
















As with other corticosteroids, therapy should be discontinued when control is achieved. If no improvement is seen within two weeks, con-
tact the physician.
Laboratory Tests: The following tests may be helpful in evaluating patients for HPA-axis suppression: ACTH stimulation test, AM plasma
cortisol test, Urinary free cortisol test.
Carcinogenesis, Mutagenesis, and Impairment of Fertility: In a study of the effect of prednicarbate on fertility, pregnancy, and postna-
tal development in rats, no effect was noted on the fertility or pregnancy of the parent animals or postnatal development of the offspring
after administration of up to 0.80 mg/kg of prednicarbate subcutaneously. Prednicarbate has been evaluated in the Salmonella reversion
test (Ames test) over a wide range of concentrations in the presence and absence of an S-9 liver microsomal fraction, and did not demon-
strate mutagenic activity. Similarly, prednicarbate did not produce any significant changes in the numbers of micronuclei seen in erythro-
cytes when mice were given doses ranging from 1 to 160 mg/kg of the drug.
Pregnancy: Teratogenic Effects: Pregnancy Category C.: Corticosteroids have been shown to be teratogenic in laboratory animals
when administered systemically at relatively low dosage levels. Some corticosteroids have been shown to be teratogenic after dermal appli-
cation in laboratory animals. Prednicarbate has been shown to be teratogenic and embryotoxic in Wistar rats and Himalayan rabbits when
given subcutaneously during gestation at doses 1900 times and 45 times the recommended topical human dose, assuming a percutaneous
absorption of approximately 3%. In the rats, slightly retarded fetal development and an incidence of thickened and wavy ribs higher than
the spontaneous rate were noted. In rabbits, increased liver weights and slight increase in the fetal intrauterine death rate were observed.
The fetuses that were delivered exhibited reduced placental weight, increased frequency of cleft palate, ossification disorders in the ster-
num, omphalocele, and anomalous posture of the forelimbs. There are no adequate and well-controlled studies in pregnant women on ter-
atogenic effects of prednicarbate. Prednicarbate cream 0.1% (emollient) should be used during pregnancy only if the potential benefit jus-
tifies the potential risk to the fetus.
Nursing Mothers: Systemically administered corticosteroids appear in human milk and could suppress growth, interfere with endogenous
corticosteroid production, or cause other untoward effects. It is not known whether topical administration of corticosteroids could result in
sufficient systemic absorption to produce detectable quantities in human milk. Because many drugs are excreted in human milk, caution
should be exercised when prednicarbate cream 0.1% (emollient) is administered to a nursing woman.
Pediatric Use: Prednicarbate cream 0.1%  (emollient) may be used with caution in pediatric patients 1 year of age or older, although the
safety and efficacy of drug use longer than 3 weeks have not been established. The use of prednicarbate cream 0.1%  (emollient) is sup-
ported by results of a three week, uncontrolled study in 59 pediatric patients between the ages of 4 months and 12 years of age with atopic
dermatitis. None of the 59 pediatric patients showed evidence of HPA-axis suppression. Safety and efficacy of prednicarbate cream 0.1%
(emollient) in pediatric patients below 1 year of age have not been established, therefore use in this age group is not recommended.
Because of a higher ratio of skin surface area to body mass, pediatric patients are at a greater risk than adults of HPA-axis suppression
and Cushing’s syndrome when they are treated with topical corticosteroids. They are therefore also at greater risk of adrenal insufficiency
during and/or after withdrawal of treatment. In an uncontrolled study in pediatric patients with atopic dermatitis, the incidence of adverse
reactions possibly or probably associated with the use of prednicarbate cream 0.1% (emollient) was limited. Mild signs of atrophy devel-
oped in 5 patients (5/59, 8%) during the clinical trial, with 2 patients exhibiting more than one sign. Two patients (2/59, 3%) developed shini-
ness, and two patients (2/59, 3%) developed thinness. Three patients (3/59, 5%) were observed with mild telangiectasia. It is unknown
whether prior use of topical corticosteroids was a contributing factor in the development of telangiectasia in 2 of the patients. Adverse
effects including striae have also been reported with inappropriate use of topical corticosteroids in infants and children. Pediatric patients
applying topical corticosteroids to greater than 20% of body surface are at higher risk for HPA-axis suppression. HPA-axis suppression,
Cushing’s syndrome, linear growth retardation, delayed weight gain and intracranial hypertension have been reported in children receiving
topical corticosteroids. Manifestations of adrenal suppression in children include low plasma cortisol levels, and absence of response to
ACTH stimulation. Manifestations of intracranial hypertension include bulging fontanelles, headaches, and bilateral papilledema.
Prednicarbate cream 0.1% (emollient) should not be used in the treatment of diaper dermatitis.
ADVERSE REACTIONS: In controlled adult clinical studies, the incidence of adverse reactions probably or possibly associated with the
use of prednicarbate cream 0.1% (emollient) was approximately 4%. Reported reactions included mild signs of skin atrophy in 1% of treat-
ed patients, as well as the following reactions which were reported in less than 1% of patients: pruritis, edema, paresthesia, urticaria, burn-
ing, allergic contact dermatitis and rash. In an uncontrolled study in pediatric patients with atopic dermatitis, the incidence of adverse reac-
tions possibly or probably associated with the use of prednicarbate cream 0.1% (emollient) was limited. Mild signs of atrophy developed in
5 patients (5/59, 8%) during the clinical trial, with 2 patients exhibiting more than one sign. Two patients (2/59, 3%) developed shininess,
and 2 patients (2/59, 3%) developed thinness. Three patients (3/59, 5%) were observed with mild telangiectasia. It is unknown whether
prior use of topical corticosteroids was a contributing factor in the development of telangiectasia in 2 of the patients. (See PRECAUTIONS,
Pediatric Use). The following additional local adverse reactions have been reported infrequently with topical corticosteroids, but may occur
more frequently with the use of occlusive dressings. These reactions are listed in an approximate decreasing order of occurrence: folliculi-
tis, acneiform eruptions, hypopigmentation, perioral dermatitis, secondary infection, striae and miliaria.
OVERDOSAGE: Topically applied corticosteroids can be absorbed in sufficient amounts to produce systemic effects. (See PRECAUTIONS).
DOSAGE AND ADMINISTRATION: Apply a thin film of prednicarbate cream 0.1% (emollient) to the affected skin areas twice daily. Rub
in gently. Prednicarbate cream 0.1% (emollient) may be used in pediatric patients 1 year of age or older. Safety and efficacy of prednicar-
bate cream 0.1% (emollient) in pediatric patients for more than 3 weeks of use have not been established. Use in pediatric patients under
1 year of age is not recommended. As with other corticosteroids, therapy should be discontinued when control is achieved. If no improve-
ment is seen within 2 weeks, reassessment of the diagnosis may be necessary. Prednicarbate cream 0.1% (emollient) should not be used
with occlusive dressings unless directed by the physician. Prednicarbate cream 0.1% (emollient) should not be applied in the diaper area if
the child still requires diapers or plastic pants as these garments may constitute occlusive dressing.
HOW SUPPLIED: Prednicarbate Cream 0.1% (Emollient) is supplied:

15 gram tube NDC 0168-0381-15 
60 gram tube NDC 0168-0381-60

Store between 20°- 25°C (68°-77°F), with excursions permitted to 15°-30°C (59°-86°F).[see USP Controlled Room Temperature].

E. FOUGERA & CO.
a division of Altana Inc.
MELVILLE, NEW YORK 11747

I2381
R7/05
#108






































































































































































































