
90

R
es

p
o

n
se

 r
at

e
 (%

)

80

70

60

50

40

30

20

10

100

0
Week84726048 96

66.9
64.662.1

57.7

BKZ 160 mg (n=130) BKZ 320 mg  BKZ 160 mg (n=124)

36.3
36.2

75.0

76.9

35.5

27.7

79.8
76.9 ASAS20

ASAS40

ASAS PR

90

R
es

p
o

n
se

 r
at

e
 (%

)

80

70

60

50

40

30

20

10

100

0
84726048 96

ASDAS <2.1

ASDAS-ID29.0
27.7

58.9
61.5

24.2

21.5

58.9

56.2

Week

Non-responder imputation

Non-responder imputation

ASDAS <2.1 ASDAS-ID

66.1 62.9

Response rate at Week 96 (observed cases), %

29.8 31.0

ASAS20 ASAS40 ASAS PR

82.6 84.6

Response rate at Week 96 (observed cases), %

69.4 70.9 38.8 38.5

Objective
To report 2-year interim efficacy and safety of bimekizumab (BKZ)  
in patients with active ankylosing spondylitis (AS) from a phase 2b  
dose-ranging study (BE AGILE; NCT02963506) and ongoing open-label 
extension (OLE; NCT03355573). 

Background
•	 BKZ, a humanized IgG1 monoclonal antibody that selectively inhibits 

interleukin (IL)-17A and IL-17F, has demonstrated clinical efficacy in 
patients with AS treated over 48 weeks.1

Methods
Study Design and Patients
•	 Patients who completed 48 weeks of treatment in BE AGILE were 

eligible for entry into the OLE (Figure 1).

•	 Patients were ≥18 years with active AS (BASDAI ≥4 and spinal pain 
≥4), radiographic sacroiliitis meeting modified New York criteria, and 
inadequate response, contraindication or intolerance to NSAIDs.1

Study Assessments
•	 Efficacy outcomes are presented during Weeks 48 to 96; 

improvements from BE AGILE baseline (Week 0) are reported. 

•	 Efficacy outcomes are reported for the OLE Full Analysis Set  
(patients who had ≥1 dose of BKZ and ≥1 valid efficacy variable 
measurement since entry into the OLE). Missing data were imputed 
using non-responder imputation (binary variables) or multiple 
imputation (continuous variables). 

•	 Treatment-emergent adverse events (TEAEs) to Week 96 are reported 
separately for the BE AGILE Safety Set and OLE Safety Set (patients 
who received ≥1 dose of BKZ on study entry).

Results
Patients
•	 Baseline characteristics were comparable across treatment 

arms (Table 1).

•	 Of 303 patients at BE AGILE baseline, 262 (87%) completed Week 48; 
254 of 262 (97%) were included in the OLE Full Analysis Set, including 
130 who continued on BKZ 160 mg Q4W and 124 who dose-reduced 
from BKZ 320 mg Q4W to BKZ 160 mg Q4W. 238 (94%) had an 
efficacy assessment at Week 96.

Efficacy Outcomes
•	 In BE AGILE, rapid improvements in efficacy outcomes were observed 

in BKZ-treated patients at Week 12;1 these further increased to  
Week 48 and were maintained during the OLE from Weeks 48–96 
(Figure 2 and Table 2). 

•	 Responses were similar for patients on BKZ 160 mg and 320 mg at  
Week 48; and remained similar between patients continuing on  
BKZ 160 mg and those dose-reduced from BKZ 320 mg to 160 mg  
up to Week 96 (Figure 2). 

Safety
•	 The exposure-adjusted incidence rate (EAIR) per 100 patient-years 

(PY) of TEAEs was 186.2 in BE AGILE (Weeks 0–48) and 111.7 in the 
OLE (Week 48 onwards); for serious TEAEs the EAIR/100 PY was  
5.1 and 6.1, respectively (Table 3).

•	 The EAIR/100 PY for the TEAEs uveitis and inflammatory bowel 
disease were 0.8 and 1.5 in BE AGILE, and 0.6 and 0.9 in the OLE. 

Summary

Xenofon Baraliakos,1 Atul Deodhar,2 Maxime Dougados,3  
Marga Oortgiesen,4 Natasha de Peyrecave,5 Martin Bauer,6  
Thomas Vaux,7 Carmen Fleurinck,5 Désirée van der Heijde8

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 
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-B27: human leukocyte antigen-B27; NSAID: non-steroidal anti-inflammatory drug; OLE: open-label extension;  
PGADA: Patient Global Assessment of Disease Activity; PY: patient-years; Q4W: every 4 weeks; SD: standard deviation; TEAE: treatment-emergent adverse event; TNFi: tumor necrosis factor inhibitor; vHDA: very high disease activity; Wk: week.

Figure 1 Study design 

Table 1 BE AGILE patient characteristics and baseline 
demographics

aData are for Full Analysis Set. bn=130. cn=123. dn=253. OLE Safety Set (N=255): patients who received ≥1 dose of 
BKZ on study entry. Data are reported for BE AGILE baseline by treatment group at completion of BE AGILE; all 
patients received BKZ 160 mg in the OLE.

BKZ 160 mg   
160 mg 
(n=129)

BKZ 320 mg   
160 mg  
(n=126)

All BKZ 
(N=255)

Age, years, mean (SD) 41.2 (11.9) 42.4 (10.9) 41.8 (11.4)

Male, n (%) 111 (86) 106 (84) 217 (85)

HLA-B27 positive, n (%) 117 (91) 115 (91) 232 (91)

Time since first AS 
symptoms, years, mean (SD)

13.6 (9.0) 14.5 (9.9) 14.0 (9.4)

Prior TNFi therapy, n (%) 17 (13) 12 (10) 29 (11)

ASDAS-CRP, mean (SD) 3.9 (0.8) 3.9 (0.8) 3.9 (0.8)

BASDAI, mean (SD) 6.3 (1.3) 6.5 (1.4) 6.4 (1.4)

BASFI, mean (SD) 5.7 (1.8) 5.7 (2.0) 5.7 (1.9)

BASMI, mean (SD)a 4.6 (1.7)b 4.8 (1.7)c 4.7 (1.7)d

Total spine pain score,  
mean (SD)

6.8 (1.8) 7.2 (1.7) 7.0 (1.8)

PGADA, mean (SD) 6.8 (1.7) 7.0 (1.7) 6.9 (1.7)

CRP, mg/L, median  
(min, max)

13.1 (0.6, 130.1) 11.0 (0.3, 114.6) 12.1 (0.3, 130.1)

Institutions: 1Rheumazentrum Ruhrgebiet Herne, Ruhr-University Bochum, Germany; 2Oregon Health & Science University, Portland, OR, USA; 3Université de Paris, Department of Rheumatology, Hôpital Cochin, Assistance Publique-Hôpitaux de Paris, France; 4UCB Pharma, Raleigh, NC, USA; 5UCB Pharma, Brussels, Belgium; 6UCB Pharma, Monheim am Rhein, 
Germany; 7UCB Pharma, Slough, UK; 8Department of Rheumatology, Leiden University Medical Center, Leiden, The Netherlands

Conclusions
In patients with active AS who completed the first 48 weeks of BKZ treatment 
in BE AGILE, BKZ provides further sustained long-term improvements in key 
efficacy outcome measures over 96 weeks of treatment. 

Dose reduction from 320 mg to 160 mg Q4W was not followed by loss 
of response. 

There were no unexpected safety findings versus previous studies.1

Bimekizumab Long-Term Efficacy and Safety Over 96 Weeks in  
Patients with Ankylosing Spondylitis: Interim Results from a  
Phase 2b Open-Label Extension Study
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Figure 2 Efficacy responses to Week 96 (OLE Week 48)

A) ASAS20/40/PR

B) ASDAS <2.1 and ASDAS-ID (<1.3)

Full Analysis Set (N=254). 

Table 2 Continuous efficacy outcomes to Week 96 
(OLE Week 48; multiple imputation)

an=123; bn=253. Full Analysis Set (N=254). BL corresponds to Week 0 of the BE AGILE study. 

Mean (SD)

BKZ 160 mg   
160 mg  
(n=130)

BKZ 320 mg   
160 mg  
(n=124)

All BKZ 
(N=254)

BL Wk48 Wk96 BL Wk48 Wk96 BL Wk48 Wk96

ASDAS-CRP
3.9 

(0.8)
2.1 

(0.9)
1.9 

(0.9)
3.9 

(0.8)
2.0 
(0.9)

1.9 
(0.9)

3.9 
(0.8)

2.0 
(0.9)

1.9 
(0.9)

BASDAI
6.3 
(1.3)

2.8 
(1.8)

2.5 
(1.8)

6.5 
(1.4)

2.8 
(2.1)

2.7 
(2.1)

6.4 
(1.4)

2.8 
(2.0)

2.6 
(2.0)

BASFI
5.6 
(1.9)

3.0 
(2.0)

2.7 
(2.1)

5.8 
(2.0)

3.0 
(2.4)

2.8 
(2.4)

5.7 
(1.9)

3.0 
(2.2)

2.8 
(2.2)

BASMI
4.6 
(1.7)

4.0 
(1.8)

3.9 
(1.7)

4.8a 
(1.7)

3.9a 
(1.8)

3.9a 
(1.9)

4.7b 
(1.7)

4.0b 
(1.8)

3.9b 
(1.8)

Table 3 Safety in BE AGILE (Weeks 0–48) and OLE 
(Week 48 onwards)

TEAEs are reported for BE AGILE Safety Set (N=303) and OLE Safety Set (N=255); OLE safety data include TEAEs that 
occurred during Weeks 48–96 and beyond. There was one death in BE AGILE (cardiac arrest) and one in the OLE 
(road traffic accident), neither of which were considered treatment-related.

n (%)  
[EAIR per 100 PY]

BE AGILE  
Weeks 0–48

OLE 
Week 48 
onwards

BKZ 160 mg

(n=149  
114.2 PY)

BKZ 320 mg 

(n=150  
119.6 PY)

All BKZ

(N=303  
261.3 PY)

All BKZ

(N=255  
689.1 PY)

Any TEAE
 103 (69.1) 

[168.7]
 122 (81.3) 

[221.1]
235 (77.6) 

[186.2]
203 (79.6) 

[111.7]

Serious TEAEs 5 (3.4) [4.4] 6 (4.0) [5.1] 13 (4.3) [5.1] 27 (10.6) [6.1]

Study 
discontinuations 
due to TEAEs

7 (4.7) 10 (6.7) 20 (6.6) 12 (4.7)

Drug-related 
TEAEs

48 (32.2) 54 (36.0) 110 (36.3) 86 (33.7)

Deaths 1 (0.7) 0 1 (0.3) 1 (0.4)

aDoses received in the dose-ranging period: BKZ 16 mg, 64 mg, 160 mg and 320 mg.

Double-blind

BE AGILE

Dose-blind Open-label extension

BE AGILE
baseline

Interim analysis 
(N=238)

BE AGILE completion (N=262)
OLE baseline (N=254)

Week 12 Week 48Week 0 Week 96

BKZ 160 mg Q4W
n=147

BKZ 320 mg Q4W
n=149

BKZ 160 mg Q4W
n=130

BKZ 160 mg Q4W
n=124

N=303

Dose-
ranging 
perioda

Dose reduction from 320 mg to 160 mg Q4W 
was not followed by loss of response.

Data are for all BKZ (N=254; non-responder imputation)

Improvements in ASAS response rates and 
ASDAS were made in BE AGILE and maintained 
throughout the OLE to Week 96:

Patients with ankylosing spondylitis who completed 48 weeks’ 
bimekizumab (BKZ) treatment (160 or 320 mg very 4 weeks 
[Q4W]) in BE AGILE entered the open-label extension (OLE)

ASAS20

ASAS40

ASAS PR

ASDAS <2.1

Week 48: Week 96:

76.0%

59.8%

31.5%

78.3%

65.7%

36.2%

ASDAS 
disease 
activity 
states

ID LDA HDA vHDA

<1.3 <2.1 >3.5

BKZ 160 mg 
Q4W

BKZ 320 mg 
Q4W

BKZ 160 mg 
Q4W

n=130 dose continuation

n=124 dose reduction

Week 48 Week 96

57.5% 60.2%

OLE: Weeks 48–96

Long-term BKZ exposure was well tolerated.

Previously presented at ACR Convergence 2020


