Bimekizumab demonstrated sustained improvements in pain and fatigue In
patients with axial spondyloarthritis achieving early control of disease activity:
3-year results from two phase 3 studies and their open-label extension
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Objective

To evaluate pain, fatigue and patient-reported disease activity through

3 years in patients with axial spondyloarthritis (axSpA) who achieved early
control of disease activity at Week 16 of bimekizumab (BKZ) treatment,
as measured by Axial Spondyloarthritis Disease Activity Score (ASDAS).

Introduction

e AxSpA is a chronic, interleukin (IL)-17-mediated inflammatory disease,
mainly affecting the sacroiliac joints and spine.!

o Patients with axSpA experience hallmark symptoms such as spinal pain
and fatigue, which negatively impact their daily life.*? Controlling these
symptoms is therefore important to maximise patients’ health-related
quality of life.!

 AXSpA can also co-occur with other IL-17-mediated inflammatory
diseases commonly managed by dermatologists, including psoriasis
and hidradenitis suppurativa (HS),2* highlighting the importance of
understanding axSpA in dermatology practice.

 BKZ, a humanised monoclonal IgG1l antibody that selectively inhibits
IL-17F in addition to IL-17A, has demonstrated long-term efficacy across
psoriatic arthritis, plaque psoriasis, HS and axSpA.4~/

e In phase 3 trials for non-radiographic (nr-)axSpA and radiographic
(r-)axSpA, and their combined open-label extension (OLE), BKZ efficacy
has been shown at Week 16 and sustained through 3 years.*

Methods

e BE MOBILE 1 (NCT03928704; nr-axSpA) and BE MOBILE 2 (NCT03928743;
r-axSpA) each comprised a 16-week double-blinded, placebo-controlled
period followed by a 36-week maintenance period.

o Patients were randomised to receive subcutaneous BKZ 160 mg every
4 weeks (Q4W) or placebo; from Week 16, all patients received BKZ 160 mg

Q4W. At Week 52, eligible patients could enter the OLE (NCT04436640) and
continue receiving BKZ up to Week 164.

e Pain was measured using total spinal pain (TSP) and nocturnal spinal pain
(NSP), and fatigue was measured using Bath Ankylosing Spondylitis Disease
Activity (BASDAI) question (Q)1. Patient-reported disease activity was
measured using Patient’'s Global Assessment of Disease Activity (PtGADA).

— All measures used a 0—10 numeric rating scale, with higher scores
indicating higher levels of pain/fatigue/patient-reported disease activity.

« Among BKZ-randomised patients who achieved early control of disease
activity at Week 16, defined as ASDAS <2.1 (includes inactive disease),
and entered the OLE, we report the proportions of patients achieving the
following outcomes through Week 164:

— Mild total and nocturnal spinal pain (TSP <4 and NSP <4, respectively;
includes those with no/minimal pain);

— Mild fatigue (BASDAI Q1 <4; includes those with no/minimal fatigue);®

— Low patient-reported disease activity (PtGADA <4; includes those
reporting no/minimal disease activity).

o Data are pooled across BE MOBILE 1 and BE MOBILE 2 and reported using
observed case.

Results

e Intotal, 128/254 patients with nr-axSpA and 221/332 patients with r-axSpA
were randomised to BKZ across BE MOBILE 1 and BE MOBILE 2, respectively
(N=349). Of these BKZ-randomised patients, 289 had available ASDAS data
at Week 16 and entered the OLE.

e Overall, 133/289 (46.0%) BKZ-randomised patients who entered the OLE
achieved early control of disease activity (ASDAS <2.1) at Week 16.

— At baseline, a high proportion of these patients had moderate or
severe pain (TSP 24: 128/133 [96.2%]; NSP >4: 118/133 [88.7%]), fatigue
(BASDAI Q1 24: 129/133 [97.0%] or patient-reported disease activity
(PtGADA >4: 118/133 [88.7%]; Figures 1-4).

 Most BKZ-randomised patients who achieved ASDAS <2.1 at Week 16
and entered the OLE achieved mild TSP scores (TSP <4) at Week 16
(87.2% [116/133]), Week 52 (90.2% [119/132]), Week 104 (92.2% [118/128]) and
Week 164 (88.0% [103/117]; Figure 1).

 The majority of patients also achieved mild NSP scores (NSP <4) at Week 16
(94.7% [126/133]), Week 52 (94.7% [125/132]), Week 104 (96.9% [124/128])
and Week 164 (91.5% [107/117]; Figure 2).

A high proportion of BKZ-randomised patients who achieved ASDAS <2.1
at Week 16 and entered the OLE achieved mild fatigue (BASDAI Q1 <4)
at Week 16 (82.0% [109/133]), Week 52 (79.5% [105/132]), Week 104
(93.0% [119/128]) and Week 164 (87.2% [102/117]; Figure 3).

e Most patients also reported low disease activity (PtGADA <4) at Week 16
(91.7% [122/133]), Week 52 (91.7% [121/132]), Week 104 (94.5% [121/128]) and
Week 164 (88.0% [103/117]; Figure 4).

Conclusions

Among bimekizumab-randomised patients with axSpA who achieved
early control of disease activity (ASDAS <2.1) at Week 16 and entered
the OLE, high proportions also achieved mild pain, mild fatigue and low
patient-reported disease activity through Week 164.

These findings suggest that patients who achieve early control of disease
activity with bimekizumab may experience long-term benefits across
domains relevant to patients, such as pain and fatigue, over 3 years.

Summary

---------------------------------------------------------------------------------------------------------------

Axial spondyloarthritis (axSpA) is a chronic inflammatory disease affecting the sacroiliac joints and spine.!

For dermatologists, understanding axSpA is important because it can co-occur with other IL-17-mediated inflammatory diseases
such as psoriasis and hidradenitis suppurativa.>*

Among BKZ-randomised patients who entered the OLE, pooled across BE MOBILE 1 (nr-axSpA) and BE MOBILE 2 (r-axSpA), 133 (46.0%) patients
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ASDAS: Axial Spondyloarthritis Disease Activity Score; axSpA: axial spondyloarthritis; BASDAI: Bath Ankylosing Spondylitis Disease Activity Index; BL: baseline; BKZ: bimekizumab; HS: hidradenitis suppurativa; IL: interleukin; nr-axSpA: non-radiographic axial spondyloarthritis; NSP: nocturnal spinal pain; OC: observed case;
OLE: open-label extension; PtGADA: Patient’'s Global Assessment of Disease Activity; Q: question; Q4W: every 4 weeks; r-axSpA: radiographic axial spondyloarthritis; TSP: total spinal pain.
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