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Background: Topical corticosteroids, such as halobetasol propionate (HP), are a mainstay of psoriasis treatment, though safety concerns limit long-term use. The retinoid tazarotene (TAZ) has also demonstrated efficacy and may maintain therapeutic effect, though TAZ used alone may induce irritation. Treating psoriasis by combining HP with TAZ may enhance efficacy, reduce side effects of both HP and TAZ, and sustain treatment response posttreatment. A fixed combination HP 0.01%/TAZ 0.045% lotion has demonstrated efficacy and safety in patients with moderate-to-severe plaque psoriasis. However, studies suggest disease characteristics and optimal treatment strategies for psoriasis may differ by sex. For example, females may have an increased disease burden of disease versus males and are more dissatisfied with treatment because of side effects and quality-of-life issues. 

Objectives: To evaluate efficacy of HP/TAZ lotion in female participants with moderate-to-severe psoriasis from two pooled phase 3 studies and to assess the perception of the vehicle lotion properties through a questionnaire.

Methods: In two phase 3, multicenter, double-blind studies (NCT02462070 and NCT02462122), participants were randomized (2:1) to receive HP/TAZ or vehicle lotion once-daily for 8 weeks, with a 4-week posttreatment follow-up. Data from these 2 studies were pooled and analyzed post hoc in a subset of female participants. Efficacy assessments included treatment success (≥2‑grade improvement from baseline in the Investigator’s Global Assessment score and score of ‘clear’ or ‘almost clear’) and change in affected body surface area (BSA). In addition, data from a skin barrier/moisturization study in healthy females assessed preference of the vehicle lotion through a questionnaire. Responses to each question were either “strongly agree or agree,” “neither agree or disagree/neutral,” or “disagree or strongly disagree”.

Results: A total of 146 female participants were included in the pooled phase 3 studies (HP/TAZ lotion, n=101; vehicle lotion, n=45). At week 8, the percentage of HP/TAZ-treated females that achieved treatment success (44.5%) was significantly greater than those treated with vehicle (9.9%; P<0.001); significant differences were observed as early as week 2 and were maintained posttreatment (week 12: 32.8% vs 3.4%, respectively; P<0.001). Mean change from baseline in affected BSA was -34.2% for females treated with HP/TAZ lotion versus -8.7% for those treated with vehicle at week 8 (P=0.001); significant differences in reduction were maintained posttreatment (HP/TAZ, -36.8%; vehicle, -2.6%; P<0.001). A total of 15 healthy females from the skin barrier/moisturization study (aged 35–65 years) answered the questionnaire on the properties of the vehicle lotion. Between 93% and 100% responded favorably (“strongly agree or agree”) to all questions asked about attributes of the vehicle lotion (hydrating, moisturizing, skin absorption, aesthetics).

Conclusions: HP 0.01%/TAZ 0.045% lotion—used once daily for 8 weeks—was associated with significant, rapid, and sustained reductions in disease in female participants with moderate-to-severe psoriasis. Most healthy female participants responded favorably to questions about the various physical attributes of the vehicle lotion.
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