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Summary ObjeCtIVe Figure1l Study design Figure 2  Efficacy responses to Week 96 (OLE Week 48) Table2  Continuous efficacy outcomes to Week 96
To report 2-year interim efficacy and safety of bimekizumab (BKZ) (OLE Week 48; multiple imputation)
Patients with ankylosing spondylitis who completed 48 weeks' in patients with active ankylosing spondylitis (AS) from a phase 2b BE AGILE
bimekizumab (BKZ) treatment (160 or 320 mg very 4 weeks dose-ranging study (BE AGILE; NCT02963506) and ongoing open-label —@— BKZ 160 mg (n=130) BKZ 320 mg = BKZ 160 mg (n=124) BKZ 160 mg > All BKZ
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ASDAS were made in BE AGILE and maintained « Patients who completed 48 weeks of treatment in BE AGILE were Week 0 Week 12 Week 48 Week 96 §_ 40 - ASAS PR BASM| 4.6 4.0 39 4 .82 592 592 4.7° 4.0p 3.9b
throughout the OLE to Week 96 el|g|ble for entry into the OLE (Figure 1). [ Y L U R QP Dq:) 0" o > & — 26.2 (1.7) (1.8) (1.7) (1.7) (1.8) (1.9) (1.7) (1.8) (1.8)
o | | e Patients were >18 years with active AS (BASDAI >4 and spinal pain BE AGILE BE AGILE completion (N=262)  Interim analysis 577 :n=123; ®n=253. Full Analysis Set (N=254). BL corresponds to Week O of the BE AGILE study.
Data are for all BKZ (N=254; non-responder imputation) >4), radiographic sacroiliitis meeting modified New York criteria, and baseline OLE baseline (N=254) (N=238) 20 -
Week 48: Week 96: inadequate response, contraindication or intolerance to NSAIDs.* ?Doses received in the dose-ranging period: BKZ 16 mg, 64 mg, 160 mg and 320 mg. 10 - Table 3 Safety N B E AG' LE (Wee kS O _48) d nd O I—E
Week 48 onwards)
Study Assessments . . . (
y Table 1 BE AGILE patient characteristics and baseline 048 50 75 a4 06 Week
» Efficacy outcomes are presented during Weeks 48 to 96; demographics ce BE AGILE OLE
ASAS20 improvements from BE AGILE baseline {Week O) are reported. Response rate at Week 96 (observed cases), 7% Weeks 0—-48 Week 48
o Efficacy outcomes are reported for the OLE Full Analysis Set onwards
(patients who had >1 dose of BKZ and >1 valid efficacy variable BKZ 160 mg = All BKZ ASAS20 ASAS40 ASAS PR .
measurement since entry into the OLE). Missing data were imputed 169 mo (N=255) n (%) BKZ 160 mg All BKZ All BKZ
using non-responder imputation (binary variables) or multiple (n=129) 82.6 69.4 38.8 [EAIR per 100 PY] (N=149 (N=303 (N=255
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mputation (continuous variables). Age, years, mean (SD) 41.2 (11.9) 42.4 (109) 41.8 (11.4) 8) ASDAS <2 1 and ASDAS-ID (<13 ) ) )
59.8% ANYANYA10 65.7%  Treatment-emergent adverse events (TEAEs) to Week 96 are reported ' ' 103 (69 1 122 (81.3 235 (776 203 (79.6
. Ay TEAE (69.1) (81.3) (77.6) (79.6)
separately for the BE AGILE Safety Set and OLE Safety Set (patients Male, n (%) 111 (86) 106 (84) 217 (85) 100 - Non-resbonder imbutation ny [168.7] [221.1] [186.2] [111.7]
who received >1 dose of BKZ on study entry). P P _ |
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_______________________________________________________________________________________________________________________ o Of 303 patients at BE A.GILE basglme, 262 (87%) Comp.leted Week 48; S 40 Deaths 1(0.7) 0 1(0.3) 1(0.4)
254 of 262 (97%) were included in the OLE Full Analysis Set, including BASDAI mean (SD) 6.3 (1.3) 6.5 (1.4) 6.4 (1.4) Y
ASDAS 130 who continued on BKZ 160 mg Q4W and 124 who dose-reduced b 20 TEAES are reported for BE AGILE Safety Set (N=303) and OLE Safety Set (N=255); OLE safety data include TEAEs that
disease from BKZ 320 mg Q4\W to BKZ 160 mg Q4W. 238 (94%) had an BASFI mean (SD) 57 (1.8) 57 (2.0) 5.7 (1.9) o — 277 ASDAS-1D occurred during Weeks 48-96 and beyond. There was one death in BE AGILE (cardiac arrest) and one in the OLE
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(Figure 2 and Table 2). Response rate at Week 96 (observed cases), % efficacy outcome measures over 96 weeks of treatment.
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up to Wee ( igure ). patients received BKZ 160 mg in the OLE. Full Analysis Set (N=254).

Safet AS: ankylosing spondylitis; ASAS20/40: Assessment of SpondyloArthritis international Society 20%/40% response; ASAS PR: ASAS partial remission; ASDAS: Ankylosing Spondylitis Disease Activity Score; ASDAS-ID: ASDAS inactive disease (ASDAS<1.3); ASDAS LDA: ASDAS low disease activity (ASDAS >1.3—<2.1); BASDAI: Bath Ankylosing Spondylitis Disease Activity
D d t f t 160 Q4W y Index; BASFI: Bath Ankylosing Spondylitis Functional Index; BASMI. Bath Ankylosing Spondylitis Metrology Index; BKZ: bimekizumab; BL: baseline; CRP: C-reactive protein; EAIR: exposure-adjusted incidence rate; HDA: high disease activity; HLA-B2/7: human leukocyte antigen-B27; NSAID: non-steroidal anti-inflammatory drug; OLE: open-label extension;
el lnstelfaudedd tdelar O mg : P : PGADA: Patient Global A t of Di Activity; PY: patient- - Q4W: 4 ks; SD: standard deviation; TEAE: treat t- t ad t; TNFi: t is factor inhibitor; vHDA: high di tivity; Wk: K
e The exposure—adjusted incidence rate (EAIR) per 100 patlent—years . Patient Global Assessment of Disease Activity; PY: patient-years; . every 4 weeks; SD: standard deviation; - treatment-emergent adverse event; I tumor necrosis factor inhibitor; v - very high disease activity; Wk: week.
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