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- ¢ The definition of more severe AD (IGA score of 3, EASI 216, and affected ® Among patients with a baseline IGA score of 3, EASI 216, and BSA 210% Figure 3. Mean Percentage of BSA Affected by AD in the VC and LTS Periods in Patients -

Introduction BSA 210% at baseline) was based on IGA, EASI, and BSA thresholds for in the pooled population, 31 and 28 patients continued from the VC to the With IGA=3, EASI 216, and BSA 210% at Baseline’ Conclusions

clinical trials of systemic therapies (ie, dupilumab?® and oral JAK inhibitors®') . 1 L . 0 0

» Atopic dermatitis (AD) is a highly pruritic inflammatory skin disease’ _ Other definitions of more severe AD included in this analysis were LTS period in the 0.7.5% and 1.5% ruxolitinib cream arms, respectively, and o : m— 0.75% RUX —&— 1.5% RUX . . .

» The severity of AD is often stratified using objective (Investigator's BSA=10% alone and IGA<3 alons. as wall as combined IGA=3. were evaluated for disease control e o TS ®* The subset of patients meeting various
Global Assessment [IGA], Eczema Area and Severity Index [EASI], body EASI 216, BSA 210%, and itch NRS score >4 at baseline — 39 and 36 patients applied 0.75% or 1.5% ruxolitinib cream, respectively, 184 122 thresholds for more severe disease at baseline
surface area [BSA]) and subjective (eg, itch numerical rating scale [NRS]) Assessments in either studv period (VC or LTS) and were evaluated for safet o : : :
assessment tools™* ® Disease control was assessed by the proportion of patients who achieved Effi o | ) y 2 \ achieved eftective Iong-term disease control

® Topical therapies are the standard of care for most patients with AD> no or minimal skin lesions (IGA s}::ore gf Opor 1 [cIea? or almost clear skin]) feacy | | | | | :<,§ 14~ with ruxolitinib cream monotherapy during the
— For patients with more severe AD, systemic therapies may be and mean percentage of BSA affected by AD at each visit (every 4 weeks) " A substantlal.proportlon of pétlents. achieved clear or aIr.no.st clear Skl_n s 12- \ 52-week study period

considered as monotherapy or in combination with topical therapies® during the LTS period (IGA 0/1) during the LTS period (Figure 2); data were similar when different £ LR
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e e oo oot coricidal | * e and tlrabilty assesaments included tho foquency of epored _ defions were used o define moresevere AD (Table =0\ * Ruxolitinib cream was well tolerated in the
. ! . L . reatment-emergent adverse events $), treatment-related adverse Figure 2. Proportion of Patients With Clear or Almost Clear Skin (IGA 0/1) in the VC and e 8% - : - :
the.rgplles Could.prevent some patients from starting systemic therapy events, and adverse events (AEs) leading to treatment discontinuation LTgS Periods IF:‘ patients With IGA=3, BSA 210% and EAS| 216 at(BaseIin)eT = . - L long-term setting Iin this subset of patients

* Ruxolitinib cream is a topical formulation of ruxolitinib, a selective inhibitor of Statistical Analyses s = 0 A who may be e|igib|e for both systemic and

Janus kinase (JAK) 1/JAK27 . _ m— 0.75% RUX —&— 1.5% RUX P b 38 39 38 39 o4t 38 _ _
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* In two phase 3 randomized studies of identical design (TRUE-AD1 — The disease control analysis included patients who remained on their 2 I 3.5 37 S
(NCT03745638] and TRUE-ADZ [NCT03745651]), ruxolitinib cream initial ruxolitinib cream st?len th re imeFr)1 from the VC period through < e S . - a2 e THPY-
demonstrated anti-inflammatory activity with antipruritic action vs vehicle the LTS period: data are rep% tod %s “bserved P J S ’ 783 . o0 - ) * These data suggest that ruxolitinib cream may
and was well tolerated in patients with AD’ ’ = 80- ' ' 79.2 ' ' ' ' ' ' ' ' ' ' ' ' ' ' -

— The safety analysis included patients who applied ruxolitinib cream in g ) | 4 73.3 [ oo 5 fe 16D .Zr?me Vii R delay or prevent the need for Sy3temlc therapy
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» To evaluate the long-term safety and disease control of ruxolitinib cream in S . a ?Péﬁ?npg‘f@?,;”;?fﬂf;;%Sﬁx’,br‘i,‘iyoﬁﬁ‘nﬁf;‘i?:;;?;VEéf Vi contoled, o NESIERT Gebel Assessment — Although these patients met various
9 subpopulation of patients with more severe AD at baseline _ é 43:8 o The VC period included up to Week 8, and the LTS period included Weeks 8-52. Data for Week 8 are from the VC period. threShOIdS for more severe disease at
Pationts S 40 L Table 3. Summary of Mean Percentage of BSA Affected by AD During the LTS Period baseline, failure of topical therapy was
& | | Using Different Criteria to Define More Severe AD at Baseline i _ _
* Atotal of 1249 patients (median age, 32 years) were randomized in the S s not a requirement for entering the studies

Study Design and Patients VC period = " Criteria for More Week, mean %

» Eligible patients were aged 212 years with AD for 22 years and had an IGA » Distribution of baseline demographics and clinical characteristics of all 2 Severe AD 12 16 20 24 28 32 36 40 44 48 352
score of 2 or 3 and 3%—20% affected BSA, excluding scalp randomized patients was similar across treatment groups (Table 1) = f BSA =210%" Disclosures
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“ _Key exclusion crit_eria were unstable course of AD, other_ types _Of eczema, Table 1. Patient Demographics and Baseline Clinical Characteristics 0 | | | | | | | | | | | | | 0.75% RUX 50 42 33 32 33 31 29 30 29 31 27 ELS is an investigator for AbbVie, Eli Lilly, Galderma, Kyowa Hakko Kirin, LEO Pharma,
'mmunOCoumm|sed status, use of AD systemic therapies during the Vehicl 075% RUX  1.5% RUX Total 0 4 8 12 16 20 24 28 32 36 40 44 48 52 1.5% RUX 32 30 26 27 24 29 23 22 21 21 2.2 Merck, Pfizer, and Regeneron and is a consultant with honorarium for AbbVie, Eli Lilly,
washout period and during the study, use of AD topical therapies (except . e L o~ o'a Time, wk IGA=3 Forte Bio, Galderma, Incyte Corporation, LEO Pharma, Menlo Therapeutics, Novartis
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ar‘ er_nO ients) U”r_‘g e WaS Out perioa and auring the study, ana any . n 32 3 31 3 3N 29 28 26 29 30 30 30 30 0.75% RUX 34 30 23 24 24 22 22 29 929 923 920 Pfizer, Regeneron, Sanofi Genzyme, and Valeant. LK has served as an investigator,
serious illness or medical condition that could interfere with study conduct, Age, median (range), y 34.0 (12-82) 33.0 (12-85) 31.0(12-85) 32.0 (12-89) oS08 er e b2 a2 A a8 2 2 P | | | | | | | | | | | consultant, or speaker for AbbVie, Amgen, Anaptys, Arcutis, Dermavant, Eli Lilly, Glenmark
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® TRukE-AD1 and TRuUE-ADZ2 had identical study designs (Figure 1) 2ace, n (%) IISSA:;,OE"}A\S’[' ELGéS 4t Dermatologics, Pfizer, Regeneron, Sanofi, Sun Pharma, and Taro. AB has served as a
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— In both studies, patients were randomized (2:2:1) to 1 of 2 ruxolitinib | Table 2. Summarv of Patients Achievind IGA 0/1 Durina the LTS Period Usina Different o scientific advisor and/or clinical study investigator for AbbVie, Abcentra, Aligos, Almirall,
cream strength regimens (0.75% twice daily [BID], 1.5% BID) or vehicle White 170 (68.0) 345 (69.0) 395 (71.1) 370 (69.7) Criteria to Defin;yMore Severe AD at Béqseline J 9 0.75% RUX 56 45 35 33 42 34 26 37 38 39 36 Amgen, Arcutis, Arena, Aslan, Athenex, Boehringer Ingelheim, Bristol Myers Squibb,
cream BID for 8 weeks of double-blinded continuous treatment (vehicle- Black 61 (24.4) 118 (23.6) 113 (22.6) 292 (23.4) s 1.9% RUX 49 46 35 38 36 31 30 24 21 27 20 Dermavant, Eli Lilly and Company, Evommune, Forte, Galderma, Incyte Corporation,
controlled [VC] period); patients were instructed to continue treating Asian 10 (4 O) 16 (3 2) 20 (4 O) 46 (3 7) Criteria for M WGEk, o AD, atopic dermatitis; BSA, body surface area; EASI, Eczema Area and Severity Index; IGA, Investigator’s Global Assessment; Janssen, Landos, LEO Pharma, Novartis, Pfizer, Rapt, Regeneron, Sanofi Genzyme, Sun
lesions even if they improved . . . : riteria ror iiore LTS, long-term safety; NRS, numerical rating scale; RUX, ruxolitinib cream. Pharma, and UCB Pharma. MEK was an employee and shareholder of Incyte Corporation

Severe AD 12 16 20 24 28 32 36 40 44 48 52 n=182/n=182 for 0.75%/1.5% RUX at the start of the LTS period. _ o _

_ Patients on ruxolitinib cream subsequently continued treatment for Other 9 (3.6) 21 (4.2) 11 (2.2) 41 (3.3) t n=309/n=328 for 0.75%/1.5% RUX at the start of the LTS period. at the time of development of the original presentation. MEV and KS are employees and
44 weeks (long-term safety [LTS] period); patients initially randomized to Region, n (%) BSA=>10%"* =23 =17 for 0.75%/1.5% RUX at the start of the LTS period shareholders of Incyte Corporation. LFE has served as an investigator, consultant, speaker,
vehicle were rerandomized 1:1 (blinded) to either ruxolitinib cream reaimen | Safet or data safety monitoring board member for AbbVie, Almirall, Arcutis, Asana, Dermavant,
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patients were to restart treatment with ruxolitinib cream at the first sign BSA, mean (SD), % 9.6 (9.9) 10.0 (5.3) 9.6 (5.3) 9.8 (5.4) ot | | | | Acknowledgments
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