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SYNOPSIS

B Psoriasis is an immune-mediated disease that is often chronic with frequent remissions and

exacerbations'?

® Topical corticosteroids are the mainstay of treatment, though long-term safety remains a

concern, limiting use®

® Adherence to topical therapy by patients with psoriasis is also generally poor, but may

improve with simple regimens and once-daily therapy®®

B A topical treatment for psoriasis that provides maintenance of efficacy after stopping
treatment may be beneficial for patients, though data on maintenance of efficacy

posttreatment are sparse

OBJECTIVE

B To investigate the maintenance of effect posttreatment following once-daily application of
halobetasol propionate 0.01%/tazarotene 0.045% (HP/TAZ) lotion in patients with moderate-

to-severe psoriasis

METHODS

® This was a 1-year multicenter, open-label study (NCT02462083) in patients >18 years of age
with moderate-to-severe plaque psoriasis

* An Investigator's Global Assessment (IGA) score of 3 or 4 (5-point scale; O=clear and
4=severe) and Body Surface Area (BSA) of 3-12% were needed to enroll in the study

B Participants were treated with HP/TAZ lotion once-daily for 8 weeks and intermittently as

needed in 4-week intervals (Figure 1)

o At Week 8, treatment was stopped for participants that achieved treatment success, defined
as IGA score of 0 or 1 (‘clear’ or ‘almost clear’); participants who did not reach treatment

success were treated for 4 additional weeks
¢ All participants were re-evaluated at Week 12

® Those demonstrating >1-grade improvement from baseline IGA continued the study and
were subsequently managed in 4-week cycles (eg, treated with HP/TAZ lotion once-daily if
they had not achieved treatment success or receiving no treatment until the next evaluation

if they had achieved treatment success)

B Maximum continuous exposure was 24 weeks; at Week 24, if continuous treatment was
received, participants needed an IGA score of 0 or 1 to continue in the study

B |n this study, CeraVe® hydrating cleanser and CeraVe® moisturizing lotion (L'Oreal, NY) were
provided as needed for optimal moisturization/cleaning of the skin

FIGURE 1. Open-Label Study Design
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Maximum continuous exposure was 24 weeks.

Treatment success defined as score of 0 or 1 on IGA.

“Improvement defined as >1-grade improvement from baseline IGA.

HP/TAZ, halobetasol propionate 0.01%/tazarotene 0.045%; IGA, Investigator's Global Assessment.

RESULTS

B A total of 555 participants were treated with HP/TAZ; 550 had post-baseline safety data
B Mean age was 51.9 years, 65.6% were male, and 86.0% were white; mean BSA at baseline was 5.6%

® Overall, 318 participants (57.8%) achieved treatment success at some point during the study; the
majority (54.4%, n=173) achieved treatment success within the first 8 weeks (Figure 2; blue sections)

B |n many participants, treatment success was rapid, being achieved within the first 2 and 4
weeks in 12.6% and 37.4% of those who achieved treatment success, respectively (Figure 2)

m Of 226 participants who stopped therapy after achieving treatment success, 55.3% did not
require retreatment for at least 29 days and 6.6% did not require any retreatment (Figure 3)

FIGURE 2. Time to First Treatment Success® With HP/TAZ (n=318)
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dTreatment success defined as score of 0 or 1 on IGA; blue sections show treatment success achieved within the first 8 weeks.
HP/TAZ, halobetasol propionate 0.01%/tazarotene 0.045%; IGA, Investigator's Global Assessment.

FIGURE 3. Time to Retreatment with HP/TAZ (n=2262)
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“Participants still enrolled post 8 weeks in the study and who stopped therapy after achieving treatment success (defined as a score of 0 or 1 on IGA).
HP/TAZ, halobetasol propionate 0.01%/tazarotene 0.045%; IGA, Investigator's Global Assessment.
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B For individuals participating for at least 1 year, 77.5% maintained a BSA level of <5% and
49.3% maintained a BSA level of <3% during the study (Figure 4)

FIGURE 4. Maintained Body Surface Area (BSA) From Week 8 to End of Study With
HP/TAZ
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HP/TAZ, halobetasol propionate 0.01%/tazarotene 0.045%.

CONCLUSIONS

B A novel lotion formulation of halobetasol propionate 0.01%/tazarotene 0.045%
(HP/TAZ) demonstrated rapid and sustained treatment success in participants with
moderate-to-severe psoriasis when followed for 1 year, with more than half of
participants not requiring retreatment for at least one month

B These data are consistent with those reported in an earlier study of HP/TAZ lotion,
where 55% of participants who were treatment successes remained so at the end of the
4-week posttreatment follow-up
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