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EpiCeram Cream Alone Clears Atopic Dermatitis

BY BRUCE JANCIN

Denver Bureau

KyoTo, JapAN — Topical EpiCeram is
an effective stand-alone therapy for mod-
erate to severe pediatric atopic dermati-
tis, according to results of a clinical trial.

This physiologic skin barrier repair
cream proved itself the equal of fluticas-
one proprionate cream (Cutivate) in a
113-patient multicenter randomized head-
to-head comparison, Dr. Jeffrey L. Sugar-
man reported at an international inves-
tigative dermatology meeting.

The observed improvement with
EpiCeram in clinical disease severity
scores was not as fast as with the mid-
strength topical steroid. However, bythe
conclusion of
the 4-week, in-
vestigator-
blinded trial
the two groups
showed statisti-
cally and clini-
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new paradigm in
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therapy that is cally  similar
based upon gains in the
. Scoring Atopic

targeted, disease- Dermatitis
PRt (SCORAD) in-
specific lipid dex, itching
replacement. scores,  and

sleep  habits,
said Dr. Sugarman, a dermatologist in
private practice in Santa Rosa, Calif., and
at the University of California, San Fran-
cisco.

“I think EpiCeram is an important ad-
vance in the management of atopic der-
matitis,” he said in an interview at the
meeting of the European Society for
Dermatological Research, the Japanese
Society for Investigative Dermatology,
and the Society for Investigative Derma-
tology.

“It’s a well-thought-out barrier cream
that utilizes our current understanding of
the skin barrier in atopic dermatitis in
its design and formulation. Since
it is steroid-free and calcineurin in-
hibitor—free, it is inherently safer than
these conventional treatments,” the der-
matologist added.

Indeed, EpiCeram is emblematic of a
new paradigm in atopic dermatitis ther-
apy that is based upon targeted, disease-
specific lipid replacement, with a resul-
tant marked reduction in the need for
topical steroids or immunomodulators.
The aim is to repair defective skin barri-
er function.

This is in line with current thinking re-
garding the pathogenesis of atopic der-
matitis, which holds that defective barrier
function is the driver of disease activity
rather than a consequence of an underly-
ing immunologic defect, Dr. Sugarman
continued.

The 113 participants in the clinical tri-
al ranged in age from 6 months to 18
years. From a mean baseline SCORAD of
36, the EpiCeram-treated group showed
a 47% improvement after 2 weeks and a
57% improvement after 4 weeks. The 4-
week gain was statistically similar to the
mean 69% improvement after 4 weeks of
fluticasone, although the mean 61% im-

provement in SCORAD after 2 weeks of
fluticasone was significantly better than
with EpiCeram at that time point.
After 2 weeks of twice-daily therapy,
only 4% of patients in the EpiCeram
group showed a greater than 75% im-
provement in SCORAD scores, com-
pared with 20% on fluticasone. By 4
weeks, 21% of EpiCeram-treated pa-
tients had exceeded this threshold, simi-
lar to the 26% rate in the fluticasone

group.

Pruritis scores improved from a mean
baseline of 6.1 on a 10-point scale to 3.5
with EpiCeram and 3.7 with fluticasone af-
ter 4 weeks.

Sleep habits also improved significantly
from a mean baseline of 3.5 on a 10-point
scale to 2.6 with EpiCeram and 2.8 with
fluticasone.

The study was sponsored by Ceregenix
Corp., which has received Food and Drug
Administration marketing approval for
EpiCeram. Dr. Sugarman indicated he

has no financial relationship with the
company.

Ceregenix has granted exclusive Epi-
Ceram distribution and marketing rights
in the United States to Dr. Reddy’s Labo-
ratories Ltd., which plans to launch the
prescription cream this fall.

EpiCeram is a combination of ce-
ramides, cholesterol, and fatty acids de-
signed to correct the reduction in these
skin barrier lipids which is a hallmark of
atopic dermatitis. [

=

"-_""l-'-l ""l
s

Important Information

i
-y -lr'-r-l-q'-'\.-q-'r

‘!I'i_;_ 111‘ I‘ ‘: iy

L

-

_)SOMA 250

Carisoprodol

e Most common side effects include drowsiness, dizziness, and headache.

Please see brief summary of Prescribing Information on next page.
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In the treatment of acute, painful musculoskeletal conditions...

* SOMA® (carisoprodol) is indicated for the relief of discomfvort associated with acute, painful musculoskeletal conditions in adults.
SOMA should be used for short periods (up to 2 or 3 weeks) because adequate evidence of effectiveness for more prolonged use
has not been established and because acute, painful musculoskeletal conditions are generally of short duration.

e Since the effects of SOMA and CNS depressants (including alcohol) or psychotropic drugs may be additive, appropriate caution
should be exercised with patients who take more than one of these agents simultaneously. In postmarketing experience with
SOMA, cases of dependence, withdrawal, and abuse have been reported with prolonged use. SOMA should be used with caution
in addiction-prone patients. There have been postmarketing reports of seizures in SOMA-treated patients, with most cases having
occurred in the setting of multiple drug overdoses.





