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Objective
To report the impact of bimekizumab (BKZ) on spinal pain, stiffness, and fatigue in 
patients across the full disease spectrum of axial spondyloarthritis (axSpA).

Background
• Spinal pain, morning stiffness, and fatigue are major contributors to disease burden in 

patients with axSpA.1

• BKZ, a monoclonal IgG1 antibody that selectively inhibits interleukin (IL)-17F in addition 
to IL-17A, has demonstrated sustained efficacy and was well tolerated up to Week 52 
in patients with non-radiographic (nr-) and radiographic (r-) axSpA (i.e., ankylosing 
spondylitis)2 in the phase 3 studies BE MOBILE 1 and 2.3

Methods
• BE MOBILE 1 (NCT03928704) and 2 (NCT03928743) both comprised a 16-week 

double-blind period followed by a 36-week maintenance period (Figure 1).

• We report, for both studies, the mean scores to Week 52 for total and nocturnal spinal 
pain, and morning stiffness (mean of Bath Ankylosing Spondylitis Disease Activity Index 
[BASDAI] questions 5 & 6) using multiple imputation (MI); scores range from 0–10 with 
lower scores reflecting lower spinal pain/stiffness.

• Change from baseline (CfB) in Functional Assessment of Chronic Illness Therapy 
(FACIT)-Fatigue scores are also reported using MI.

• We also report the proportion of patients achieving the following using non-responder 
imputation (NRI):

 – Low levels of total and nocturnal pain (scores ≤2 and ≤4)

 – Meaningful improvement in fatigue (FACIT-Fatigue score CfB ≥8).

Results
• 254 patients with nr-axSpA (BKZ: 128; placebo: 126) and 332 with r-axSpA  

(BKZ: 221; placebo: 111) were randomized; 86.6% (220/254) and 89.8% (298/332) 
patients completed to Week 52, respectively.

• Across both studies, mean baseline scores for all reported outcomes indicated similarly 
high disease burden (Figure 2).

Spinal Pain and Morning Stiffness
• At Week 16, patients achieved greater improvements in mean nocturnal and total spinal 

pain, and morning stiffness with BKZ vs placebo (Figure 2).

• Mean scores improved to Week 52 with BKZ, including among patients who switched 
from placebo to BKZ at Week 16 (placebo/BKZ).

• Similarly, at Week 16, a higher proportion of BKZ- vs placebo-randomized patients 
achieved low nocturnal and total spinal scores (Figure 3).

• At Week 52, proportions of patients who achieved low pain levels were similar across 
BKZ-randomized and placebo/BKZ patients.

Fatigue
• At Week 16, BKZ-randomized patients achieved greater improvements (mean CfB 

[nominal p value]) in FACIT-Fatigue scores vs placebo: 

 – nr-axSpA: 8.5 vs 3.9 (<0.001); least squared mean difference (LSMD): 4.2

 – r-axSpA: 8.4 vs 5.0 (0.015); LSMD: 2.2.

• Improvements at Week 52 were similar among BKZ-randomized and placebo/BKZ 
patients (nr-axSpA: 10.9 vs 9.2; r-axSpA: 9.9 vs 9.5).

• A higher proportion of BKZ-randomized patients also achieved a meaningful improvement 
in FACIT-Fatigue (CfB ≥8) compared with placebo at Week 16 (Figure 4); responses at 
Week 52 were similar across placebo/BKZ and BKZ-randomized patients.

Conclusions
Bimekizumab treatment resulted in clinically meaningful improvements in spinal pain, 
morning stiffness, and fatigue, which were sustained to Week 52 in patients with r- and 
nr-axSpA, who had a similar and high disease burden at baseline.

These findings emphasize the benefit of bimekizumab on clinical symptoms, which are 
important to patients and have a substantial impact on their daily lives.3
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Summary

Randomized set. Spinal pain scores range from 0–10 with lower scores reflecting lower pain. Proportion of patients achieving low levels of nocturnal and total spinal pain, defined as either ≤2 or ≤4. 

Randomized set, in patients with a baseline FACIT-Fatigue score of ≤44. FACIT-Fatigue score ranges from 0–52 with higher scores reflecting reduced fatigue. 

Patients were eligible to receive non-biologic rescue therapy from Week 20 at the discretion of the investigator, while continuing to receive BKZ. [a] Included 
patients had adult-onset nr-axSpA fulfilling ASAS classification criteria and objective signs of inflammation (active sacroiliitis on MRI and/or elevated CRP [≥6 mg/L]); 
[b] Included patients had radiographic evidence of r-axSpA fulfilling modified New York criteria. Patients also met ASAS classification criteria. 

Randomized set. P values calculated at Week 16 for nocturnal spinal pain were part of a hierarchical gatekeeping strategy and used reference-based MI. P values without any multiplicity adjustment are indicated as nominal p values and should not 
be used as an indication of statistical significance. Error bars represent 95% CI. Spinal pain scores range from 0–10 with lower scores reflecting lower pain. BASDAI morning stiffness score assessed as mean of BASDAI questions 5 and 6; scores range 
from 0–10 with lower scores reflecting lower stiffness. 

Figure 1 BE MOBILE 1 and BE MOBILE 2 study designs

ASAS: Assessment of SpondyloArthritis International Society; axSpA: axial spondyloarthritis; BASDAI: Bath Ankylosing Spondylitis Disease Activity Index; BKZ: bimekizumab; CfB: change from baseline; CI: confidence interval; CRP: C-reactive protein; FACIT: Functional Assessment of Chronic Illness Therapy; IL: interleukin; LSMD: least squared mean difference; MI: multiple imputation; MRI: magnetic resonance imaging; nr-axSpA: non-radiographic axSpA; NRI: non-responder imputation; PBO: placebo; Q4W: every 4 weeks; r-axSpA: radiographic axSpA; SD: standard deviation; SE: standard error.
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Figure 2 Mean scores and change from baseline in nocturnal spinal pain, total spinal pain, and BASDAI 
morning stiffness (MI)

Figure 3 Proportion of patients achieving low levels of nocturnal spinal pain and total spinal pain (NRI)

Figure 4 Proportion of patients achieving a meaningful improvement (CfB ≥8) in FACIT-Fatigue score (NRI)

In patients across the full disease spectrum of axial spondyloarthritis, 
bimekizumab resulted in clinically meaningful improvements in:
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