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Bimekizumab impact on joint and pain outcomes In patients with active
psoriatic arthritis and psoriasis: Pooled 16-week results from the BE OPTIMAL

and BE COMPLETE phase 3 randomised, placebo-controlled studies
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Objective Summary

To assess the impact of bimekizumab vs placebo on joint 55.8% (621/1,112) of patients had baseline Numerically higher proportions of bimekizumab-treated patients achieved clinically relevant
and pain-specific outcomes in patients with psoriatic psoriasis affecting >3% body surface area. joint and pain outcomes at Week 16, irrespective of prior bDMARD use.
arthritis and psoriasis affecting >37% body surface area, The efficacy of bimekizumab treatment vs Pooled:  ACR20 ACR50 ACR70 PtAAP30 PtAAP50 PtAAP70
using pooled data from the phase 3 BE OPTIMAL and petege) @ felluselile [l B0 SIS
BE COMPLETE trial was evaluated in a pooled analysis of the
trials. Phase 3 BE OPTIMAL (bDMARD-naive) and
BE COMPLETE (TNFi-IR) studies. BKZ: 69.7% 47.6% 30.8% 64.1% 53.7% 38.7%

Background

e Psoriatic arthritis (PsA) is a complex inflammatory
disease that manifests across multiple domains, Joints
Including skin and joints, occurring in up to 30% of
patients with psoriasis.?

n ¥ » "

PBO: 18.4% 6.1% 2.2% 21.9% 13.6% 7.0%

e The joint inflammation and pain experienced by
patients with PsA significantly contributes to their
disease burden.?

Results show that bimekizumab treatment led to improvements in joint and pain
outcomes compared with placebo in patients with PsA and baseline psoriasis. Similar
magnitude of response was observed in bDMARD-nalve and TNFi-IR patients.

e Bimekizumab (BKZ), a monoclonal IgG1 antibody that
selectively inhibits interleukin (IL)-17F in addition to
IL-17A, has demonstrated efficacy and tolerability to
16 weeks in patients with PsA.45 Figurel BE OPTIMAL and BE COMPLETE Tablel Baseline characteristics in patients with

study designs baseline psoriasis (>3% BSA)
Methods

Screening  Double-blind period Active treatment-blind period Pooled Analysis

e BE OPTIMAL (NCT03895203) and BE COMPLETE (bDMTp;\llan-lrF\gu've+ 5 (bgfdggg'_":gbe) 5 BEgﬁ’;’i‘ﬂ'ﬁETE
(NCT03896581) assessed the efficacy and safety of BE OPTIMAL (bDMARD-naive) Extension ' K7 160 E — E =7 160
) tudy, BE VITAL : |
treatment with subcutaneous BKZ 160 mg every 4 Placebo ——— Bimekizumab 160 mg QAW —— <§<‘§Tcy>4099§99), ey mgaaw i PO mgaaw : PPO mgqaw
. . . . . | o evaluate =393 ! =217 ! =176
weeks in patients with PsA who were biologic response to k . k . k
. L . . . lotrﬁg?tt?rfﬁtsgf”e?y Age, years, mean (SD) 487 (121) 477(12.3) 1480 (114) 467(12.2): 498 (13.1) 489 (123)
dlsease-moqn‘ylng antirheumatic drug (DDMARD)-naive Negsp N2 o Male, n (%) 103 (45.2) 199 (50.6) | 63 (45.0) 110 (50.7) | 40 (45.5) 89 (50.6)
or who had inadequate response or intolerance to 231 N Bimekizumab 160 mg Q4W BMI, kg/m?, mean (SD) 29.1(5.5) 30.0 (6.8) | 294 (5.6) 301(71) | 287 (55 299 (6.5
U - . e ] | |
TNF-a inhibitors (TNFi-IR), respectively. afety follow” up e e ea Y P59 155(68.0) 253(64.4) 1 92(657) 144(664)} 63(716) 109 (619)
0 . fter last dose = == ° , !
e« Each in 16-week -blin - o pat ; ;
ach study included a 16 vee double-blind, placebo Reference Arm (Adalimumab 40 mg Q2W) for patients not Ef&ff:]e(c;?d byPSO -2 250) 140 (35.6) | 48 (343) 73(33.6) | 25(284) 67 (38.1)
(PBO)-COﬂtI’Olled phase (Flgure 1) BE OPT'MAL BE COMPLETE (TNFi-IR) extension study T b - ° Beh ' '
_ _ ime since Ps : I
Included an adalimumab reference arm; data are not b diagnosis, years, 75(79¢ 85(95r | 66(77) 70(82< | 89(8.1)° 10.3(10.6)
shown here. / mean bD) ! !
Neaooh noid MTX at baseline, n (%) 118 (51.8) 206 (52.4) | 83(59.3) 126 (58.1) | 35(39.8) 80 (45.5)
e Here, data from BE OPTIMAL and BE COMPLETE 12 N=267 PASI, mean (SD) 81(6.0) 91(80) i 79(56) 82(68 | 85(66 10.2(9.1)
were pooled for patients receiving BKZ or PBO who \ Bimekizumab_g HAQ-DI, mean (SD)  1.02 (0.65) 0.93 (0.58)°; 0.93 (0.63) 0.87 (0.59)°} 1.15(0.67) 1.01(0.55)
. . . 160 Q4W ° - -
had psorIaSIS aﬁectlng 230/0 bOdy Su rfaCe area (BSA) . mg hs-CRP 26 mg/L, N (A) 113 (496) 181 (461) | 6/ (479) 98 (452) | 46 (523) 83 (472)
-t BeEaliae ° ... .Bf\fgl'[\e. e et 0 PtAAP, mean (SD) 62.6 (22.0) 57.0 (24.6)° 60.4 21.7) 55.5 (24311 66.1 (22.0) 59.0 (24.9)
| 14-35 days 16 weeks 52 weeks TJC (of 68 joints) 183 (13.0) 177(124) | 173(11.9) 174 (12.2) | 199 (147) 181(12.7)
 Joint outcomes were assessed by >20/50/70% Primary endpoint:ACR50 mean (D) : :
. . . SJC (of 66 joints), | |
ImprOvemeﬂtS 18 Amerlcan COllege Of Rheumato"ogy Study designs that made up the pooled population, BE OPTIMAL (NCT03895203) and BE COMPLETE (NCT03896581). mear(wo(SD) joints) 10.2 (7.8) 9.8 (71) : 99 (7.2) 9.5(6.5) | 10.8 (8.6) 10.0 (79)
: : Adalimumab 40 mg Q2W serv n active reference arm. BE OPTIMAL was n wered for comparisons of adalimum ' '
response Crlterla (AC R20/50/7O) and Change from bicrliekizurr?;b or adgalimurr?aeb tidpal;caebz.ckdeali?nirenacljoefo mg Q2W data arear?otziwgf/)vnﬁneShisopgiterl.oa sons ofada o 2Data unavailable for 1 patient; P(n=388; °n=213.

baseli CfB) in tender/ llen joint ts (TJC/SIC
Daseine (18] in tenderfswollen joint counts { ) Figure 2 Proportion of patients with baseline psoriasis (>3% BSA) achieving ACR20/50/70 to Week 16 (NRI)

e Pain outcomes were assessed to Week 16 using CfB —=— ACR20: BKZ 160 mg Q4W - e - ACR50: BKZ 160 mg Q4W --a-- ACR70: BKZ 160 mg Q4W —=— ACR20: PBO - @ - ACR50: PBO --4-- ACR70: PBO
and clinically relevant improvements of >30% (much Pooled Analysis BE OPTIMAL BE COMPLETE
iImproved), >50% (very much improved) and >70% (bDMARD-naive + TNFi-IR) (bDMARD-naive) (TNFi-IR)
from baseline in Patient’'s Assessment of Arthritis Pain 100- | 100- | 100- |
(PtAAP30/50/70) visual analogue scale (VAS).57 5. 80 nezog 0. S S w0 80 ngs
« Missing data were imputed using non-responder s . " 097% 0. _a—"682% 0. " 7L0%
Imputation (NRI) for dichotomous outcomes or multiple ‘g 20 _ — #476% 20, e — — 479% 20 _ — 472%
imputation (M) for continuous outcomes. 5 |\ /2 _-"*" - 4308% | /S T - a304% |/ _e~ 7 .- A 31.3%
204 /& 7  _a---=C —= 184% 201 /% _ge-==C - 20.0% 201/ a- 7 pmmczs —a 155%
Results o S T S B S S R G 0T
e 621/1,112 (55.8%) patients had baseline psoriasis Weeks Weeks Weeks
>37% BSA (357 bDMARD-naive [217 BKZ; 140 PBO]; Figure 3 Change from baseline in TJC, SJC and PtAAP in patients with baseline psoriasis (>37% BSA) at Week 16 (M)
264 TN Fi-IR [176 BKZ; 88 PBO].). Baseline characteristics Pooled Analysis BE OPTIMAL BE COMPLETE
for this subgroup are reported in Table 1. B PBO; n=228 M BKZ 160 mg Q4W; n=393 B PBO; n=140 M BKZ 160 mg Q4W; n=217 B PBO; n=88 M BKZ 160 mg Q4W; n=176
o At Week 16, greater proportions of BKZ-treated patients TJC SJC PtAAP
vs PBO achieved ACR20 (69.7% vs 18.4%), ACR50 (4/.6% Pooled Analysis BE OPTIMAL  BE COMPLETE Pooled Analysis BE OPTIMAL  BE COMPLETE Pooled Analysis BE OPTIMAL BE COMPLETE
VS 6_10/0) and ACR70 (30_80/0 VS 2_20/0,- Figure 2)_ (bDMARD—na]’ve (bDMARD-naive) (TNFi-IR) (bDMARD—na'l've (bDMARD-naive) (TNFi-IR) (bDMARD—naTve (bDMARD-naive) (TNFi-IR)
+TNFi-IR) +TNFi-IR) +TNFi-IR)
e A greater mean (standard error [SE]) CfB at Week 16 was 0-
observed for patients receiving BKZ vs patients receiving ~3+
PBO in TIC (-11.3 [0.6] vs —2.2 [0.7]), SIC (-7.5 [0.4] vs 2 6.
—-2.1[0.5]) and PtAAP (-27.8 [1.5] vs —6.1 [1.5]) (Figure 3). c
e A higher proportion of BKZ vs PBO-treated patients g
were PtAAP30 (64.1% vs 21.9%), PtAAP50 (53.7% vs —12- -11.3 -11.2 -11.3 =81 -7.5 =73 7.7 ~30- 278 503
13.6%) and PtAAP7/0 (38.7% vs 7.0%) responders at _15- ~10 _354 '

Week 16 (Figure 4).

o | Figure 4 Proportion of patients with baseline psoriasis (>3% BSA) achieving PtAAP30/50/70 to Week 16 (NRI)
e Results were similar across trials.

—a— PtAAP30: BKZ 160 mg Q4W - e - PtAAP50: BKZ 160 mg Q4W --a-- PtAAP/0: BKZ 160 mg Q4W —=— PtAAP30: PBO - e - PtAAP50: PBO --a-- PtAAP70: PBO
. Pooled Analysis BE OPTIMAL BE COMPLETE
COHC[USIOHS (bDMARD-naive + TNFi-IR) (bDMARD-naive) (TNFi-IR)

Bimekizumab treatment demonstrated improvement

across joint and pain outcomes in patients with +0 ohs 109 1D QYW n=353 0 SLZ 100 Mg QAW n=2l/ +0 o2 100 g QAW n=L76
PsA and baseline psoriasis, as compared with PBO at $ 501 . 501 ) 80 65 0%
Week 16. Results were consistent in patients who were g 60- — _ . g 00 e "':’:",. 56.3%
bDMARD-naive or TNFi-IR, suggesting that bimekizumab % 401 S _ =TT aeoa--- A 38.7% 40 - o A------ A 37.8% ’:— - A 39.8%
treatment improved joint and pain outcomes irrespective % 20. . _ :ﬁ %2? 20 - T e o _ - fgg; - —— , 18.2%
of prior bDMARD use. 0 - Ao ---- A70% 0 - --- A------ A------ A 86% —e— = = 27O
12 16 0 2 4 8 12 16 12 16
Weeks Weeks Weeks

ACR: American College of Rheumatology; ACR20/50/70: >20/50/70% improvement in ACR criteria; bDMARD: biologic disease modifying antirheumatic drug; BKZ: bimekizumab; BMI: body mass index; BSA: body surface area; CfB: change from baseline; HAQ-DI: Health Assessment Questionnaire-Disability Index; hs-CRP: high-sensitivity C-reactive protein; IL: interleukin; MI: multiple imputation;
MTX: methotrexate; NRI: non-responder imputation; PASI: Psoriasis Area and Severity Index; PBO: placebo; PsA: psoriatic arthritis; PSO: psoriasis; PtAAP: Patient’'s Assessment of Arthritis Pain; PtAAP30/50/70: 30/50/70% improvement in PtAAP score from baseline; Q2W: every 2 weeks; Q4W: every 4 weeks; SD: standard deviation; SE: standard error; SJC: swollen joint count; TIC: tender joint count;
TNFi-IR: tumour necrosis factor-a inhibitor inadequate response or intolerance; VAS: Visual Analogue Scale.
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