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BACKROUND

According to the National Psoriasis Foundation approximately 150,000 new psoriasis patients are diagnosed in the United States each year.! Almost 20,000 (13%) of newly diagnosed patients are children under the age of 10 with most
manifesting with plaque psoriasis (68.6%) with lesions localized to the scalp, post auricular region, elbows, and knees.? Although the relative frequency of plaque psoriasis differs between adults and children, the etiology is thought to be the
same as evidenced by similar response rates to therapies.3* There are few therapeutic options for the pediatric population that have proven safety and efficacy and that have FDA approval in the pediatric population. Calcipotriene is a synthetic
vitamin D3 derivative that has been used effectively for many years for the treatment of plague-type psoriasis.”> The efficacy and safety of calcipotriene foam, 0.005%, was established in Phase Il clinical trials for the treatment of adults and
recently the FDA adjusted the indication to include treatment in patients 12 years and older due to proven safety in a Phase | study in adolescents.®’ The data presented here highlight the results of an additional Phase | clinical study in pediatric

subjects aged 2 to 11 years.

OBJECTIVES

Primary Objective:

* To evaluate the safety and tolerability of calcipotriene foam, 0.005%, in pediatric subjects, ages 2 to 11 years, with mild to moderate plague psoriasis.

Secondary Objectives:

* To evaluate the pharmacodynamic effect on calcium metabolism of calcipotriene foam 0.005%, in pediatric subjects, ages 2 to 11 years, with mild to moderate plaque psoriasis.

* To describe the plasma concentrations of calcipotriene following administration of calcipotriene foam, 0.005% in pediatric subjects, ages 2 to 11 years, with moderate plaque psoriasis.

* To describe the treatment effect of calcipotriene foam, 0.005%, in pediatric subjects, ages 2 to 11 years, with mild to moderate plaque psoriasis.

METHODS
 Phase 1 multicenter, open-label, repeat-dose study with 36 subjects ages 2 to 11 years from 16 sites.
* Two cohorts:
« Maximum use cohort defined as ISGA score of 3 or higher at screening and at least 3% Body Surface Index (BSA) with some EAlH R G e (e,
Scalp involvement. Age (yrs) Baseline BSA: (%)
. . . o Mean (SD) 8.6 (2.06) 8.5 (2.65) Mean (SD) 12.2 (9.94) 16.5 (8.26)
* General use cohort defined as ISGA score of 2 or 3 at screening with no BSA minimum Median 9 9 Median 7.8 19.1
* Subjects or their caregivers applied a thin layer of study product twice a day to the treatment areas (excluding the face) for 8 b L i 2 Ll 2 o 2
_ Race: n (%) Baseline ISGA Body
weeks: Caucasian 25 (78) 3 (75) Mean SD 2.5 (0.92) 3 (0)
* |f the lesions cleared prior to the end of the study, subjects or their primary caregivers were to continue to apply study ﬁffica” AR 4(33) 1(‘;5) m?d:a” 034 333
. . .. sian in,Max , )
product to treatment areas originally affected by psoriasis. Native American/Alaskan 1(3) 0 Baseline ISGA Scalp
* Any new psoriatic lesions which appeared in treatment areas during the treatment period were also treated with the study ey 2(6) C ngi”ai[’ = (21'34) 2 (2-50)
product. Min,Max 0,4 2,3
» Safety assessments (adverse event and serious adverse event query) occurred at all study visits. Gender: n (%) Height (cm)
Mal 15 (47 2 (50 Mean SD 136.2 (13.91 129.2 (11.59
* Treatment effect, urine calcium metabolism, and application site tolerability assessments were performed for all subjects at all Fe?n;e 17 ((53_)) 5 250; M:Zinan 13(7_2 ) 12(4_2 )
in-clinic visits. Min,Max 104,159 122,147
e Blood samples were taken from all subjects at Screening for evaluation of pharmacodynamic (PD) assessments and 25-OH ELIT:;I:YC/T;QO B L "‘I(:iei:ts('[‘)g) 0 (55 -
vitamin D levels at baseline, and an additional blood draw for PD parameters was taken at Week 2 for the maximum-use Not Hispanic/Latino 18 (58) 3 (75) Median 41.6 35.3
* The % of subjects who were ISGA responders was compared to the Phase lll adult clinical trial results using Bayesian analysis.

RESULTS

 PD markers showed a general lack of change over time and there were
no quantifiable systemic concentrations of calcipotriene observed. The
average values of corrected calcium, magnesium and phosphorus were
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* No evidence of a drug effect was noted for body weight, height, or
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CONCLUSIONS

Calcipotriene foam, 0.005%, was well tolerated with a low incidence of adverse events in the pediatric population. There were no quantifiable systemic concentrations of calcipotriene, nor effect seen on calcium metabolism with repeated
application. While this study was not designed as an efficacy study, the % of subjects who were ISGA responders was found to be consistent with the efficacy in the treatment of body and scalp in adults. Overall, the results are consistent with
previously reported clinical findings for adolescents and adults indicating that calcipotriene foam is safe, well tolerated, and effective treatment option for pediatric psoriasis patients. FDA approval for ages 4 and up was received in 2019.
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