INTRODUCTION

Patient Demographics and Baseline Disease Characteristics Improvement With Roflumilast Cream 0.05% by Treatment Week
AD is a chronic condition that is commonly diagnosed in childhood!2?and includes symptoms (eg, itch) and ; ) ] ] ) ) ) )
mental/physical comorbidities that can negatively impact quality of life for both patients and their families3 Roflumilast cream 0.05% (n=562) 3-year-old White, Hispanic or Latino, male patient with a 3-year history of AD
Complicated application regimens, concerns over side effects, and treatment limitations of topical therapies Age, mean (SD) [range], years 3.3 (3.0) [2-5] Baseline: vVIGA-AD=3 Week 8: VIGA-AD=2 Week 30: VIGA-AD=2° Week 40: VIGA-AD=1 Week 56: VIGA-AD=1
commonly used to treat AD (eg, TCS and TCls) can reduce adherence and prolong AD symptoms, especially ]
in children®-5 Male sex at birth, n (%) 286 (50.9)
— TCS are not approved for long-term use and potent TCS are not recommended for thin-skinned areas Ethnicity, n (%) Not Hispanic or Latino 465 (82.7)
with higher absorption® _
— A burning/stinging sensation at the application site has been reported with the use of TCls and the topical PDE4 White 399 (71.0)
inhibitor, crisaborole® Black or African American 80 (14.2)
Alternative topical therapies with the potential for proactive, long-term use to maintain disease control Race, n (%) :
are needed’ Aslan 45 (8.0)
I_O N _Te rm RO-ﬂ Um I | 3 St Roflumilast cream is an advanced targeted topical treatment that is a PDE4 inhibitor and formulated without Other/Multiple 38 (6.8)
g potentially skin-irritating excipients, such as fragrances, ethanol, or propylene glycol® Type I-Il| 374 (66.5)
0 . The efficacy, safety, and tolerability of roflumilast cream 0.15% and 0.05% were demonstrated in the 4-week, Fitzpatrick skin type, n (%)? '
C ream O ' 05 A) fo I AtO p |C vehicle-controlled, phase 3 trials, INTEGUMENT-1 and -2 (patients aged >6 years)® and INTEGUMENT-PED Type IV=VI 187 (33.3)
(patients aged 2-5 years),'° respectively Mild (2) 121 (21.5)
T . - — Positive long-term outcomes and control of AD signs and symptoms was observed in the 52-week, vIGA-AD, n (%)
D e r m at It I S I n Pat I e n tS phase 3, open-label extension of these trials, INTEGUMENT-OLE!1.12 Moderate (3) 441 (78.5)
— Roflumilast cream 0.05% and 0.15% are approved for the topical treatment of mild-to-moderate AD in BSA, % 22.3 (17.5) [3.0-82.0] 4-year-old Multiracial® female with a history of inadequate response, intolerance, and/or contraindications to TCS
Age d 2_5 Ye a rS patients ag.ed 2-5 years and 26 years, respec.'uv.ely13 . ' WI-NRS (weekly average) 6.1 (6.0) [0.0-10.0] d a4 hist £ AD
Long-term caregiver-reported PROs, QolL, and family impact of roflumilast cream 0.05% for patients who EAS) 192 (10.2) (4.6-42.0] and a 4-year nistory o
enrolled in INTEGUMENT-OLE from INTEGUMENT-PED are described here : : 9T L. . Week 40: viIGA-AD=0
( INTEGUMENT-OLE ) ; . . SCORAD 47.0 (46.5) [17.7-89.3] Saseline: ISA-AD=3 | Week 8 vIGA-AD=2 Started BIW dosinge | Week 56 VIGA-AD0
METHODS ean (median) [range] POEM 16.2 (16.0) [0-28] v 3

Patient-Reported Outcomes Study design coLay 103 (9.0) [0-30] > -

INTEGUMENT-OLE was a 52-week, phase 3, multicenter, OLE trial in patients aged >2 years with mild-to-moderate AD

: : R : h leted 4 kS i fth dies (INTEGUMENT-1/2 d>6 IDQoL 10.5 (10.0) [0-30] St e
Lawrence F. Elchenfleld,1 Mark BogunleW|cz,2 Rocco Serrao,3 Patients who completed 4 weeks in one of the parent studies (INT MENT-1/2 [aged 26 years] or [ /)
Gil Yosi itch. 4 Vi | H. Prai ti 5 David K 6 INTEGUMENT-PED [aged 2-5 years]) with no safety concerns were eligible to enroll in the INTEGUMENT-OLE trial DFI 9.6 (8.0) [0—-30] - e r = Pt
.I ‘g pOVI 5 4 I.ma . raja pa !’ avi . pa’ For patients aged 2_.5 years in INTEGUMENT-O LE' roflumilast cream 0.05% was app"ed once da”y for up to Full analysis population. Values are baseline of INTEGUMENT-PED for patients who enrolled in INTEGUMENT-OLE from either the roflumilast cream 0.05% or vehicle cream group. ®There was | ‘
Diane Har]na’6 Melissa S. Sea|’6 Patrick Bu r‘nett6 52 weeks by a caregiver 1 patient in the vehicle group with a missing baseline Fitzpatrick skin type. : S -
— Patients who aged to 6 years during the study were to switch to roflumilast cream 0.15% at the first clinic visit o B e - g -
after their 6th birthday Improvement in Itch Symptoms Over Time n :
. : , . ' : : _ _ . — Patients could switch to BIW application any time after week 4 if they achieved vIGA-AD clear (O); Note: The white sticker is placed by investigator for reference; vVIGA-AD is a global measure. *Unscheduled visit. PAmerican Indian or Alaskan Native and White. Patient started BIW dosing at
Rad}/ thlldren s.HospltaI-San Plego anq University of California Sa.m Dl-ego School of BIW treatment was maintained if signs and symptoms were adequately controlled and vIGA-AD remained WI-NRS 0/13 SCORAD® POEMc< treatment week 40 and did not switch back to QD dosing.
Medicine, San Diego, CA; 2National Jewish Health, Denver and University of Colorado School clear or almost clear (0/1) 90.9
of Medicine, Aurora, CO; 3DOCS Dermatology, Mason, OH; “University of Miami Miller School 100 - 100 - 36.8 )
of Medicine and Miami ltch Center, Miami, FL; >°Dermatology Research Institute, Skin Health PRO assessments —_ 79 4 ) I 85.1 Safety Summarya
& Wellness Centre, University of Calgary, and Probity Medical Research, Calgary, AB; .. . . . . . O . I 79.4
iy - o ’ Nl WI-NRS 0/1: no/minimal itch, in patients with WI-NRS >2 at baseline of INTEGUMENT-PED NS 75.0 I
6Arcutis Biotherapeutics, Inc., Westlake Village, CA . ) . 80 - in S0 - I . . _
SCORAD: evaluation of AD sign/symptom severity; total scores range from 0 (none) to 103 (most severe); MID >8.7 . o I Patients, n (%) Roflumilast cream 0.05% (n=562)
POEM: measure of AD severity and symptom impact; total scores range from 0 (no impact) to 28 (greatest O N3
symptom impact); MID >3.4 X 60 - S ¢ - 21 TEAE 280 (49.8)
CDLQI: assessment of the impact of AD on QoL over the prior week in patients aged 4—16 years; total scores for ) =
> lated
. . . (S -
both range from 0 (no impact) to 30 (highest impact); MID =6 = 41.0 395 407 & 21 treatment-related Ak 14 (2.5)
— IDQol was used for.patient.s aggd <4 years; MID not defined | | -3 40 - 33.3 l l [ E, 40 - >1 SAE 18 (3.2)
DFI: measure of how having a child with AD affects QoL of the family for patients aged <17 years; total scores 2 255 l S - '
range frpm 0 (no impact) tq 3Q (highest);. MID not defined | & I g >1 treatment-related SAE 0
Proportions of patients achieving a MID in SCORAD, POEM, or CDLQI from baseline of INTEGUMENT-PED are 20 A S 20 -
reported; patients with a basell.ne score <MID were exclu-ded from that PRO analysis = >1 TEAE leading to discontinuation of study/study drug 17 (3.0)/18 (3.2)
— For IDQoL and DFI, mean improvements from baseline of INTEGUMENT-PED are reported Q-
0 0 Most common TEAEs by preferred term, 24.0% of patients
INTEGUMENT-OLE Study Design 8 16 28 40 56 8 28 56 8 28 56
(n=479) (n=430) (n=383) (n=348) (n=285) (n=535) (n=439) (n=374) (n=529) (n=433) (n=369) Upper resp”‘atory tract infection 49 (87)
ey - Endpoints Treatment week Treatment week Nasopharyngitis 28 (5.0)
. Roflumilast cream Primary
— Roflumilast cream 0.15% o 0.05%/0.15% QD «TEAES ::;-I:EagjLﬂ;??:éa;g;ﬁz_servw data. ?Patients with WI-NRS >2 at INTEGUMENT-PED baseline. Patients with SCORAD >8.7 at INTEGUMENT-PED baseline. ¢Patients with POEM >3 .4 at Py rexia 28 (50)
; Bglbl lty' f Sl oS ol H SR Saf | S f TEAE during INTEGUMENT-OLE
" . . : I | . . . t tion. @ i [ -OLE.
Scan QR code to request a digital copy of this poster be sent to you. |.agn05|5 (0 Patients aged >6 years IL | Anytime i If signs or Key Secondary Improvement in QOL and Famlly ImpaCt arety population. “summary o S occurring auring
mild-to- Z IR | symptoms not -VIGA-AD 0/1
ABBREVIATIONS moderate AD | week 4, if | 2dequately “EASI-TS
AD, atopic dermatitis; AE, adverse event; BIW, twice weekly; BSA, body surface area; CDLQI, Children’s Dermatology Life Quality Index; (VIGA_AD 2/3) 8 i VlGA-AD 0 i controlled or
DFI, Dermatitis Family Impact; EASI-75, 275% reduction in Eczema Area and Severity Index; IDQoL, Infants’ Dermatology Quality of Life * BSA >3% INTEGUMENT-PED | i i VIGA-AD 22 PROs
e e e T L e Qe B0 - EASI 25 Roflumilast cream 0.05% Y 2 - WI-NRS 0/1 coLqr: IDQoL DFI CONCLUSIONS
SCORAD, SCORing Atopic Dermatitis; TCls, topical calcineurin inhibitors; TCS, topical corticosteroids; TEAE, treatment-emergent AE; or Vehide cream QD = ROflumiIaSt cream *SCORAD 100 - = 10 -
VIGA-AD, Validated Investigator Global Assessment for AD; WI-NRS, Worst Itch-Numeric Rating Score. . . . . . . . .
Patients aged 2-5 years 0.05%/0.15% BIW - POEM S ) * Roflumilast cream 0.05% improved itch symptoms and multiple PROs in patients aged 2-5 years with
) . . . . .
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JO13 I 1130-1140, 3. Nait,er 2l Chilren (Basell 2019,E(12):133 4. ARAMACAAL ITF Atoplc Dermatits Buideline Parel, Treatment week: *IDQolL 2 63.0 & ' 6.5 term application
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e TR ol Dyl Moo ey SR 0 & S = SRR o (R c B o . . o . . o) : € ¢ [ I — Improvement in SCORAD and POEM total scores represent clinically meaningful reductions in AD
2625 doisdl0,1689/dlerm 2074,04 18, 12, Eichenfeld LF, etal: Poster presented af the Revolliionizing Atopic Dermatitis | Application of nonmedicated emollients or moisturizers was allowed as a part of the patient's stable regimen = 60 - o 4.9 4.9 : : : : ..
Conference; June 6-7, 2025; Nashville, TN. 13. ZORYVE® (roflumilast) cream. Prescribing information. Arcutis Biotherapeutics, Inc.; 2 L ) seve rlty d nd SymptOm Im pa Ct Wlth rOﬂ umil Ia St d pp||cat|0n
\?Sm%?ggéogi?Sééig;ggzpfllglijzbf'zeéza;} 55?:%gr?gg;n;ggtaetrtph;zssgt.hlgé .i}%iﬁssiﬁféhei I;lljrr())clgsetaerrl érceageenr?eydo;ctDtﬁgTr&z?i%gnaEgllege 2After OLE study enrollment commenced, the protocol was amended to allow patients (aged 2-5 years) who completed INTEGUMENT-PED to enroll, as well as a %D c I I ) i ) ) ) i )
of Allergy, Asthma & Immunology Annual Scientific Meeting; November 6-10, 2025; Orlando, FL; abstract 8329. 24-week cohort consisting of an additional ~550 patients aged 6-17 years. Patients must have completed 4 weeks in a parent trial with no safety concerns. 'q;) 40 - QE’ 4 - — Roflumilast improved QoL in patients and decreased the negative impact on family
= ]
ACKNOWLEDGMENTS RESULTS S 3 » Roflumilast was well tolerated with no treatment-related SAEs and low rates of treatment-related AEs
Tarmilenfor therr time arcd commmiiment. Wiiting suppars was provided by Kelly M. Fabtbach, Pho, CPP, and Andies M. Michels,of . . o g. during INTEGUMENT-OLE
Ashfield MedComms, an Inizio company, and was funded by Arcutis Biotherapeutics, Inc. Among the 562 patients who completed INTEGUMENT-PED and enrolled in INTEGUMENT-OLE, T 20 - £ 2 - &
. o . « . . . . . . . .q_) o= . . . . .. .
BISCLOSURES [ﬁ?:?&'::;ﬁ;ei?[&%/(‘;/pro"'difj C"fgia“,v mea”'”tif“' Imhpro':ﬁ\rlr}fzgtljII\;;EPNRTO?)'LV;hICh were maintained from = § * These results are comparable with those in patients aged >6 years with AD who participated in
- and/or continued to improve throughou - o INTEGUMENT-OLE f . : . 115
. o« . ) . . - ollowing completion of the INTEGUMENT-1/2 trials
Wk e T e R T T T e At treatment week 56, WI-NRS 0/1 was achieved by 40.7% (116/285) of patients 0 = 0 £ > /
et BiotheraauticRI IgS=! oiscIoageab TS on regues — Clinically meaningful improvements (ie, MIDs) in SCORAD and POEM were achieved by >85% of patients 8 28 56 8 28 56 8 28 56 * Meaningful improvements in patient-reported AD signs/symptoms (including itch), patient Qol, and
: (n=160) (n=127) (n=105) (n=309) (n=248) (n=218) (n=535) (n=439) (n=372) ’ ’
Presented at the American College of Allergy, Asthma & Immunology Annual Scientific Meeting; and CDLQI by 69.5% C.)f patients . . - " - - - - - - - famlly impact were observed with roflumilast cream 0.05% for up to 56 weeks in patients aged
November 6-10, 2025; Orlando, FL. — 1DQol and DFl scores improved by means of 7.1 and 6.5 points, respectively .~~~ Treatment week Treatment week 2-5 years with mild-to-moderate AD, providing a long-term treatment option for this chronic condition
Roflumilast cream 0.05% was well tolerated with 4 (0.7%) patients reporting an application-site pain AE

th roughout the trial Full analysis population. Observed data. 2Patients with CDLQI >6 and aged 4-5 years at INTEGUMENT-PED baseline. PPatients aged <4 years at INTEGUMENT-PED baseline.




	Slide 1

