Sculptra Aesthetic

(injectable poly-L-lactic acid,
Sanofi-aventis)

Sculptra is an injectable filler containing
microparticles of poly-L-lactic acid ap-
proved by the Food and Drug Adminis-
tration in August for use in immune-
competent people as a single regimen for
the correction of shallow to deep na-

AESTHETIC DERMATOLOGY

NEW & APPROVED
Sculptra Aesthetic

BY ELIZABETH MECHCATIE

solabial fold contour deficiencies and
other facial wrinkles “in which deep der-
mal grid pattern (cross-hatch) injection
technique is appropriate,” according to
the manufacturer. The injectable was
first approved in 2004 for correcting
lipoatrophy in HIV patients.

» Recommended Usage: Injected into
the deep dermis. Injection requirements
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for Sculptra Aesthetic are “unique,” and
include “a tunneling technique in a grid
pattern that is medial to the nasolabial
fold contour defect” being corrected, ac-
cording to prescription information.

> Special Considerations: Contraindi-
cated in patients with a hypersensitivity
to any of the components of this prod-
uct and those with a known history of
keloid formation or hypertrophic scar-
ring. The product has not been studied
in the periorbital area, but use in this area
has been associated with an increased
risk of papules and nodules, according to
reports in the literature. Side effects can

Promiseh.

For Topical Dermatological Use Only
For External Use Only

Topical Cream

Rx only

Product Description:

Promiseb™ Topical Cream is an off-white, steroid-free, fragrance-free, water-based emulsion.

Indications for Use:

Under the supervision of a healthcare professional, Promiseb Topical Cream is indicated to manage and relieve the signs and
symptoms of seborrhea and seborrheic dermatitis such as itching, erythema, scaling and pain. Promiseb Topical Cream helps
to relieve dry waxy skin by maintaining a moist wound & skin environment, which is beneficial to the healing process.

Directions for Use:

Apply Promiseb Topical Cream to the affected skin areas 2 to 3 times per day (or as needed), and massage gently into the skin.

If the skin is broken, cover Promiseb Topical Cream with a dressing of choice.

Ingredients:

Promiseb Topical Cream is comprised of Purified Water, Isohexadecane, Butyrospermum parkii, Pentylene glycol,
Ethylhexyl palmitate, Cera alba, PEG-30 Dipolyhydroxystearate, Bisabolol, Polyglyceryl-6 polyricinoleate, Tocopheryl acetate,
Hydrogenated castor oil, Acifructol complex, Butylene glycol, Magnesium sulfate, Piroctone olamine, Allantoin, Magnesium
stearate, Disodium EDTA, Vitis vinifera, Ascorbyl tetraisopalmitate, Glycyrrhetinic acid, Propyl gallate, and Telmesteine.

Caution:

The use of Promiseb Topical Cream is contraindicated in any patient with a known history of hypersensitivity to any of the
ingredients. Promiseb Topical Cream does not contain milk, wheat, peanut or animal derivatives. Promiseb Topical Cream does
contain shea butter (Butyrospermum parkii), a derivative of shea nut oil (not peanut oil). Patients with a known allergy to nuts or

nut oils should consult their physician before using this topical preparation.

How Supplied:
30 g tube, NDC 67857-803-30

To Open: Puncture seal with pointed end of cap.

Important: The opening of this product is covered by a metal seal. Do not use if seal has been punctured or is not visible.

Store at controlled room temperature 68° to 77°F (20° to 25°C), excursions permitted between 59° and 86°F (15° and 30°C).

Distributed by Promius Pharma, LLC, Bridgewater, NJ 08807 EE\OIVI Ius°

Made in Italy

Federal law restricts this device to sale by or on the order of a physician or properly licensed practitioner.
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include injection site discomfort, red-
ness, bruising, bleeding, itching, and
swelling, noted the manufacturer.

» Comment: Poly-L-lactic acid is a
biodegradable synthetic polymer that
has been widely used for years in dis-
solvable stitches, bone screws, and facial
implants, according to the FDA. A ran-
domized, multicenter, evaluator-blind-
ed controlled study of 233 immune-com-
petent mostly female patients (mean age
51 years) with previously untreated na-
solabial fold wrinkles and wrinkle as-
sessment scores of 2 (shallow) through
4 (deep) was conducted.

Patients were treated with bilateral in-
jections of Sculptra Aesthetic (at 3-week
intervals for up to four treatments) or
with CosmoPlast INAMED Aesthetics)
for a maximum of four sessions over 9
weeks. At 13 months, those who re-
ceived Sculptra had improvements in
wrinkle assessment scores in correction
of the contour deficiency of the na-
solabial folds. Improvements were main-
tained among those patients followed for
up to 25 months, according to the pre-
scribing information. CosmoPlast results
were maintained for up to 3 months.

In an interview, Dr. Leslie S. Baumann,
director of cosmetic dermatology at the
University of Miami, said that she has
used Sculptra off-label for hundreds of
patients since it was approved in 2004. It
is not her first choice for nasolabial folds,
but she likes to use it for improving
cheek volume, which is similar to the
HIV lipoatrophy indication.

The biggest issue with Sculptra is that
patients need to have four to eight treat-
ments before they see any improvement
in cheek volume, which is more expen-
sive initially than other treatments, she
said. Also, it is difficult to predict how
many treatments people will need.

Dr. Baumann tells patients that they
will need four to eight treatments 1
month apart, and that they usually will
not see changes until the third or fourth
treatment. It is worth it, though, “because
once you get them the way you want
them to look, it lasts 2-3 years,” she said.

The University of Miami was among
the Sculptra Aesthetic study sites, and Dr.
Baumann said she has been an investiga-
tor for Dermik Laboratories (the derma-
tology division of sanofi-aventis) and oth-
er major cosmetic filler manufacturers.

She described Sculptra as a “dermal
stimulator” rather than a filler because it
stimulates the dermis to make collagen.
She cautioned that it should not be used
in areas where there is a lot of move-
ment, such as the corner of the mouth,
because of the risk of developing hard
lumps. “T've seen people with horrible
lumps under their eyes and there’s noth-
ing you can do,” she said.

Dr. Baumann stressed the need to be
properly trained in how to inject Sculp-
tra. When she trains residents, “this is the
last thing I'll teach them, because they re-
ally have to get their skills down.” W

A consumer information page, with a

link to the approval letter, is posted at
www.fda.gov/MedicalDevices/
ProductsandMedicalProcedures/
DeviceApprovalsandClearances/
Recently-ApprovedDevices/ucm176124.htm.
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