Patient-Reported Outcomes Among Patients With
Moderate-to-Severe Hidradenitis Suppurativa Treated

P0065
With the Janus Kinase 1 Inhibitor INCB054707

Presented at the

29th European Academy of
Dermatology and Venereology
(EADV) Virtual Congress

29-31 October 2020

Backaround ® Inclusion criteria for both studies were: Hidradenitis Suppurativa Quality of Life Figure 4. Mean Change From Baseline in DLQI
9 — Men and women aged 18-75 years | ® The mean change from baseline in HiSQoL was -15.3 at Week 8 in
¢ Hidradenitis Suppurativa (HS) iS a chronic painfu| inﬂammatory skin B DlagnOSIS of mOderate-tO-Severe HS (Hurley Stage Il or |||)9 with StUdy 1 and ranged from —28.0 to —39.0 at Week 8 for patients treated Week
.. . A disease duration of 26 months : . :
condition that profoundly reduces patient quality of life (QoL)" . . . with INCB054707 (vs —3.4 for placebo) in Study 2 (Figure 2) o 1 2 4 6 8
¢ Patient-reported outcomes (PROs) in HS including QoL surveys and skin — Stable course of HS for 290 days before screening per investigator L | | | '
. P . 0INg 0L SUIVEYS. : assessment Figure 2. Mean Change From Baseline in HiSQoL | . .,
pain are important for evaluating treatment efficacy in patients with HS HS lesi 32 disti . b Hurl I = S
— Because some QoL measures for HS lack standardization and validity,® - |||S- e>s1|ons E?res_ent = t |st|nct_anato(rjn g; arel_a s, with Hurley stage I or =
: _ ) in 21 anatomic area at screening and baseline Week S _o_
genefic Glot mgtrumen.ts are also ofterl used, mostirequently the — Total abscess and inflammatory nodule (AN) count of 23 at screening o 1 9 4 5 8 '@
Dermatology Life Quality Index (DLQI) and baseline £ . . . g .
° T_reatments targeting proinfllammat.ory cytok?ne signaling_may ameliorate O Sedlusfer aterte r Belh sveies wiener § — o S
el palineliony, Unelteiay lmpire s (iell, [ [pelfonle wiil [1ier — Women who were pregnant or lactating; for Study 2, all other women of 2 -10- S 6- —
* Janus kinase (JAK)/signal transducer and activator of transcription (STAT)- childbearing potential were also excluded | o = ‘
mediated signaling contributes to local and systemic inflammation in HS'>¢ _ Presence of >20 draining fistulas at screening and baseline @ -20 - g ;.
. . . . . . . . c [
- rle.g“'ates prol'”tﬂzrgf“atory gtelins Sgheling e s pliseiee in _ Prior treatment with JAK inhibitors g e 77 ; : 7 —&-Placebo (Study 2)
severa lmmune're ated diseases - | Endpoints and Assessments = n 10 10 9 9 7 7 —&-15mg INCB054707 (Study 1)
o - o -
ITga?gfggctﬁfnfgrrilk\ir?a\‘,lé TX:?;UIG JAKT inhibitor with ~52-fold ¢ The following PROs were evaluated: é’ —40 - 4\‘k/-‘ n 9 J J J J 9 =730 mg INCB054707 (Study 2)
g INCB054707 \)//vas well tolerated and showed preliminary efficacy in two — CEMgS tirem [pRelne In s CElk (S lel) eI s pEs! HiEe é 50 2 2 3 2 2 2 2 :gg gg :Egggggg; gtﬁ 3
L : : = HiSQoL is a 45-item questionnaire assessing impact of HS on w Y
phase 2 studies in patients with moderate-to-severe HS_ (data presepted q . has d ”q ivities. discomfort J mp toms. depression/ T ; 6 ; ; 7 —&- Placebo (Study 2 | |
in FC-01 [abstract #2665]); thus, assessment of PROs is warranted in omains such as dally activities, discomiort, Symptoms, depressio DLQI, Dermatology Life Quality Index.
this patient bopulation ! ’ anxiety, sexual function, and work ability (scored on a 5-point scale n10 10 9 9 7 7 —#=15mg INCBO054707 (Study 1)
P POP ranging from “not at all” to “extremely” affected), with higher scores n 9 9 9 J 9 9 =¥~ 30 mg INCB054707 (Study 2)
Objective — HS skin pain (per the Numeric Rating Scale) for worst skin pain score ng 7 8 8 8 8 —A-90mg INCBOS4707 (Study 2) Conclusions
during the past 24 hours | —— | o _ ) o o
® To describe PROs from two multicenter phase 2 trials of patients receiving = HS skin pain was measured using an 11-point scale ranging from HISQoL, Hicradentlis Suppurativa Qually of Lie. ® In parallel Wltl‘.l gfflcacy findings showing improved
INCB054707 via oral administration for moderate-to-severe HS 0 (no skin pain) to 10 (worst imaginable skin pain) and recorded rates of HS Clinical Response and AN count of 0-2
in a daily diary Worst Skin Pain (efficacy data presented in FC-01 [abstract #2665]),
— DLQI during the past week ® The mean change from baseline in worst skin pain score was —2.0 patients with moderate-to-severe HS reported
S s e e - gh.? DL?'.:.S a 1|O_-item queition(;\airﬁ e\ialuating slymlp’E[(_)msr?nd fee(ljings, at Week 8 in Study 1 and ranged from —1.4 to —3.1 at Week 8 for improvements in QoL and worst skin pain after
aily activities, leisure, work and school, personal relationships, an _ _ : S NCBO054707 acr
° Study 1 (NCT03569371) was a phase 2 open-label, single-arm study treatment; patients answered each question on a scale of "ot at all” to INCBO54707 (vs 0.3 for placebo) in Study 2 (Figure 3) :C\?c?trr;\ear:ev;ltshtl:g?e:AK1 inhibitor INCB054707 across
(Figure 1A) ~"very much” with higher summed scores indicating worse (ol Figure 3. Mean Change From Baseline in Worst Skin Pain P
— Patients received 15 mg INCB054707 orally once daily (QD) for Statistical Analyses * Improvements were seen as early as Week 1 and were
8 weeks, with a 4-week safety follow-up period ® For both studies, the evaluable study populations included patients Week generally maintained over the 8-week study period
* Study 2 (NCT03607487) was a phase 2 placebo-controlled, dose- enrolled in the study who received 21 dose of study drug 9 A 5 8
escalation study (Figure 1B) ¢ Data were summarized using descriptive statistics 1 . . ! ! !
— Patients were randomized to INCB054707 QD (30-, 60-, or 90-mg -
cohorts) oral administration or placebo (3:1 randomization within each _ § % Disclosures
cohort) for 8 weeks, with a 30-day safety follow-up period f. & AA received honoraria as a consultant, speaker, or advisory board participant from AbbVie,
— A safety review was conducted at Week 4 to determine progression Patient Disposition and Baseline Characteristics © 2 Actelion, Bausch, Celgene, Galderma, GSK, Incyte Corporation, Janssen, LEO Pharma, Novartis,
to the next dose cohort ¢ Ten patients (30% women; 60% White; mean [SD] age, 40.7 [14.4] years; £ 2 and Sanofi/Genzyme; received grants from AbbVie; and was a research investigator with AbbVie,
_ _ /0% Hurley stage |l and 30% stage lIl HS at baseline) were enrolled in » o Aristea, Asana, Boehringer Ingelheim, Bristol Myers Squibb, Dermavant, Eli Lilly, Genentech,
Figure 1. Study Design and Planned Enroliment for (A) Study 1 and Study 1 (Table 1) S8 Glenmark, Incyte Corporation, InflaRx, Janssen, Kyowa, Kymera, LEO Pharma, Merck Serono,
(B) Study 2 ¢ Thirty-five patients (80% women; 89% White; mean [SD] age, 41.5 =0 Novartis, Pfizer, Regeneron, Roche, UCB, Xenon, and Xoma. IH has served on an advisory board

13.3] years; 71% Hurley stage |l and 29% stage lll HS at baseline) were for AbbVie; received research funding from ChemoCentryx, Incyte Corporation, and Pfizer; served
y y stag g

A 15 mg INCB054707 QD ( Safety J enrolled in Study 2 (Table 1) N7 6 6 6 5 5 —@- Placebo (Study 2) as a consultant for UCB; and served as an uncompensated board member for the HS foundation.
. (N=10) _ follow-up — Nine patients were randomized to placebo and 26 to INCB054707 10 10 9 g ; 7 —e-15 mg INCBO54707 (Study 1) KB, LLS, and ZZ are employees and shareholders of Incyte Corporation. JK has served as a
8 Weoks > T woeks > (30 mg, n=9; 60 mg, n=9; 90 mg, n=8) 5 5 5 5 " 4 v 30 mg INCBO54707 (Study 2) speaker for AbbVie and as a consultant for AbbVie, ChemoCentryx, Incyte Corporation, and UCB.
. . . - T Th tudi funded by Incyte C tion.
- Table 1. Patient Demographics and Baseline Clinical Characteristics n8 8 8 : 8 5 -#- 60 mg INCB054707 (Study 2) o56 STHTIES WETe TLnCea by Ineyie =OTporaion
oho n= 7 6 7 ! 7 7 —&— 90 mg INCB054707 (Study 2
e ey } o } — ke Writ ist ided by Jane Kovalevich, PhD | f ICON (North Wal
or placebo (n=3) _ follow-up 15 mg 30 mg 60 mg 90 mg Dermatology Life Quality Index riting assistance was provided by ang ova.ev.lc : , an employee o (No ales,
INCB054707 | INCB054707 INCB054707 INCB054707 Pl Fin ETE e HUNELEs 93 (e SepelEe (Hlminger, DIS)
k 30 davs acebo . . _
SWie s > y > QD QD QD QD (n=9) ¢ |n Study 1, the mean change from baseline in DLQI was —4.4 at \Week 8
4-week safety review Parameter (N=10) (n=9) (n=9) (n=8) (Figure 4) References
g Age, mean (SD), y 40.7(144) | 41.0(11.5) 422(120) 428(14.6) 40.3(16.7) — The proportion of patients reporting “no effect” (DLQI 0—1) or a “small 1. Vossen A, et al. Front Immunol. 2018;9:2965.
" 60 mg INCB054707 QD (n=9) ]  Safety ] m Women, n (%) 3 (30.0) 7(77.8) 8 (88.9) 5 (62.5) 8 (88.9) effect” (DLQI 2-5) of HS on QoL increased from 10% at baseline 2. Mac Mahon J, et al. Patient Relat Outcome Meas. 2020;11:21-26.
or placebo {n=3) __followup 5 White, n (%) 2 oleLY e AEED) (99 o [{eE) to 43% at Week 8, whereas the proportion reporting “moderate” to 3. Vellaichamy G, et al. G Ital Dermatol Venereol. 2019;154(2):137-147.
= BMI, mean (SD), kg/m 342(93) | 424(95) 417(100) 318(62)  32.6(7.8) . )
B weeks > 30 days > > Time since first onset of extremely large” effect (DLQI 6-30) decreased from 90% to 57% 4. Chernyshov PV, et al. J Eur Acad Dermatol Venereol. 2019:33(9):1633-1643.
4-week safety review HS, mean (SD), y 16.2(13.2) | 16.8(124)  82(125)  13.3(13.5)  1.1(131) ® In Study 2, mean change from baseline in DLQI ranged from —4.2 to -7.2 at 5 SolimanilF. ot al. Front mmunol. 2019:10:2847.
Hurley stage at baseline, Week 8 among patients receiving INCB054707 (vs 0.9 for placebo; Figure 4) 5 i el E e, S e
( o ) ( n (%) B : : S 5 « I ' ! ' ' ' '
90 mg m%%gﬁ%gg (n=9%) } \ foﬁgfx}zp J | 7700 9 (100.0) 5 (55.6) 7 (875 4 (44.4) 1[-)[2?;35:??‘; (;ft Zzt;rl‘it:’er:i‘;F:L”C%e;‘;’ezﬁ;c;ﬁ; aa rj;?fg‘;'s;ieecr:ts'” 7. Schwartz DM, et al. Nat Rev Rheumatol. 2016;12(1):25-36.
1l 3(30.0 0 4 (44 .4 1(12.5 5(95.6 ° 0 ' : 291_
B wesks PRI PP — : y 8)) 1267 it é g 2)9) o ¢ 5)1) ot o é) treated with INCB054707 at Week 8 (vs 22% to 29% for placebo), o Fay B etal- Ann Rheum DI, 2019:78(Suppl 2):221-222.
0D, once da Draining 1:istulas count o, 0011 i1 838 18 (5 whereas the proportion reporting “moderate” to “extremely large” 9. Zouboulis CC, et al. Dermatology. 2015;231(2).184-130.
, ONCeE aally. ’ : : : : : : : : : : : : :
*Planned e_nrollment was 12 patients (9 randomized to 90 mg INCB054707 QD); actual enroliment into cohort 3 was 11 patients mean (SD) 6(24) ( ) ( ) ( ) ( ) effect decreased from 85% to 46% for INCB054707 (VS 7% to 71% 10. Kiroy JS, et al. 5rJ Dermatol. 2020;183(2):340-348.
(8 randomized to 90 mg INCB054707 QD). AN, abscess and inflammatory nodule; BMI, body mass index; HS, hidradenitis suppurativa; QD, once daily. for placebo) 11. Lewis V, Finlay AY. J Investig Dermatol Symp Proc. 2004;9(2):169-180.

To download a copy of this
poster, scan code.



