Roflumilast Foam 0.3% in Patients With Psoriasis of
the Scalp and Body: Improvements in Patient-Reported
Outcomes and Quality of Life
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INTRODUCTION METHODS

Plaque psoriasis is a chronic inflammatory skin condition with a ARRECTOR was a randomized, parallel-group, double-blind,
substantial burden of disease! vehicle-controlled, multicenter, phase 3 trial of roflumilast
Commonly used topical therapies for psoriasis (eg, corticosteroids foam 0.3% applied once daily for 8 weeks in adolescent and Eligibility Endpoints

adult patients with psoriasis of the scalp and body

and calcineurin inhibitors) may have side effects, limitations on * Aged >12 years Co-primary

duratior) of use, and restrictions for use in thin-skinned areas, Assessmepts through 8 weeks of study treatment included N Roflumilast foam e S_IGA success at Week 8

depending on potency?? the following: €ast moderate 0.3% QD

— There may also be difficulties with application that decrease — S/B-IGA success (co-primary endpoints): clear (0) or almost ;ﬁlezg_rlﬁﬁj 3b)oadnd = * B-IGA success at Week 8
adherence for some individuals* clear (1) plus >2-grade improvement from baseline when oqy > (n=281)

_ o o (B-IGA 2) psoriasis = d I P
Topical roflumilast is a PDE4 inhibitor formulated as a water-based rated from clear (0) to severe (4) ) ) E Secondary/exploratory efficacy
foam or cream, which do not contain ethanol, propylene glycol, or — SI/WI-NRS: proportion of patients with 0/1, on a scale from * BSA <25%; <20% -8 N * SI-NRS, WI-NRS, PASI, PSSI
fragrances that can irritate skin® 0 (no itch) to 10 (worst itch imaginable) non-scalp BSA = e PSD

: : o'a
:jn the phase 3dABRE%iTOR (NCT05028582) t.rla(:l,_ roflumilast foar; 0.3% — PSSI-75/100: >75% and 100% reduction in PSSI, respectively | ® PSSl 26 Vehicle foam QD * Scalpdex
emonstrated significant improvements in disease signs an 3 _ : r : : . . . >109 _ .
symptoms compared with vehicle in patients aged >12 years with PSD: a validated 16-item questionnaire assessing various >10% scalp (h=151) DLQ

- iasi ' ing i ' ' involvement
psoriasis of the scalp and body? psoriasis symptoms, including itch, pain, and scaling

— Safety and application-site tolerability profiles were favorable — Scalpdex: a validated 23-item survey assessing quality of life * PASI 22 8 weeks Safety and tolerability
— Patients reported improvements in symptoms and PRO total scores® In patients with scalp dermatitis

Detailed results of PROs from the ARRECTOR trial are reported here
RESULTS

Demographics and baseline disease characteristics were similar
across treatment groups

— Safety and application-site tolerability

Patient Demographics and Baseline Disease Characteristics

Summary of Adverse Events

— Most patients (81.9%) had previously used topical corticosteroids Roflumilast foam Vehicle foam Roflumilast foam Vehicle foam
for treatment of their psoriasis of the scalp and body ITT 0.3% (n=281) (n=151) n (%)° 0.3% (n=151)
Roflumilast foam 0.3% was well tolerated, consistent with safety Age, years, mea.n (SD) [range] 48.6 (14.9) [12-87] 45.0 (14.3) [32-56] Patients with any TEAE 75(26.7) 25 (16.6)
outcomes reported in previous trials of roflumilast cream 0.3% in Female sex at birth, n (%) 152 (54.1) 91(60.3) Patients with any 16 (5.7) 3(2.0)
patients with psoriasis’ S-IGA, mean (SD) 3.1(0.36) 3.1(0.34) treatment-related TEAE ' '
— Most TEAEs were mild or moderate in both the roflumilast 3 (moderate), n (%) 239 (85.1) 131 (86.8) Patients with any SAE® 2 (0.7) 1(0.7)
(96.Q%) and vehicle (92.0%) groups, and 5.7% a_nd 2.0% were 4 (severe), n (%) 42 (14.9) 20 (13.2) patients with any
cc?n5|dered rglated to study treatment, respechve!y | B-IGA, mean (SD) 2.8 (0.52) 2.8 (0.54) i Y 1(0.4) 0
- D|sdco.nt|.r|1uat‘;'|c2cns of t?ﬁ stugy dgle ttO(TEéE[i vg/oe/rﬁ Ilm(]:tedh. | 2 (mild), n (%) 76 (27.0) 43 (28.5) S ——
and similar between the roflumilast (n= .8%]) and venhicle o
(n=2 [1.3%]) groups 3 (moderate), n (%) 191 (68.0) 99 (65.6) by preferred term,
At Week 8. significant] ter (P<0.0001) - £ vatient 4 (severe), n (%) 14 (5.0) 9 (6.0) >2% in either group
eek 8, significantly greater : proportions of patients ooy o D 6.1 (4.3 6.0 (4.3
in the roflumilast group achieved S-IGA success, B-IGA success, %, mean (SD) 1(4.3) 01(4.3) Headache 13 (4.6) 3(2.0)
SI-NRS 0/1, WI-NRS 0/1, PSSI-75, PSSI-100, and improvement in PSSI, mean (SD) 21.4 (11.1) 22.2 (11.0) Diarrhea 9 (3.2) 4 (2.6)
PROs, compared with patients in the vehicle group Scalpdex total, mean (SD) 47.2 (22.9) 50.5 (20.4) COVID-19 8 (2.8) 4 (2.6)
— Improvements in patient-reported Scalpdex and PSD component  PSD total, mean (SD) 73.4(40.2) 75.2(36.9) Nausea 6(2.1) 0
scores were observed with roflumilast as early as Week 2 and PSD itch/pain/scaling aggregate score, mean (SD) 15.7 (7.3) 16.2 (6.7) | | | | S
. aSafety population (all patients who enrolled and received >1 confirmed dose of trial medication).
contin Ued th rough Week 8 2All randomized patients. ®SAEs in the roflumilast group were gastritis and bipolar disorder and in the vehicle group were joint dislocation and radius fracture.
Achievement of Response at Week 8 Patient-Reported Outcome Components
100 - Roflumilast foam 0.3% ™ Vehicle foam
: o :
Roflumilast foam 0.3% AL L Improvement in Scalpdex scores at Week 8 Improvement in PSD scores at Week 8
My scalp hurts __ - How embarrassed were you e -
* 3k Symptom My scalp itches . m —
80 - %k %k 70.9 - How much did you avoid activities —— -
66.4 My condition bleeds -
% ] My condition makes me feel depressed N, 7 How much did you try to hide skin O -
8 X 554 | am ashamed of . il
X 60 - * % 52.3 T How noticeable was psoriasis color —— -
':- | | am embarrassed by . -
-~ - 411 | am frustrated by . — How bothered were you by scaling e
X .
..g 31.3 ' am humiliated by - How bothered were you by pain — i
g 40 - 27.8 1 241 | am annoyed by . = »
6_5 ) 1 -, § How bothered were you by skin cracking -
20.1 19.8 | am bothered by appearance of - £ P —
Errotions Makes me feel self-conscious — a % How bothered were you by burning T ol
20 - 10.3 | am bothered it is incurable . - «
| am bothered by people’s questions about - - e e R
Bothered by persistence/reoccurrence . m — How bothered were you by itching - -
0 | feel stressed about o -
How severe w li -
S-IGA B-IGA SI-NRS WI-NRS PSSI-75 PSSI-100 Jam bothered by cost of eare for = S [
success success 0/1° 0/1° . . _ -
Makes me feel different from others - How severe was pain i
**P<0.0001. ITT population. Multiple imputation. ?In patients with daily SI-NRS (roflumilast, n=253; vehicle, n=141) or WI-NRS (roflumilast, n=255; vehicle, n=131) 22 at baseline. Feel my knowledge for my scalp care is adequate '—l_-'_| .
= How severe was skin cracking I
Improvement in PROs Over Time It is inconvenient to care for - '§
Affects the clothes | wear R — ¥ How severe was burning [— -
Roflumilast foam 0.3% ™ Vehicle foam Bt s | omsrr o [P J—— o -
70 - Function? How severe was stinging |
Scalpdex total score PSD total score Hifales el 152 efiavls —_— _
8 * %k Makes it hard to go to hairdresser/barber . = SO ONERA LIz T [
o\u‘: 60 - * S 5 0 5 1Io 1I5 2Io 2I5 3Io 3I5 4Io 4I5 o 1 2 3 4 5
~ 48.2 LS mean improvement LS mean improvement
(2] from baseline (SE) from baseline (SE)
@ 50 - . . . . -
S population. Observed data. 2Emotion and function statements are related to impact of scalp condition.
rr * %
j 36.0 l
e 40 - 29.1 CONCLUSIONS
2 Once-daily roflumilast foam 0.3% was effective and well tolerated throughout 8 weeks of treatment in patients
. ¥ __ 24.1 with psoriasis of the scalp and body.
°g’ 30 1 23.4 e Roflumilast demonstrated improvements in psoriasis sighs and symptoms across efficacy measures
g * ¥ 17.3 e Improvements were observed as early as the first assessment at 2 weeks and were maintained or improved
g_ o0 17.5 through 8 weeks
£ * 12.8 — This is also in line with significant improvement (P<0.05) in scalp itch (SI-NRS) and worst itch (WI-NRS)
< 111 9.8 previously observed within 24 hours after the first application of roflumilast foam 0.3%?®
e 10 - I 7.0 e Safety and efficacy are consistent with previous trials of roflumilast foam 0.3%° and roflumilast cream 0.3%’ in
% patients with psoriasis
Roflumilast foam 0.3% significantly improved quality of life and other PROs throughout study treatment.
0 e Patients reported improvements in symptoms, as well as a reduction in how psoriasis symptoms impacted
Week 2 Week 4 Week 8 Week 2 Week 4 Week 8 daily life
e Improvements with roflumilast were observed for the 23 components of the Scalpdex assessment, including
psoriasis symptoms and mental and emotional state

*P<0.01; **P<0.0001. ITT population. Observed data.

B-IGA, Body-Investigator Global Assessment; BSA, body surface area affected; DLQI, Dermatology Life Quality Index; ITT, intent-to-treat; LS, least-squares; PASI, Psoriasis Area and Severity Index; PDE4, phosphodiesterase 4; PRO, patient-reported Thank you to the investigators and their staff for their participation in the trials. We are grateful to the study participants and their families for their time and commitment. Writing support was provided by Kelly M. Fahrbach, PhD, CMPP,
outcome; PSD, Psoriasis Symptom Diary; PSSI, Psoriasis Scalp Severity Index;QD, once daily; S-IGA, Scalp-Investigator Global Assessment; SAE, serious adverse event; SI-NRS, Scalp ltch-Numeric Rating Scale; TEAE, treatment-emergent and Michele Salernitano, of Ashfield MedComms, an Inizio company, and was funded by Arcutis Biotherapeutics, Inc.
adverse event; WI-NRS, Worst Itch-Numeric Rating Scale.
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