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OLUX

(clobetasol propionate) Foam, 0.05%

Rx Only
For Darmatologic Use Only
Not for Ophthalmic Use

DESCRIPTION

OLUX Foam contains clobetasol propionate, USP. a synthetic corticosteroid, for
topical darmatologic use. Clobetasol, an analog of prednisolone, has a high
degrae of glucocorticaid activity and a slight degree of mineralocorticoid activity.
Clobstascl propionate is pregna-14-diene-3,20-dione, 21-chloro-9-fluaro-11-
hydroxy-16-methyl-17-(1-oxopropoxy)-, (118,168)-, with the empirical formula
CosHysCIFOg, a molecular weight of 466.97. The following is the chemical struc-
ture:

clobetasol propionate

Clabetasol propionate is a white or almost white, adarless, crystalline powder and
is insoluble in water.

Each gram of OLUX Foam contains 0.5 mg clobetasal propicnale, USP, in a ther-
molabile foam which consists of cetyl alcohol, cilric acid, ethanol (60%), polysor-

INDICATIONS AND USAGE

OLUX Foam is a super-potent {opical corticosteroid

indicated for short-tem topical treatment of the inflam-

matory and prurilic manifestations of moderate to

severe corticosteroid-responsive - dermatoses of the

scalp, and for short-term topical treatment of miid to

moderate plaque-type psoriasis of non-scalp regions

excluding the face and intertriginous areas.

Treatment beyond 2 consecutive weeks is not racommended and the total
dosage should not exceed 50 g per week because of the polential for the drug to
suppress the hypothalamic-pifuitary-adrenal (HPA) axis. In & controlled pharma-
cokinetic study, some subjects experienced reversibla supprassion of the adre-
nals following 14 days of OLUX Foam therapy (See ADVERSE REACTIONS).

Use in children under 12 years of age is not recommanded.

CONTRAINDICATIONS

OLUX foam is conuamduted in patients who are hypersensitive to dobelasai
to other ortoanyi jient in this p

PRECAUTIONS

Ganeral: Clobetasol propionate is a super-potent topical carticostaroid that
has been shown to suppress the adrenals at 7.0 g of OLUX Foam per day.
Lasser amoums of OLUX Foam wers not studied. Systemic absarption of top-

bate 60, potassium citrate, propylene glyool purified water, and stearyl alcohol. ical has (zussd ible adrenal ion with the polenual
OLUX Foam is di from an ak can witha for i after wit of treatment.

propeliant (propane/butans). of Cushing's synd ia, and ia. can also be produced in
CLINICAL p”ARMAcoLQGY some patients by systermc absorplion- of topical corticosteroids while on treat-
Like other topical cort jonate foam has antnt menl.

tory, antipruritic, and ic The-precise ism of the Conditions which augment systemic absorption include the application of more

anti-inflammatory activity of topical steroids in the treatment of stercid-respansive
dermatases, in general, is uncertain. However, corticosteroids are thought to act
by the induction of phospholipase Ay inhibitory protéins, collectively called
||pooomns itis postulatad that these proteins control the biosynthesis of potent

of i such.as and i by inhibiting
the ralease of their common precursar amd\ldomc acid. Arachidonic acid is
released from by

Pharmacokinatics:

Topical corticostercids can be absorbed from mtact heaithy skm The extent of
ion of topical corti is ined by many factors,

induding the vehicle and the intagrity of the epidermal barrier. Ooduson inflam-

mation andfor other disease processes in the skin may also increase percula-

neous absorption.

Once absorbed through the skin, topical oomcoslermds are handled Ihrough
phamacokinetic pathways simitar to sy
Due fo the fact thal c1rcula|mg levels are well below lhe lavel of detection, the use
of ints for ing the systemic exposure of topical
i ids is Y. They are ized, primarily in the liver, and are
then excrated by the kidneys, in addilion, some corticosteroids and their metabo-
fites are also excreted in the bile.
CLINICAL STUDIES
Awell-controlied clinical study evaluated 188 subjects with moderate to severe
scalp psoriasis. Subjects were trealed twice daily for 2 weeks with ane of four
treatments: OLUX Foam, Vehicle foam, a ially available

potent sleroids, use over large surface areas, prolonged use, and the addition of
ocolusive dressings.

Patients applying a topical steraid to a large surface area or lo areas under occlu-
sion should be evalualed periodically for evidence of adrenal suppression. if
adrenal suppression is noted, an atlempt should be made to withdraw the drug,
to reduce the frequency of application, or to substilute a less potent staraid.

Rscovery of HPA axis functicn is generany prompt upon dxsmmmuanon of topi-
cal

id insuf-
ficiency may occur requiring supplemenu sysram»c corticosteroids. For informa-
tion on systemic fion for those progucts.

Pediatric patients may be more stsaephble fo systemic toxicity from equivalent
doses due to their iarger skin surface to body mass ratios. See PRECAUTIONS-
Pediatric Use.

It iritation develops, OLUX Foam should be discantinued and appropriale thera-
py instituted. Allergic contact demmalitis with corticosteroids is usually diagnosed
by observing a failure to heal rather than by noting a clinical exacarbation, as wilh
most topical products not ids. Such an o fion should
be with it fic palch testing.

In the presence of demmatological infections, the use of an appropriate antifungal
or antibacterial agent should be instituted. If a favorabla response does not occur
promptly, use of OLUX Foam should be discontinued until the infection has been
adequately controlled.

propionate solution (Temovale® Scalp Apptication), or Vehicle solution. The effi-
cacy of OLUX Foam in treating scalp psoriasis at the end of the 2 weeks' treat-
ment was superior to that of Vehicle (foam and solution), and was comparable
1o that of Temovala Scalp Application. See Table 1 below.

Table 1: Efficacy results from a contrailed clinical triaf in scalp psoniasis

for Patients: Patients using topical corficosteroids should raceive
the following information and instructions:

. This medication is to be used as directed by the physician and shouki not be
used longer than the prescribed tima pericd. It is for extemal use only. Avoid
contact with the eyes.

2. This lion should not be used for any disorder other than that for which
OLUX Foam | Vahicle Foam it was prescribed.
n (%) n(%) 3. The treated area should not be bandaged or otherwise coversd or wrapped so
Total number of subjects 62 31 as to be occlusive unless directed by the physician.
Subjects with Treatment Su " 969 @ 4. Patients should report to their physician any signs of local adverse reactions.
| Subjects with Parameter Clear at Endpoint (Scalp Psoriasis) Laboratory Tosts The following tests may be helpful in evaluating patients for
adrenal
Scaling - Clear at Endpoint 42 (68) 3(10) ACTH stimulation test
Erythema - Clear at Endpaint A 2(8) A.M. piasma cortisol test
Plagus Thickness - Clear at Endpoint 1 4188 |  3(10) Urinary free cortsal test
"Defined as a ite of an i 's Globat of Carei is, and i of Fertility: Long-term ani-

clear "or "almost clear,” a plague thickness score of 0, an erythema score of 0 or
1, and a scaling score of 0 or 1 at Endpoint, scored on a severity scais of 0-4.

Another well-controlied clinical study evaiualed 279 subjects with mild to moder-
ate plaque-type psoriasis {mean.Body Surface Area at baseline was 6.7% with a
range from 1% to 20%} of nan-scalp regians. Subjects were treated twice daily
for 2 weeks with OLUX Foam or Vehicle foam. The face and intertriginous areas
were excluded from treatment. Tha efficacy of OLUX Faam in treating non-scalp
psoriasis at the end of 2 waeks’ treatment was superior to that of Vehicle foam.
See Table 2 below.

Table 2: Efficacy resuits from a controlled clinical triaf in non-scalp psoriasis

OLUX Foarn | Vehie Foam|
new) n(%)

mat studies have nat been performed to evaluate the carcinogenic potential of
clobetasal prapionate.

Clobatasol propionate was rion- mutagsmc in three different test systems: the
Ames test, the ger ion assay, and the E. coli
B WP2 fluctuation test.

Studies inthe rat following of

at dosage ievels up to 0.05 mgikg per day revealed that the females exhibited an
increase in the number of resorbed embryos and a decrease in the number of liv-
ing fetuses at the highest dose.

Effects: F y Category C. Corticostercids
have been shown to be teratogenicin labnfatory animals when administersd sys-
temically at refafively low dosage levels. Some corticosteroids have been shown

|Almost Clear at Endpoint 94 (66) 00

Scaling - Clear or Almost Cleaf al Endpoint 101(73) | 42(30)
Erythema - Clear ar Almast Clear at Endpoint 88 (63) 35 (25)
Plaque Thickness - Clear at Endpoint 44 (32) 5(4)

tobe ic after dermal application to laboratory animais.
Total number of subjects 139 fald Clobetasol propionate has not been tested forteralogenicity by the topicalroute;
Subjects with Treatment Success® 39(28) 4(3) however, itis absorbed and when
rﬁvysician‘s Static Global Assessment - Ciear or it was a signi teratogen in both the rabbit and the mouse. Clobetaso! propi-

onate has greater teratogenic potential than steroids that are less potent.

Teratogenicity studies in mice using the subcutansous route resulted in fetotoxi-
city at the highest dase tested (1 mg/kg) and teratogenicily at all dose levels test-
ed down to 0.03 mg/kg. These doses are approximately 1.4 and. 0.04 times,
respectively, the human topical dose of OLUX based on body surface area com-
parisons. ities seen included cleft palate and skelglal abnomalities.

*Defined as a composile of a Physician's Static Global Assessment score of 0 or
1, scaling scare of 0 or 1, an erythema score of 0 or 1 and a plaque thickness
score of 0, based on a saverity scale of 0-5 at Endpoint.

In rabbits, was ic at doses of 0.003 and 001
mg/kg. These doses are approximately 0.02 and 0.05 limes, respectively, the
human " topicai dose of OLUX based on body surface area comparisons,
Abnommalities seen included cleft palate, craniaschisis, and other skeletal abnor-
malities.




There are no adequate and well-controlied studies of the teratagenic potential of
clobetascl propicnate in pregnant women, OLUX Foam should be used during
pregnancy anly if the potential benefit justifies the potential risk ta the fetus.

Drugs of this class should not be used axtansively on pregnant patients, in
large amounts, or for prolonged periods of time,

Nursing Mothers: ids appear in human
milk and could suppress growth, intarfere with endogenous corticosteroid pro-
duction, or cause other untoward effacts. It is not known whether topicai admin-
istration' of corticosteraids.could result in sufficient systemic absarption to pro-
duce detectable quanlities in breast milk, Because many drugs are excreted in
human milk, caution should be exercised when OLUX Foam is administéred o a
nursing woman.

Padiatric Use: Safety and effectivenass of OLUX Foam in padialric patisnts
have not been established; therefore, use in children under 12 years of age is not
recommended. Because of 3 higher ratio of skin surface area to body mass, padi-
alric patients are at a greater risk. than adults of adrenal- suppression and
Cushing's syndrome when they are treated with topical corticosteroids. Pediatric
patients are therefore at grealer risk of adrenal insufficiency during andfor after
withdrawal of treatment. Adverse effects including striae have been reportad with
use of topical corti ids in infants and children,

Adranal suppression, Cushing's syndrame, linear growth relardation, delayed
waight gain, and mlracrama& hypertensuon have been reported in children receiv-

ing topical corti of- adrenal ion in children
include fow plasma cortisot lavels and an absence of response to ACTH stimula-
tian. i of i ion include buiging

headaches, and bilateral papiliedema.

Geriatnic Use: Clinical studies of OLUX Foam did not include sufficient numbers
of subjects aged 65 and over to determing whether they respand differantly from
younger subjects. Other reported clinical experience has not identified. differ-
ancas in responses between the elderly and younger patients. In general, dose
salection for an eiderly patient should be cautious, usually starting at the fow end
of the dosing range, reflecting the greater frequency of decreased hepatic, renal,
ar cardiac function, and of concomitant disease or ather drug therapy.

ADVERSE REACTIONS

in a controlied pharmacokinetic study, 5 of 13 subjects experienced reversible
suppression of the adrenals at any ime during the 14 days of OLUX Foam ther-
apy to at least 20% of the body surfaca area. |Of the 13 subjects studied, 10f 9
with psoriasis were suppressed after 14 days and all 4 of the subjects with alopic
dermatitis had abnormal cortisol levels indicative of adrenal suppression at some
time after starting therapy with OLUX Foam. (See Table 3 below.)

Table 3: Subjects with reversible HPA axis suppression at any time during treatment

Dermalasis OLUX Foam
Psoriasis ; 1of8
Atopic Dermatitis* 40f4

*QLUX Foam is not indicated for non-scalp atopic darmatitis, as the safsty and

sfficacy of OLUX Foam in non-scalp atopic demmatitis has not bsen established.

Use in children under 12 years of age is not recommended.

Syscemlc absorphan of topical corticosteroids has produced reversible adrenal
ions of Cushing's ia, and gluco-

suria in some patisnts (see PRECAUTIONS).

In a contratled clinical trial (188 suisjects) with OLUX Foam in subjects with pso-
riasis of the scalp, there were no lacalized scalp adverse reactions reported in the
OLUX Foam Ireated subjects. In two controlled clinical tiais (360 subjects) with
OLUX Foam in subjects with psoriasis of non-scaip regions, locafized adverse
events that accurred in the OLUX Foam treated subjects included application sile
buming (10%), application site dryness (<1%), and other application sile reac-
tions (4%).

In larger controlled trials with other clobetasol propionate formulalions, the most
frequently reported local adverse reactions have included buming, stinging, irmi-
tation, pruritus, erythema, folliculitis, cracking and fissuring of the skin, numbness
of the fingers, skin atrophy, and telangiactasia (al less than 2%).

The following additional local adverse reactions have been reported with topical
corticosteraids, but they may accur more frequently with the use of acclusive
dressings and higher potency corticoslercids such as OLUX Foam. These reac-
tions are listed in an approxi ing order. of dryness,
hypertrichosis, acneiform eruptions, hypopigmentation, parioral dermatilis, alier-
gic contact dermatitis. maceration of the skin, secondary infection, striae, and mif-
lana.

OVERDOSAGE

Topically appiied OLUX Foam can be absorbed in sufficient amounts to produce
systemic effects. See PRECAUTIONS.

DOSAGE AND ADMINISTRATION
Note: For proper dispansing of foam, hald the can upside down and deprass the
actuator.

OLUX Foam shouid be applied o the affacted area twice daily, ance in the momn-
ing and once at night. Invert the can and dispense a small amount of OLUX Foam
(up toa maximum of a goif-bali-size dollap or one and a hatf capfuls) into the cap
of the can, onta a saucer or other cool surface, of to the lesion, laking care to
avaid contact with the eyes. Dispensing directly onto hands is not recommendad
(unless the hands are the affected area), as the foam will begin to mslt immedi-
ately upon contact with warm skin. When applying OLUX Foam to a hair-bearing
area, move the hair away from the affected area so that the foam can be applied
1o each affacted area. Pick up small amounts with-fingertips and gently massage
into affected area until the foam disappears. Rapeat until entire affected area is
freated.

Manufactured for
Cannetics Comporation
Palo Alto, CA 34303
UsA

For additional information:
1-877-821-5337 or visit
waww.olux.com

AW No: AW-0183+2 PIN: PRM-OLU1-073
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Apply the smallest amount possible that sufficiently covers the affected area(s).
No more than one and a half capfuls of foam should be used at each apphication.
Do not apply to face or.intertriginous areas.

OLUX Foam is a super-high-potency topical corticosteroid; therefore, treatment
should be fimited to 2 conseculive weeks and amounts greater than 50 giweek
should not be used. Use in pediafric patients under 12 years of age is not rec-
ommended.

Unless directed by a physician, OLUX Foam should not be used with occlusive
dressings.
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Instructions for applying OLUX Foam

Apply OLUX Foam twice a day, once in the' moming and once at
night. Apply only enough to-cover the.affected areas. OLUX Foam
should not be applied to the groin, ampits, or other skin fold areas.

To use OLUX Foam:

Before applying OLUX Foam for the

first time, break the tiny plastic piece

at the base of the can's rim by gently

pushing back (away from the piece)
4 on the nozzle.

Turn the can upside down.

& Push the button to squirt a small

amount of OLUX Foam into the cap

of the can, onto a2 saucer or other

cool surface, or your affected skin

area. This amount should be no

2 more than 1 1/2 capfuls, about the
size of a goff ball.

v

Do not squirt OLUX Foam diractly
onto your hands (uniess your hands
are the affected areas), because the
foam will begin to melt right away on
contact with your warm skin.

If your fingers are warm, rinse them
in cold water first. (Be sure to dry
them thoroughly before handling the
foam.)

If the can seems warm or the foam
seems runny, run the can under cold
water.

Using your fingertips, gently mas-
sage OLUX Foam into the affacted
areas untii the foam disappears.

if you are freating areas with. hair
such as the scaip, move any hair
away so that the foam can be
applied diractly to the affected areas.

Repeat the process until the affacted
areas are treated.

Keep the foam away from your
eyes, as it will sting and may cause
eye problems if there is frequent
contact with your syes. If the-foam
gets in your eyes, rinse them well
with ‘cold water right away. If the
stinging continues, contact your doc-
tor right away.

Wash your hands after applying
OLUX Feam. Throw away any of the
unused medicine that you squirted
out of the can.

N\ J

HOW SUPPLIED
OLUX Foam is supplied in 100 g (NDC 63032-031-00) and 50 g (NDC 63032-
031-50) aluminum cans.

Store at conirolied room temperature 68-77°F (20-25°C).

WARNING

FLAMMABLE. AVOID FIRE, FLAME OR SMOKING DURING AND IMMEDI-
ATELY FOLLOWING APPLICATION. Keep out of reach of children. Contents
under pressure. Do not puncturs of incinerate container. Do not expose o heat
or store at temperatures above 120°F (43°C).
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