n"y2 DRI ARO0IXATD 7D
Pﬁzer 572.9-9700301 9. 972.9.9700300. 0
2022 °xn
,71/7251 D/Ip1 /89N

LDIMMPUD PRWONT 2P NN MW DY YITVTY IR 91D nhan
:Staquis °woNn7 W 197871 RO1MY 22N%¥2 0TV ¥ VITIY 11RI2

279971 2017
Crisaborole 2%
N X
Ointment

W NN
STAQUIS is indicated for topical treatment of mild to moderate atopic dermatitis in adult and
pediatric patients 3 months of age and older.
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4. Indications and Usage

STAQUIS is indicated for topical treatment of mild to moderate atopic dermatitis in adult and
pediatric patients 2-years 3 months of age and older.

10 Use in Specific Populations

10.3 Pediatric Use

The safety and effectiveness of STAQUIS have been established in pediatric patients age2-years
ages 3 months and older for topical treatment of mild to moderate atopic dermatitis. Use of
STAQUIS in this age group is supported by data from two 28-day adequate, vehicle-controlled
safety and efficacy trials which included 1,313 pediatric subjects ages 2 years to 17 years of whom
874 received STAQUIS. The most commonly reported adverse reaction in subjects 2 years and

older was apphcatlon site pam —fseﬁ%aase—Reaeﬁeﬁ—%d—GhmeaJ—Swdteﬁ—”Phe—safeﬁkaﬂd

est&bhshed—Addltlonallv use of STAOUIS in ped1atrlc patlents ages 3 months to less than 2 years
was supported by data from a 28-day open-label, safety and pharmacokinetics (PK) trial in

137 subjects. No new safety signals were identified in subjects 3 months to less than 2 years of age
[see Adverse Reactions, Clinical Pharmacology, and Clinical Studies].

The safety and effectiveness of STAQUIS in pediatric patients below the age of 3 months have not
been established.

12 Clinical Pharmacology

12.3  Pharmacokinetics

Absorption

The PK of STAQUIS were investigated in 33 pediatric subjects 2 to 17 years of age with mild to
moderate atopic dermatitis and a mean + SD body surface area (BSA) involvement of 49 + 20%
(range 27% to 92%). In this study, subjects applied approximately 3 mg/cm? of STAQUIS
ointment (dose range was approximately 6 g to 30 g per application) twice daily for 8 days.
Plasma concentrations were quantifiable in all the subjects. The mean + SD maximum plasma
concentration (Cmax) and area under the concentration time curve from 0 to 12 hours post dose
(AUC.12) for crisaborole on Day 8 were 127 + 196 ng/mL and 949 + 1240 ng h/mL, respectively.
Systemic concentrations of crisaborole were at steady state by Day 8. Based on the ratios of AUC.
12 between Day 8 and Day 1, the mean accumulation factor for crisaborole was 1.9.



The PK of STAQUIS were investigated in 13 subjects 4 months to less than 24 months of age. The
mean = SD Cunax and AUCy.1; for crisaborole were 188 + 100 ng/mL and 1164 £+ 550 ng-h/mL,

respectively.
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