CALCIPOTRIENE AND BETAMETHASONE DIPROPIONATE CREAM DEMONSTRATES SUPERIOR EFFICACY IN MODERATE PLAQUE PSORIASIS COMPARED TO TOPICAL SUSPENSION:

A SUBGROUP ANALYSIS OF A PHASE 3 TRIAL

Linda Stein Gold?!, Johan Selmer?, Morten Praestegaard?, April Armstrong?

IDermatology Clinical Research, Henry Ford Health System, Detroit, Michigan, USA ; 2MC2 Therapeutics, Harsholm, Denmark; 3Keck School of Medicine, Department of Dermatology, University of Southern California Los Angeles, USA

Table 1. Baseline characteristics of patients with moderate psoriasis (PGA=3) » Treatment convenience of CAL/BDP cream, measured by the Psoriasis Treatment
CAL/BDP Cream CAL/BDP TS Cream Vehicle Convenience Scale (PTCS)! at Week 8, was demonstrated to be significantly

INTRODUCTION

» Calcipotriene and betamethasone dipropionate (50 microgram/g CAL and 0.5 (n=271) (n=278) (n=92) better than CAL/BDP TS on all individual item questions including overall
mg/g BDP) cream (CAL/BDP cream) is based on PAD™ Technology enabling Mean BSA (SD) 7.9 (6.2) 9.0 (7.3) 8.3 (6.5) satisfaction (question 6) (Table 2).
development of an easy to apply, aqueous cream of CAL and BDP, despite their Mean mPASI (SD) 8.0 (3.8) 8.3 (4.1) 7.9 (4.1) . Overall, safety assessments during the trial demonstrated that CAL/BDP cream
known pH-related instablility when combined in the presence of water. Mean DLQI (SD) 9.6 (6.3) 10.6 (7.0) 9.1 (6.3) was well-tolerated.

* The objective of this subgroup analysis is to present data from a Phase 3 trial on
the efficacy and convenience of CAL/BDP cream in patients with moderate plaque

Table 2. PTCS scores for moderate psoriasis patients (CAL/BDP cream vs. TS)

Figure 1. PGA Success (a) and PGA Improvement (b) in patients with moderate

. . . soriasis by weeks of treatment | | 0 -
psoriasis compared to CAL/BDP topical suspension (TS). P Y Question Odds Ratio (C195%) P-value
a) PGA Treatment Success b) PGA Improvement 1 How easy was the treatment to apply to the skin? 291 (1.33,6.37) 0.0075
60
M ETHODS . ™1 p<0.0001 100 , 2 How greasy was the treatment when applying it to the skin? 9.89 (4.50,18.07) <0.0001
. . . | - _ 0.0001 o . . .
« CAL/BDP cream was evaluated In a Phase 3, randomized, multicenter, § 20 00001 45.3 - 77' , |Io 0.0027 884 |P< 3 How moisturized did your skin feel after applying the treatment? 3.44  (1.73, 6.84) 0.0004
: : : . : : O p<0. o 80 :
Investigator-blind, parallel-group trial comparing the efficacy and safety of » 40 — = 65 2 /2.6 4 How greasy did your skin feel after applying the treatment? 8.87 (4.44,17.78) <0.0001
. . . - s
CAL/BDP cream to CAL/BDP TS in adults with plaque psoriasis (NCT03308799) . é 20 29.9 7 5 % 60 5 How much did treating your skin disrupt your daily routine? 3.82 (1.82, 8.00) 0.0004
) -Fl;h? tr:al enrOII?dt79€: ga;['ents ?t ’[ShS (;“_mlca S;est_acr(zss_ thl? United dSFIatetS. § 20 E 40 6 Overall, how satisfied were you with the medical treatment? 542 (2.64,11.09) <0.0001
atients were Instruclte O apply e ral medaication topically once aally 10 g 14.6 E‘? Odds ratios indicate comparison in favor of CAL/BDP cream to CAL/BDP TS.
affectec éreas ofthe l?ody for- Up t0 8 weeks. o o D\; 10 5 - = 20 Figure 3. Improvement of plaque psoriasis in a patient with moderate psoriasis
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ssessment ( ), score of 3, were Included in the subgroup analysis. Week 4 Week 8 Week 4 Week 8 |
 The primary efficacy endpoint was the proportion of patients with treatment caL/BDPcream ] cauBopTs ] Cream vehicle

success at week 8, defined as minimum two-grade decrease from baseline In
PGA score to clear or almost clear disease (grade 0 or 1).

« CAL/BDP cream demonstrated significantly greater mPASI75 compared to
CAL/BDP TS In moderate psoriasis patients (42.3% versus 29.7%; p=0.0027)
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Week 6 Week 8

) Stati.s,-tical- analyses of the P(_;'A moderate patient subgroup were based on a with significant difference also at Week 4 (p=0.0008) (Figure 2a). Baseline Week 1 Week 4
modified intent-to-treat population (MITT). For PGA, mPASI and DLQI a treatment

policy strategy and multiple imputation for missing data were applied. For PTCS a
while-on-treatment strategy and last observation carried forward for missing data
were applied. Categorial endpoints were evaluated by a logistic regression model

° 459% Of patients treated Wlth CAL/BDP cream reported DLQ| Satisfaction at Pictures from MC2-01-C2 phase 3 trial; Informed consent to publish pictures has been obtained from the patient.

Week 8 (score of 0 or 1, indicating no impact of psoriasis on gquality of life) CONCLUSIONS
versus 31.2% in the CAL/BDP TS group (p=0.0016) (Figure 2b).

« CAL/BDP cream iIs an innovative topical treatment for plaque psoriasis based on

and PTCS by an ANCOVA model. Figure 2. mPASI75 (a) and DLQI Satisfaction (b) in patients with moderate PAD™ Technology
psoriasis by weeks of treatment | - |
RESULTS ) PAS]| 75 ) DLOI Satisfaction (score 0 or 1) * CAL/BDP cream showed significant improvement of PGA treatment success,
. . ] o f _ 4 9 cis inoluded in thi 50 — 60 MPASI/75, DLQI satisfaction and psoriasis treatment convenience compared to
aseline characteristics of patients with moderate psoriasis included in this 423 |P7009¢7 - ] p=0.0016 CAL/BDP TS active comparator in patients with moderate plaque psoriasis.
subgroup analysis are presented in Table 1. 40 5 0 45.9 o | | |
. . . . . S  The combination of high efficacy, favorable safety, and treatment convenience of
 The PGA treatment success In patients with moderate psoriasis was significantly K2 p=0.0008 = 40 .
= 30 |— 29.7 O 35.0 CAL/BDP cream may lead to improved adherence to therapy and thereby better
greater for CAL/BDP cream (45.3%) than for CAL/BDP TS (27.5%) at Week 8 2 5 31.2 _ _ .
L . . ~ 23.4 S 30 28.6 treatment outcomes for patients with moderate psoriasis.
(p<0.0001) with significant difference also at Week 4 (Figure 1a). = o
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assessment after starting treatment. P-values represent comparison between CAL/BDP cream and CAL/BDP TS. 'Based on Observed Cases.




