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Backaround ¢ To evaluate whether any clinically meaningful outcome occurred, a composite Figure 2. Proportion of Patients Achieving EASI-50 Who Did Not Achieve Figure 5. Proportion of Patients Achieving a 1-Point Reduction in IGA From Efficacy in All Patients
g partia! respor?se endpoint was used and was defined as achievement of 1 of the IGA-TS at Week 8 Baseline Who Did Not Achieve IGA-TS at Week 8 ® Among all patients in the efficacy-evaluable population, significantly more patients
* Atopic dermatitis (AD) is a highly pruritic, chronic, inflammatory skin disease' described efficacy parameters who applied ruxolitinib cream achieved IGA-TS or a partial response by EASI-50,

100 - 100 - itch NRS2, or DLQI/CDLQI at Week 8 (94.2%/93.6% for 0.75%/1.5% ruxolitinib

cream, respectively; vehicle, 68.3%; both P<0.0001); results were similar with the

e . . e e . addition of a 1-point reduction in IGA from baseline as a partial response parameter
* Ruxolitinib cream is a topical selective inhibitor of JAK1 and JAKZ2 in development ” s 718 74 1 (96.7%/96.0% E)r 0.75%/1.5% ruxolitinib cream. respecti?/ely, s 753% fori vehicle:

. . . . - | both P<0.0001
® |n two phase 3 AD studies of identical design (TRuE-AD1 [NCT03745638] and
— Among all patients in the efficacy-evaluable population, a 1-point reduction in IGA

TRUE-AD2 [NCT03745651]), significantly more patients who applied ruxolitinib 60 -
38.5 |
40 - :
| 20 - '
Vehicle  0.75% RUX  1.5% RUX Total Population 0 Vehicle 0.75% RUX 1.5% RUX * In the overall population, ruxolitinib cream was well tolerated with an adverse event

o Janus kinases (JAKs) act downstream of proinflammatory cytokines and itch Statistical Analyses

mediators involved in AD pathogenesis** ® Data were analyzed by logistic regression
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cream vs vehicle cream achieved Investigator’'s Global Assessment-treatment Patients 431 from baseline at Week 8 was achieved by substantially more patients who applied

success at Week 8 (IGA-TS; score of 0 or 1 with 22-grade improvement from * Of 1208 patients in the efficacy-evaluable overall population, 584 did not achieve ruxolitinib cream (86.0%/87.3% for 0.75%/1.5% ruxolitinib cream, respectively) vs

baseline), the primary endpoint of the study (44.7%/52.6% for 0.75%/1.5% ruxolitinib IGA-TS at Week 8; demographics and baseline clinical characteristics were similar 40 - vehicle (51.0%)

cream, respectively, vs 11.5% for vehicle; £<0.0001) across treatment groups (Table 1) = Although less stringent than the more challenging 2-point reduction required for

— Patients not achieving IGA scores of 0 or 1 may still experience clinically relevant . . . . L _ IGA-TS, a 1-point reduction denotes a relevant decrease in disease severity
improvement in their disease; thus, we sought to quantify the proportion of Table 1. Patient Demographics and Baseline Clinical Characteristics 20

Reduction in IGA From Baseline, %

patients who achieved relevant treatment responses in the subgroup of patients
who did not achieve IGA 0 or 1 with 22-grade improvement from baseline

Proportion (SE) of EASI-50 Responders, %
Proportion (SE) of Patients Achieving a 1-Point

(ie, moderate to mild [3 to 2] or mild to almost clear [2 to 1])
Patients Who Did Not Achieve IGA-TS at Week 8 Safety
Overall

Ob jeCtlve Characteristic (n=174) (n=213) (n=197) (N=584) (N=1208) Vehicle 0.75% RUX { 5% RUX N (n=174) - (n=213) (n=197) (AE) profile similar to vehicle®; no serious AEs were related to ruxolitinib cream
. (n=1 7 4) ( =21 3) (n= 1 97) l%\PI ggeg(’;lg?t\(l)g \s/eGhIig:;;aI Assessment; IGA-TS, IGA-treatment success; RUX, ruxolitinib cream. _
* To evaluate the efficacy of ruxolitinib cream in patients who did not achieve IGA-TS Age, median (range), y 34.5(12-82) 37.0(12-85) 28.0(12-84) 33.0(12-85) 32.0 (12-89) | | Conclusions

at Week 8 in two phase 3 studies in adolescent and adult patients with AD Female. n (%) 113 (649) 117 (549) 197 (645) 257 (61 1) 739 (61 2) Eﬁil?l?xozhgg‘é icrpepg%v.ement in Eczema Area and Severity Index from baseline; IGA-TS, Investigator’s Global Assessment-treatment success;

+454 P<0.0001 vs vehicl. Figure 6. Composite Partial Response: Proportion of Patients Achieving a » These data show that ruxolitinib cream brovides clinicall
_ Race, n (%) _ _ | o | | Clinically Meaningful Response at Week 8 in 21 Individual Partial Response _ | ream provi y
o ez T o T o s rcl;%u!l'% 3.thrVop<|)(rt8|on of Patients Achieving ltch NRS2 Who Did Not Achieve Endpoint (EASI-50, Itch NRS2, DLQI/CDLQI)t relevant improvements in the majority of patients who
Study Design and Patients | | | | | 1o at wee did not achieve IGA 0/1 with 22-grade improvement from
* Eligible patients were aged =12 years with AD for 22 years and had an IGA score Black 43(24.7) 62(29.1) 61(31.0) 166(284)  292(24.2) 100 - 100 - 883 baseline
of 2 or 3 and 3%—20% affected body surface area (excluding scalp) Asian 8 (4.6) 7 (3.3) 10 (5.1) 25 (4.3) 46 (3.8) o Lii 693 . Signif diff b T hicl
» Key exclusion criteria were unstable course of AD, other types of eczema, - 5 (34 6 (08 > (10 Yy (34 & 5 a0 ignificant differences with ruxolitinib cream vs vehicle
immunocompromised status, use of AD systemic therapies during the washout of (34) (2.8) (1.0 (24) (34) 8 g0 '§ i were observed for EASI-50, itch NRS2, DLQI/CDLQI, and
period and during the study, use of AD topical therapies (except bland emollients) Region, n (%) =3 o ' a 1-point reduction in IGA from baseline
during the washout period and during the study, and any serious illness or medical | é s 60 -
\c/:voerlmlc_iglec?g gthat could interfere with study conduct, interpretation of data, or patients’ North America 121(69.5)  171(80.3)  154(782)  446(76.4)  835(70.8) ‘Z’ 50 ) N % » In the overall population of patients who applied ruxolitinib
S . . Europe 53(30.5)  42(19.7)  43(218)  138(23.6)  353(29.2) = 197 40.2 - cream, 295% of patients achieved 21 clinically relevant
® TRuE-AD1 and TRUE-ADZ2 had identical study designs (Figure 1) : S | O 40 - respbonse in sians. svmotoms. or aualitv-of-life measures
— In both studies, patients were randomized (2:2:1) to 1 of 2 ruxolitinib cream BSA, mean (SD), % 9.3 (5.3) 9.9(5.2) 9.1(5.1) 9.5(5.2) 9.6 (5.2) = 1. a P gns, symp : q Yy
strength regimens (0.75% twice daily [BID] or 1.5% BID) or vehicle cream BID for EASI, mean (SD) 7.9 (4.9) 78(5.3) 72 (4.7) 76 (5.0) 7.9 (4.9) m 276 5 at Week 8
8 weeks of double-blinded treatment . = 5 4 o rtantl Iv 90% of all patients treated with
Q.
— Patients on ruxolitinib cream subsequently continued treatment for 44 weeks; IGA, n (%) 2 20 - n&j mpo_ an y, hearly o OT all patients _r?a ed wi _
patients initially randomized to vehicle were re-randomized 1:1 (blinded) to either 2 55 (31.6) 83 (39.0) 80 (40.6) 218 (37.3) 312 (25.8) §. ) ruxolitinib cream showed a relevant clinical benefit per
ruxolitinib cream strength a Vehicle 0.75% RUX 1.5% RUX reduction in disease severity assessed by IGA at Week 8
- ' Study Des 3 119 (68.4)  130(61.0)  117(59.4)  366(62.7) 896 (74.2) : =174 (n=°213) (n=°197) y y
igure 1. stuay vesign | o - | | | |
. | tch NRS score, mean (SD) ~ 5.1(24)  51(24)  49(24)  51@24)  51(4) Vehicle 0.75% RUX 1.5% RUX GDLO hktens Doty s Qusly desDLQ) Demalogy L Qually e EAS50, 250% mprovrrnt b Eczr A and Sovtynde ot .
Vehicle-controlled period Long-term safety (n=174) (n=213) (n=197) * Among patients who did not achieve IGA-TS at Week 8. | o | Disclosures
(8 continuous weeks) (treat as needed for 44 weeks) >2. N (%) 148 (851) 177 (831) 165 (838) 490 (839) 1017 (842) *cD;eDfli_rgld as patients who achieved 1 of the following clinically meaningful responses: EASI-50, itch NRS2, =4-point reduction in DLQI score, or =6-point reduction in | | | | - .
a : IGA-TS, In\./gs.tigator’s Global Assessment-treatment success; NRS2, =22-point reduction in itch numerical rating scale score from baseline; ke p<o_8((:)(())r1€'vs vehicle. ELS is an mvestlgator for AbeIe, El L|IIy, Galderma’ Kyowa Hakko Klrln, LEO Pharma, Merck,
?nﬁ ?4'5%)(6223 L Patients initially Recurrence 24, n (%) 112 (64.4)  148(69.5) 127 (64.5)  387(66.3)  778(64.4) R e R pe0.001 vs vehicle Pfizer, and Regeneron and is a consultant with honorarium for AbbVie, Eli Lilly, Forte Bio,
ran.domiz[?d.to RUX of lesions Duration of disease 155 140 149 149 153 | | | - | i 7 te Partial R . p " ¢ Patients Achievi Galderma, Incyte Corporation, LEO Pharma, Menlo Therapeutics, Novartis, Pfizer, Regeneron,
Patien.ts 1.5% RUX BID remain on their regimen RUX* median (range), y | (0.8—%9.1) (1.8—68.6) (0_2_69_2) (0_2_%9_1) (0_791) Flgure 4. PI'OPOI'tIOH of Patients Achlevmg DLQI/CDLQI Response Who Did 'Qu_re . omp_05| € Fartal hesponse. ro_po on O _ atients _C Ieving a Sanofi Genzyme, and Valeant. LK has served as an investigator, consultant, or speaker for
Ra"g.‘;’q'zed (n=~240 in each study) | Not Achieve IGA-TS at Week 8 Clmlca_"y Meam!‘gfm Resl?onse at W_eek_s in 21 Individual _Partlal Response AbbVie, Amgen, Anaptys, Arcutis, Dermavant, Eli Lilly, Glenmark, Incyte Corporation, Kamedis,
o Patients on vehicle Facial involvement, N (%)* (2 (414) a4 (362) 7 (391) 220 (387) 476 (394) E"delnt InCIUdlng d 1'P0|nt REdUCtlon INn IGA From BasellneT LEO Pharma, L'Oreal, Menlo, Novartis, Ortho Dermatologics, Pfizer, Regener()n, Sanofi, Sun
Vehicle BID re-randomized 1:1 to of lesions . 100 - i Pharma, and Taro. AB has served as a scientific adviser and/or clinical study investigator for
=~120 i % % N ffl | 1 (13. 4.6 (4. 9 (8.4 S .8 (10. o Kk ’
\— % == I G2t AU 0.75% RUX or 1.5% RUX 12u %lz)ern?ear? r(eSSDl)q ast o1 (13.6) 0(4.9) 00 (8:4) 23 (9:3) >8(16.9) S~ > % 100 - 934 90.9 AbbVie, Aligos, Almirall, Amgen, Arcutis, Arena, Athenex, Boehringer Ingelheim, Bristol Myers
, Visits every 4 weeks ’ g '§ °d; Squibb, Dermavant, Eli Lilly and Company, Evommune, Forte, Galderma, Incyte Corporation,
Da|y1 Week 8 Week 52 FB{E,?\( bodyI.?u_r{)ace area; EASI, Eczema Area and Severity Index; IGA, Investigator’s Global Assessment; IGA-TS, IGA-treatment success; NRS, numerical rating scale; 'g 80 - T:’ = Janssen. Landos. LEO Pharma. Novartis. Pfizer Rapt Regeneron Sanofi Genzyme Sun
) ruxolitnib cream. (@ T ’ ’ ’ ’ J ’ ’ )

,*A\D, a.tODiC del:matitiS; BID, twice daily; BSA, body surface area; RUX, ruxolitinib cream. | e | . | * Patient reported. % - & % 80 ] 690 Pharma, and UCB Pharma MEK, MEV, and KS are emp|0yeeS and SharehOIderS Of Incyte
Patients self-evaluated recurrence of lesions between study visits and treated lesions with active AD (<20% BSA). If lesions cleared between study visits, patients D s O M _ _ _ L
Z’g)dﬂﬁgg ;Ir?/?;ic[nve\lgg 3ngggsé C?fter lesion disappearance. If new lesions were extensive or appeared in new areas, patients contacted the investigator to determine if an Effi ca Cy in P a ti e nt S Wh o D i d N Ot A C h i eve IG A'TS E 540 56.3 'g = Corporatlon. LFE has served as an mvestlgator, Consultant, speaker, or data safety monltorlng

. . | o | - - S.’ 50 - . §_ ug: . board member for AbbVie, Almirall, Arcutis, Asana, Dermavant, Eli Lilly, Forte Biosciences,
Assessments N AnaWS'S of each endDIOIIn.t of the defm't'()f\ for partial response |ndlcat.ed significant 3 Z 3 Galderma, Ichnos/Glenmark, Incyte Corporation, Janssen, LEO Pharma, Novartis, Ortho
e Analvses were berformed on batients who did not achieve IGATS at Week 8 improvement for ruxolitinib cream vs vehicle at Week 8 in EASI-50 (Figure 2), cz; 374 S = Dermatologics, Otsuka, Pfizer, Regeneron, and Sanofi Genzyme.
| y .p - P | _ - o itch NRS2 (Figure 3), DLQI/CDLQI (Figure 4), and 1-point reduction in IGA from o 4 S c 40
* Efficacy endpoints for clinically relevant partial responses using minimal clinically baseline (Fi 5 =3 = _ Acknowledgments
. . . . aseline (Figure 5) o ©
important differences included the following: CATS f 7 — 3 The authors thank the patients. investigat 4 investiaational sites wh iinat 9
B . . . Vi . . ® Among patients who did not achieve IGA-TS, a clinically meaningful response in g n 2 € authors thank the patients, Invesugators, and investigational sites wnose partcipation made
::r)\r(;)ep)?EtIIECX]SCI);%a)tIentS achieving 250% improvement in Eczema Area and Severity >1 of the above endpoints (composite partial response endpoint) was achieved :é 20 - g % 20 the study possible. Support for this study was provided by Incyte Corporation (Wilmington, DE).
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_ >2-point reduction in itch numerical rating scale score (NRS2) in significantly more patients who applied ruxolitinib cream (88.3%/85.3% for g— S & |
0.75%/1.5% ruxolitinib cream, respectively) vs vehicle (63.2%; both P<0.0001) at o © © PA), and was funded by Incyte Corporation.
— 24-point reduction in Dermatology Life Quality Index (DLQI; patients aged W 8 kF_ 6) ! B ' 0 o 0 Veicle 0.75% RUX 1 597 RUY
ee igure 1970 D /0
>16years) | e g T, o Vehicle 0.75% RUX 1.5% RUX =174 n=213) n=197) References EW@E
— 26-point reduction in Children’s DLQI (CDLQI; patients aged 12-15 years) imilarly, more patients who applied ruxolitinib cream achieved a response vs (n=174) (n=213) (n=197) CDLQ, Chicrer's Dermatology Lfe Qualty Index: DLQI, Dermatology Lfe Qualy Index; EASI50, 250% improvement in Eczema Avea and Severty Index fom baselie: 1. Langan SM, et al. Lancet. 2020;396(10247):345-360. 2. Bao L, et al. 110
from baseline vehicle when a 1-p0mt reduction in IGA from baseline was added to the Comp08|te CDLQI, Children’s Dermatology Life Quality Index; DLQI, Dermatology Life Quality Index; IGA-TS, Investigator’s Global Assessment-treatment success; i%\r;gﬁéIB\éet)isglrgtzt(\/)\/rhso%lli(c)jbﬁg?zséisi:\r/nee?Cta-,térf?tsmaetn\t/\?:glg?.s; RS2, Z2paintreducton niieh numencal raing scaje score rom basefne; RUR, ruxalin cream. JAKSTAT. 2013;2(3):624137- 3. Oetjen LK’ et al. Cell. 2017;171 (1 ):217'228- E
_ 1-point reduction in IGA from baseline (|GA score Change from 3 to 2 or 2 to 1) partial response definition (934%/909% for 0.75%/1.5% ruxolitinib cream, RUX, ruxolitinib cream. o | .’ o | | | * Defined as patients who achieved 21 of the following clinically meaningful responses: EASI-50, itch NRS2, 24-point reduction in DLQI score, 26-point reduction in 4. Quintas-Cardama A, et al. Blood. 2010;115(15):3109-3117. 5. Papp K, et al. el
__ _ - _ . _ o/ . . I*E*Defmed asa24-p.0|n.t Ifgucnon in DLQI score or 26-point reduction in CDLQI score. **C*)*DLQI score, or a 1-point reduction in IGA from baseline. | | e
was added as an additional component of the partial response definition respectively; vehicle, 69.0%; both P<0.0001; Figure 7) P<0.001 vs vehicle; ™ P<0.0001 vs vehicle. P<0.0001 vs vehicle. Br J Dermatol. 2020;183(4):e116. poster, scan code.



