Tapinarof Cream 1% Once Daily is Efficacious in the Treatment of Mild to Severe Plaque Psoriasis in the Head and Neck Region
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Table 1. Baseline Demographics and Disease Characteristics Figure 4. Achievement of tPGA Success and PASI75 Response at Week 12 in a Patient with Plaque Psoriasis Affecting the Head and Neck Treated
INTRODUCTION S — — NG with Tapinarof Cream 1% QD
Age, years, mean (SD) 55.5 (16.9) BASELINE WEEK 4 WEEK 12

Up to 80% of patients with plaque psoriasis experience lesions in the head and neck region, with the scalp being one of the most commonly Male, n (%) 16 (51.6) ) L e = ER
affected areas'™ tPGA score, n (%) ' . ) ' N k.. \
Psoriasis affecting the head and neck region is difficult to treat due to the presence of hair and the poor cosmetic elegance of many topical therapies' 2 — Mild 12 (38.7) '

Consequently, patients often have low adherence and satisfaction with treatment’* 3 — Moderate 17 (54.8)
Topical corticosteroids, although efficacious, are associated with adverse events (AEs), including atrophy, acne, rosacea, perioral dermatitis, facial 4 — Severe 2 (6.5)
erythema, hirsutism, ecchymosis, and striae, in addition to the risk of systemic AEs, which can limit their use® PASI (head and neck region), mean (SD), (min, max) 1.5 (0.52), (0.4, 2.7)
There is a need for effective, cosmetically elegant, non-steroidal topical therapies that can be used without restrictions relating to duration or extent of Location of target lesion, n (%)
use, or site of application Scalp 18 (58.1)
Tapinarof cream 1% (VTAMA®, Dermavant Sciences, Inc.) is a non-steroidal, cosmetically elegant, topical aryl hydrocarbon receptor agonist approved for Face 11 (35.5)
the treatment of plague psoriasis in adults with no restrictions on location, extent, or duration of use® Neck 2 (6.5)
In the phase 3 PSOARING trial program, tapinarof cream 1% once daily (QD) was efficacious and well tolerated for the treatment of plaque psoriasis for _ o , o , o
up to 12 weeks, including for the head and neck region7‘9 QD, once daily; PASI, Psoriasis Area and Severity Index; SD, standard deviation; tPGA, target lesion Physician's Global Assessment.

Tapinarof cream 1% QD demonstrated clinically meaningful, consistent, and durable efficacy in the head and neck region; however, efficacy data Achievement of tPGA Response and Complete Clearance at Week 12 ' .

specific o the scalp were not captured® At Week 12, 88.5% (n=23/26) achieved a tPGA response and 80.8% (n=21/26) achieved complete clearance (tPGA=0) with tapinarof cream *PGA=3  ° PASI=16 *tPGA=2  °PASI=0.8 *PGA=T  ° PASI=0.2

o .
1% QD (F|9ure 2) The tPGA is a target lesion assessment of efficacy for psoriasis affecting the head and neck region. Example of one representative target lesion in a tapinarof-treated patient from the open-label

There was rapid onset of efficacy, with both tPGA response and complete clearance achieved as early as Week 1 (the first assessment) in some patients phase 4 trial. Individual results may vary. _ o _ , , N
O B ' ‘ : I IVE ] ] ] PASI75, >75% improvement in PASI score from baseline; PASI, Psoriasis Area and Severity Index; QD, once daily; tPGA, target lesion Physician's Global Assessment.
Median times to tPGA response and complete clearance were ~4 and 8 weeks, respectively

Investigator-assessed Local Tolerability

To present efficacy, safety, and tolerability results from the 12-week, open-label, phase 4 trial of tapinarof cream 1% QD for the treatment of adults with Figure 2. Proportion of Patients who Achieved (A) a tPGA Response* and (B) Complete Clearance (tPGA=0) at Week 12 Tapinarof cream was very well tolerated, and improvements from pre-treatment baseline scores were observed through Week 12 (Figure 5)
mild to severe plaque psoriasis in the head and neck region, including the scalp (NCT05789576) : o : : . .
A 88.5Y% B Most patients had no irritation (LTS score=0) affecting the head and neck region at all visits (Figure 5)
100 -V /0 100 o
_ 80.8% Figure 5. Tapinarof Cream 1% QD Demonstrated No Irritation Over 12 Weeks Plus Improvements from Pre-treatment Score in the Head and Neck
MATERIALS AND METHODS Region from Baseline
2 BN
& 80 - oy 80 —A— Tapinarof cream 1% QD (N=31)
i . Weeks
Trial Design = = o
In this open-label, multicenter trial, adults with mild to severe plaque psoriasis affecting the head and neck region received tapinarof cream 1% QD for .‘g .g = kS 0 1 2 4 8 12
12 weeks, followed by 1 week of follow-up (Figure 1) © = 60 © = 60 @ @ _ 1+
oM &) o O =) I I
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Plaque psoriasis In the I treatment ! — (1 week) 0 ' 0 ' = baseline
head and neck region (12 weeks) Tapinarof cream 1% QD Tapinarof cream 1% QD n 29 30 29 28 26
(N=31 ) (n=26) (n=26) Week 0 is baseline, pre-treatment. Negative LTS scores indicate improvement.
*LTS scores for the head and neck region. The LTS score is evaluated on a 5-point scale of O (no irritation) to 4 (very severe) for dryness, erythema, and peeling.
TapinarOf cream 1 0/0 QD Off treatment 95% Cl calculated using Clopper Pearson method. Intention-to-treat population. LTS, local tolerability scale; QD, once daily; SD, standard deviation.
*tPGA score of clear (0) or almost clear (1) and >2-grade improvement from baseline at Week 12.
e Aged 21 8 yearS Intention-to-treat, observed cases. Cl, confidence interval; QD, once daily; tPGA, target lesion Physician’s Global Assessment. Safety
* tPGA score 2 Improvement in PASI at Week 12 L/I(? ZirzEﬁESs:r\?:;e t@liﬁ Oiregnt;):i(aerz[f;];h?o?aiztaﬂez:zglLEeérTEw:t\i/tvi:refaici)anltZ(r:ttiz?aat:zféjzii;u“:j(,:f?nri:seizd?:xithdrawal henomena were reported in
. . Overall, 96.2% (n=25/26) and 84.6% (n=22/26) achieved a >75% and >90% improvement in PASI (head and neck region), respectively, from this bh P y,4t l ' J ' ' P ' Y ' ' Y ' P P
» Stable disease in the head and neck baseline (Figure 3) 'S phase 4 tria
' >
region for 23 months Figure 3. Proportion of Patients who Achieved a (A) PASI75 Response* and (B) PASI90 Response' in the Head and Neck Region at Week 12 CONCLUSIONS

A B
\ ) 100 — 96.2% 100 - 84.6%

Tapinarof cream 1% QD demonstrated rapid onset of clinically meaningful efficacy as early as Week 1, with continued improvement through Week 12, in
The tPGA is a target lesion assessment of efficacy for psoriasis affecting the head and neck region. patients with plaque psoriasis affecting the head and neck region, including the scalp
QD. once daily; tPGA, target lesion Physician’s Global Assessment. =S 80 - N 80 - A tPGA response and complete clearance (tPGA=0), including the scalp, were achieved by 88.5% and 80.8% of patients, respectively, at Week 12
Endpoints and Statistical Analyses ] g 58% of patients had a target lesion on the scalp
c c . . . o o . .
The primary efficacy endpoint was a target lesion Physician’s Global Assessment (tPGA) response at Week 12, defined as the proportion of patients with Q Q PAS_|75 and PASI90 responses in the head and nec.k reg|on. at Week 12 Wgre ac@eved .by 96.2% and 84.6% of patients, respectively
a tPGA score of clear (0) or almost clear (1) and >2-grade improvement from baseline at Week 12 ®™T = 60 w®= 60 Tapinarof was well-tolerated and TEAEs were consistent with those seen in previous trials
Additional efficacy endpoints included: ‘E' (': E‘ (': Tapinarof cream is a cosmetically elegant, well-tolerated, non-steroidal treatment option in adults with mild to severe plaque psoriasis, in the head and
- : , : , - O o O o~ neck region, including the scalp
ime to achieve a tPGA response, and proportion of patients with complete clearance (tPGA score=0) by visit = g 40 c g 40
Proportion of patients with >75% and >90% improvement in Psoriasis Area and Severity Index score (PASI75 and PASI9O0) in the head and neck region o - =
=) ™
Local tolerability was evaluated using investigator-assessed Local Tolerability Scale (LTS) scores by visit I~ P~
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