within the dermis of
the treated skin using this device, this may provide
evidence for subcutaneous, rather than dermal,
effect needed to improve cellulite. Another factor
may be the actual treatment time spent on each
area. In this study, the treatment area was limited to
20.53 cm x 33.02 cm or less. Other articles report-
ing on this technology did not state the actual
treatment area. The treatment zone in this inves-
tigation may have been smaller and received more
‘passes/treatment time’, which may have contrib-
uted to the increased efficacy at 6 months.
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An interesting observation was the verbalized
discomfort during the initial treatments that was
not expressed in subsequent sessions despite no
change in the treatment parameters. While anxiety
may play a role in the articulated initial discomfort,
there may be other physiologic factors that con-
tribute to this finding. Similarly, bruising after
treatment was also limited to the initial sessions,
even though the treatment technique, machine
settings and the person performing the treatments
were the same for all sessions. This finding has been
consistent with subsequent non-study patients.

The most dramatic improvement occurred in the
patient who had received previous liposuction. Such
treatment alters the subcutaneous anatomy, circula-
tion and lymphatic flow and produces scar tissue
that compartmentalizes the irregularities. However,
despite the aberrant anatomy, the localized effect of
this technology was able to provide significant
improvement.
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