
Instructions for Use 
Apply a thin layer to the affected skin areas 2 times per day (or as needed) and massage gently into the skin. 
If the skin is broken, cover EpiCeram Skin Barrier Emulsion with a dressing of choice.

For the treatment of any dermal wound, consult a physician.
• Use EpiCeram Barrier Emulsion only as directed
• EpiCeram Skin Barrier Emulsion is non-toxic, however it is for external use only and should not be ingested or 
  taken internally
• If clinical signs of infection are present, appropriate treatment should be initiated. If clinically indicated, use of 
  Epiceram Skin Barrier Emulsion may be continued during the anti-infective therapy
• If the condition does not improve within 10 to 14 days, consult a physician
• EpiCeram Skin Barrier Emulsion does not contain a sunscreen and should always be used in conjunction with 
  a sunscreen in sun exposed areas
• In radiation dermatitis and/or in conjunction with ongoing radiation therapy, apply following radiation therapy
• Do not apply within 4 hours prior to radiation therapy
• Apply twice daily or as indicated by the radiation therapist
• Following the application of EpiCeram Skin Barrier Emulsion a temporary tingling sensation may occur 
  (10 to 15 minutes)
• Keep this and other similar products out of the reach of children

EpiCeram Skin Barrier Emulsion does not contain a sunscreen and should always be used in conjunction with a 
sunscreen in sun exposed areas. In radiation dermatitis and/or in conjunction with ongoing radiation therapy apply
following radiation therapy. Do not apply within 4 hours prior to radiation therapy. Apply twice daily or as indicated
by the radiation therapist. After application, a temporary tingling sensation may occur (10 to 15 minutes). Keep this
and similar products out of the reach of children. Follow directions for use. If condition does not improve within 
10 to 14 days, consult physician.

Product Description

Rx only 
For Topical Dermatological Use Only   

EpiCeram® Skin Barrier Emulsion

EpiCeram® Skin Barrier Emulsion is a steroid-free, fragrance-free, ceramide-dominant formulation.

Indications for Use                                       

EpiCeram Skin Barrier Emulsion is to be used to treat dry skin conditions and to manage and relieve the burning and
itching associated with various types of dermatoses, including atopic dermatitis, irritant contact dermatitis, and radiation 
dermatitis. EpiCeram Skin Barrier Emulsion helps to relieve dry, waxy skin by maintaining a moist wound and skin 
environment, which is beneficial to the healing process.

Marketed by
Promius Pharma, LLC
Bridgewater, NJ 08807
U.S. Patent No. 5,643,899
EPICERAM is a registered trademark of Ceragenix Pharmaceuticals, Inc.
Rx only – Prescription Medical Device; Federal Law restricts this device to sale by or on the order of a physician.
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How Supplied     

EpiCeram Skin Barrier Emulsion is available in a 90 gram tube. NDC 67857-800-90. 
Store at 15ºC to 30ºC (59ºF to 86ºF). Do not freeze.

Ingredients
Capric Acid, Cholesterol, Citric Acid, Conjugated Linoleic Acid, Dimethicone, Disodium EDTA, E. Cerifera (Candelilla) 
Wax, Food Starch Modified Corn Syrup Solids, Glycerin, Glyceryl Stearate, Hydroxypropyl Bispalmitamide MEA 
(Ceramide), Palmitic Acid, PEG-100 Stearate, Petrolatum, Phenoxyethanol, Potassium Hydroxide, Purified Water, 
Sorbic Acid, Squalane, Xanthan Gum. 

Precautions and Observations

Contraindications
EpiCeram Skin Barrier Emulsion is contraindicated in persons with known hypersensitivity to any of the components 
of the formulation.
                                      

Warnings     
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$13 Million Accutane Verdict
Hoffmann-La Roche has been ordered to
pay $13 million to three plaintiffs who
claimed that they developed inflamma-
tory bowel disease from taking Accu-
tane (isotretinoin). The New Jersey State
Superior Court jury agreed that Roche
did not provide adequate warning and
awarded damages to the three patients.
Their attorneys, at New York–based
Seeger Weiss, said that the three devel-
oped Crohn’s disease, ulcerative colitis, or
another form of IBD while taking the

drug or shortly afterward. “This is an im-
portant outcome and consistent with the
recognition by the medical community
that Accutane is a trigger for IBD,” plain-
tiffs’ attorney David Buchanan said in a
statement. Roche said in its own state-
ment that it was disappointed in the
jury’s decision and that it planned to ap-
peal. The company added that even
though Accutane labeling “has contained
a warning about IBD for more than 20
years ... there is no reliable scientific evi-
dence that Accutane actually causes IBD.”

FDA Sunscreen Rules Being Sought
The Skin Cancer Foundation, Ciba Corp.,
Fallene Ltd., and Rep. Nita Lowey (R-
N.Y.) join a growing list of organizations,
sunblock manufacturers, and lawmakers
calling on the Food and Drug Adminis-
tration to finalize sunscreen standards.
“The American public is underprotected
and operating with a false sense of secu-
rity in the face of the life-threatening dan-
gers of sun exposure,” Rep. Lowey said
at a briefing. The two companies and sev-
eral dermatologists then submitted a Cit-
izen’s Petition to the FDA seeking final
standards and approval of sunscreen in-

POLICY & PRACTICE gredients that protect against UVA—
specifically, Ciba’s Tinosorb. Last sum-
mer, Sen. Christopher Dodd (D-Conn.)
and Sen. Jack Reed (D-R.I.) introduced a
bill to require final sunscreen rules by
next month. The legislation is supported
by the American Cancer Society, the
Melanoma Research Foundation, Citi-
zens for Sun Protection, the Environ-
mental Working Group, and sunscreen
manufacturers Banana Boat and Hawai-
ian Tropic. Connecticut Attorney Gen-
eral Richard Blumenthal also has peti-
tioned the FDA to implement standards.

Benzoyl Peroxide Recall
CSI USA Inc. is recalling all lots of its
over-the-counter 10% benzoyl peroxide
acne cream because it’s contaminated
with Burkholderia cepacia bacteria. The
company and the FDA said that con-
sumers—especially those who have cuts,
scrapes, or rashes, or who have weakened
immune systems—should stop using the
products because of infection risk. The
brands are DG Maximum Strength Acne
Medicated Gel (sold at Dollar General),
Kroger Acne Gel 10% Benzoyl Peroxide
Acne Medication (sold at Kroger), and
Equate: Medicated Acne Gel (sold at Wal-
Mart). There has been no report of an ad-
verse event so far. More information is
available at www.acnemedrecall.com. 

MedPAC Calls for Disclosure 
Congress should pass legislation to re-
quire drug, device, and medical supply
makers and distributors, along with hos-
pitals, to disclose their financial ties to
physicians and physician groups, the
Medicare Payment Advisory Commis-
sion has decided. The companies also
should be required to disclose financial re-
lationships with pharmacies, pharmacists,
health plans, pharmacy benefit managers,
hospitals, medical schools, continuing
medical education organizations, patient
organizations, and professional organiza-
tions. MedPAC said it will urge Congress
to require drug manufacturers to post to
a Web site all details about free drug sam-
ples given to providers. MedPAC advises
Congress on Medicare issues, but law-
makers are not required to implement the
commission’s recommendations.

Pharmaceutical Sales Outlook
The U.S. pharmaceutical market is ex-
pected to grow 1%-2% in 2009, resulting
in sales of $292 billion to $302 billion, ac-
cording to analysis from the health care
market research firm IMS Health. This
latest projection is down from the 2%-3%
increase projected by IMS earlier this
year and reflects the expected impact of
patent expirations, fewer launches of new
products, and the slowing U.S. economy.
Worldwide pharmaceutical sales are ex-
pected to grow 4.5%-5.5% in 2009, simi-
lar to growth this year. “The market will
continue to contend with a number of
forces—among them the shift in growth
from developed countries to emerging
ones, specialist-driven products playing a
larger role, blockbuster drugs losing
patent protection, and the rising influence
of regulators and payers on health care
decisions,” Murray Aitken, a senior vice
president at IMS, said in a statement.

—Alicia Ault




