Rapid joint and skin responses were observed In patients with active psoriatic

arthritis treated with bimekizumab: A pooled analysis from two phase 3 studies
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Objective

To assess speed of treatment response with bimekizumab
(BKZ) in patients with psoriatic arthritis (PsA), using joint,

Summary

Achieving rapid treatment responses is an important
predictor for long-term disease control and
improvements in quality of life.
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Bimekizumab-treated patients demonstrated rapid improvements across
joint, skin and composite outcomes, with separation from patients receiving
placebo observed as early as Week 4; improvements remained greater for
patients receiving bimekizumab vs placebo at each visit to Week 16.

Primary endpoint: ACR50
Trial completion

Methods

« BE OPTIMAL (NCT03895203) and BE COMPLETE
(NCT03896581) were phase 3 trials assessing

Trial completion for BE OPTIMAL and BE COMPLETE was Week 52 and Week 16, respectively; results reported
here for the PBO-controlled period to Week 16 only. The adalimumab 40 mg Q2W treatment arm served as an
active reference; results not reported here. The BE OPTIMAL study was not powered for statistical comparisons of
adalimumab to BKZ or PBO.
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Week 16 (p<0.001 for all visits to Week 16; Figure 3).

e Likewise, greater proportions of patients on BKZ vs PBO
achieved ACR20 and ACR70 at Week 4 (p<0.001 and
pP=0.001, respectively) and at all subsequent visits to
Week 16 (p<0.001 for all visits).

e Similar separation by Week 4 was observed for
achievement of the minimal disease activity (MDA)
composite and improvements in patient-reported pain 757 7> 757

Randomised set. Nominal p values reported; analyses were not adjusted for multiplicity. ACR50 at Week 16 was
the primary endpoint in BE OPTIMAL and BE COMPLETE.

Figure 3 Efficacy responses to Week 16 in the pooled analysis set (MI, NRI)

A) ACR50 responders (NRI)

100

B) PASI100 responders? (NRI)

100

C) MDA responders (NRI)

100

*** nominal p<0.001 *** nominal p<0.001 *** nominal p<0.001

(both p<0.001). This continued at all visits to Week 16 = $ 24 8
(p<0.001 for all visits; Figure 3). £ 50- 437 & 507 £ so- s 447

o Greater proportions of patients with substantial skin
psoriasis at baseline (>3% body surface area) on BKZ

25 25 -

8.9

vs PBO achieved 100% improvement from baseline in . . | 3.1
Psoriasis Area and Severity Index (PASI100) at Week 4 and °3 4 8 P 16 ° 0 4 Wé k 12 16 ° 3 4 8 12 16
. . . . . ee ee Week
at all visits to Week 16 (p<0.001 for all visits; Figure 3). —e— BKZ160 mg Q4W‘{Vn=g98 PBO;: n=414 —e— BKZ 160 mg Q4W; n=393 PBO; n=228 —e— BKZ 160 mg Q4W; n=698 PBO; n=414
« This was similarly observed for PASI/5 and PASI90 . . . -
(0<0.001 for all visits to Week 16). D) TJC change from baseline (M) E) SJC change from baseline (Ml) F) Pain VAS change from baseline® (Ml)
Week Week Week
 Separation between BKZ-treated patients and PBO 04 ! ? 't P . ! ? ' P
patients may have occurred at an earlier timepoint . . 2.9

than Week 4: however, this could not be assessed In

0

this analysis. 2 -5- s % 10 -
0 0 0
£ £ £

: g £ £ 157
Conclusions

g ~10- *okk g g —-20 -

Patients treated with bimekizumab achieved rapid c "t e g- c .

= L] v * %% H 9 * %% 1 9 **%k%* 1
treatment responses, with early separation from placebo, = nominal p<0.001 = nominal p<0.001 = nominal p<0.001
15 - -10 - -30 -

PBO; n=414 PBO; n=414

across joint, skin and composite outcomes. —e— BKZ160 mg Q4W; n=698

—e— BKZ 160 mg Q4W,; n=698 —e— BKZ 160 mg Q4W; n=698 PBO; n=414
Randomised set. Nominal p values reported; analyses were not adjusted for multiplicity. ACR50 at Week 16 was the primary endpoint in BE OPTIMAL and BE COMPLETE. [a] In patients with psoriasis affecting >3% BSA at baseline;

[b] Pain VAS assessed using Patient’'s Assessment of Arthritis Pain; scores range from 0 (no pain) to 100 (most severe pain).

ACR20/50/70: >20%/50%/70% improvement from baseline in American College of Rheumatology response criteria; bDMARD: biologic disease-modifying antirheumatic drug; BKZ: bimekizumab; BMI: body mass index; BSA: body surface area; Cl: confidence interval; HR: hazard ratio; hs-CRP: high-sensitivity C-reactive protein; IL: interleukin; LDI: Leeds Dactylitis Index;
LEl: Leeds Enthesitis Index; MDA: minimal disease activity; MI: multiple imputation; NRI: non-responder imputation; OC: observed case; PASI75/90/100: >75%/90%/100% improvement from baseline in Psoriasis Area and Severity Index; PBO: placebo; PsA: psoriatic arthritis; Q2W: every 2 weeks; Q4W: every 4 weeks; SD: standard deviation; SE: standard error;
SJC: swollen joint count; TJIC: tender joint count; TNFi-IR: prior inadequate response or intolerance to tumour necrosis factor inhibitors; VAS: visual analogue scale.
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