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24 Fougera PHARMACEUTICALS INC.

e PANDEL

T - Kk PANDEL Cream, 0.1% hydrocortisone probutate

JETEAF 19974F

ZhEe - Zhik PANDEL® (hydrocortisone probutate) Cream, 0.1 % is indicated for the relief of the

inflammatory and pruritic manifestations of corticosteroid-responsive dermatoses in patients 18
years of age or older.

ik - & Apply a thin film of PANDEL to the affected area once or twice a day depending on the severity
of the condition. Massage gently until the medication disappears. Occlusive dressings may be

used for the management of refractory lesions of psoriasis and other deep-seated dermatoses, such
as localized neurodermatitis (lichen simplex chronicus).

Discontinue PANDEL when control is achieved. If no improvement is seen within 2 weeks,
reassessment of the diagnosis may be necessary.

Do not use PANDEL with occlusive dressings unless directed by the physician. Do not apply

PANDEL in the diaper area, as diapers or plastic pants may constitute occlusive dressings.
Drugs@FDA [PANDEL® (Fougera PHARMACEUTICALS Inc.), 2017451 A &1
<https://www.accessdata.fda.gov/drugsatfda_docs/label/2017/020453s0071bl.pdf> (20234F8 H17TH 7 7 & A XK V)
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KE DIRMSCEOFLH

8.1 Pregnancy

Risk Summary

There is no clinical information on PANDEL use in pregnant women to inform any drug-associated risk for major birth
defects and miscarriage. In animal reproduction studies, hydrocortisone probutate given by the subcutaneous route
during the period of organogenesis was teratogenic at doses equal to or greater than 1 mg/kg/day in rats or 0.1 mg/kg/day
in rabbits (12 times and 2 times the human topical dose, respectively) [see Data].

The estimated background risk of major birth defects and miscarriage for the indicated population is unknown. All
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pregnancies have a background risk of birth defect, loss, or other adverse outcomes. In the U.S. general population, the
estimated background risk of major birth defects and miscarriage in clinically recognized pregnancies is 2% to 4% and
15% to 20%, respectively.

Data

Animal Data

Effects on embryo-fetal development were evaluated in rats and rabbits following subcutaneous administration of
hydrocortisone probutate during the period of organogenesis. Hydrocortisone probutate was teratogenic in rats when
given during the period of organogenesis at subcutaneous doses equal to or greater than 1 mg/kg/day (12 times the
human average topical dose of PANDEL assuming 3% absorption and an application of 30 g/day on a 70 kg individual).
Abnormalities included delayed ossification of the caudal vertebrae and other skeletal variations, cleft palate, umbilical
hernia, edema, and exencephalia.

In rabbits, hydrocortisone probutate given by the subcutaneous route was teratogenic at doses equal to or greater than
0.1 mg/kg/day (2 times the human average topical dose of PANDEL assuming 3% absorption and an application of 30
g/day on a 70 kg individual). Fetal weight and survival were affected. Delayed ossification and increased incidences of
malformations (skeletal abnormalities and cleft palate) were also noted.

No adverse effects were seen in rats following subcutaneous administration of up to 1 mg/kg/day of hydrocortisone
probutate during the perinatal and postnatal period (12 times the human average topical dose of PANDEL assuming 3%
absorption and an application of 30 g/day on a 70 kg individual).

8.2 Lactation

Risk Summary

There is no information on the presence of hydrocortisone probutate in breast milk, or on its effects on the breastfed
infant or on milk production. It is not known whether topical administration of PANDEL could result in sufficient
systemic absorption to produce detectable quantities in human milk. The developmental and health benefits of
breastfeeding should be considered along with the mother’s clinical need for PANDEL and any potential adverse effects
on the breastfed infant from PANDEL or from the underlying maternal condition.

Clinical Considerations

To minimize potential exposure to the breastfed infant via breast milk, use PANDEL on the smallest area of skin and
for the shortest duration possible while breastfeeding.
Drugs@FDA (PANDEL® (Fougera PHARMACEUTICALS Inc.), 2017451 H tiT
<https://www.accessdata.fda.gov/drugsatfda_docs/label/2017/020453s0071bl.pdf> (202348 H17H 7 7 A X V)
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8.4 Pediatric Use
Safety and effectiveness in pediatric patients have not been established. 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 a greater risk of adrenal insufficiency during
and/or after withdrawal of treatment. Adverse effects including striae have been reported with inappropriate use of
topical corticosteroids in infants and children.
Hypothalamic-pituitary-adrenal (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 an absence of response to ACTH stimulation.
Manifestations of intracranial hypertension include bulging fontanelles, headaches, and bilateral papilledema.
Drugs@FDA [PANDEL® (Fougera PHARMACEUTICALS Inc.), 201741 A 45T
<https://www.accessdata.fda.gov/drugsatfda_docs/label/2017/020453s0071bl.pdf> (2023428 H17HT7 7 A X V)
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