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Introduction

® Atopic dermatitis (AD) is a highly pruritic inflammatory skin disease’

Assessments
® Assessments of disease control at each visit in the LTS period included the following:
— Proportion of patients achieving an IGA score of 0 or 1 and =22-point improvement from baseline

Figure 2. Proportion of Patients Achieving an IGA Score of 0 or 1 and 22-Point Improvement From Baseline
During the Long-Term Safety Period Among Patients in the Continuous Ruxolitinib Cream Groups Who Did
Not Achieve IGA-TS at Week 81

Table 2. Adverse Events During the 52-Week Study Period Among Patients Who Did Not Achieve IGA-TS at
Week 8*

, 0.75% Ruxolitinib Cream 1.5% Ruxolitinib Cream Total Ruxolitinib Cream
» Ruxolitinib cream is a topical formulation of ruxolitinib, a selective inhibitor of Janus kinase (JAK) 1 — Percentage of BSA affected by active AD S 0.75% Ruxolitinib cream —@— 1 5% Ruxalitinb cream (%) (n=205) (n=184) (N=389)
and JAK22 » Safety and tolerability assessments included the frequency of reported treatment-emergent 100 - | | tionts with 3 TEAE 138 (673 103 (56.0) 241 (620
* In two phase 3 randomized studies of identical design (TRUE-AD1 [NCT03745638] and TRUE-AD2 adverse events (AEs), treatment-related AEs, serious AEs, and frequency of AEs leading to Vo EAE: ' ' '
[INCT03745651]), ruxolitinib cream demonstrated anti-inflammatory activity with antipruritic action vs treatment discontinuation . osteommen -
vehicle and was well tolerated during the 8-week vehicle-controlled (VC) period in patients with AD? Statistical Analyses L Upper respiratory tract infection 8 (8.8) 24 (13.0) 42 (10.8)
— Significantly more patients who applied 0.75% or 1.5% ruxolitinib cream achieved the primary endpoint » Data were pooled from TRUE-AD1 and TRUE-AD2 and analyzed by descriptive statistics “3_ S Nasopharyngitis 6(7.9) 10 (5.4) 26 (6.7)
pf Investigator's Global Assessment treatment success (IGA'T“.Q'E IQA score of 0 or 1 with 22-p9!n’F » Data are reported as observed 2 ) Sinusitis 0 (4.9) 2(1.1) 12 (3.1)
improvement from baseline) at WWeek 8 vs vehicle (0.75% ruxolitinib cream, 44.7%; 1.5% ruxolitinib ST Atopic dermatitis 8 (3.9) 3(1.6) 11 (2.8)
® Although the p.rimary eanoint Qf the stqdy was IGA-TS at Week 8, we sought to evalu_ate whether | 3 £ 60 - S 55.5 5%3 Headache 7(34) 2 (1.1) 0 (2.3)
patients who did not ac_h_le_ve this endpoint at Week 8 were able to achieve long-term disease control with Patients S = 76 479 T ' - Influenza 4 (2.0) 5(2.7) 9(2.3)
as-needed use of ruxolitinib cream _ _ _ _ < « I e 1l
¢ Atotal of 1249 patients were randomized in the VC period 0 S 49.2 / 55 9 Urinary tract infection 5(2.4) 4(2.2) 9(2.3)
Ob.ec tive —500 and 499 patients were randomized to 0.75% and 1.5% ruxolitinib cream, respectively, with 409 and é E’ T Asthma 4 (2.0) 4(2.2) 8 (2.1)
,l 428 patients continuing Into the LTS period Q‘E g- 45_2 46.7 48.0 Rhinitis 5 (2.4) 3 (1.6) 8 (2.1)
] . . o o e . o — |
® To evaluate safety and disease control with long-term as-needed application of ruxolitinib cream in Ot patlent;?. Wh_o Contlnugd on 0.75% and 1.5% ruxolitinib cream into the LTS, 205 (50.1%) and g k= Hypertension 7(3.4) 1(0.5) 8 (2.1)
adolescent and adult patients with AD in the 0.75% and 1.5% ruxolitinib cream groups who did not 16?4 (43.0%) did r.10t achle\{e. IGA-TS at W.ee.k 3 | | | % c Patients with any application site reaction 6 (2.9) 2(1.1) 8 (2.1)
achieve IGA-TS at Week 8 (IGA score of 0 or 1 and a =2-point improvement from baseline) using pooled ¢ Baseline demographics and clinical characteristics among patients who did not achieve IGA-TS at s O - .
: : L atients with a treatment-related AE 14 (6.8 10 (5.4 24 (6.2
Table 1. Patient Demographics and Baseline Clinical Characteristics Among Patients Who Did Not Achieve 0 5 AHENTS WO dISCONTINUEE AUe 10 8 (2.0) (1.0)
IGA-TS at Week 8* S Patients with a serious TEAE 6 (2.9) 3(1.6) 9 (2.3)
AE, adverse event; IGA-TS, Investigator’s Global Assessment treatment success; LTS, long-term safety; TEAE, treatment-emergent adverse event.
0.75% Ruxolitinib 15% Ruxolitinib :gca;\(t:ifrr;ltﬁgwﬂo vgoe/reoﬁggcl)r;;zt_eec:] t%n'r?tahys1atr?arls)s(ps”tinib cream and continued in the ruxolitinib cream groups during the LTS period.
' ' . 0 «J /0 INg In 22% | In thi IS.
Pat’_e_nts an_d Study Design | Cream Cream Total Ruxolitinib Cream 0 | | | | | | | | | | |
dalfecle oday Surface area , exXcluding sca , .
dy surat (BSA) J Staib | | Age, median (range). y 37.0 (12-85) 28.0 (12-84) 32.0 (12-85) | Time, wk onciusions
® Key exclusion criteria were unstable course of AD, other types of eczema, immunocompromised status, Female. n (%) 116 (56.6 118 (641 234 (60.2 Number of Patients ] ] o o o
concomitant skin disorders that may interfere with evaluation of AD lesions, use of AD systemic therapies o (56.6) (64.1) (60.2) 0.75% Ruxolitinib ® More than half of the patients in the 0.75% and 1.5% ruxolitinib cream
during the washout period and during the study, use of AD topical therapies (except bland emollients) Race, n (%) e S groups who did not achieve IGA-TS at Week 8 continued to improve
.during the yvashout period anld during the study, and any.serio,us iIIneS:S or medical condition that could White 134 (65.4) 118 (64.1) 252 (64.8) g}gmeuxohtlmb 184 170 165 164 155 147 144 145 136 138 198 135 and achieved an IGA score of 0 or 1 and Zz-point improvement from
interfere with study conduct, interpretation of data, or patients’ well-being Black 58 (28.3) 54 (29.3) 112 (28.8) (GA. Investgator's Global Assessment, IGA-TS, IGA treatment suiccess; LTS, long-term safety; VC, vehice controle. | baseline by the end of the LTS period with as-needed ruxolitinib cream
* TRUE-AD1 and TRuE-AD2 had identical StUdy designs (Figure 1) Asian 7 (3.4) 10 (5.4) 17 (4.4) lEﬁge;ct?hvgvcwpeéﬁgg.ndom|zed on Day 1 to ruxolitinib cream and continued in the ruxolitinib cream groups during the LTS period. use (550/0 and 56% respectively)
— In both studies, patients were randomized (2:2:1) to either of 2 ruxolitinib cream strength regimens Other 6 (2.9) 2(1.1) 8 (2.1) ) ,_ )
(0.75% twice daily [BID], 1.5% BID) or vehicle cream BID for 8 weeks of double-blinded continuous Region, n (%) Figure 3. Mean Affected BSA Throughout the 52-Week Study Period Among Patients in the Continuous © For Pat'e"ts who did not a?h'eve IGA-TS a_'t Week 8, mear affected BSA
treatment (VC period) during which patients were instructed to continue treating lesions even if North America 164 (80.0 141 (76.6 305 (78.4) Ruxolitinib Cream Groups Who Did Not Achieve IGA-TS at Week 8 continued to decrease during the LTS period, reaching 2.1% and 1.8%
they improved Europe # (200 43 (234 8 (21.6 in the 0.75% and 1.5% ruxolitinib cream groups, respectively, at the
— Patients initially randomized to ruxolitinib cream subsequently continued treatment for 44 weeks . | | | 19 —®—0.75% Ruxolitinib cream —@— 1.5% Ruxolitinib cream end of the LTS period
(long-term safety [LTS] period; as-needed treatment); patients initially randomized to vehicle were BSA, mean (SD), % 9.9 (5.9) 9.1 (5.2) 95 (5.2) VG ; LTS _ -
= During the LTS period, patients were instructed to treat skin areas with active AD only and to stop IGA score, n (%) T with a favorable safety profile and a low incidence of application
treatment 3 days after clearance of lesions; patients were to restart treatment with ruxolitinib cream 2 78 (38.0) 72 (39.1) 150 (38.6) 10 - 3.9 site reactions
at the first sign of recurrence — ' : : : :
e treatmgent e 3 127 (62.0) 112 (60.9) 239 (61.4) = i ® Overall, patients who did not achieve IGA-TS at Week 8 continued to
| | P 4 ° 4 toh NRS score, mean (SD) 02 (24 o124 o124 32 91\ improve with as-needed use of ruxolitinib cream monotherapy during
Figure 1. Study Design Duration of disease, median (range), y 13.9 (1.8-68.6) 15.0 (0.2-69.2) 14.2 (0.2-69.2) 93; g — 77 : the LTS peri od
~acial involvement, n (%)! 76 (37.1) 74 (40.2) 150 (38.6) =
Vehicle-controlled period Long-term safety period Number of flares in past 12 mo, mean (SD)? 4.8 (4.8) 5.5(8.9) 5.1 (6.8) ¢<,§ U T _
BSA, body surface area; EASI, Eczema Area and Severity Index; IGA, Investigator’s Global Assessment; IGA-TS; IGA treatment success; NRS, numerical rating scale. 0 0.7 Y 59 D |SCIOS ures
7 (COALENS USRI ol € ee,s 7 UlGEL e o oy A teEke TEZE.'SQE?;;T,%;? @ randomizeion'Lay it ixalfinia creain anclcontinied i e rUxaltinibicrea grofips eiing el period ..-"c.’. 6 - LFE has served as an investigator, consultant, speaker, or data safety monitoring board member for AbbVie, Almirall, Arcutis
* Rescue treatment not permitted » Stop treatment 3 days after lesion clearance q&"_: 5 6 | T4 Arena, Aslan, Dermavant, Eli Lilly, Forte, Galderma, Ichnos/Glenmark, Incyte Corporation, Janssen, LEO Pharma, Novartis,
o R . d i i i G ' e ) . . . . . " . . .
Disease Control i the Long-Term Safety Period = S ooy o Uiy e A ek St A
4 . N . ®* Among patients who did not achieve |IGA-TS at Week 8, the proportion who achieved an IGA score E 4 — — 3.8 Squibb, Dermavant, EcoR1, Eli Lilly and Company, Evommune, Forte, Galderma, Incyte Corporation, Janssen, Landos, LEO
0.75% RUX cream BID Ptztllglr;;(s::?:alfrlnh:'er;g?:gl?nd e of 0 or 1 and =2-point improvement from baseline progressively increased during the LTS period with — | Pharma, Novartis, Pfizer, Rapt, Regeneron, Sanofi Genzyme, Sun Pharma, UCB Pharma, and Vibliome. LK has served as an |
(n=~240 in each study) their regimen lesions as-needed use of ruxolitinib cream monotherapy (Figure 2) S 134 — . Investigator, cor,1$ultant, or speaker for Abele, Amgen, Anaptys, Arcutls_, Dermavant, Eli Lilly, Glenmqu, Incyte Corporation, Kamedis,
_ _ _ _ o = 2.3 : LEO Pharma, L'Oreal, Menlo Therapeutics, Novartis, Ortho Dermatologics, Pfizer, Regeneron, Sanofi, Sun Pharma, and Taro. MEV
Patients ¢ Among pa“ents_ who did not achieve |GA'T$_3F Week 8, mean affected _BSA at baseline was 9-9/) and T X is an employee and shareholder of Incyte Corporation. ELS is an investigator for AbbVie, Eli Lilly, Galderma, Kyowa Hakko Kirin, LEO
. 1.5% RUX cream BID RUX 9.1% for those in the 0.75% and 1.5% ruxolitinib cream groups, respectively, and decreased during 2 - - ®. . Pharma, Merck, Pfizer, and Regeneron and is a consultant with honorarium for AbbVie, Eli Lilly, Forte, Galderma, Incyte Corporation,
Randomized 5 , cream? the VC period; further improvements were observed throughout the LTS period with as-needed use of 1.9 148 L~ LEO Pharma, Menlo Therapeutics, Novartis, Pfizer, Regeneron, Sanofi Genzyme, and Valeant.
2:2:1 (n=~240 in each study) _ _ _ e _ - e ) 5 e o/ . =
Patients on vehicle rerandomized ruxolitinib cream (Week 52: 0.75% ruxolitinib cream, 2.1%; 1.5% ruxolitinib cream, 1.8%; Figure 3) Acknowledgments
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