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Introduction
• Plaque psoriasis is a chronic inflammatory disease  

that affects approximately 3% of the population.1-3

• Effective topical treatments for psoriasis should:
 ̶ Display high efficacy, with optimal delivery of actives  

to target tissue
 ̶ Exhibit a favorable safety and tolerability profile
 ̶ Be associated with desirable patient preferences 

• Calcipotriene and betamethasone dipropionate (CAL-BDP; 
0.005%/0.064% w/w) cream is a novel FDA-approved  
topical treatment of plaque psoriasis under the brand  
name Wynzora® Cream.4

• CAL/BDP cream is based on PAD™ Technology, which has  
enabled development of a water-containing formulation  
of CAL and BDP, despite their known pH-related instability  
when combined in the presence of water (Figure 1). 

• The clinical profile of CAL/BDP cream is in accordance with  
the recommendations in the guidelines of care for topical 
treatment of psoriasis issued by the American Academy of 
Dermatology and the National Psoriasis Foundation.5

PAD™ Technology
• Chemical stability: Organized selected surfactants form a very robust structure around the oil droplet – 

protects molecules inside droplet from degradation

• Physical stability: Reduced risk of droplet collapse provides expanded formulation space to troubleshoot 
formulation of difficult molecules

• Tolerability: Use of several-fold fewer surfactants compared with conventional creams

• Delivery/efficacy: Fully solubilized active ingredients, optimal saturation, and low amount of surfactants 
enable optimal delivery of actives to target tissue

Objective
• The objective of this presentation is to characterize the efficacy and safety of CAL/BDP cream compared to  

CAL/BDP topical suspension (CAL/BDP TS; Taclonex® Topical Suspension).

Methods
Study Design

• CAL/BDP cream was evaluated in a head-to-head, phase 3, randomized, multicenter, investigator-blind, 
parallel-group trial comparing the efficacy and safety of CAL/BDP cream to vehicle and CAL/BDP TS in 
adults with psoriasis vulgaris (NCT03308799).

• A schematic of the trial design is presented in Figure 2.

Figure 2. Head-to-Head Trial Design
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CAL/BDP cream, calcipotriene and betamethasone dipropionate; TS, topical suspension; PGA, physician global assessment; R, randomization.

Participants
• Eligible participants were adults (≥18 years of age) with a clinical diagnosis of plaque psoriasis (psoriasis 

vulgaris) of ≥6 months in duration involving the trunk and/or limbs. 

• Additional key inclusion criteria included a treatment area involving between 2% and 30% of the body 
surface area, a physician global assessment (PGA) score of mild or moderate disease severity, and a 
modified psoriasis area and severity index (mPASI) score ≥2.

Randomization and Dosing
• Eligible participants were randomized to treatment (3:1:3) with CAL/BDP cream, vehicle, or CAL/BDP TS.

• Identical packaging and labeling was used to ensure investigators were blinded to treatment allocation.

• Participants were instructed to apply the treatment topically once daily (preferable in the evening) to 
affected areas for 8 weeks.

Study Assessments
• The primary efficacy endpoint was the proportion of participants with treatment success at week 8. 

Treatment success was defined as a minimum 2-point decrease from baseline in PGA score to “clear” or 
“almost clear” disease. 

• The PGA assessment was scored on a 5-point scale representing the average lesion severity on the trunk 
and limbs (0=clear, 1=almost clear, 2=mild, 3=moderate, 4=severe).

• Secondary efficacy endpoints included the change in mPASI at 8 weeks, assessment of treatment 
convenience after 8 weeks on the psoriasis treatment convenience scale (PTCS), change in itch intensity 
(11-point numerical rating scale [NRS]) at week 4, and the proportion of participants with 4-point 
improvement in itch intensity on the NRS at week 4.

• Safety assessments included the percentage and type of treatment-emergent adverse events (TEAEs).

Results
Participants
• A total of 796 participants were enrolled at 55 clinical sites across the United States.

• Overall, 725 of 796 participants (91.1%) completed the trial.

 ̶ The discontinuation rate was 8.3% in the CAL/BDP cream group, 6.4% in the CAL/BDP TS group, and 
18.3% in the vehicle group. 

• The intent-to-treat (ITT) and safety population consisted of 794 participants (2 participants were excluded 
due to failure to receive or use the study treatment).

• Participant demographics and baseline characteristics were comparable between treatment groups (Table 1).

Table 1. Baseline Characteristics (ITT Population)
CAL/BDP cream 

N=342
CAL/BDP TS

N=337
Vehicle
N=115

Total
N=794

Age, mean (SD), years 52.0 (14.4) 52.8 (13.7) 50.4 (14.3) 52.0 (14.1)

Gender, %

Female 40.6 34.4 38.3 37.7

Male 59.4 65.6 61.7 62.3

Race, %

White 84.8 88.7 88.7 87.0

Black or African Americans 9.9 5.9 9.6 8.2

Asian 2.9 3.0 0.9 2.6

American Indian or Alaska Native 0.9 0.9 0.9 0.9

Native Hawaiian or Other Pacific Islander 0.6 0.3 0.0 0.4

Multiple 0.6 0.9 0.0 0.6

Other 0.3 0.3 0.0 0.3

Duration of psoriasis, mean (SD), years 17.7 (13.4) 15.0 (12.7) 16.3 (13.7) 16.3 (13.2)

Baseline PGA, %

Mild 19.9 16.9 17.4 18.3

Moderate 80.1 83.1 82.6 81.7

Baseline mean mPASI (SD) 7.3 (3.9) 7.7 (4.1) 7.1 (4.1) 7.4 (4.0)

Baseline mean BSA % (SD) 7.3 (6.0) 8.4 (7.0) 7.5 (6.1) 7.8 (6.5)
BSA, body surface area; CAL/BDP cream, calcipotriene and betamethasone dipropionate; ITT, intent-to-treat; PGA, physician global assessment; mPASI, modified psoriasis area 
and severity index; SD, standard deviation; TS, topical suspension.

Safety
• The incidence of TEAEs was similar across all 3 treatment groups.

• The most common application site–related TEAE reported by ≥1% of participants treated with CAL/BDP cream 
was application site irritation (1% vs 0%) (Table 2).

• The most common other TEAEs reported by ≥1% of participants treated with CAL/BDP cream and more 
frequently than vehicle were upper respiratory infection (7% vs 5%) and headache (2% vs 0%).

• No serious TEAEs were assessed to be related to the trial medication.

Table 2. Summary of TEAEs Occurring Inside the Treatment Area 

CAL/BDP cream 
N=342

CAL/BDP TS
N=337

Vehicle
N=115

Any TEAE inside treatment area 13 (3.8) 12 (3.6) 5 (4.3)

Specific TEAEs (≥2 participants in any group)

Application site pruritus 2 (0.6) 4 (1.2) 1 (0.9)

Application site dermatitis 1 (0.3) 2 (0.6) 1 (0.9)

Application site irritation 3 (0.9) 0 0

Application site pain 2 (0.6) 1 (0.3) 0

Application site folliculitis 2 (0.6) 3 (0.9) 1 (0.9)

Data are presented as n (%). CAL/BDP cream, calcipotriene and betamethasone dipropionate; TEAE, treatment-emergent adverse event; TS, topical suspension.

Conclusion
•   CAL/BDP cream is a novel topical treatment for psoriasis, which through PAD™ 

Technology offers a unique combination of high efficacy, favorable safety, and 
excellent treatment convenience.

•   In this head-to-head phase 3 trial, treatment with CAL/BDP cream was associated 
with a significantly greater percentage of participants achieving treatment  
success compared with CAL/BDP TS or vehicle.

•   CAL/BDP cream has favorable safety, with the most common application site–related 
TEAE being 1% application site irritation.

•   Given these results, CAL/BDP cream can be considered a first–line therapy for the 
topical treatment of psoriasis.
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Efficacy
• Participants randomized to the CAL/BDP cream treatment group achieved PGA treatment success in 37.4% 

of participants at week 8, a significantly greater proportion of participants than the CAL/BDP TS (22.8%; 
p<0.0001) and vehicle (3.7%, p<0.0001) treatment groups (Figure 3).

• At the primary endpoint of 8 weeks, PGA treatment success of CAL/BDP cream was 14.6 percentage points 
(95% CI: 7.6%, 21.6%) greater than CAL/BDP TS.

• Participants in the CAL/BDP cream treatment group also demonstrated significantly greater PGA treatment 
success at week 4 compared to CAL/BDP TS (24.2% vs 12.9%; p<0.0001).

Figure 3.  Percentage of Participants Achieving PGA Treatment Success
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CAL/BDP cream, calcipotriene and betamethasone dipropionate; PGA, physician global assessment; TS, topical suspension.  
 *p<0.05; **p<0.01; ***p<0.001; ****p<0.0001; CAL/BDP cream vs CAL/BDP TS.

• Consistent improvement in plaque psoriasis was observed across the 8 weeks of treatment with CAL/BDP 
cream (Figure 4).

Figure 4. Visualization of Treatment With CAL/BDP Cream
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CAL/BDP cream, calcipotriene and betamethasone dipropionate; TS, topical suspension. 
Consent to publish pictures has been obtained from patient. Pictures originate from a different phase 3 trial (MC2-01-C7, NCT03802344 ) with essentially identical design.

Figure 1. PAD™ Technology

PAD™ Technology and Wynzora® are trademarks of MC2 Therapeutics  
and covered by U.S. Patent Nos.:10,265,265 and 7,317,041.


