
FDAACTIONS
Generic Loprox Approved Perrigo Company has received final
approval from the FDA to manufacture and market Ciclopirox
Shampoo, 1%, a generic version of Loprox Shampoo. The
company says shipments will begin immediately.  ■

Pumping up the Skin Protection. A new facial
moisturizer added to its Cetaphil line offers broad-
spectrum UV protection, Galderma recently
announced. Cetaphil UVA/UVB Defense SPF 50 con-
tains titanium dioxide, in addition to moisturizing
and hydrating ingredients. It offers the highest SPF
available in a moisturizer designed specifically for
the face, according to the company, and the new
press tube makes proper application easy and mess-
free. 

UV Warning in Living Color. In the battle against
skin cancer, the UVSunSense wristband may prove
an important ally. Introduced last year, the color-
changing wristband is a monitoring device that
reminds individuals when to re-apply sunscreen. The
wristband changes color depending on the SPF level
of the user's sunscreen, as well as time spent in
direct sunlight. In addition, it can accommodate the
range of outdoor activities kids participate in; for
example, it can be used in salt, fresh, or chlorinated
water, the company says.

Skin Care Infusion. For patients seeking to reduce
the appearance of fine lines and wrinkles, consider
Clarisonic's new Sonic Infusion System. It combines
sonic micro-massage with a proprietary Anti-Aging
Sea Serum for immediately noticeable and long-last-
ing reduction in wrinkles
and lines, according to
Clarisonic. The antioxi-
dant-rich formula is gen-
tle for daily use and
paraben-free. Integrated
into the Sonic Infusion
System is a cap that dis-
penses a measured
amount of serum for
skin. The company
reports that in clinical
studies, most women
reported seeing an immediate reduction in fine lines

Juvéderm: Now Containing Lidocaine.
Juvéderm XC, a new formulation of the dermal
filler containing lidocaine, recently received FDA
approval,  Allergan announced. The new formula-
tion numbs the treatment area within seconds,
which potentially reduces the need for an addi-
tional anesthetic and offers a more comfortable
injection experience for patients, Allergan said.
The approval was based on a clinical trial in which
72 patients were followed for two weeks after
treatment with either Juvéderm or Juvéderm XC in
each nasolabial fold. Investigators reported that 93

percent of
patients reported
less pain when
treated with the
new formulation,
compared to
those treated
with the non-
lidocaine-contain-
ing formulation.
In addition, the
new formulation
maintained a sim-
ilar safety and
efficacy profile to
the original
Juvéderm formu-
lation.
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and wrinkles and firmer, brighter, more hydrated
skin in just one minute. 

Extract Cleanser. New from PCA Skin is a
recently unveiled 5% benzoyl peroxide cleanser
formulated with extracts that the company says
provide antioxidant, anti-inflammatory and hydrat-
ing action, leaving acneic and breakout-prone skin
clear. Among these is gluconolactone, a naturally
occurring, non-irritating, antioxidant polyhydroxy
acid (PHA) that provides anti-inflammatory action
and reduces the number of both inflamed and
non-inflamed lesions while providing moisturizing
and barrier strengthening. Other ingredients
include Triticum Vulgare (Wheat) Germ Oil, a
hydrating emollient that provides vitamin E to the
skin, and phytic acid, an exfoliating agent thought
to be gentler than alpha hydroxy acids. The prod-
uct will launch in May.

New HA on the Market. Just introduced by Vichy
Laboratories, new Lifactiv Retinol HA incorporates
a variety of wrinkle-fighting ingredients, including
retinol, Retinol Palmitate, for optimum skin toler-
ance and an enhanced illuminating effect, and
adenosine, which accelerates the anti-wrinkle effect
of retinol, they say. In addition, its Night Formula
contains three times the amount of Hyaluronic Acid
for overnight plumping, while the Vichy Thermal
Spa Water helps sooth and heal the skin, according
to the company. 

Laser Module Unveiled. The M22 multi-applica-
tion platform, featuring Lumenis' proprietary
Optimal Pulse Technology (OPTTM) and Multiple-
Sequential Pulsing, is a new tabletop modular plat-
form that the company says comes out of the box
ready for treatment. It features a multi-lingual
capability and a user-friendly touch screen inter-
face with hundreds of pre-sets. Based on IPL for
photorejuvenation, permanent hair reduction, age
spots, and vein treatments, there is also an
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Nd:YAG upgrade module
for vascular lesions, leg
veins, and non-ablative
facial wrinkle treat-
ment. The treatment
head is equipped
with two spot
sizes (2 x 4mm
and 6mm) for
precision
treatment,
complete
with comput-
er-enabled recog-
nition and SapphireCool Light Guides for optimal
patient comfort. ■

In The Pipeline

P
ositive findings continue to emerge for a novel topical
AK therapy. Results from a recent Phase III study eval-
uating the daily use of a 0.05% concentration of

PEP005 Gel (ingenol mebutate, LEO Pharma) for the treat-
ment of actinic keratoses lesions in non-head locations show
that the drug met its primary endpoint of complete clearance. 

Approximately 250 patients were enrolled in the study, in
which investigators evaluated the use of PEP005 Gel applied
daily as a monotherapy for two consecutive days to AK lesions
on non-head locations. PEP005 demonstrated a favorable
safety profile and was well tolerated. Researchers reported
that side effects were consistent with those seen in Phase II
studies. There were no drug-related serious adverse events
reported.

Full results from the trial were presented at the American
Academy of Dermatology Annual Meeting in Miami. LEO
Pharma expects to file for regulatory approve of the treat-
ment in the US and Europe in 2011. ■
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