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same handpiece for simultaneous deep and
superficial heating of skin layers. The device is
cleared in Europe for skin tightening and cellulite
reduction. “Regen stimulates new collagen and
promotes lipolysis and lymphatic drainage,
which you don't see with popular therapies such
as Endermologié,” said Dvora Ancona, M.D.,
director of Medico Chirurgo in Milano, ltaly.
“You can observe clinical results immediately dur-
ing treatment. It's incredible.”

“Regen stimulates new collo-
gen and promotes lipolysis and
lymphatic drainage, which you

don’t see with popular thero-

pies such as Endermologié.”

According fo Dr. Ancona, you can use the dif-
ferent sized handpieces to treat any area of the
body, face or neck. And there are no side effects
or downtime with Regen. “Sometimes people
come on their lunch hour and go back to work
immediately after treatment. Healthy eating and
regular exercise promote best results,” she said.
“Long-term results are seen after eight to ten treat-
ments. The fat reduction is nice, but the appear-
ance of younger looking skin is what sets Regen
apart from competitors.” Cost per treatment is
reduced because no consumables such as freat-
ment fips are needed.

Alex Levenberg, M.D., of Doctor’s House in Tel
Aviv, Israel, has also used the Regen. “We've
done about five treatments per day for the last six
months, and we've heard no complaints,” he
said. “You see immediate results, but for long-term
results you need around eight weekly treatments.
You might see up to two inches of reduction in cir-
cumference over that time.”

Ulirasound

The use of sound waves is also becoming
more prevalent for body shaping. Commonly
known as a diagnostic imaging tool, most
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famously for pre-natal care, ultrasound has seen
therapeutic use when focused to shatter kidney
stones, which can then be excreted more easily.

Along those lines, UltraShape Ltd. (Yokneam,
Israel) developed the Contour |, applying ultra-
sound technology to the destruction of subcuta-
neous fat. “Efficacy with Contour | is great,” said
Luigi Mazzi, M.D., of Verona, ltaly. “You might
see circumference reductions of 4 cm after one
treatment. Usually it takes at least three treatments
to see that with other systems. And there are no
side effects except possibly minor erythema that
resolves within 30 minutes.”

Dr. Mazzi most often uses Contour | on the
abdomen, buttocks and thighs. He recommends a
course of one to three treatments. “Best results are
seen in one month for about 30% of patients, two
months for the rest,” he said. “The results should
last for life | think, but it depends on the patient.
Lifestyle is important because many patients forget
that ultrasound treatment is an external solution
for an internal problem.”

In a Madrid, Spain study by Javier Moreno-
Moraga, M.D. and colleagues in 2007, all sub-
jects (n=30) showed significant reduction in sub-
cutaneous fat thickness within the treatment area
(mean 2.28 + 0.80 cm). Patients underwent three
monthly treatments with follow-up at one month
after the final treatment. Treatment areas included
the abdomen, thighs and flanks. The most recent
version of this system, the Contour | ver2, features
improved software that increases user control over
treatment parameters and enhances treatment
tracking with a three-dimensional mapping system
that reduces treatment time.
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Newcomer Ulthera, Inc. (Mesa, Ariz.) has
developed the Ulthera system, which is cleared
for facial use in Europe with FDA approval pend-
ing. “When you're talking about body shaping in
the face, you're not talking about fat reduction.
You're talking about skin tightening,” said Lucile
White, M.D., of DermSurgery Associates in
Houston, Texas.

Ulthera’s patented see and treat technology
allows users to simultaneously view the treatment
?:; tr:mdeg;};s ?of Lucile White, MD

DermSurgery Associates
deposit energy Houston, T
at precise depths
below the skin’s
surface. Topical
anesthesia and cooling are unnecessary, although
some patients prefer to use mild numbing cream.
“Downtime is non-existent and side effects are
extremely mild,” Dr. White said. “Patients will be
pink for a day, much like a sunburn, and they might
feel a litle puffy for a few days. We believe the
response will follow a typical wound healing
model, so results will appear over several months.
It's too early to tell how long results will last.”

Initial clinical results from 30 minute, full-face
procedures have yielded clinically significant eye-
brow lifts in 89% of treated eyes. Firming and
tightening elsewhere on the face is also evident.
“Non-surgical eyebrow lifting is something
patients want,” stated Dr. White. “Results are
impressive so far, but we want to be sure we can
duplicate them.”

LipoSonix Inc. (Bothell, Wash.) will soon be
weighing in with its own ultrasound system, which
is not yet approved for use in Europe or the U.S.
The LipoSonix system focuses ultrasound energy to
the subcutaneous fat, resulting in thermocoagula-
tion of adipose fissue. Heating of tissue, com-
bined with physical processes such as cavitation
and shearing, cause disruption of adipocytes.
Natural processes take over to remove and
metabolize the fat.

According to Mark L. Jewell, M.D., medical
director for LipoSonix, clinical results so far have
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been extremely promising. “We've been focusing
on the trunk in clinical trials, and to this point the
LipoSonix device
is proving safe
and effective,”
he said. “There
is a possibility
for adverse
events but we haven't seen much. Patients may
experience mild discomfort associated with treat-
ment, but the procedure is very well tolerated and
patients may not need more than mild anesthesia
or oral pain medication, if that. Downtime should
be none to minimal.”

Mark L. Jewell, M.D.
Medical Director

LipoSonix
Bothell, WA

“We've been focusing on the
trunk in clinical trials, and to
this point the LipoSonix device

is proving safe and effective.”

Management of expectations will be important
but so far, Dr. Jewell's patients have been satis-
fied. “It takes a while for fat to be absorbed so
results will not appear immediately, and it may be
prudent to treat twice,” explained Dr. Jewell.
“We've had good results from our cohort study in
Mexico, and from that we will move to FDA
approval frials.”

Lasers and Light

Since the fourth quarter of the 20th century,
laser and lightbased modalities have been at the
forefront of aesthetic medicine, and body shaping
is no exception. Non-invasive or minimally inva-
sive treatments of this nature offer viable, effective
alternatives to traditional liposuction and are prov-
ing especially useful in the battle against cellulite.

Smarilipo from Cynosure, Inc. (Westford, Mass.)
provides a bridge between non-invasive photonic
treatments and invasive surgical modalities. This
minimally invasive device uses a 1064 nm Nd:YAG
laser in conjunction with a Helium-Neon (HeNe)
guide laser protected inside a 1.0 mm cannula.
When the cannula is inserted under the dermis and
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Before Tx After SmartLipo Tx
Photos courtesy of Alberfo Goldman, M.D.

waved in a fanlike motion, energy from the
Nd:YAG laser is absorbed by fat cells, causing their
expansion and disruption. This also causes coagula-
tion of small blood vessels and stimulates neocolla-
genesis which tightens the skin. The HeNe guide
laser is visible through the dermis, offering a level of
precision that gives practitioners the ability to treat
more difficult areas such as the neck.

“Smartlipo’s procedure is done under local
anesthesia in the office sefting,” said Barry
DiBernardo, M.D. (New Jersey Plastic Surgery,
Montclair, N.J.).
“The tiny cannu-
la requires a

Barry DiBernardo, M.D.
New Jersey Plastic Surgery
Montclair, NJ

tiny  incision,
and because of
the coagulation
effect there is minimal bruising and reduced
swelling. Downtime is short, maybe a day or two.
All these things together make Smartlipo very
popular with patients.”

Alberto Goldman, M.D., president of the
Brazilian Society for Laser Medicine and Surgery
(Porto Alegre, Brazil), agrees. “Some of the poten-
tial adverse effects are similar to those of tradition-
al liposuction,”
he said, “but the
Smarilipo proce-
dure is much less
traumatic. This is
dependent on the
physician’s correct use of the device and under-
standing of the principles at work.” It takes about
six months to see the final result of Smartlipo. “It
depends on the patient, but results are usually long
lasting,” said Dr. Goldman. “I have patients who
are still happy with their correction after six years.”

Alberto Goldman, M.D.

President

Brazilian Society for Laser
Medicine and Surgery
Porto Alegre, Brazil
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SmoothShapes, Inc. (Merrimack, N.H.) offers
the SmoothShapes 100, which combines a dual
wavelength laser system (650 nm and 900 nm
diode laser) with suction and massage fo treat cel-
|ulite. The company has coined the term photomol-
ogy to describe the technique. According to Miles
H. Graivier, M.D., director of the North Atlantic
Plastic Surgery and Day Spa (Roswell, Ga.), the
650 nm laser punches small transitory pores into
the fat cells, causing evacuation of fat. The 900 nm
wavelength, absorbed preferentially by the lipid
itself, increases liquefaction of the evacuated fat.
“This actually restores the fat cell, which improves
the appearance of cellulite,” he said. “That's one of
the main differences between this modality and oth-
ers; you're not destroying the fat cells, you're
almost deflating them.” Dr. Graivier is currently
treating patients two or three times per week for up
:thlen nt\r:;tn::eor:- Miles H. Graivier, M.D.

’ Director
monly in the but- North Atlantic Plasfic
tocks, thighs and Surgery and Day Spa
Roswell, GA
abdomen.

“The procedure is gentle, pleasant, safe for all
skin types and has minimal downtime. Patients
can come in on their lunch hour and return to
work immediately,” said Dr. Graivier. “Early
results have been very promising. We thought it
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would take five or six treatments
to begin to see results, but we've
actually seen visible skin tighten-
ing and improvement in dim-
pling and skin quality after one
or two treatments. We're also
seeing nice enhancement when
the SmoothShapes 100 is used
in conjunction with traditional
liposuction.”

Maritza |. Perez, M.D.

Advanced DermCare
Danbury, CT

before Tx

“Titan creates bulk

dermis to partially
denature collagen

while stimulating

heating of the

new collagen

formation.”
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Abdomen after two Titon treatments

Cuteraq, Inc.’s (Brisbane, Calif.)
Titan is available as a stand-
alone device or as part of the upgradeable Xeo
platform and approved for non-invasive skin tight-
ening for all skin types on the face, neck,
abdomen, arms, hips and buttocks. According to
Maritza |. Perez, M.D. of Advanced DermCare
(Danbury, Conn.), Titan works for patients of any
age. "Of course you need more treatments for
older patients with greater laxity,” she said, “but
there’s almost no pain or adverse effects and no
downtime.” Dr. Perez uses topical anesthetic for
30 minutes under occlusion and adjusts the ener-
gy level to patient tolerance.

Using broad spectrum infrared light, Titan cre-
ates bulk heating of the dermis to partially denature
collagen while stimulating new collagen formation.
Cooling protects the epidermis. “The tightening
effect is immediate, and new collagen formation
peaks at about three months,” explained Dr. Perez.

Results appear to be long-term, according to
dermatologist Jacqueline M. Calkin, M.D.
(Sacramento, Calif.) but the duration of benefit is
not yet known. “This is a very effective skin tight-
ening device,” she said. “Nearly all patients see
results, some ) .

. Jacqueline M. Calkin, M.D.
dramatic, some :
Dermatologist
modest, but as Sacramento, CA
with  similar
technologies
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expectation management is essential. Results are
not equivalent to surgery but Titan treatment is rel-
atively lower in cost and risk. Patients are usually
quite satisfied.” Dr. Calkin does not use anesthe-
sia with Titan.

DermaWave LLC's DermaWave No-Needle
Mesotherapy System is difficult to categorize as a
lightbased therapy because as its moniker suggests,
it delivers mesotherapy through the skin without nee-
dle penetration. This system uses a low-power, dual
wavelength (685 nm and 830 nm) diode laser in a
preprogrammed pattern for a short period to
enhance blood flow and microcirculation while
increasing cell permeability and mitochondrial con-
sumption of lipids. An active topical gel prescription
is then massaged
info the treatment
area  with an
applicator, which
stimulates  local
metabolism and
increases oxygen supply. A propriefary series of
three electrical waveforms are delivered in
sequence fo promote the active transport of the pre-
scription gel ingredients info the skin, to stimulate
and tone muscle fibers, accelerate blood flow and
microcirculation and finally to stimulate lymphatic
drainage. The overall effect produced by No-
Needle Mesotherapy is simultaneous skin tightening
and fat reduction. “What you notfice most is the
improvement in fexture and tone as everything
becomes tighter,” said Christopher Ho, M.D., a der-
matologist based in Los Angeles, Calif.

Christopher Ho, M.D.
Dermatologist
Los Angeles, CA

No-Needle Mesotherapy is safe for all skin
types, causes no pain and requires neither anes-
thesia nor cooling. Other than the prescription
gel, there are no consumables. (In Europe, three
gel formulations are available which target cel-
lulite, fat and facial skin rejuvenation.) No special
pre- or post treatment care is required, and
because the need for skill dependent injection
techniques has been eliminated, the procedure
may be performed by ancillary personnel.

“Depending on the patient’s grade of cellulite,
age and physical characteristics, we expect to
see results within four or five sessions in a series
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of ten,” said Dr. Ho. “If patients do not gain
excess weight they might come back every few
months for maintenance.” We recommend follow-
up at about eight months to monitor patient
weight and overall compliance to a dietary guid-
ance program.

Taking a less traditional approach to light- and
heat based fat reduction, Sybaritic Inc.
(Minneapolis, Minn.) offers the CE approved
Slimline Spa Capsule, which uses heat, oxygen
and light to tighten skin, stimulate metabolism of
fat and reduce the set point at which the body
defermines fat content is in excess and needs to

be burned off.

Patients climb into a vibratory capsule in which
they are exposed to near infrared heat energy, con-
trolled convective dry heat and selective narrow
band light in an oxygen enriched environment.
Theoretically the total effect of this combination
increases the amount of oxygen enriched blood in

Emerging Technologies for Body Shaping and Cellulite Tx

Device (Manufacturer)

ThermaTip DC
(Thermage, Inc.)

VelaSmooth
(Syneron Medical Ltd.)

Accent XL
(Alma Lasers, Inc.)

Regen

(Pollogen Ltd.)
CONTOUR I ver2
(UltraShape Ltd.)
Ulthera System
(Ulthera, Inc.)
LipoSonix System
(LipoSonix, Inc.)

Smartlipo
(Cynosure, Inc.)

SmoothShapes100
(SmoothShapes, Inc.)

Titan

(Cutera, Inc.)
DermaWave No-Needle
Mesotherapy System
(Dermawave LLC)

SlimLine Spa Capsule
(Sybaritic)

Device name TBD
(Candela Corp.)

ThermaCool System with 3.0 cm?

Energy Source
Monopolar RF

Vacuum coupled bi-polar RF, Infrared | Tissue manipulation, heat generated | CE cleared.

Light by tissue resistance (impedance) to | FDA cleared (Cluss 2B).
RF induced current, IR induced heat
for skin fightening.

Unipolar and bipolar RF Heat generated by fissue resistance | CE cleared.
(impedance) to RF induced current. | FDA 510k.

Monapolar plus bi-polar RF Heat generated by fissue resistance | CE cleared.
(impedance) to RF induced current.

Ultrasound Mechanical and sound wave induced | CE cleared.
disruption of fat cells.

Ultrasound Tissue heated by sound waves; (CE cleared.
stimulate new fissue production. FDA pending.

Ultrasound Fat cells disrupted by sound waves. | CE pending.

FDA pending.

1064 nm Nd:YAG laser Laser assisted destruction of fat cells, | CE cleared.
coagulation of small blood vessels, | FDA cleared.
collagen shrinkage.

650 nm and 900 nm diode laser Tissue manipulation by vacuum (CE cleared.
massage, laser assisted reduction of | FDA cleared.

Mechanism of Action

Heat generated by fissue resistance
(impedance) to RF induced current.

Regulatory Status (Europe and U.S.)
FDA dleared for non-invasive freatment
of wrinkles and rhytides; temporary
improvement in appearance of cellulite
(not for face or shallow tissue areas).

fat layer.

Infrared Light

Dual wavelength (685 nm and 830
nm) diode luser plus three electrical
waveforms

Heat/oxygen/ light

Near infrared (loser)

Degp dermal heating fo stimulate new
collagen production.

Increases permeability of skin surface
to topically applied agents
(electroporation).

Use of heated air, oxygen, LED light
for body comfort.

Thermal.

(CE cleared for wrinkles and skin laxity.
FDA dleared for deep dermal heating.

(CE cleared.
FDA 510k cleared.
CE cleared.

FDA pending.

areas of excess fat while the heat component stim-
ulates catabolism of fat cells. The light component
tightens the skin by promoting new collagen forma-
tion. There is no downtime, no adverse effects and
no disposables associated with treatment.

“Strengthening the skin is a
prerequisite in long lasting

improvement of cellulite.”

The Future

Even more non-invasive body shaping technolo-
gies are on the horizon. A new offering from
Candela Corporation (Wayland, Mass.), for exam-
ple, will treat cellulite by taking advantage of the
selective absorption of near infrared laser energy
by lipid rich tissue, according to James Hsia, Ph.D.,
Candela’s chief technical officer. “It maximizes
laser energy deposition in the superficial subcuta-
neous fat which, when combined with efficient skin
surface cooling, results in localized thermal injury
near the dermis-fat junction. This leads to increased
collagen deposition and thickening of the dermis,”
Dr. Hsia said. “Strengthening the skin is a prerequi-
site in long lasting improvement of cellulite. By lim-
iting the thermal injury to the lower dermis and sub-
cutaneous fat, adverse effects have been limited to
mild acute erythema and edema, which resolve in
a day or less. And there is no downtime.” Dr. Hsia
added that regulatory clearance has yet to be
obtained or sought for this yet unnamed device.

Non-invasive body shaping may be the wave
of the future in aesthetic medicine, especially if the
positive trend in development continues. There is
litle doubt that if companies continue to develop
safer, more effective body shaping procedures
that are easier on both patient and practitioner,
consumers will pay. B
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