Deucravacitinib in plaque psoriasis: 4-year safety and efficacy results from the phase 3 POETYK PSO-1, PSO-2,
and LTE trials
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Introd t Outcomes AEs of interest Figure 4. PASI 90 response rates in the efficacy population Figure 7. sPGA 0 response rates in the efficacy population
ntro ction « Safety outcomes: AEs, serious AEs (SAEs), deaths, AEs leading to treatment discontinuation, and AEs of « The EAIRs of AEs of interest from the 4-year cumulative period (Table 4) remained comparable to findings
] . . . . ] . . . interest through the last data cutoff date of November 1, 2023 from long-term clinical safety studies, disease registries, and real-world claims data of other approved Imputation method: @ Asobserved @ TFR* @ mNRP
« Tyrosine kinase 2 (TYK2) is an intracellular enzyme that1 mediates signaling of select inflammatory cytokines « Efficacy outcomes: achievement of PASI 75, >90% reduction from baseline in PASI (PASI 90), 100% reduction psoriasis treatments Imputation method: @ Asobserved @ TFR® @ mNRP® . . S
i i - - i . : . ) ) ) ) rimary endpoint tart of
(egl,l_lf;t;rle:‘flln [“-I]”Z;, IL-12, TYlPe(; interferons [|F:'h5]) g from baseline in PASI (PASI 100), sPGA 0/1, and sPGA 0 « The rate of serious infections was higher at 4 years than at 1 year; the peak of the global COVID-19 pandemic Primary endpoint Start of LTE 100 - | |
— L3 and lype § are invotved in psoriasis pathogenesis Statistical ana[ysis occurred during Years 2 and 3 of the POETYK LTE trial 100 - | | I I
« Deucravacitinib, an oral, s_elective, allosteric TYK2 inhibitor, is a_pproved in the _US, EU, and other countries for « Efficacy and safety were analyzed through the data cutoff date of November 1, 2023 (Week 208, 4 years) — When COVID-19 was excluded from the 4-year analysis, the rate of serious infections was lower at 4 years o | | 90 I I
the treatment of adults with moderate to severe plaque psoriasis who are candidates for systemic therapy?® . Safety data were reported as exposure-adjusted incidence rate (EAIR)/100 person-years (PY) and calculated (EAIR/100 PY [?5% anﬁde.nce mFerval (Ch1, 0.8 [0.6-1.1]) N I I . 80 | |
« Deucravacitinib uniquely binds to the TYK2 regulatory domain rather than to the catalytic domain where as 100 * (number of patients with an AE) / (total exposure time for all patients at risk [time to initial AE — The rate of serious n?fe_ctlons with COVID-19 excluded was comparable to long-term clinical safety o 90 I I £ 24.5% (19.9%-29.6%)
Janus kinase (JAK) 1,2,3 inhibitors bind'” (Figure 1), driving its selectivity for TYK2 and representing the occurrence for patients with AE * total exposure time for patients without AE]) studies of other psoriasis treatments (0.97-1.1/100 PY) 5 70- | | 5”? (49'0:%‘501:%’ E | | 23.4% (19.0%28.3%).
first in a new class of oral drugs « In addition to observed values, two methods of imputation for missing data were used as sensitivity analyses « The rate of herpes zoster decreased from Year 1 to Year 4 g P 60 | |
¢ for efficacy Incid f diud d d d L MACE L d bl 5 60 | | : ! ® 5 | 17.3% (14.1%-20.8%) | [ 247 @1.0%-28.6% 26.4% (22.3%-30.8%) 23.3% (19.2%-27.8%) 23-5% (19.1%-28.0%)
. . . cess « Incidence rates for adjudicated major adverse cardiovascular events were low and comparable 7 b
Figure 1. Mechanism of action of deucravacitinib — Treatment failure rules (TFR)'2: patients who discontinued treatment due to lack of efficacy or through 1 year and 4 ;ears ) ( ) P f. 50 | | £ 7 ATEZO B0 |- 24.7% (21.0%-28.6%) 25.7% (21.7%-30.0%)  |-22.5% (18.5%-26.9%)
i iasi i 5 issi i s g 40 -20.. . .6%-28..
- — . ~ xozs'ie;imgg of psonas(ljs were ITptl'Jted asNI;oIr:I;.espopdetrs, ?]ll o@:\:r n:j!SSIng Fiatadwere rtmot v:/mplftzf)g — Rates of MACE with deucravacitinib treatment through 4 years were comparable to long-term clinical safety g %04 | i 415020 51.43% («,.e%fse‘z%:. 53,7? (48,0507 $ ] 17.0% (13.7%20.3%) |- 24.3% (20.6%-28.0%) oy fonesrss70
Deucravacitinib ATP-binding active odified nonresponder imputation (mNRI)': patients who either discontinued prior to Weel or studies of other psoriasis treatments (0.3-0.4/100 PY) 2 34.3% (30.2%38.69)  |\_ 5.8 (41 4% 20 2% 50.1% (45.4%-54.8%) - 52.0% (47.0%-56.9%) & 30
(approved allosteric site (approved JAK reached Week 208 were included; patients with missing data who discontinued treatment due to worsening ; . ) o 2 30 WA @I | .65 (41.3950.0% e a3 &
TYK2 inhibitor class) inhibitor class) of psoriasis were imputed as nonresponders; all other missing data were imputed by multiple imputation + Incidence rates for malignancies were low and comparable through 1 year and 4 years g 33.9% (29.8%-38.1%) T 20
. — The rate of malignancy (excluding nonmelanoma skin cancer [NMSC]) with deucravacitinib through 4 years | | 10 | |
P s was consistent with other trials (0.4-0.6/100 PY) 10 | | 0 | |
. . . . . . LN UL UL UL L I L I D O I I I D R ) ) ) ) ) ) T ) ) ) 1
V2 esu ltS — Therate of.NMSC in patients treated with deucrgvac1t1mb was consistent v:nth other trials (0.3-0.5/100 PY), 0 ! S—— ! —_— . . . . . . . . . T . 0 8 16 24 32 40 52 60 68 76 8 100 112 124 136 148 160 172 184 196 208
. Ve and the ratio of basal cell to squamous cell carcinoma remained at least 2:1 0 8 16 24 32 40 52 60 68 76 88 100 112 124 136 148 160 172 184 196 208 Study week
\ Patients « No venous thromboembolism (VTE) or lymphoma events were observed in Year 3 or Year 4 Study week Patients, n
Patients, n As observed 513 510 505 507 495 511 490 482 486 463 450 436 426 412 391 363 349 345 333 322
« Baseline demographics and disease characteristics for patients who received continuous deucravacitinib Table 4. Cumulative AEs of interest through 1 year and 4 years (as-treated population) As observed 513 50 505 506 495 511 490 482 486 463 40 43 426 412 391 363 349 4 3w TFR 513 510 505 507 495 511 490 485 490 469 47 447 4 424 404 377 363 30 348 3%
from Day 1 (n = 513) are presented in Table 1 " % TFR 513 510 505 506 495 511 490 485 490 469 457 447 437 424 404 377 363 359 347 337 mNRI 508 508 508 508 508 508 508 508 508 508 508 508 508 508 508 508 508 508 508 508
. - . . Cumulative through 1 year® Cumulative through 4 years® mNRI 508 508 508 508 508 508 508 508 508 508 508 508 508 508 508 508 508 508 508 508
UP;:S':;YJSZ - - =~ ~ < (Cha];ili);tl:co:::\zg Table 1. Baseline patient demographics and disease characteristics for the efﬁcacy population (POETYK PSO-1 + PSO-2) (POETYK PSO-1 + PSO-2 + LTE) =TFR analysis captures discontinuations coded as “lack of efficacy.” °*For mNRI analyses, if there are no missing data (ie, no imputed values in the dataset), 95% Cl was obtained using the
- - 1364) Deucravacitinib (n = 1519) Clopper-Pearson method based on the observed data. <Data callouts represent the response rate (95% CI). B N
domain Selectivity i lIs"? across JAK fam]ly) Parameter (n=513) Total PY = 4392.8 TFR analysis captures discontinuations coded as “lack of efficacy.” *For mNRI analyses, at timepoints where there were no missing data, 95% Cl was obtained using the Clopper-Pearson g!s:ﬁ:?e#;e, ‘t::;vr:énlfrévl:frzgr:z;“ extension; MR, modified nonresponder imputation; sPGA.0, StatcPysician Global Assessment score o 0 (clear) with @ =-polnt Improvement rom
electivi y in cells’’: 1-Year cumulative EAIR/100 PY 4-Year cumulative EAIR/100 PY method based on the .observed data. ‘Data Qall?uts represep.t the response ra.te '95%.0): X - . . . .
s Age, mean (SD), y 46.9 (13.3) Cl, confidence interval; LTE, long-term extension; mNRI, modified nonresponder imputation; PASI 90, 290% reduction from baseline in Psoriasis Area and Severity Index; TFR, treatment failure rules.
« >100-fold greater selectivity for TYK2 vs JAK1 and JAK3 AE category n (%) (95% Cl) n (%) (95% Cl)
. - i Weight, mean (SD), kg 89.9 (22.2)
22000-fold greater selectivity for TYK2 vs JAK2 Body mass index. mean (D). ke 103 (.0 Serious infections 17 (1.2) 1.7 (1.1-2.8) 85 (5.6) 2.0 (1.6-2.5) Conc [us‘ions
Female, n (6) 2 159 (31.0) Serious COVID-19 infections Figure 5. PASI 100 response rates in the efficacy population
ATP, adenosine 5-triphosphate; JAK, Janus kinase; TYK2, tyrosine kinase 2. 2 . . T 5 - 5
adenosine 5-triphosphate; JAK, Janus kinase; yrosine kinase Race, n (%) Serious COVID-19 2(0.1) 0.2 (0.1-0.8) 38 (2.5) 0.9 (0.6-1.2) « Deucravacitinib demonstrated a consistent safety profile through 4 years with >4000 PY of exposure
. . . i i ID-1 i 16 (1.1 .4 (0.2-0. and with no increases in AE or SAE rates over time and no emergence of any new safety signals, except
« Two global, 52-week, phase 3 trials, POETYK PSO-1 (NCT03624127) and POETYK PSO-2 (NCT03611751), in patients White 440 (85.8) Serious COVID-19 pneumonta 0 0 6.1 e (B)) Imputation method: @ Asobserved @ TFR @ mNRE for increased rates of COVID-19 due to the concurrant global pandemic. VRIS S
with moderate to severe plaque psoriasis showed that deucravacitinib 6 mg once daily (QD) was well tolerated Asian ‘ ' 64 (12.5) Herpes zoster (non-serious) iz s (e i s OIS ACT), Gl e, £ el el A e e
and was significantly more efficacious than placebo and apremilast at Week 16 based on the key endpoints*: Black or African American 5(1.0) Herpes zoster* 8(0.6) O el glis) 24(1.6) 06 @AHL) Primary endpoint  Start of LTE 3 ) s i S A years wer
. B o X . | | comparable with what has been observed with approved psoriasis treatments in clinical trials and
— PASI 75 (275% reduction from baseline in Psoriasis Area and Severity Index) Other 4(0.8) Ophthalmic herpes zoster! 1(0.1) 0.1 (0.0-0.7) 1(0.1) 0.0 (0.0-0.1) 100 - real-world databases
— SPGA0/1 (static Physician Global Assessment score of 0 [clear] or 1 [almost clear]) pcase uraion. mean (0. ) MACE" 3(0.2) 0.3 (0.1-0.9) 1409) 0.3 (0.20.5) % : : « PASI 75, PASI 90, PASI 100, SPGA 0/1, and SPGA O responses were sustained through 4 years in over
. . . . 4 : Ef 2 (0.1 .2 (0.1-0. .2 .1(0.0-0.2 i i i itini i i
« Patients who completed the POETYK PSO-1 and PSO-2 parent trials could enroll in the ongoing POETYK Prior systemic biologic 191 (37.2) VT - . ©0.1) 0-2(01:0.8) 30.2) O1(0:0:0.2) . 80 | | 500 patients treated continuously with deucravacitinib from Day 1 in the parent trials .
long-term extension (LTE) trial (NCT04036435) and receive open-label deucravacitinib Prior systemic non-biologic 206 (40.2) Malignancies 10 (0.7) 1.0 (0.5-1.9) 39 (2.6) 0.9 (0.6-1.2) 2 o These date.z support the .long-term safc.ety‘a.nd durable efficacy prqﬁle:‘ through 4 years of treatment with
‘y - S : NMSC 7 (0.5) 0.7 (0.3-1.5) 18 (1.2) 0.4 (0.2-0.7) g 704 | | . deucravacitinib, a first-in-class TYK2 inhibitor treatment for psoriasis
« Clinical efficacy was previously reported to be maintained well through 3 years, with no new safety signals Systemic therapy naive, n (%) 213 (41.5) Basal cell carcinoma 4003 00402211 13 (0.9 0.3 (0.2-0.5 g 0 I I AR (72630
compared with Year 2, in deucravacitinib-treated patients who entered the POETYK LTE trial'®" PASI score, mean (SD) 21.1(7.9) Squamous celllcarcinoma5 ) :0‘1: 0’2 :0'1_0‘8: 5 ((0 '3)) 0'1 :0'0_0‘3; ;‘2 | L2055 072458 i?i%llii%iii%i Ref
sPGA score, n (%) . . T . : e ¢ 50 ) o - e efrerences
. . Malignancies excluding ; . ; ® | [ 12.4% 0.6%-15.5%) | [~20-5% (17.1%-24.3%) 22.5% (18.6%26.7%) - 21.2% (17.3%-25.6%)
ObJ ect-lve 3 (moderate) 401 (78.2) NMSC 302 08 (H-0L) 2014 OSl03.0°8) b4 409 1 12 .5 | 20.1% r6.6%-23.6% 21.9% (18.2%-26.1%) |- 20.5% (16.7%-24.8%) 1. Burke JR, et al. Sci Transl Med. 2019;11:eaaw1736. 2. Sotyktu [package insert]. Princeton, NJ, USA: Bristol Myers Squibb; September 2022. 3. Sotyktu
4 (severe) 112 (21.8) I h 1(0.1 0.1 (0.0-0.7 3(0.2 0.1 (0.0-0.2 S 304 21.4% (17.7%-25.2%) 19.5% (15.8%-23.2%) [EU summary of product characteristics]. Dublin, Ireland: Bristol Myers Squibb EEIG; December 2023. 4. Sotyktu [package insert]. Tokyo, Japan: Bristol
A ymphoma (0.1) -1(0.0-0.7) 0.2) -1(0.0-0.2) @ 12.2% (9.4%-15.1%) Myers Squibb K.K.; September 2022. 5. Sotyktu [product monograph]. Montreal, QC, Canada: Bristol Myers Squibb Canada Co.; November 2022. 6. Sotyktu
P s BSA involvement, mean (SD), % 26.9 (15.8) 4]
« To report the safety and efficacy of deucravacitinib for an additional year through 4 years (Week 208; cutoff % Hodgkin’s disease 1(0.1) 0.1 (0.0-0.7) 1(0.1) 0.0 (0.0-0.1) € o b - PP [product information]. Mulgrave, VIC, Australia: Bristol Myers Squibb Australia Pty. Ltd.; December 2022. 7. Wrobleski ST, et al. J Med Chem. 2019;62:8973-
; ; ; i P ; *Randomized to deucravacitinib in th fals and he POETYK LTE trial. — R R v 8995. 8. A AW, et al. J Am Acad D (. 2023;88:29-39. 9. Strober B, et al. J Am Acad D . 2023;88:40-51. 10. Lebwohl M, et al. Br J
date, November 1, 2023) in pat1epts with moderate to severe plaque psoriasis who participated in the B5h. bocy arface areas PASI, Peorisis Area and Severiy Indes 5D, standard deviation sPGA, static Physican Global Assssment, Leukemia 0 0 1(0.1) 0.0 (0.0-0.1) 0 I De,,,,am,,r%szt‘;?rg‘g'o;“;zyag_ 11.’1,,,1“;”0:;”:2{ al. Presented at thetgr‘z’nﬁ'EADité‘ong,e;Z; 1610.14 f{c’?;'é;’r 2023; Berlin, German; 1wz° Re,»che ;,aet arl, BrJ
POETYK PSO-1, PSO-2, and LTE trials Deucravacitinib exposure Not all patients were receiving deucravacitinib 6 mg QD continuously throughout this period. Total PY corresponds to the total exposure time to deucravacitinib during the indicated time period. Dermatol. 2021;185:1146-1159. 13. Papp K, et al. Br J Dermatol. 2021;185:1135-1145.
p aThis represents the pooled patient population of POETYK PSO-1 and PSO-2 (Weeks 0-52). *This represents the pooled POETYK PSO-1, PSO-2, and LTE population through the cutoff date of 0
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5 November 1, 2023.<One patient who was coded as having herpes zoster had corneal/ocular disease related to herpes virus infection diagnosed by an ophthalmologist with a positive qualitative ! ! !
+ Exposure data through 4 years are shown in Table 2 chickenpax virus antigen (epithelial cells), “One patient who was caded as having ophthalmic herpes zoster with swelling of eyelids was referred far ophthalmalogy consultation, which was nated 0 8 16 24 32 40 52 60 68 76 8 100 112 124 136 148 160 172 184 196 208
Met h Od S PR . as normal; there was no corneal /ocular disease related to herpes virus infection “MACE were adjudicated and were defined as nonfatal stroke, nonfatal myocardial infarction, or cardiovascular ) ] ] o
Table 2. Deucravacitinib exposure of the Safety populatlon through Week 208 (4 years) death. MACE in deucravacitinib-treated patients through 1 year: cardiac failure leading to death, cerebrovascular accident, myocardial infarction. Through 4 years: acute myocardial infarction Study week « This study was sponsored by Bristol Myers Squibb and was supported by the NIHR Manchester Biomedical Research Centre (NIHR203308)

(n = 5), cerebrovascular accident (n = 2), myocardial infarction (n = 2), aortic aneurysm rupture, cardiac arrest, cardiac failure leading to death, cerebral hemorrhage, ischemic stroke, sudden Patients, n « We thank Julie Scotto, MPH, for her contribution to the analysis of the epidemiological data included herein
. « Writing and editorial assistance was provided by Kimberly MacKenzie, PhD, of Peloton Advantage, LLC, an OPEN Health company, funded by Bristol Myers Squibb

death. "VTE was defined as deep vein thrombosis and pulmonary embolism. VTE events in deucravacitinib-treated patients through 1 year: deep vein thrombosis; pulmonary embolism. Through

Study designs ‘ 4 years: deep vein thrombosis (n = 2), pulmonary embolism. The second deep vein thrombosis event occurred in Year 2. @Includes preferred terms of squamous cell carcinoma, squamous cell As observed 513 510 505 506 495 511 490 482 486 463 450 436 426 412 391 363 349 344 332 2
Exposure carcinoma of skin, and Bowen’s disease. "Includes events of breast cancer (n = 2), invasive ductal breast carcinoma, intraductal proliferative breast lesion, lung adenocarcinoma (n = 2), colon cancer TR 513 510 505 506 495 511 490 485 490 469 457 447 437 424 a4 377 363 359 M7 337 Disclosures
« In the POETYK PSO-1 and PSO-2 trials, adults with moderate to severe plaque psoriasis (PASI 212, sSPGA Total exposure, PY g:s:azs'e";i:‘::‘:‘,‘5;;’;‘1’;;:’ffe’u:ed;"‘:cfr\':[g":;";é[:ﬁzmj’:ﬁrfcztfl;":,";:;gs:{f::‘zer‘:";’;‘;5"::l:s::g;ﬂg‘:::ﬂz’:‘c’ﬁmrzrfj:;y;?':',“‘;"l‘;"g"f:a;r"'fs’i:j’:::‘;‘:;‘i;l“f;:(‘}'ﬂ";’;:‘:ffam:‘fﬂ{‘z;my mNRI 508 508 508 508 508 508 508 508 508 508 508 508 508 508 508 508 508 508 508 508
23, and qu}’ ?Urface area lnvolvement 210% at b.aselmf:‘) were ran_domlzed 1:2:1 to oral placebo, Median (min, max) exposure, days 1298.0 (1, 1893) Sf,‘j,?\ii’?aﬁf’\‘,}é e . Posureadjusted incdence fate; LTE, longterm extension; MACE, major adverse cardiovascular event; NWSC, nonmelanoma sk cancer; P, person-years; AWA: Research investigator, scientific advisor, and/or speaker: AbbVie, Almirall, Arcutis, ASLAN, Beiersdorf, Boehringer Ingelheim, Bristol Myers Squibb,
deucravacitinib 6 mg QD, or apremilast 30 mg twice daily (BID) (Figure 2) >4 months of exposure, n (%) 1407 (92.6) Dermavant, Dermira, EPI Health, Incyte, Janssen, Leo Pharma, Lilly, Mindera Health, Nimbus, Novartis, Ortho Dermatologics, Pfizer, Regeneron, Sanofi, Sun
. X . . . 212 hs of o% 1203 (79.2 Efficac STFR analysis captures discontinuations coded as “lack of efficacy.” "For mNRI analyses, if there are no missing data (ie, no imputed values in the dataset), 95% Cl was obtained using the Pharma, and UCB. ML: Research funds on behalf of Mount Sinai: AbbVie, Amgen, Arcutis, Avotres, Boehringer Ingelheim, Cara Therapeutics, Dermavant, Incyte,
« At Week 52, eligible patients were allowed to enroll in the POETYK LTE trial and receive open-label 212 months of exposure, n (%) (79.2) Yy Elloppeg:earsantmetrl\agr :afed on the a:)served daNt;I. =D2§aﬁcadllouts represent thetrf_sponpsfs rate w:)a;;lg o o bt P Ares an Sevent s TER rentment e JBapssTr;’,\ Lllly,S OrTlr)\s Dcermlatgl.oglc‘s, Regegell'lonj andC UCEB,: Cor;sulgan;: :lm}rall, lA)\ltruBlo, AnaE;;tly;Blol, r/‘&rf:_u'ns, AvotresF, Boegpnggr Ingelrém[g, Brlckzll Bloteci;‘,
P >24 months of exposure, n (% 1050 (69.1 . 3 i 3 ;i , confidence interval; LTE, long-term extension; mNRI, modified nonresponder imputation; , 100% reduction from baseline in Psoriasis Area and Severity Index; TFR, treatment failure rules. ristol Myers Squibb, Castle Biosciences, Celltrion, CorEvitas Psoriasis Registry, Dermavant, ealth, Evommune, Forte Biosciences, Galderma, Genentech,
deucravacitinib 6 mg QD P »n (%) ( ) PASI .75 (Flgure 3)’ PASI 90 (Flgurg 4) ’ and PASI 100 (Flgure 5) response rates were sustained well from Week 52 Incyte, Leo Pharma, Meiji Seika Pharma, Mindera Health, Pfizer, Seanergy, Strata, Trevi, and Verrica. RBW: Research grants: AbbVie, Almirall, Amgen/Celgene,
Fg 2. POETYK PSO-1. PSO-2 d LTE study d g d lvsi lati a 236 months of exposure, n (%) 906 (59.6) (beginning of the POETYK LTE trial) through 4 years Janssen, Leo Pharma, Lilly, Novartis, Pfizer, and UCB; Consulting fees: AbbVie, Almirall, Amgen/Celgene, Astellas, Boehringer Ingelheim, DICE Therapeutics, GSK,
igure £. -1, -4, an study designs and analysis populations >48 m : . ; P— Janssen, Leo Pharma, Lilly, Novartis, Pfizer, Sanofi, UCB, and Union. HS: Clinical investigator: AbbVie, Amgen, Boehringer Ingelheim, Bristol Myers Squibb, Janssen
onths of exposure, n (%) 542 (35.7 . : N . i , Lilly, g g , UCB, g , Amgen, ger Ing , \yers Squibb, 8
D 20 (%) { ) * SPGA0/1 (Flgl‘!re 6) and sPGA 0 (Figure 7) response rates were sustained well from Week 52 (beginning of the Figure 6. sPGA 0/1 response rates in the efﬁcacy populatlon Leo Pharma, Lilly, Novartis, and Sun Pharma. AM: Honorarium as meeting chair/lecturer: AbbVie, Ayumi, Boehringer Ingelheim Japan, Celgene K.K., Eisai, Eli Lilly
This represents the pooled POETYK PSO-1, PSO-2, and LTE population through the cutoff date of November 1, 2023. POETYK LTE trial) through 4 years Japan K.K., Inforward, Janssen Pharmaceutical K.K., Kyowa Kirin, Maruho Co., Mitsubishi Tanabe Pharma, Nippon Kayaku, Novartis Pharma K.K., Taiho
POETYK PSO-1/PSO-2 POETYK LTE LTE, long-term extension; max, maximum; min, minimum; PY, person-years; QD, once daily. Pharmaceutical, Torii Pharmaceutical, and Ushio; Funding: AbbVie G.K., Eisai, Eli Lilly Japan K.K., Kyowa Hakko Kirin, Leo Pharma K.K., Maruho, Mitsubishi Tanabe
i ] Figure 3. PASI 75 response rates in the efficac opulation Pharma, Novartis Pharma K.K., Taiho Pharmaceutical, and Torii Pharmaceutical; Consulting fees: AbbVie GK, Boehringer Ingelheim Japan, Bristol Myers Squibb,
OVerall Safety g p y p p N . " b Celgene K.K., Eli Lilly Japan K.K., GlaxoSmithKline K.K., Janssen Pharmaceutical K.K., Kyowa Kirin, Maruho, Mitsubishi Tanabe Pharma, Nichi-lko Pharmaceutical,
Week  Week Week Week . . . Imputation method: @ Asobserved @ TFR® @ mNRI N ) " ) " g ) )
Baseline % 9 3 208 « A cumulative Safety summary is presented in Table 3 Nippon Kayakg, Novartis Ph.arma !(.K., Pfizer Japan, Sur}_ Pharma, Tor|1 Pharmaceuncal, and UCB Japan. SI Grants and/or pgmnal fees: Abe1e: Alexion Pharma,
N N e . Imputation method: @ Asobserved @ TFR® @ mNRP® . . Amgen, Boehringer Ingelheim, Bristol Myers Squibb, Daiichi Sankyo, Eisai, Janssen, GSK, Kaken, Kyowa Kirin, Leo Pharma, Lilly, Maruho, Novartis, Sun Pharma,
Key eligibility criteria « Aside from higher rates of COVID-19 due to the concurrent global pandemic, incidence rates of AEs P : Primary endpoint Start of LTE Taiho Yakuhin, Torii Yakuhin, and UCB. MO: Honoraria and/or research grants: AbbVie, Amgen, Boehringer Ingelheim, Bristol Myers Squibb, Eisai, Janssen, Kyowa
i the fa,enty studies: (EAIR = n/100 PY) decreased from 1 year to 4 years Primary endpoint Start of LTE 100 = | | grin, Leo Pr?arrlna, I(.jillljyc, ;Aa[\thg, MitTubishi ng;be Pharma, Nic(;\;'-lko, Niﬁponl(bzlx)@kuk Novartiz, PﬁzerZSSanodﬁ, :uan\aansa, 'I;aiho Phag{nace;_tic;l, Ton‘iB o
. ) armaceutical, an . LS: Consultant, paid investigator, and/or speaker: ie, Amgen, Anacor, Ascend, Astellas, AstraZeneca, Blaze Bioscience, Boehringer
« Age 18 years Table 3. Cumulative Safety summary through 1 year and 4 years (as-treated populatlon) 100 = | | 81.7% (77.0%-85.7%) 90 | | Ingelheim, Botanix, Bristol Myers Squibb, Connect Biopharma, Celgene, Genesis Care, Dermira, Enkang, Equillium, Evelo Biosciences, Genesis Care, Galderma,
" N » . » 1 | | Genentech, GSK, Hexima, Incyte, InflaRx GmbH, Invion, Janssen, Kiniksa, Kobio Labs, Leo Pharma, LG Chem, Eli Lilly, Lipidio Pharma, Mayne, Medimmune, Merck,
« Moderate to severe Cumulative through 1 year? Cumulative through 4 years® 90 | | 78.0% (73.2%-82.3%) 80 4 62.7% (57.2%-68.0%) Merck-Serono, Novartis, Nektar Therapeutics, Olix, Otsuka, Pfizer, Phosphagenics, Photon MD, Principia, Regeneron, Ribon, Samumed, Sanofi Genzyme, SHR, Sun
plaque psoriasis: (POETYK PSO-1 + PSO-2) (POETYK PSO-1 + PSO-2 + LTE) | | 71.7% (67.0%-76.3%) % | | 59.9% (54.5%-65.2%) Pharma, Takeda, UCB, and Zai Lab. TP: Advisory board and consulting fees: AbbVie, Almirall, Amgen, Boehringer Ingelheim, Bristol Myers Squibb, Galderma,
- PASI 212 D itinib (n = 1364 D itinib (n = 1519 80 = M& S 70+ Incyte, Janssen, Leo Pharma, Lilly, Novartis, Pfizer, Sanofi Genzyme, Sun Pharma, and UCB. KAP: Consultant: AbbVie, Acelyrin, Akros, Amgen, Aralez, Arcutis,
eucravacitinib (n = ) eucravacitinib (n = ) ] | _./.\._H B | | 57.2% (52.1%-62.2%) Avillion, Bausch Health/Valeant, Boehringer Ingelheim, Bristol Myers Squibb, Can-Fite Biopharma, Celltrion, Coherus, Dermavant, Dermira, DICE Therapeutics, Dow
- sPGA 23 Total PY = 969.0 Total PY = 4392.8 S 70 - > Q 60 Pharma, Evelo Biosciences, Forbion, Galderma, Incyte, Janssen, Kyowa Kirin, Leo Pharma, Lilly, Meiji Seika Pharma, Merck, Mitsubishi Pharma, Novartis, Pfizer,
- BSA involvement 1-Year cumulative EAIR/100 PY 4-Year cumulative EAIR/100 PY ] | 72.4% (68.3%76.2%) 78.7% (74.5%82.4%) | 79 39, (74.9%-83.2%) s Regeneron, Reistone, Roche, Sanofi Aventis/Genzyme, Sandoz, Sun Pharma, Takeda, UCB, vTv Therapeutics, and Xencor; Speakers bureau: AbbVie, Amgen, Bausch
>10% AE category n (%) (95% Cl) n (%) (95% Cl) aQ 60 | 72.4% (68.3%-76.2%) 76.7% (72.5%-80.6%) 76.7% (72.3%-80.8%) 3{ 50 57.5% (53.0%-61.8%) 57.9% (53.5%-62.2%) 59.4% (54.6%-64.1%) 59.1% (54.0%-64.0%) Health/Valeant, Galderma, Incyte, Janssen, Kyowa Kirin, Leo Pharma, Lilly, Merck, Novartis, Pfizer, and Sanofi Genzyme; Clinical research grants: AbbVie, Akros,
JE——— s 61.4% (57.0%-65.6%) 72.0% (68.1%-75.9%) 75.5% (71.5%-79.4% tn 8% (69.6%-78.0% ] . . . . . . 57.9% (53.2%-62.6%) 57.2% (52.2%-62.1%) Amgen, Anacor, Arcutis, Avillion, Bausch Health/Valeant, Boehringer Ingelheim, Bristol Myers Squibb, Can-Fite Biopharma, Coherus BioSciences, Dermavant,
. 8 AEs 995 (72.9) 229.2 (215.4-243.9) 1301 (85.6) 131.7 (124.6-139.0) ® 50 - I\ 614 67.0%65.6%) -5% (71 -4%) i ‘ . e %0 I 57.5% (53.0%-61.8%) 57.9% (53.5%-62.2%) : : : Dermira, DICE Therapeutics, Dow Pharma, Evelo Biosciences, Galderma, Gilead, GSK, Incyte, Janssen, Kyowa Kirin, Leo Pharma, Lilly, Merck, Novartis, Pfizer,
Apre:s\gf:f :o::gﬂalm _ SAES 55 (4.0) 5.7 (4.4-7.4) 205 (13.5) 5.0 (4.4-5.8) g 61.1% (56.9%-65.4%) g | 57.2% (52.9%-61.5%) | 57.7% (53.4%-62.0%) 57.0% (52.4%-61.5%) 55.2% (50.5%-59.9%) Regeneron, Roche, Sanofi Genzyme, Sun Pharma, Takeda, and UCB; Honoraria: AbbVie, Acelyrin, Akros, Amgen, Aralez, Bausch Health/Valeant, Boehringer
PSO-2: n = 254 - - . - SR . = SR c 40 | | S 304 Ingelheim, Celltrion, Coherus BioSciences, Dermavant, DICE Therapeutics, Forbion, Galderma, Janssen, Kyowa Kirin, Leo Pharma, Lilly, Meiji Seika Pharma, Merck,
_ Discontinued treatment due to AEs 43 (3.2) 4.4 (3.3-5.9) 97 (6.4) 2.2 (1.8-2.7) g | | 2 | | Mitsubishi Pharma, Novartis, Pfizer, Reistone, Sanofi Genzyme, Sandoz, Sun Pharma, Takeda, UCB, vTv Therapeutics, and Xencor; Scientific officer: Akros, Anacor,
c _ d o ] . « . Arcutis, DICE Therapeutics, and Kyowa Kirin; Steering committees: AbbVie, Amgen, Bausch Health/Valeant, Boehringer Ingelheim, Janssen, Kyowa Kirin, Lilly,
Deaths 2(0.1 0:21(0+120:8) 1.7 0:31(0120°4) 5 0 | | 20 l l Merck, Novartis, Pfizer, Regeneron, Reistone, and Sanofi Genzyme; Advisory boards: AbbVie, Amgen, Bausch Health/Valeant, Boehringer Ingelheim, Bristol Myers
oat (e through the POETYK LTE trial cutoff date of November 1. 2023, POETYK PSO-2. patients rand o i on Day 1 o achioved PASI 75 at Woek 24 Most common AEs (EAIR 25/100 PY) L3 20 - | | 10 | | Squibb, DICE Therapeutics, Dow Pharma, Galderma, Janssen, Lilly, Merck, Novartis, Pfizer, Regeneron, Sanofi Genzyme, Sun Pharma, and UCB. JV, EV, CD, and SB:
*Data reported through the rial cutoff date of November 1, 2023. *In -2, patients randomized to deucravacitinib on Day 1 who achieve at Week 24 were . n - " A e , e " -
ized to placebo or itinib; for patients who were rerandomized to placebo, upon relapse (250% loss of Week 24 PAS| percent improvement from baseline), they were to Nasopharyngitis 229 (16.8) 26.1 (23.0-29.8) 343 (22.6) 9.7 (8.7-10.8) Emplqyees and shgreholders. Bristol Myers Squlbb: KH: Fonsultant. B”?tOl Myers Sq“‘!"’ via Syneos Health. BS: Cpr_lsultant (honorar'[a). AbbVie, Almlrall, Amgen,
cross over to deucravacitinib; however, due to a programming error, these patients continued to receive placebo until Week 52. In POETYK PSO-1, patients who responded to apremilast . . . 10 - | | 0 | Arcutis, Arena, Aristea, Asana, Boehringer Ingelheim, Bristol Myers Squibb, Connect Biopharma, Dermavant, Equillium, GSK, Immunic Therapeutics, Janssen, Leo
remained on apremilast. In POETYK PSO-2, patients who responded to apremilast crossed over to placebo and were to cross over to deucravacitinib upon relapse; however, due to a Upper respiratory tract infection 124 (9.1) 13.4 (11.3-16.0) 240 (15.8) 6.1(5.4-6.9) TTT VT T T T T I T T i T — 17 J T T T T T T T T T 1 Pharma, Lilly, Maruho, Meiji Seika Pharma, Mindera Health, Novartis, Ortho Dermatologics, Pfizer, Regeneron, Sanofi Genzyme, Sun Pharma, UCB, Ventyx
programming error, these patients continued to receive placebo until Week 52. “Apremilast was titrated from 10 mg QD to 30 mg BID over the first 5 days of dosing. ) Headache 80 (5.9) 8.5 (6.8-10.5) 117 (7.7) 2.8 (2.3-3.4) o | 0 8 16 24 32 40 52 60 68 76 88 100 112 124 136 148 160 172 184 196 208 Biosciences, and vTv Therapeutics; Speaker: AbbVie, Janssen, Lilly, and Sanofi Genzyme; Co-scientific director (consulting fee): CorEvitas Psoriasis Registry;
gtlxbysitc"vaﬁec?:l‘:l;l; ABsSs:!'s S|>r::ztsurface area; LTE, long-term extension; PASI, Psoriasis Area and Severity Index; PASI 75, >75% reduction from baseline in PASI; QD, once daily; sPGA, static ) N i M . . . . M TITITiIrrTrrrrrroirorT T T T T T T T T T T T T 1 Study week Investigator: AbbVie, Cara Therapeutics, CorEvitas Psoriasis Registry, Dermavant, Dermira, and Novartis. DT: Research support and principal investigator (clinical
4 - Diarrhea 69 (5.1) 7.3 (5.7-9.2) 99 (6.5) 2.4 (1.9-2.9) 0 8 16 24 32 40 52 60 68 76 8 100 112 124 136 148 160 172 184 196 208 sationts. n trials funds to institution): AbbVie, Almirall, Amgen, Biogen Idec, Bristol Myers Squibb , Boehringer Ingelheim, Galderma, GSK, Janssen-Cilag, Leo Pharma, Lilly,
z - _ Study week g MSD, Novartis, Pfizer, Regeneron, Roche, Sandoz-Hexal, Sanofi, and UCB; Consultant: AbbVie, Almirall, Boehringer Ingelheim, Bristol Myers Squibb, Galapagos, Leo
. . Arthralgia 35 (4.0) 5.7 (4.4-7.4) 17.(7.7) 2.8 (2.3-3.4) As observed 513 5100505 507495 511490 482 4B6 d63 450436 426 412 391 63 349 M5 33 m Pharma, Novartis, Pfizer, and UCB; Lecturer: AbbVie, Almirall, Amgen, Boehringer Ingelheim, Bristol Myers Squibb, Janssen, Leo Pharma, Lilly, MSD, Novartis,
AnaIySIS populatlons COVID-19¢ 5 (0.4) 0.5 (0.1-1.2) 321 (21.1) 8.3 (7.4-9.3) :“":"“"; oy o s 6 s st 0 e s w0 e ae am v e s s m TFR 513 510 505 507 495 511 490 485 490 469 457 447 437 424 404 377 363 360 348 337 Pfizer, Roche-Posay, Sandoz-Hexal, Sanofi, Target RWE, and UCB; Scientific advisory board: AbbVie, Amgen, Bristol Myers Squibb, Boehringer Ingelheim,
. . - s s . : s observe NRI 508 508 508 508 508 508 508 508 508 508 508 508 508 508 508 508 508 508 508 508 -Cil i i i G : i ia): ie, Bri ibb, Li i
« Safety population: patients receiving >1 dose of deucravacitinib at any time in the pooled parent (POETYK Not all patients were receiving deucravacitinib 6 mg QD continuously throughout this period. Total PY corresponds to the total exposure time to deucravacitinib during the indicated time period. “This T e 510 505 506 495 511 490 485 490 469 457 447 4% 424 404 77 %3 359 347 337 " Janssen-Cilag, dL§° Ph;";‘j’ L‘!'%" M“j’r?h"s's’.",\fﬁ‘ NWaT“S,‘AZT)ZV"T“ S:L‘c"ﬁ’ a"dAUfB:Ai}ggegkjl!W'th‘nonor?lni)l. Ab‘bvllxe' Brlst:l Myers;qu;\bb, Lllly;&Pﬁzgr, \
] : : represents the pooled patient population of POETYK PSO-1 and PSO-2 (Weeks 0-52). EThis represents the pooled POETYK PSO-1, PSO-2, and LTE population through the cutoff date of November 1, 2023. Regeneron, and Sanofi; Scientific adviser (with honoraria): AbbVie, Abcentra, Aclaris, ody, Aligos, Almirall, Alumis, Amgen, AnaptysBio, Apogee, Arcutis, Arena,
PSO-1 and PSO-2) and POETYK LTE trials over 4 years in the as-treated population In POETYK PSO-1 and PSO-2 through 1 year, 1 patient discontinued deucravacitinib after 4 days of treatment due to prohibited medication (leflunomide) and died 9 days later reportedly due to heart mNRI 508 508 508 508 508 508 508 508 508 508 508 508 508 508 508 508 508 508 508 508 Aslan, Athenes, Bluefin Biomedicine, Boehringer Ingelheim, Bristol Myers Squibb, Cara Therapeutics, CTI BioPharma, Dermavant, EcoR1, Escient, Evelo
_ 5 s 3 failure and sepsis, with no medical records available. Another death occurred between Weeks 16 and 52 and was due to hepatocellular carcinoma in a patient with a history of hepatitis C virus Biosciences, Evommune, Forte Biosciences, Galderma, Highlightll Pharma, Incyte, InnoventBio, Janssen, Landos, Leo Pharma, Lilly, Lipidio, Merck, Nektar,
Adverse events (AEs) were ascribed to the assigned treatment when the event first occurred infection and liver cirrhosis. Both deaths were considered unrelated to treatment by the investigator. After Week 52, 7 deaths were due to COVID-19 (all in patients with risk factors for severe ) o ) ) - “TFR analysis captures discontinuations coded as “lack of efficacy.” "For mNRI analyses, at timepoints where there were no missing data, 95% Cl was obtained using the Clopper-Pearson Novartis, Pfizer, Rani, Rapt, Regeneron, Sanofi Genzyme, Spherix Global Insights, Sun Pharma, Takeda, TLL Pharmaceutical, TrialSpark, UCB, Union, Ventyx
disease; 2 deaths were considered related to treatment by the investigator and the other 5 deaths were considered unrelated to treatment by the investigator). One patient with cardiovascular risk “TFR analysis captures discontinuations coded as “lack of efficacy.” *For mNRI analyses, at timepoints where there were no missing data, 95% Cl was obtained using the Clopper-Pearson method based on the observed data. “Data callouts represent the response rate (95% Cl). Biosciences, Vibliome, and Xencor; Clinical study investigator (institution has received clinical study funds): AbbVie, Acelyrin, Allakos, Almirall, Alumis, Amgen
5 i . i i - - i factors died due to a ruptured aortic aneurysm, which was considered unrelated to treatment by the investigator. One patient died due to sudden death, which was considered not related to method based on the observed data. “Data callouts represent the response rate (95% Cl). Cl, confidence interval; LTE, long-term extension; mNRI, modified nonresponder imputation; sPGA 0/1, static Physician Global Assessment score of 0 (clear) or 1 (almost clear) with a . y [ J 3 . o - A 7 ’ 7 ’ o
° Efﬁc.acy population: p.at:]?nts from the pooled parent trials (POETYK PS0-1 and PSO-2) who received treatment by the investigator. ®POETYK PSO-1, PSO-2, and LTE trials were conducted during the COVID-19 pandemic. €, confidence interval; LTE, long-term extension; mNRI, modified nonresponder imputation; PASI 75, >75% reduction from baseline in Psoriasis Area and Severity Index; TFR, treatment failure rules. 2-point impro:rement from basegh’ne; TF;, Hreatment failure rules. > et e (ceanort ( " Arcutis, Athenex, Boehringer Ingelheim, Bristol Myers Squibb, Concert, Dermavant, Evelo Biosciences, Evommune, Galderma, Incyte, Janssen, Leo Pharma, Lilly,
continuous deucravacitinib treatment from Day 1 of the parent trials through Week 208 A, adverse event; CI, confidence interval; EAIR, exposure-adjusted incidence rate; LTE, long-term extension; PY, person-years; QD, once daily; SAE, serious adverse event. Merck, Novartis, Pfizer, Regeneron, Sanofi, Sun Pharma, UCB, and Ventyx Biosciences.
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