Efficacy and Safety of OrPaily Roflumilast Cream 0.05% in Pediatric Patients Aded'@ars With _ab
Mild-to-Moderate Atopic Dermatitis: A Phase 3 Randomized Controlled Trial (INTEGRBBNT

Lawrence EichenfieldJohn Browning,Tracy Funk,Mercedes E. GonzaléAdelaide A. HebeftMark Lee; Vimal H. PrajapatiRocco Serradlisa SwansohRobert Higham? David Berk®

lUniversity of California San Diego, San Diego?Te&as Dermatology and Laser Specialists, San Antonf)E¥pn Health and Science University, Portland ,"P&liatric Skin Research, LLC, Coral Gablet) FHealth McGovern Medical School, Houston ®P¥gressive Clinical Research, San Antonio, TX;
Division of Dermatology, Department of Medicine, University of Calgary, Calgary, AB; Section of Comedliatitics Department ofPediatrics University of Calgary, Calgary, AB; SectidPediatricRheumatology, Department &fediatrics University of Calgary, Calgary, AB; Dermatology Research Institute, Calgary, AB;
Skin Health & Wellness Centre, Calgary, AB; Probity Medical Research, Calda®a@BDermatology, Mason, GRda West Dermatology, Meridian, [BArcutis Biotherapeutics, Inc., Westlake Village, CA

| NTRO DU CTl ON Table 1 DemographicsITT Population

Figure 3VvIGAAD Clear or Almost Clear

Figure 6. LS Mean Change From Baseline in Dal{R8 Score Figure 8. Investigaterand PatientRated Local Tolerability

A Current topical atopic dermatitis (AD) treatments are limited by dosing frequency, ROﬂ“(r:'_ljth())'OS/" (\;e_hz'ig Day estiantorRated Local Tolorabilt batientRated Local Tolerabilty
e - . : = = nvestigatorRated Local Tolerability atientRated Local Tolerabili
local tolerability issues, and restrictions on application to the face/eyelids, large Age, years, mean (SD) 3.3 (1.1) 3.2 (1.1) 50% 00001 0 - 14 21 o8
body sgrface areas, and Igtﬂjm us_e | | | Male, n (%) 225 (51.6) 116 (54.0) T 0 \ | | | | 37 _—e-Roflumilast cream 0.05% (=437 3 | -e-Roflumilast cream 0.05% (n=437
A Roflumilast cream 0.05% is a osutzaly nonsteroidal topical formulation of Race, n (%) ) P<0.0001 35.4% \% —o-Roflumilast cream 0.05% (n=436) _ -a-Vehicle (n=215) N - Vehicle (n=215)
roflumilast, a potent phosphodiesterase 4 (PDE4) inhibitor Asian 37 (8.5) 17 (7.9) ~ 40%1 20 49/ [ = = Vehicle (n=215) 0 , a ,
: : : : : : . 4% = 2 ~ 2 -
¢ Demonstrated safety and efficacy in Phase 3 trials in patients with psoriasis Black or African American 68 (15.6) 32 (14.9) L\i [ \ 0 . o S
O xparsofagél YR aSO02NNKSAO RSNXIFUAOGOAA OoxdowheSI NA 2F | IS0 294 (67.4) 156 (72.6) & 300 - 50,0001 \ &8 G (‘,,CJ @
¢ Roflumilast potency is ~25 to >3fidd higher than apremilast and Other or >1 race 37 (8.5) 10 (4.7) 2 ] = S 1 - S 1 -
crisaborole? with roflumilast more closely mimicking cyclic adenosine Ethnicity, n (%) o 17.0% 14 6% 2 = = 0.4 0.4 03 03
monophosphate (cAMP) binding to PBE4 Hispanic or Latino 82 (18.8) 31 (14.4) $ 20% - [ 0.6 : ” 2 O_M.l 0.10.1 0.10.0 WO ,
: L i i i = 6% s » : . . .
¢ Does not contain ethanol, propylene glycol, or fragrances that can iskiate EOt H'Spa”'; or Latino 3531 88;)'5) 184(()85'6) S [ 0 e Week 1 Week s ook 4 0 i ook ook s Weok 4
. . ot reporte . S aseline Wee ee ee Ithin ee ee ee
A In two Phase 3 trials (INTEGUMEANANd 2; NCT04773587, NCT04773600) and in Fitzpatrisk skin type, n (9%) 0.7) 10% - 3 70, before first
. . . ) . 0 . . .
the Phase 3 Opehibe| extension t”al (ING ETUME@'IE, NCTO4804605), C3 | NominalP<0.05 for difference versus vehicle for all time points appllcatlon 15 minutes
. . . . . IcIl 279 (64.0) 148 (68.8)
roflumilast cream 0.15% was well tolerated and demonstrated efficacy in patients Y — -
F 3SR xc @& Stadehssnient bfKafety &nd efficacy in patientsyars Cb d | 0 R 66 (30.7) 0% Improvement in itch with roflumilast cream 0.05% was observed at ; Sca'_edfo“”"ef?t'gtatt‘?"ateg local t_o'e:abr')'/'ttz @7) - Scale for patientated local tolerability (83)
: : K [ % - f g T - = no evidence of irritation; 1 = minimal erythema, barely - - e .
of age In INTEGUMENLE Is complete Ie:)ég.ceo y areas involvedy (%) 226 (51.8) 119 (55.3) Week 1 Week 2 Week 4 24 hours after first application (indicated by box=0.0014 vs vehicle) perceptible; 2 = definite erythema, readily visible; minimall ge(:;):tiec))n_' Qgtsrggﬁstgoorzhérglri]dg.Ei?ﬁ@;ggg'fgﬂ;ﬁte
: : : : : : : : d inimal papul :3 = eryth d o . me, _
¢ Continued improvement in efficacy over 56 weeks of treatment with roflumilast . ccemaornnina pap.ar iBsponse, = ~ eyfema an warm, tingling sensation that is somewhat bothersome;
- - A . ~ P - A Eyelids 90 (20.6) 51 (23.7) - U (n— - _ Evaluated in all patients, not just those with baselinebAt { % n papu’es; 4 mt ’ ’ 3 (severe) = hot, tingling/stinging sensation that has causec
O NB I Y' N CD M p,:':ﬂ:‘? }\ y' LJI u }\ S y u a )K C e mLE‘E 2 '.F = v d = U d NJUY S K dYy Uy = ROflum”aSt cream 0.05% (n—436) .Veh|C|e (n—215) o _ _ _ papu|e$; 6 = vesicular -eruption;.7 = strong reaction definite discomfort
5 - « © " | y‘ |"Q O 1 2T L] . X S y‘ o | é Kg%ﬁgeyﬁe response, 'n%kiraQCE’Jﬂ _‘ . 9 é T é v ' NS | CfB change from baseline; LS: least squares; SE: standard error. spreading beyond application site
U c M®piz | CC PH? - U ua I Nioh tg XK T P22 . -] -
and Severity Index (EAS) after 28 and 56 weeks, respectively Topical corticosteroids 226 (51.8) 114 (53.0) A A series of photographs of patients with improvement in AD following treatment N o t .
¢ Here, we present results of a Phase 3 trial (INTEGUIRENTNCT04845620) Topical calcineurin inhibitors 74 (17.0) 35 (16.3) is shown irFigure 7 (9%) pa 'enosrrfs:t:;n dF:Z:IZtricl)rr]]atoicrlingeo:?)lseponse’ RIS EL
of roflumilast cream 0.05% in patients age® ¥ears with AD i : ing i 0 ' i | : . . .
olInp ged ¥ Crisaborole 40 (9.2) 18 (8.4) Figure 4. EASI5 A AEs occurring in >2% of patients and greater in the roflurtizetied group were 515 G 0 B [RetFEs e S, Ui, emdien mesr iwlersii
"Fitzpatrick skin type data was missing for 1 patient in the vehicle group. upper FeSplratory tract InfECtIOHDlIaffhea and V0m|t|ng-(able 3 as a reason for stoppingrisaborole
ITT: intentto-treat; SD: standard deviation. 1 - . -
00 P<0.0001 A For local tolerability, >92% of roflumilastated patients reported no or mild Among these 35 patients, 2 of 21 roflumilasteated and 1 of 14 vehiclkéreated patients
0 — . H - . . -
M ETH O D S Table 2. Baseline Disease Characteristics: ITT Population 39W sensation across treatment groups at any time pdtigure $ reported any application site TEAE
A Children agedb years with mildo-moderate AD were treated with roflumilast Roflumilast 0.05% Vehicle P<0.0001 [ : : : :
cream 0.05% or vehicle once daily for 4 WGEI@J(‘E 1 (n:436). (n=215) 40% - | Flgure 7. Treatment With Roflumilast Cream 0.05% Once Dally
A The primary efficacy endpoint was Validated Investigator Global Assessment for BaselineviGAAD, n (%) o 30.0% \ _
Atopic Dermatitisw,GAAD) Syccess (defined as a score of O [clear] or 2 (mild) 99 (22.7) 43 (20.0) § . 520 0001 [ Vlg,?\sAe[l)lgg . | CO N C LU S | O N
M ol f Y2alu -geadéSmhpiBemedt fidea basehline) at Week 4 3 (moderate) 337 (77.3) 172 (80.0) % \ 20:6% EAS|=24 ¢ S T
EASI = 19.2% BSA39.0% o i A Oncedail idal roflumil 0.05% signifi ly | d
[ . 0 i = j .
Lllie Ly Sl gy [IEsig]n o & 12.7% AD in children € years of age
Median (min, max) 10.3 (4.6, 42.0) 9.5 (5.0, 32.9) = | | L : :
BSA N ¢ Significant improvement in AD was observed as early as 1 week after
. 1 o V) 5 onc c
Phlfix\IsTeE;tJmcEel\:nTeEt?{al sndpoms Mean (SD) 22.5 (16.4) 21.2 (15.7) 10% - 227 treatment initiation
Primary Median (min, max) 17.3 (3.0, 82.0) 16.5 (4.0, 78.8) A aselinEE Week 1 Week 4 , ¢ Reduction in pruritus was observed 24 ho&#<(0014) following the
AVIGAAD Success at Week 4 Average weekly baseline WNIRS 0% - VIstAeDlzg vIGAX%:3 vIGAz(E):l — first application
Roflumilast cream  Key Secondar Mean (SD 2 (2. 9 (2. —1] M - ; "y . . .
Eligibility 0.05% QD ey - (0) or Almost Mediaf] (m)in max) 6662((()2 f())) 6539((()2 122)) Week 1 Week 2 Week 4 BESAAilz o o BSEAA:51'6 90_ o BgAA—Szl g(% A No adverse event occurred in >4.1% of patients in either treatment group
) _ ’ SN SR - _ g g : : : : : :
ﬁél%;AzA\r[))ysecirfe E Ll A\(/zllc_eair,t\}é)saac\:/(\:lgsegzl’ 2,and 4 Average weekly baseline WNIRSH4, n (%) 347 (79.6) 160 (74.4) m Roflumilast cream 0.05% (n=436) m Vehicle (n=215) WI_NRS_E_ WINRS= LR A ST a— A Efﬁca;cy and safety Hislie consistent W'“l AL t'jals of rOflum|[aSt
2 or 3 = Weeks 1 and 2 max: maximum; min: minimum. ONBI'Y nodm Pz A y LJ- GAS y ua X cl/2€asd: N&A 2
C
A 11 oo 5 Vehicle cream A EASI75 at Week 4 - e ) ) ) o . . . . INTEGUMENOLE)
e f‘ L i e = oD I hGSNI £ pMd 6TPdTEE0 LI GASYda KER | 6FASEAYS . {1 xmm: 3-yearold White Female, Hispanic or Latino
n=215 A Improvement in WINRS Values represent global assessmermt&AAD, EASI, BSA, and-MRS are global assessments.
* * O xpoint reduction vs baseline) Figure 5. WINRS Success Table 3. Safet REFERENCES
4-week QD dosing A Daily improvement in WNRS Figure 2vIGAAD Success : y
Safety and Tolerability 500 - 50,0002 Roflumilast 0.05% 1. LebwohIMG, et alJAMA2022;328:10781084.
50% - l—i (n=437) 2. Blauvelt A, et al AmAcadDermatol.2024;90:986993.
- 35304 Patients with at any TEAE 130 (29.7) 47 (21.9) 3. Dong C, et alPharmacoExpTher2016;358:418422.
o upper limit on BSA restriction. | P=0. 4 i i 4. Wang J, et allinvestigDermatol Published online ahead of print November 26, 2024.
VIGAAD Success = Clear or Aimost C@A! 5 & (0 | i dpde idiprdx@ment from baseline. 0/ — 40% 0.000 Patients with any treatmentelated TEAE 15 (3'4) 6 (2'8) . g - d P
. na. . ) N A - 40% - ] . . doi:10.1016/j.jid.2024.10.597.
BSA: body surface area; EASI: Eczema Area and Severity Ind&: P&l reduction in EASI score from baseline; QD: once daily; ~ P<0.0001 O 0 Patients with at least one :
VIGAAD: Validated Investigator Global Assessment for Atopic DermatitistR8t Worst Itch Numerical Rating Scale. @) — © 27.7% \ freatment-emergent SAE 1(0.2) 0 5. Simpson EL, et dAMA DermatoR024,160:11641170.
S P<0.0001 0 1 [ 6. Simpson EL, et @ermatitis.Published online ahead of print January 10, 2025.
3 30% - 25.4% o 30% Patients with at least one TEAE leading to . ' g /
) 21 20 w % P=0.0004 \ 18.0% P discontinuationk X 5 (1.1) 5 (2.3) doi:10.1089/derm.2024.0418.
a : = — :
c ) . .
R ES U LTS Q [ J b= 0 14.9% 12.9% Patients with at least one TEAE on an
= 20% - P<0.0001 F 20% - ; application site 23 (5.3) 13 (6.0)
A Demographics and baseline disease characteristics were similar between the & J 10.7% IS [ P ACKNOWLEDG M ENTS
groups Table £2) \2 9.4% 6.8% x l EAZO_St C(?trr?mon TEAIZS by p)trefgrrter]d term, Thank you to the investigators and their staff for their participation in the trials. We are grateful
e _ _ _ S | . 10% 3 8% in either groupand greater in the L : e e : "
A At Week 4, significantly more roflumilastated than vehicldreated patients 10% I 0 0 roflumilast-treated group to thg study participants and their fam|I|es. for the.|r time and commltment. Writing support was .
: — 0 provided by Lauren Ramsey, PharmD, Alligent Biopharm Consulting LLC, and funded by Arcutis
achievedvIGAAD Success (25.4% vs 1Q.I?%);.0001,F|gure 2, VIGAAD Clear or 0.9% . Upper respiratory tract infection 18 (4.1) 3(1.4) Biotherapeutics, Inc.
Almost Clear (35.4% vs 14.6%£.0001 Figure 3, EASYS5 (39.4% vs 20.6%; 0% — - 0% Diarrhea 11 (2.5) 1 (0.5)
P<0.0001Figure 4, and Worst ItciNumeric Rating Scale ANRS) Success Week 1 Week 2 Week 4 Week 1 Week 2 Week 4 Vomiting 9 (2.1) .
OXF2AYE AYLINROSYSYy(d Ay LI GASyiGa 6AGK oFaStayS a02NB xno oopdoi:L @3 wmy om:T e e e i e DISCLOSURES
- . . . s . . . . . H — : — . yearo emale, cellulitis of right leg on na@tzematous skin, hospitalize ays for antipiotics. ela ior ;
nomlnaIP=0.0002;Flgure 5, Slgnlf_lcantly greater Improvements In daIIy-N\RS = Roflumilast cream 0.05% (n=436) m Vehicle (n=215) @ Roflumilast cream 0.05% (n=347) B Vehicle (n=160) deemed unlikely related to study drug; event resolved. N _ _ o o LE, JB, TF, MEG, AAH, ML, VHP, RS, and LS are investigators and/or consultants for Arcutis
scores were observed for roflumilast versus vehicle startlng at 24 hours after the Lt’Roflumllast: applllcatlon site pain, glermatlltls gtoplc, impetigo, neurodermatitis, varicella; Vehicle: application sitkepaatijtis Biotherapeutics, Inc. and received grants/research funding and/or honoraria; RH and DB
. . . . atopic, upper respiratory tract infection, urticaria. . . . - . .
first application IP:O-OO]A';Flgure ) Boxindicates primary endpoint. Cl: confidence interval. Wb w{ { dz0QBaa (r ANLINR SSYSy il Ay LI GASyida 6AGK ol aStAyS &a02NB xARbPadverse event, IP, investigational product; SAE: serious adverse event; TEAE: teatengent adverse event. areemployees of Arcutis Biotherapeutics, Inc. Additional disclosures provided on request.
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Associations between
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Advanced practice
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real-world study In the
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Patient Reported Measures

15 — Currently Flaring
_ (N=259)
Severity Control QoL :
— Not Currently Flaring
o 104 9.2
o . .
/p) Among patients who were currently flaring, 85%
O were experiencing a moderate-to-severe flare.
E S Patients who were currently flaring reported a greater
Impact of AD on their QoL than those not currently
flaring (mean DLQI score 6.7 vs 4.8).
0

Patients who were currently flaring reported higher
mean POEM scores (9.2 vs 5.7) and RECAP scores
(10.9 vs 5.6) at the time of the flare.

POEM RECAP DLQI

POEM scores: Clear or almost clear = 0 to 2; Mild eczema = 3 to 7; Moderate eczema = 8
to 16; Severe eczema = 17 to 24; Very severe = 25 to 28. RECAP scores: 0i 1 (completely
controlled), 21 5 (mostly controlled), 67 11 (moderately controlled), 121 19 (a little

controlled), 20i 28 (not at all controlled). DLQI scores:0-1 = no effect at all on patientos
life,2-5 = s mal | effectlOonr mpatdiee mat @s elf f e®= &6n patientods | ife, 11
very |l arge effecB8B0or patremedby | afge 21fect on patientods I|ife.

Current Treatments

Patient Demoqgraphics

Age-years, mean (SD) 42.2 (18.64)

144 (56%)

41.2 (18.4)

Female sex n (%) 209 (57%)

Race, n (%)

White/Caucasian 177 (68%) 235 (64%)

African American 45 (17%) 69 (19%)
Native American 1 (0%) 3 (1%)
Asian 14 (6%) 19 (5%)
Hispanic / Latino 13 (5%) 24 (71%)
Middle Eastern 2 (1%) 5 (1%)
Mixed race 3 (1%) 5 (1%)
South-East Asian 4 (2%) 4 (1%)
Other 0 (0%) 2 (1%)

Disease Characteristics

Dawson, PhD 3, Evangeline Pierce, PhD 3, Peter m Curenty Fiaring Characteristie . Cunrenily Flaring* =259 " Not Curently Flaring N=366
Anderson, BSC 4, James Plercy, PhD 4, Slmran 50 80 " . Not Currently Flaring Days since first diagnosis, mean (SD) 1437.6 (2726.29) 1916.3 (2365.6)
Marwaha, MSc 4, Melodie Young, MSN, A/GNP -C° Q (N=366) Level of severity at first diagnosis, n (%)
:; - E}ompared tcil pf;}tie_nts who \I/verel_rllof cturrbently _flaring, Mild 26 (10%) 49 (13%)
- ose currently flaring were less likely to be using any
: . Moderate 146 (57% 152 (42%
1Southern Skies Dermatology & Surgery, Oxford, USA | S 4 systemic treatment (41% vs 57%) or FDA approved (57%) (42%)
. - . . . 0 “ ,
Loma Linda, USA , 3 Eli Lilly and Company, Indianapolis, S - Vs 50%). 52yQu 1Yy2g 37(14%) 34 (9%)
USA, 4 Adelphi Real World, Bollington, UK , > Mindful 3 Patients who were currently flaring were more likely | EASI Score, mean (SD) 8.1 (8.12) 5.6 (6.04)
Dermatology, Dallas, USA 0 to be currently prescribed very potent topical | BSA, mean % (SD) 17.6 (16.85) 10.6 (13.28)
Systemic Crisaborole Dupilumab Topical Injected COI‘ti coste rOidS (800/ VS 740/ ) or in' eCted
Treatment* Corticosteriods Corticosteriods 0 0 J RECAP SCOFG, mean (SD) 109 (816) 56 (556)
I I 0 0
corticosteroids (11% vs 3%). Under Control (<6 RECAP Score), n % 12 (31%) 49 (60%)
*Systemic treatment included Oral corticosteroid, Injected corticosteroid, Cyclosporine, Azathioprine, Methotrexate, Mycophenolate mofetil, and dupilumab *Flares were not defined and were left to the interpretation of the APP.
C e e : : Flare* Characteristics
ORIEE T P Y e sy Sy ol e pents curentaeus epsode (e g ramg
_ _ o _ y' Data were drawn from the Adelphi AD Disease Specific Healthcare professional (HCP)
This study examined the association between flare experiences Programme, a cross-sectional real-world study conducted in . S | n=259 n=NA
. . . . _ Inclusion criteria: Mild 40 (15%) NA
and treatment use In patients with a history of moderate-to- the United States between February 2021 and February 2022. . . .
y" Nurse practitioners/physician assistants Moderate 163 (63%) NA
severe AD. V" For each patient, the NP/PA completed a patient record form (NPs/PAS) E— 56 (229) R
including demographics, subjective HCP assessment of overall y Affiliated with a dermatologist or allergist :
affected, assessment of disease progression (improving, patients with atopic dermatitis 043 —363
stable, changeable or deteriorating), level of satisfaction with | | | o n= n=
CON CLUSION disease control on current treatment Patient Iinclusion criteria: Mgan 14.0 11.4
Despite current treatments, AD flares were common in patients (satisfied/neither/dissatisfied). Y Next 10 consenting adult (18 years or older) Min L L
’ . . . . . . N ' Max 60 60
' ' _ Patients filled out a questionnaire including their subjective patients . .
W'th a history of moderateo Seve_re AD. _ o y assessment of curreqnt AD severity diseas% progressjion level Yy Currently moderate-to-severe or with a history Std dev 10.59 8.64
Patients who were Currently ﬂarlm@re less likely to be receiving : . : ’ ’ of moderate-to-severe AD
o . . : . i of satisfaction with current treatment. .
systemic/biologic (dupilumab) or topical (crisaborole) treatments _ . . Yy Involved in drug management of adult
d for ADth n h v flar Yy Patients also completed validated patient reported outcome patients with atopic dermatitis n=389 n=148
approved Tor an those who were not currently tiaring. (PRO) tools including the Dermatology Life Quality Index Increased 67 (17%) 43 (29%)
(DLQI)?, Patient Oriented Eczema Measure (POEM)3, RECAP T‘i‘eaences o ot al Cur Med Res 00 2008 Stayed the same 177 (46%) 86 (58%6)
" 4 Anderson P et al. Curr Me es vpin.
RELEVANCE TO THE DERMATOLOGY PRACTITIONER of Atopic Eczema?, Nov24(11)-3063-7 E— 145 (37%) 19 (13%)

Flares appear to be managed reactively with corticosteroids. Fut
research should explore Iif flares can be managed proactively,

reducing the severity and incidence of flares, with systemic or AD
Indicated therapies and which therapies improve disease control.

y' Patients were grouped according to flare status: whether they 2 Finlay AY, Khan GK. Clinical and Experimental

were currently flaring or not currently flaring at the time of the Dermatology 1994; 19: 210-216 Disclosures: LM is a consultant for Abbvie, Amgen, BMS, Castle, Dermavant, Galderma,Ferndale, Sanofi, J&J, Lilly,

study, flares were not defined and left to the in’[erpreta’[ion of 3.Charman CR et al. Arch Dermatology 2004; 140: 1513i  Boehringer Ingelheim, UCB and receives honorarium. She is a speaker for Abbvie, Amgen, BMS, Dermavant, Sanofi, Lilly, UCB
the APP 19 and receives honorarium. ZD and EP are employees and shareholders of Eli Lilly and Company. JL is a speaker/consultant for

- Regeneron/Sanofi, Arcutis, Abbvie, Lilly, Galderma, Leo Pharma, J&J, UCB, Organon/Dermavant. PA,JP and SM are employees
of Adelphi Group, which was contracted by Incyte Corporation to perform this analysis. MY has received investigator fees, speaker
fees, clinical research grants, and/or honoraria from AbbVie, Amgen, Arcutis, Lilly, Johnson and Johnson, Sun, Dermavant, Sanofi,
Novartis, Takeda, Alumis, Anaptys, Aslan, Pfizer, Caratherapeutics, Boehinger Ingelheim, Leo, and UCB.

*Flares and flare severity were not defined and were left to the interpretation of the APP. Flare severity was not assessed in patients not currently flaring. E'.-

4.Howells LM et al. British Journal of Dermatology
2020;183: 524-536
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PatientReported Outcomes and Family Impact With Roflumilast Cream In Atopic
Dermatitis: Pooled Results From the Phase 3 INTEGUMENMITINTEGUMENTTrIals

Eric L. SimpsohiMark Boguniewicz Lawrence F. Eichenfietdob Geng,Vimal H. PrajapatiSheila Fallon FriedlandeDavid R. BerkDavid H. CHu
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| NTRODUCTION Proportion of Patients AchievinglGAAD Succesy|GAT ! B1, EASI75, Improvements in PatienfOriented Eczema Measure (POEM) S 2 T -Dlg FemaherVitls ADNIFeated With Roflumilast Cream 0.159
A Atopic dermatitis (AD) is a chronic inflammatory skin disease that has a substantial inydactioh S V U 4 Q EERAWIAN 2 ERS o= A 1= & nsian. Not Hisoanic/Lai

of life*2 families/parents/caregivers of children and adolescents with AD are also negatively iffpacted Over thelast week on how many days [or nights] has - S:?;b at?ick':lfiint';peav'”o
A Roflumllas_t, a potent ph_osphodlesterase _4 Inhibitor (PDE4), Is fqrm_ul_ated as-bam_mdetcrgam antd)am 100 - 2 Roflumilast Cream 0.15% (n=864) @ Roflumilast Cream 0.15% (n=54: 1o .  [©Roflumiast Cream 0.15% (n=884) &2 dZNk @2 dzNJ OKAT RQ&EX0SOFdzaS 2% GKS SOISYIK Duration of AD: 6 years

¢ Roflumilast potency is ~25 to >3falld higher than other PDE4 inhibitors apremilast@rsaborole with m Vehicle Cream (n=453) m Vehicle Cream (n=271) m Vehicle Cream (n=483) Xskin been itchyX Prior intolerance, inadequate response, or contraindicatio @5
roflumilast more closely mimicking cyclic adenosine monophosphate Wihding = gp - Xsleep been disturbed -
¢ Roflumilast cream 0.15% was recently approved by the US Food and Drug Association for treatment of (;3, 8 - <0.0001 <0.0001 Xskin been bleedinX Baseline O Week1 Week4
mildto-Y2 RSN} GS !'5 Ay LI GASyua ISR xc &SI NA ;’Oo . 00001 00001 % - 5 Xskin been weeping or cozing clear fiud SLD! ml5E0 i T gL Dl

A The safety, efficacy, and patieported outcomes from two identically designed phase 3 trials - ) ] o 427 - <0.0001 | = ~ Xskin been cracked » RS b G

(INTEGUMENIIINTEGUMENZ) of onceR | A £ @ N2 Ff dzYAf I aid O NBdrsWithAD m p:’: iA Yy LI <R®BOL G a |88 R xc T <0.0001 £ 67 = Xskin been flaking ofK

have been publishéd, here, we present the overall improvement in AD sagiissymptoms as well as the € 40 313 I I 31.9 = 5 Xskin felt dry or roughx S i R b

Impact on families and caregivers = I 21.4 0.6 ! e 4 A No days A w2 daysA oca daysA pcé daysA Every da ) i O e 5 ) e
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A Other outcome measures included Worst iddimeric Rating Scale MWRS)SCORIngD (SCORAD) total = 7 o 01for alkime.poit o _ 0.0001 <0.0001 0.0001 3 o | |
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Age, years, mean (SD) 27.9 (19.4) 27.3 (19.0) 0 4 8 12 16 20 24 28 0o 4 8 121620 24 28 CONCLUSIONS
6c11 years 214 (24.2) 103 (22.7) Study day Study day 0 0 | | | | o .
102 (21.7) 106 (23.4) Week1 ~ Week2  Week 4 Week1 ~ Week2  Week4 A Oncedaily nonsteroidal roflumilast cream 0.15% provided meaningful improvements in signs
Age group, n(%) 12c17 years | | AllPvalues are nominal. - | - and symptoms of AD, including improvement in pruritus within 24 hours of application
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] Genitals (1% BSA Posterior torso (18% BSA 3 - N Xexpenditure? : . V- M : . e, e ror, . iemezema easure, .
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Other 33 (3.7) 13 (2.9) < ! e ™ X Ol dzfotiérihidistressA y & 2 dzNJ OKAf RQa LI NB|y (i 4% S :
= - Intensity = =) Xrelationshipsbetween themain carer and partneor between the REFERENCES
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Clinical Efficacy and PatidrRéported Impacts of Roflumilast Foam 0.3% In Seborrheic Dermatitis: e 4
An Analysis of STRATUM Data for Patients Unresponsive or Intolerant to Topical Corticosteroids

David H. ChiiBrett Stephenson Jeff Lee, BreyanneBannister Conor Hickey,Robert Bruettes Tracy Westley,Matthew Zirwas
IArcutis Biotherapeutics, Inc., Westlake Village, LAmanitylnc., Bethesda, MBDDOCS Dermatology, Probity Medical Research, and Ohio University, Bexley, OH

INTRODUCTION Table 1. STRATUM study design Figure 2. Percentage change in baseline DLQI score by treatment group LIMITATIONS
A Seborrheic dermatitis (SD) is a chronic, inflammatory, dermatologic A The limited followup period of 8 weeks in STRATUM may not allow
condition that causes flaking scales and persistent itchifrgatment Phase 3, parallel group, doublelind, vehiclecontrolled study (N = 457) for the assessment of loagerm QOL impacts associated with
options include topical corticosteroids (TCS), which present challenges 0- 1 roflumilast foam 0.3%
such as limited efficacy and adverse effécts - ﬁzﬂ?crr;agt peme A Although the DLQI is a commonly used endpoint in dermatology
AIn the Phase 3 STRATUM trial, roflumilast foam 0.3% demonstrated Eligibility criteria p-value < 0.001 N clinical trials, it is not specific to $Idd may not reflect the full
efficacy and tolerability in the treatment of moderate-severe A Adults and adolescents _ impact of SD
SD Table J° O Cb_ € S_l' NA 2 ¥ _ J N 9K Roflumilast foam = p-value < 0.001 A Patients with IGA scores below 3 were not included in the analysis;
A Thissubgroup analysis supports that roflumilast foam 0.3% provides clinical diagnosis of seborrheic < 0.3% QD = 1 therefore, conclusions may not be applicable to those with SD
meaningful efficacy and qualityf-life (QOL) improvements in . dermatitis for at least 3 monthg .céa ' E classified as Mild (2)
patients with SD who report an inadequate response, intolerance, Stable disease for at least S - T 1 . -
or contraindication to TCS prior to enroliment in STRATUM 4 weeks before the baseline 5:% 2= 0 T prvaue = 0007 : Scl);_ %a;;cggis?esss&?s|rn1”gsrrt]lce:gada?gsbferocrgnsﬁmég %I\g/ggﬁge? N
assessment QD \ _ patients
METHODS A IGA score of at least 3 on a | ]
5-point scale . . - \
Attt GASyGa 3SR x o &SFENBE ¢A0GK Fd |[f SH Alnvolvement of upto20% BSAL y S a G A 3 G 2 Ryaeksasing o |
| 548aavSyld oLDI 6 % o0 6K2 NBLRNISR e it §'S NP & Ldists: Weeks 2, 4, 8 CONCLUSIONS
Intolerance, or contraindication to TCS were randomized 2:1 to - . . : .
roflumilast foam 0.3% or vehicle for 8 weeks 0 2 4 5 8 A Patlen_ts V.V'th.SD andian madequate_ response, |_ntolerance, or
Week contraindication to TCS had approximately 3.5 times greater odds
A Efficacy was assessed usinggofnt physiciarevaluated IGA a of achieving IGA success with roflumilast foam 0.3% treatment
common clinical endpoint used in dermatology trials. The primary Baseline patient characteristics Key:CFB, change from baseline; DLQI, Dermatology Life Quality Index. compared with vehicle

efficacy endpoint was IGA success (Clear or Almost Clear with at least
a 2grade improvement) at Week 8

: , . , A Roflumilast foam 0.3% was associated with a rapid and significant
Age (years), mean (SD): 42.7 (17.0{ Male, n (%): 228 (49.9) BSA (%), mean (SD): 2.92 (2.24) Figure 3. Patients achieving an MID in DLQI score by treatment group improvement in DLQI scores relative to vehicle in this patient

Avh[ 4l a S@Ffdad 0SSR Ay LI GASyGa | 3¢ population. Furthermore, roflumilast foam 0.3freated patients
Life Quality Index (DLQIx validated patientreported questionnaire 100.0% hadsix timesgreater odds of achieving a clinically meaningful
i i : : . 0A)" 04A): - . A : . : i .
(score range of B0), with higher scores indicating greater QOL IGA 3, n (%): 428 (93.7) IGA 4, n (%): 29 (6.3) | WENRS, mean (SD): 4.95 (2732) 90.0% 86.6% difference in DLQI score and twice as likely to achieve a score
gflf_ecglts. Endpoi?]t.s includ?dfpercgn.tagle.changtge ircc)lrpf baselin(?vlilnD 80.0% 79 54 76.1% ofOorl
score, achievement of a minimal important difference ; . . . .
defined as at least a-|40int reduction in baseline DLQ| score) and Key:BSA, body surface area; IGA, Investigator Global Assessment; QD, once daily; SD, standard ded&®r\afst Itch NumeriRating Scale. 70.0% p-value = 0.001 A RpflumllaSt foam 0.3% ma_y offer |mp0rtant benefits for patients
achievement of a DLQI score of 0 or 1 (indicating no disease effect at 2 ou.0% 53.6% Ul S.D vyhen treatment il VES e _unsuccessful of
L 50.0% contraindicated. This should be considered by providers and
all) by treatment group at Weeks 2, 4, and 8 = - S . .
_ _ _ S 40.0% p-value < 0.001 p-value < 0.001 healthcare decisiomakers when assessing treatment options
A Differences in change from baseline DLQI scores were assessed using U [[SI{cIN M s 1{[Tal SR o[V [ [o M ICTANRS W (ool XSS o)A T (SE= LU a0 [T al o0 10 T SIS @S R 28.1% 26.7% for these patients
the KruskalWallis test. The CochrgMantelcHaenszel test was used x '
to assess differences in the propc?rtion ofcpatients achieving binary 20.0%
endpoints between treatment groups ; 10.0%
90.0% Week 2 Week 4 Week 8 DlSCLOSURES
R ES U LTS 80.0% 78.8% Roflumilast foam 0.3% Vehicle This study zvas funded WcutisBiotheéapeutics, |(;]C. DC and B? are emf?loyees of
ArcutisBiotherapeutics, Inc. JL, BB, CH, RB, and TW are emplolyes®aityInc., a
A 189 patents at baseline were inluded in the subgroup analysis e o s o OGS b AP
(129 roflumilast foam 0.3%; 60 vehicle). At Week 8, 78.8% of S POy R R e, T A o G | |
roflumilast foam 0.3% patients achieved IGA success versus 48.3% 2 60.0% : : ..
of vehicle patients (odds ratio [OR]: 3.45; 95% confidence interval = F|gure 4. Patients aCh|eV|ng a DLQ' score of O or 1 by treatment group REFERENCES
- - | S 48.3%
[Cl]: 1.62, 7.36; p < 0.00Figure ] 2 50.0% =70 0 0% 57 304 1. Dall'OglioF, et alClinCosmetnvestigDermatol 2022;15:15371548.
A At all time points, percentage change from baseline in DLQI score was S ) ) 2. BlauveltA, et al.J Am Acadermatol 2024;90(5):986993.
significantly greater for roflumilast foam 0.3%&ated patients 40.0% % 50.0% 43.3% p-value = 0.013
relative to vehicleKigure 2 -~ T 40.0% 34.0% valle = 0.012 34.8%
. 0 E - - = 0.
A Treatment with roflumilast foam 0.3% significantly increased the 2 30.0% p-value = 0.064 5 0%
odds of achieving an MID in DLQI score from baseline to Weeks 2, 20.0% \2 20.0% 19.2% '
4, and 8 compared with vehicle (OR: 6.97; 95% ClI: 3.97, 12.24; N i
p < 0.001)Kigure 3 10.0% 0.7 Week 2 Week 4 Week 8
ee ee ee
A Relative to vehicle, the odds of achieving a DLQI score of 0 or 1 from Roflumilast foam 0.3% Vehicle _ ) _
baseline to Weeks 2, 4, and 8 was significantly higher for patients Roflumilast foam 0.3% Vehicle
treated with roflumilast foam 0.3% (OR: 2.46; 95% CI: 1.58, 3.81, | e o
p < 0.00l)Eigure 4 Key:IGA, Investigator Global Assessment. Key:bLR!, Bermatology Lie Qually fndex
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OnceDaily Roflumilast Cream 0.15% for the Treatment of Atopic Dermatitis in Patients With Diverse
Skin Types: Pooled Subgroup Analysis From the Phase 3 INTEQUHW&R Trials

Vimal H. PrajapatiJohn C. BrowningMercedes Gonzaleztd. Chikho Hong? Eric L. SimpsoniMelissa S. SeaDavid Krup&,Patrick Burnetf, David R. BerkRobert C. HigharmDavid H. CHu

IDermatology Research Institute, Probity Medical Research, Skin Health & Wellness Centre, and University of CalgafAB Zedxas/Dermatology and Laser Specialists, San AntonifP&dfatric Skin Research, LLC, Miami, FL;
“Probity Medical Research and University of British Columbia, Department of Dermatology and Skin Science, S@regoBCEealth & Science University, Portland, @R;utis Biotherapeutics, Inc., Westlake Village, CA

RESULTS

A Baseline weekly average WRS and EASI did not differ by race

INTRODUCTION

Proportion of Patients Achieving VIGAD Success, vIGAD 0/1, EASY5, and WINRS Success at Week 4
A The epidemiology and clinical presentation of atopic dermatitis (AD)

Improvement in Patients With AD Treated With Roflumilast Cream 0.15%

may differ based on race, ethnicity, and Fitzpatricktgloet- A Roflumilast cream 0.15% provided consistent and meaningful = Roflumilast Cream 0.15% m Vehicle Antecubital fossa of a Black/African American #ispanic/Latino male, agetb years,

An the INTEGUMENT(NCT04773587) and INTEGUMENT Improvements in signs and symptoms of AD in patients across race, 100 Fitzpatrick skin type V, duration of diseasey#@rs, 2 flares in the previous fionths
(NCTO04773600) Phase 3 trials, roflumilast credm% was well ethnicity, and Fitzpatrick skin types ' Baseline Week 1 Week 4
G2¢8N}GSR tYR RSY2yaidNI 6SR STFAOIO&8 Ay LIGASydGa 3SR xc &8SENBR SAUGKG 4 VIGAAD Success
mild-to-moderate AB® Patient Demographics 3 v |

o
N 60 _
OBJECTIVE Roflumilast Creamr  Vehicle Cream i . 33.7 33.2 30¢ a
| . | | | 0.15% (n=884) (N=453) 2 40 | 318 322 25.¢ | 21E | 137 I 31.1 . 29.2

A Assess the efficacy of roflumilast cream 0.15% in patients with AD 2 f I I _ \ 168 I — lae
based on race (White, Black or African American, Asian, or other race), /A9€: yéars, mean (SD) [range]  H T (nqh)qeadl] w7 (Mmap)ensa] T 20 - 14.1 13.2 [y 1= 13.€ 13.4 | L — — i ol B G5
ethnicity (Hispanic or Latino, or Not Hispanic or Latino), and Fitzpatrick Female at birth, n (%) 489 (55.3) 272 (60.0) - - i - - t VICARD=S VICAD=2 VICARD=
skmt ty||c|)ed¢ill_l i)r I\¢VI) using pooled data from Phase 3 randomized :;Stpsif;lc ;r:il—it:ﬂo 150 (17.0) 72 (15.9) 0 | White Slack or neian Other " hispanic  Not | el vev! |
controfied tnais Ethnicity, n (%) | - P 730 (82.6) 377 (83.2) Aﬁggﬂgn Race or Latino z'?_%atﬂg Popliteal fossa of an Asian nétfispanic/Latino female, aged 4®@ars, Fitzpatrick

M ETH O DS Not reportect 4 (0.5) 4 (0.9) skin type lll, duration of disease hbnths, 10flares in the previous 12 months

White 529 (59.8) 267 (58.9) 100 Baseline Week 1 Week 4

A INTEGUMENT and INTEGUMENTwere identically designed, Black or African = EASITS IR
randomized, parallejroup, doubleblind, vehiclecontrolled, Race, n (%) American LiB (Eele) 96 (21.2) G g0 - o
multicenteru NA It a SYyNRttAYy3 LI aokSyua | Asian 114 (12.9) 62 (13.7) >

o
moderate AD | | | Otherrace’ 65 (7.4) 28 (6.2) e 46.1 20 37 a3 ¢ 42.1 4o 45.7 =2

AThe primary endpoint was Validated Investigator Global Assessment Fitzpatrick skin IcI 481 (54.4) 238 (52.5) i : I : " [ . } . Iw i 3?.1 e .
for Atopv)lc Der_mat|t|SVQGAAD) Success (0 [clear] or 1 [almost clear] type, n (%) IVCVI 403 (45.6) 215 (47 .5) é 06 s1c 1] 192 [ \ oc ] 212 5
LJ dza@grade improvement) at Week 4 . . - . . .. ©

_ aPatientsnot reporting ethnicity were not included in subgroup analyses based on ethrtioiyerrace o 20 - VIGAAD=3 VIGAAD=3 VIGAAD=1
¢ VIGAAD: 5p0int scale ranging from clear (O) 10 severe (4) category includes patients reporting races as American Indian or Alaska Native, Native Hawaiian or Othe EASI—7_2 EASI—2_8 EASI—O_8
hat infl i - f AD Islander, multiple races, and those patients who chose to describe their race rather than select 1 of the pt S - o
that assesses Inflamma ory signs o options, as well as patients who did not report their race. 0 | White Black or Asian Other | Hispanic Not | el VeV VIGAAD and EASI are global measures.

ASecondar;// endpoian includeua?AAD Succeshs at Weeks 1 and|2; | . ek oner Hispanic e C S
VIGAAD 0/1 at Weeks 1, 2, and 4; Worst idbmeric Rating Scale Baseline Disease Characteristics American or Latino Safety
(,V\;\I-b_{ va({ o | {v dg([f)‘]?\ ?/&éa' y %»2( 'tIL\‘IJ\NB‘E 25 Y S >|/ y ); é a Ii‘:"'v - ] | R(;flumila;t -Crean Vehicle Cream [EXVSEERNR-SY A Safety findings were generally consistent across subgroups
g AU ol a a xno | d a . 5 A N L, a . & | 2B nfelabre ade i A
baseline in Eczema Area and Severity Index-{BASI Week 4 0.15% (n=884) (n=433) (GAAD 0/1 Ah @S NI tt> E s hY zal 1 I\:‘B ) dz—S_ryfel_ug_’éEéad ELORENI &8RS O XKH d

WENRS: 13oint scale ranging from 0 (no itch) to 10 (worst itch S . \ subgroups included headache, nausea, application sitegpanmheg andvomiting
S o inable) ging Overall 211(23.9) 112(24.7) e A Investigatosrated and patienteported tolerability by race were consistent with the

o N White 134(25.3) 70(26.2) S 0 - so.c e overall population

Safety and tolerability were also assessed VIGAAD?  Black or African o 41.1 42.€ 38.¢ 37.2 - 40.7 42.7 39,7
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Comparative Efficacy of KEY RESULTS
Durability index odds ratios for lebrikizumab and dupilumab for IGA 0/1 and EASI 75 from 0% to 100% treatment continuance

L e b rl kl Z u I I l a, b y D u p I I u I I l a.b y Favors Lebrikizumab Q4W Dupilumab QW/Q2W Favors Lebrikizumab Q4W Dupilumab QW/Q2W

and Tralokinumab in s
Maintaining Treatment :

Response In Atopic ) S S S B .

100% 0% 25% 50% 64.2% 75% 84.7% 100%

G/ IsSv3

L0 VOI
Odds Ratio

0% ESI% 5[;% ?EI%
D e | I l at i ti S at Varyi n g Treatment continuance Treatment continuance
Yy IGA 0/1: Lebrikizumab had statistically significantly better odds of durability at week 52 than dupilumab for continuance rates Y EASI 75: Lebrikizumab had significantly better odds of durability than dupilumab at continuance rates from 0% (OR 3.24,

1.8316.12) to 64.2% (1.45, 1.00i 2.08). Lebrikizumab also had numerically better odds from 64.2% to 84.7%, while

- from 0% (OR 4.69, 95% Crl: 2.231 15.96) to 100% (1.73, 1.017 2.94)
Tre a.tm e nt CO ntl n U a.n Ce 0 0 0 dupilumab had numerically better odds from 84.7% to 100%.

R ate S Durability index odds ratios for lebrikizumab and tralokinumab for IGA 0/1 and EASI 75 from 0% to 100% treatment continuance
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Clinical Remission and Off-Treatment Remission in Infants and Preschoolers Conclusions

e Over one-third of pediatric patients aged 6 months to 5 years

With Moderate-to-Severe Atopic Dermatitis Treated With Dupilumab: il e e e e AT Iraaia ol PIITEE o parleriad

clinical remission on therapy during the first year of treatment with

Preliminary Data From an Open-Label Extension Study dupilumab

o Of these patients, about half maintained remission off treatment
Elaine C. Siegfried', Thomas Bieber?, Amy S. Paller?, Eric L. Simpson*, Michael J. Cork>, Stephan Weidinger®, Lawrence F. Eichenfield’, Perla Lansang®, Zhen Chen®, Ashish Bansal®, Henry Yu®, Ana B. Rossi® for 3 months and one-third for 6 months after dupilumab was

'Saint Louis University and Cardinal Glennon Children’s Hospital, St. Louis, MO, USA; *Christine Kiihne - Center for Allergy Research and Education, Medicine Campus Davos, Switzerland; *Northwestern University Feinberg School of Medicine and Ann and Robert H. Lurie Children’s Hospital, Chicago, IL, USA; discontinued
*Oregon Health & Science University, Portland, OR, USA; *University of Sheffield and Sheffield Children’s Hospital, Sheffield, UK; °University Hospital Schleswig-Holstein, Campus Kiel, Kiel, Germany; “University of California San Diego and Rady Children’s Hospital, San Diego, CA, USA; ®University of Toronto, Toronto, ON, Canada; s Most pafien’rs (807) i st aintaimremiccionihadimildlAD
(o)

*Regeneron Pharmaceuticals Inc., Tarrytown, NY, USA; °Sanofi, Cambridge, MA, USA
e Longer term observations will elucidate whether these findings are
durable, suggesting disease course modification

O

@ Objective Results

To report rates of pediatric patients aged Proportion of patients aged 6 months to 5 years achieving clinical remission. Percentage distribution of IGA over time for patients aged 6 months to 5 years.

6 months to 5 years treated with
dupilumab achieving clinical remission on 6 months to 5 years IGA score 0 mIGA score1 " IGA score 2 1 IGA score 3 B IGA score 4 B Missing
. . oo N =163
dupilumab treatment and maintaining the ( ) . . .
Eiiaa py A  Patients who received placebo during the parent study (n = 66)
remission off freatment Patients who achieved clinical remission, N1 (%) 54 (33.1)
100 - }g 1.5
. o . 6.1 12.1
Patients who maintained remission off treatment 29/54 (53.7) 28.8
E‘L BCICkg round for at least 3 months, n/N1 (%) O\i 80 -
£
. . ) . Patients who maintained remission off treatment
o Pediatric patients with moderate-to-severe AD have a high burden . 16/54 (29.6) 2
) i for at least 6 months, n/N1 (%) "5 78.8 56.1
of disease that often requires long-term management 60 - :
(o} 57.6
X ) . - =
o Higher severity and earlier onset of AD are predictive factors for o
1 1 ° ° ° ° ° ° ° ° c 51'5
disease persistence Proportion of patients aged 6 months to 5 years achieving clinical remission. O 40-
° o ° . *

e Despite the approval of dupilumab in patients as young as o
6 months with severe AD, and the favorable long-term safety, g-
physicians and caregivers question if treatment could be Remission No Ionger Saoon 25.8
interrupted in patients achieving disease remission ) o 13.6 24.2

off treatment 21.2 -
IN remMission
9.1
for 3 months 0 i 4.5
46 37 Parent study Current study Current study Current study
53 70/ o (o) baseline baseline Week 52 Week 76
¥ Methods e h=25/54 ° - - ~
n=29/54 B Patients who received dupilumab during the parent study (n = 97)

e This study analyzed patients aged 6 months to 5 years with 100 - 1.0 }(1) 6.2
moderate-to-severe AD (n = 163) enrolled in the ongoing o 9.3 10.3
open-label extension LIBERTY AD PED-OLE study (NCT02612454) o ; .

L] o [ ] o
treated with dupilumab every 4 weeks based on weight: 4-year-old patient at baseline After 4 months of dupilumab treatment e 80 -
(severe AD) (mild AD) -E
- 5 to <15 kg: 200 mg ©
-
- 15 to <30 kg: 300 mg g_ 60 - 81.4 32.0 51.5 45.4
— Concomitant use of topical corticosteroids was not standardized o
c
e Clinical remission was defined as maintaining an IGA score of Q2 40 -
. ==
0/1 (clear or almost clear skin) for 212 weeks after 40 weeks on S 25.8
dupilumab 3 20.6 23.7
-
e Patients reaching clinical remission discontinued dupilumab o 20-
(remission off treatment) and were monitored for recurrent AD 18.6 14.4
(IGA score =22 at any one visit), at which point dupilumab was - 13- ld:4
restarted 0 .
Parent study Current study Current study Current study
baseline baseline Week 52 Week 76
AD, atopic dermatitis; IGA, Investigator’s Global Assessment.
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