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Bimekizumab Maintained Efficacy Responses in Patients With Active Psoriatic Arthritis: Up to 2-Year Results Yoshiya Tanaka- Ennio G. Favall? Dennis MeGonagle
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Objective Summa ry Figurel Maintenance of efficacy responses to Week 104/100 in Week 16 responders (NRI, OC)

To report the proportion of Week 16 responders maintaining their responses Maintenance of response up to 2 years was assessed in bimekizumab-treated patients with PsA ]
up to 2 years in joint, skin, and composite efficacy outcomes, among bimekizumab who were responders at Week 16 of BE OPTIMAL (bDMARD-naive) or BE COMPLETE (TNFi-IR). A) ACR50 C) MDA
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e o S [a] In patients with baseline psoriasis affecting >3% BSA. / / /
 The phase 3 BE OPTIMAL (NCT03895203; bDMARD-naive) and 20- / 20 - 20- 20 - 20- / 20 - 20- / 20 -
BE COMPLETE (NCT03896581; TNFi-IR) studies, both placebo-controlled / / /
to Week 16, assessed subcutaneous BKZ 160 mg every 4 weeks (Q4W) | / / /
in patients with PsA. Complete methodologies have been previously reported.? Table Maintenance of responses at Week 104/100 0- A o A | | | | 0- | 0 | | | — | | 0- A 04— | | | | | | 0 A 0 | | | — | |
o : o : N 189/431 189/414 162024283236 44 52 64 76 88 104 N 194/431 194/417 16 2024 36 52 64 76 88 104 N 117/267 117/260 16 28 40 52 68 76 88 100
« BE OPTIMAL Week 52 and BE COMPLETE Week 16 completers were eligible for the in Week 16 responders for additional efficacy N 12 . NN Lisieo7 115290 oo e e e B Nt R e N -
open-label extension, BE VITAL (NCT04009499), in which all patients received outcomes (N Rl OC WC ) Week 52 Week 104 Week 52 Week 100 Week 52 Week 104 Week 52 Week 100
BKZ 160 Q4W ! '
mg : Patients, n/N (OC) 164/180 150/164 Patients, n/N (OC) 94/109 87/102 Patients, n/N (OC) 166/183 147/166 Patients, n/N (OC) 94/109 87/103
« Maintenance of response is reported in BKZ-randomized patients, as the proportion BE OPTIMAL (bDMARD-naive) BE COMPLETE (TRFI-IR)
: BKZ 160 mg Q4W BKZ 160 mg Q4W
o.f Week 16 requnders who ach.leved.a response at subsequent study assessment n=431 n=267 B) PASI100P D) SJC=0c¢
VISIts fOI’ JOInt’ Sklﬂ, and CompOSIte ef'ﬁcacy outcomes. Week 16 Responders Maintenance at Week 104 Week 16 Responders Maintenance at Week 100 BE OPTIMAL (bDMARD-naive) BE COMPLETE (TNFi-IR) BE OPTIMAL (bDMARD-naive) BE COMPLETE (TNFi-IR)
: : - = - ; ; ; -naive i- -naive i-
 Data are reported to Week 104 in BE OPTIMAL and Week 100 in BE COMPLETE as NRIn (%) | OC,n/N(%) | NRLn(%) | OCn/N(%) | NRLn(%) | OCn/N(% | NRLn(% | OC n/N (%
observed case (OC), and usi Nng Nnon-res ander (NRI) or worst- Category m putation_ ACR20 268 (62.2) 268/413 (64.9) 210 (78.4) 210/229 91.7)| 178 (66.7) 178/260 (68.5) 142 (79.8) 142/151 (94.0) Week 16 responders Maintenance to Week 104 Week 16 responders Maintenance to Week 100 Week 16 responders Maintenance to Week 104 Week 16 responders Maintenance to Week 100
« Exposure-adjusted incidence rates per 100 patient-years (EAIR/100 PY) are ACR50 189 (43.9) 1189/414 (45.7) 150 (79.4) 1150/164 (91.5)| 115(43.1) 1115/260 (44.2): 87(757) ' 87/102 (85.3) 100 - 100 100 - 100 100 100 100 100
| | | | | | | 92.2 [OC]
. o s a : : : : : : ) O'_"-O’——— O-O~ ’ -O~~~ ”r' - “-_ ______ PP -~‘~O___——O
least one dose of BKZ, regardless of initial treatment arm. N 168/217 (77.4) 1168/207 (812) | 133 (79.2) | 133/139 (957) | 144/176 (81.8) | 144/172 (837) | 120 (83.3) | 120/124 (96.8) o O o~ 0 o © © 9770
Z Z Z E E E 80 - 80 - 80 - 84.5 [NRI] e—o—, 80 - 80 - 80 - 80 -
PASIS0” 133/217 (61.3) | 133/207 (64.3) ! 102 (76.7) :102/109 (93.6) | 120/176 (68.2) | 120/172 (69.8) | 99 (82.5)  99/105 (94.3) 80.6 [NRI] 79.6 [NRI] —® 80.3 [NRI] 4\‘\._,
n/N (/o) ! ! ! I I i
Res U lts ; ; ; 5 5 5 78.6 INRI —*— 75.2 INRI 73 8 INRI
mﬁléo)o,a 103/217 (47.5) 1103/207 (49.8)| 73 (709) | 73/85(85.9) |103/176 (58.5) | 103/172 (59.9) | 83 (80.6) | 83/90 (92.2) < 70.9 [NRI o < S S
o Of patients randomized to BKZ at baseline, 359/431 (83.3%) bDMARD-naive ACRSOLPASIIO0° PN ; ; ; ; ; ; _60- 2 60 - 60 585 2 60- 60~ £ 60 - _ 60- 2 60 -
and 215/267 (80.5%) TNFi-IR patients completed Week 104 of BE OPTIMAL %) ¥ ~ VN 60/217 (276) | 60/206 (29.1) i 42 (70.0) | 42/53(79.2) | 59/176 (33.5) | 59/172 (34.3) | 43(72.9) | 43/53 (8L1) X 19,8 'g X 22; 'g X 4o s g X ‘g
. . . : . 2 47.5 | Q 2 o 2 47.8 ' o 2 Q
or Week 100 of BE COMPLETE, including patients not on randomized treatment MDA’ 194 (45.0) 1194/417 (46.5)! 147(75.8) ! 147/166 (88.6)| 117 (43.8) !117/260 45.0)! 87 (744) | 87/103 (84.5) & // g S / — 3 | // > 2 |5 457 j6.9 — 3
(bDMARD-naive: 4; TNFi-IR: 0). VLDA® 63(14.6) | 63/417(151) | 46 (73.0) | 46/53(86.8) | 36(13.5) ! 36/260(13.8) ! 25(69.4) | 25/32(78.1) S / ‘f 40 - S / ‘f 40 - T / ﬁ 40 - T . / ‘:" 20 -
: : : : : : o o o 0
e Across BKZ-randomized bDMARD-naive and TNFi-IR patients, approximately S atec . . . . . . / 2 / 2 / 2 / 2
half (NRI, OC) achieved each of the following outcomes at Week 16: L DA+REM 205(476) | 205/413 (496): 157 (766) |157/178(882)| 123 (461) |123/260 (473): 94 (764) | 94/103 (613) / / / /
— >50% improvement from baseline in ACR response criteria (ACR50), REM 47(10.9) | 47/413(114) | 30 (63.8) | 30/36(83.3) | 24(0.0) ! 24/260(9.2) | 17(70.8) | 17/21(81.0) 20 - / 20 20 - / 20 20 - / 20 20~ / 20 -
100% improvement from baseline in Psoriasis Area and Severity Index (PASI100), TIC=0 78 (18.1) | 78/416 (18.8) | 54(69.2) | 54/64 (84.4) | 41(154) | 41/260 (15.8) | 29 (70.7) | 29/33(879) / / / /
Minimal Disease Activity (MDA), and resolution of swollen joint count (SJC=0). TIC <1 136 (31.6) ! 136/416 (327)! 97(71.3) ! 97/115(843) | 65(24.3) ! 65/260(25.0) ! 48(73.8) | 48/53(90.6) / % / /
« Of these patients who achieved a response at Week 16, 70.9%-80.6% (NRI) and 53C=0 206 (478) 1206/416 (49.5) ! 155(75.2) 155/177(876) | 122(457) 1122/260 (469)! 90(73.8) ! 90/100(90.0) 0- 4 0+ | | | | | | 0- 4 0 | | | — | | 0- A ol v | | | | 0- 4 0 | | | — | |
8450/0_9220/0 (OC) malﬂtalﬂed thell’ I’eSpeCtlve responses at Week 104/100 SJC <1 260 (60.3) E 260/416 (62.5) E 204 (78.5) E 204/223 (91.5) 160 (59.9) E 160/260 (61.5) E 120 (75.0) E 120/133 (90.2) n/N 1(?51/';{2&7 10[(3)/(2:?7 162024 36 52 64 /6 88 104 n/N 1([)51/':\}66 10[(3)/(]5]72 16 28 40 52 68 /6 88 100 n/N 20“\6]/;}]31 2(?(6)/(4:1]16 162024 28 32 364044 52 64 /6 88 104 n/N 12“31/R2”67 12{%/(2:]60 16 28 40 52 68 /6 88 100
) ' ' ' ' ' ' Week Week Week Week
(Flgures 1A— D, Ta ble) Randomized set, in patients randomized to BKZ at baseline. Maintenance data are reported as the proportion of Week 16 responders who Week 52 Week 104 Week 52 Week 100 Week 52 Week 104 Week 52 Week 100
.. - . : : : also achieved a response at subsequent study assessment visits. [a] In patients with baseline psoriasis affecting >3% BSA; [b] MDA or VLDA ] _ ] ]
e Similar results were observed for additional JOI nt, skin, and COmpOSIte efﬁcaCy response defined as achievement of >5/7 or 7/7 of the following criteria, respectively: TIC <1, SJIC <1, PASI <1 or BSA <3%, patient pain Patients, n/N (OC) 81/91 73/85 Patients, n/N (OC) 87/95 83/90 Patients, n/N (OC) 164/192 155/177 Patients, n/N (OC) 98/112 90/100
outcomes (Ta ble) VAS <15 mm, PGA-PsA VAS <20 mm, HAQ-DI <0.5, and tender entheseal points (LEI) <1; [c] DAPSA score is the sum of SJC (range: 0-66), _ _
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_ - _ recorded after discontinuation of the study treatment were categorized as HDA, which is the worst category out of the four DAPSA categories Randomized set, in patients randomized to BKZ at baseline. Maintenance data are reported as the proportion of Week 16 responders who also achieved a response at subsequent study assessment visits. [a] MDA response defined as achievement of >5 of the following 7 criteria: TIC <1, SJC <1, PASI <1 or BSA <3%, patient pain VAS <15 mm, PGA-PsA VAS <20 mm, HAQ-DI <0.5, and tender entheseal points (LEIl) <1; [b] In patients who had
was 1/9.9 (ﬂ:823,' 1,3337 PY) in bDMARD-nalve and 100.3 (n=388; 6/7/.0 PY) 18 (REM, LDA, MoDA, and HDA). baseline psoriasis affecting >3% BSA; [c] SJC ranges from 0—66.

TNFi-IR patients to Week 104.

ACR: American College of Rheumatology; ACR20/50/70: >207%/50%/70% improvement from baseline in American College of Rheumatology response criteria; bDMARD: biologic disease-modifying antirheumatic drug; BKZ: bimekizumab; BSA: body surface area; DAPSA: Disease Activity Index for Psoriatic Arthritis; HAQ-DI: Health Assessment Questionnaire-Disability Index; HDA: high disease activity; hs-CRP: high-sensitivity C-reactive protein; LDA: low disease activity; LEl: Leeds Enthesitis Index; MDA: Minimal Disease Activity;
MoDA: medium disease activity; NRI: non-responder imputation; OC: observed case; PASI: Psoriasis Area and Severity Index; PASIZ5/90/100: >7/5%/90%/100% improvement from baseline in Psoriasis Area and Severity Index; PGA: Patient's Global Assessment; PsA: psoriatic arthritis; Q4W: every 4 weeks; REM: remission; SJC: swollen joint count; TJC: tender joint count; TNFi-IR: tumor necrosis factor inhibitor inadequate response/intolerance; VAS: visual analog scale; VLDA: Very Low Disease Activity; WCI: worst-category imputation.
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