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ObjeCtIVG Summa ry Figure2  Achievement of (A) BASFI score at or below multiple thresholds at Week 16, Figure3  Improvement in physical function and HRQoL: mean change from baseline in
To report the impact of bimekizumab (BKZ) versus placebo (PBO) (B) improvement in SF-36 PCS score of >5 points to Week 24 and (A) BASFI, (B) SF-36 PCS to Week 24 and (C) ASQoL (M)
on physical function and health-related quality of life (HRQoL) in Patients with active non-radiographic axial spondyloarthritis ana (C) improvement of ASQoL score >4 points (NRI)
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Patients were eligible to receive non-biologic rescue therapy from Week 20 at the discretion of the investigator, while continuing Weeks Weeks PBO/BKZ mean (SE) 33.6 (0.8) 39.1(0.8) 43.6 (0.9) 34.6 (0.8) 40.5 (0.8) 45.2 (0.8)
— Low BASFI| scores (S 0/1/2/3/4) at Week 16. to receive BKZ. All patient_s_had active nr—_axSpA or AS a_t baseling (BASDAI >4 an_d spinal pé_ain >4). f‘lncludec_l _patients had BKZ mean (SE) 33.3 (0.7) 42.8(0.9) 43.9 (0.9) 34.4 (0.6) 437 (0.6) 452 (0.6)
adult-onset nr-axSpA fulfilling ASAS classification criteria and objective signs of inflammation (active sacroiliitis on MRI and/or
— CllﬂlCally relevant improvements iIN SF-36 Physical Component elevated CRP [>6 mg/L]); *Included patients had radiographic evidence of AS fulfilling modified New York criteria. C) ASQol C) ASQol.
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_ ' Age, years, mean (SD) 394 (11.8) 39.5(11.1) + 39.2 (12.6) 41.0 (12.1) 0 4 8 12 16 20 0 4 8 12 16 20
(BKZ: 221; PBO: 111) were randomized; 94.5% and 94.3% completed to : i o4 Week 0 4 8 12 16 20 24 Week 4 8 12 16 20 24
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e Mean baseline BASFI, SF-36 PCS and ASQol scores indicated im Pa Ired HLA-B27 positive, n (%) 94 (74.6) 103 (80.5) E 93 (83.8) 191 (86.4) Randomized set. NRI. Percentage of patients each week achieving response who did not discontinue study treatment prior to given week. (A) BASFI scores range from 0-10, a higher score reflects greater impact on Randomized set. MI. (A) BASFI scores range from 0-10 with a higher score reflecting greater impact on physical function. (B) SF-36 PCS scores are standardized with a mean of 50 and standard deviation of 10 in
nvsical function and HRQoL across nr-axSpA and AS (Table 1) : physical function. (B) SF-36 PCS scores are standardized with a mean of 50 and standard deviation of 10 in the general population of the United States. (C) ASQoL scores range from 0-18 with a higher score reflecting the general population of the United States; a mean score below 47 reflects impaired HRQoL. (C) ASQoL scores range from 0-18 with a higher score reflecting greater impact on HRQoL. Nominal p values were
pny P ' s 9 <D) 9.0 (9.0 91(87) ! 119 8.6) 142 (11.0) greater impact on HRQoL. A meaningful improvement threshold of >5-point improvement in SF-36 PCS and >4-point improvement in ASQoL was applied. Percentages are calculated based on the number of calculated for first post-baseline assessment (BASFI: Week 1; SF-36: Week 8; ASQoL: Week 4) and do not control for multiplicity. p values calculated at Week 16 were part of a hierarchical gatekeeping strategy
: mptom duration, years, mean : : : : ! : : : : patients in the treatment group. and used reference-based M.
 Mean baseline SF-36 Mental Component Summary (MCS) score y :
|nd!cat§d non-impaired mental functlc?n INn both studies which was BASDAI mean (SD) 67 (1.3) 69(12) | 65(L3) 65 (1.3)
maintained to Week 24; therefore the impact of BKZ on SF-36 MCS vs :
PBO is not reported. ASDAS-CRP, mean (SD) 37(07) 37(0.8) ' 37(0.8) 3.7 (0.8) Conclusions
- ; _ : : Total spinal pain, mean (SD) 7.1 (1.6) 73(15) 1 72(12) 7.1 (1.6) fp ey : oy . : : Sy - - . - - - : ] : ]
Physical Function & Health-Related Quality of Life : Inhibition of IL-17F in addition to IL-17A with BKZ resulted in rapid and significant improvements in physical function and HRQoL in patients across the spectrum of axSpA, with rapid separation from PBO from first post-
o At Week 16, a higher proportion of nr-axSpA and AS patients treated Nocturnal spinal pain, mean (SD) 6.7 (2.1) 69(20) ' 6.8(18) 6.6 (1.9) baseline assessment. Greater proportions of BKZ- vs PBO-treated patients at Week 16 also reached multiple thresholds for improvement in BASFI and clinically relevant thresholds for improvement in SF-36 PCS and
with BKZ vs PBO achieved: hs-CRP, mg/L, geometric mean 502305 46 (2977 671974 6.5 (2750 ASQolL. These results emphasize the benefit of BKZ for physical function and HRQoL in axSpA patients.
— Low BASFI and >5-point improvement in SF-36 PCS scores (geometric CV %) | | | R | |
— 24- point improvement In ASQoL (Figure 2). BASFI, mean (SD) 5.3 (2.3) 5.5(2.2) : 5.2(2.0) 5.3(2.2) AS: ankylosing spondylitis; ASAS: Assessment of SpondyloArthritis International Society; ASDAS: Ankylosing Spondylitis Disease Activity Score; ASQoL: Ankylosing Spondylitis Quality of Life Questionnaire; axSpA: axial spondyloarthritis; BASDAI: Bath Ankylosing Spondylitis Disease Activity Index; BASFI: Bath Ankylosing Spondylitis Functional Index;
_ _ _ i BKZ: bimekizumab; CfB: change from baseline; CRP: C-reactive protein; CV: coefficient of variation; HLA-B27: human leukocyte antigen-B27; HRQoL: health-related quality of life; IL: interleukin; MCS: Mental Component Summary; MI: multiple imputation; MRI: magnetic resonance imaging; nr-axSpA: non-radiographic axial spondyloarthritis; NSAID:
o Greater mean CfB with BKZ vs PBO at Week 16 was also achieved in: ASQoL, mean (SD) 9.4 (4.4) 9546) ' 85(4.3) 9.1(4.7) non-steroidal anti-inflammatory drug; NRI: non-responder imputation; PBO: placebo; PCS: Physical Component Summary; Q4W: every 4 weeks; SF-36: Short-Form 36-Item Health Survey: SD: standard deviation; TNFi-IR: tumour necrosis factor inhibitor inadequate responder.
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