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Objective
To assess the efficacy of bimekizumab (BKZ) treatment to Week 52 in patients across the full 
disease spectrum of axial spondyloarthritis (axSpA), focusing on potential sex-based differences 
in treatment response. 

Conclusions
In this first analysis comparing efficacy outcomes between sexes in BE MOBILE 1 and 2, the 
treatment effect of bimekizumab vs placebo at Week 16 tended to be higher among male 
patients with axSpA compared with their female counterparts, including MRI outcomes (despite 
higher baseline scores in males vs females). 

However, by Week 52, female patients showed improvement in longer-term treatment response 
to BKZ, with efficacy approaching similar levels to those seen in male patients at this timepoint. 

Overall, the efficacy of BKZ for disease activity, OSI, and HRQoL outcomes was demonstrated in 
both male and female patients across the full disease spectrum of axSpA. 

Background
•	 Female patients with axSpA typically have a higher disease burden and reduced response to 

treatment compared with male patients.1

•	 BKZ, a monoclonal IgG1 antibody that selectively inhibits interleukin (IL)‑17F in addition to IL-17A, has 
demonstrated sustained efficacy to Week 52 in patients with non-radiographic (nr-) and radiographic 
(r-)axSpA in the phase 3 studies BE MOBILE 1 and 2.2,3

•	 Here, we present BKZ efficacy in male vs female patients with axSpA, up to Week 52 in BE MOBILE 1 and 2.

Methods
•	 In BE MOBILE 1 (NCT03928704) and BE MOBILE 2 (NCT03928743), patients were randomized to 

subcutaneous BKZ 160 mg every 4 weeks (Q4W) or placebo for Weeks 0–16 (double-blind period); 
all received BKZ in Weeks 16–52 (maintenance period).

•	 We report a post-hoc analysis of the following efficacy outcomes to Week 52, stratified by sex: 
ASAS40 responders (non-responder imputation [NRI]), patients achieving ASDAS <2.1 (multiple 
imputation [MI]) and mean absolute BASDAI score (MI); mean absolute values for MRI SPARCC SIJ 
score, MRI Berlin spine score and hs-CRP (observed case [OC]); mean CfB in ASQoL score (MI).

•	 Since all analyses were post-hoc, no formal p values were provided. 

	– To compare efficacy in male vs female patients for binary outcomes, adjusted relative odds 
ratios (rOR) and odds ratios (OR) are reported at Week 16 and Week 52, respectively.

	– For most continuous outcomes, adjusted relative differences and differences are reported 
at Week 16 and Week 52, respectively. Due to skewed distribution, adjusted relative ratio to 
baseline and ratio to baseline, at Week 16 and Week 52, respectively, are reported for hs-CRP.

Results
Baseline characteristics
•	 254 patients (male: 138/254; female: 116/254) with nr-axSpA were randomized in BE MOBILE 1 and 

332 patients (male: 240/332; female: 92/332) with r-axSpA were randomized in BE MOBILE 2.

	– Of these, 220/254 (male: 124/138 [89.9%]; female: 96/116 [82.8%]) and 298/332 (male: 215/240 
[89.6%]; female: 83/92 [90.2%]) completed Week 52. 

•	 Key baseline differences between male and female patients included longer mean symptom duration 
(years), lower HLA-B27 positivity (%), and worse health-related quality of life (HRQoL, according 
to higher mean ASQoL scores) in females (Table 1). Mean baseline BASDAI and objective signs of 
inflammation (OSI) scores are shown in Figures 1–2.

Disease activity
•	 Across ASAS40, ASDAS <2.1, and BASDAI, there was a pattern of higher BKZ vs placebo treatment 

effect in male vs female patients at Week 16, which was reflected in the rORs and RDs at this 
timepoint (Figure 1). 

•	 At Week 52, treatment responses were higher in males vs females with nr-axSpA but comparable in 
patients with r-axSpA, which was reflected in the ORs and differences at this timepoint.

•	 Overall, at Week 52 both males and females responded well in both trials, with >50% of 
BKZ-randomized patients achieving ASAS40, >40% achieving ASDAS <2.1, and with good overall 
response in mean improvements in BASDAI scores (Figure 1).

Objective signs of inflammation
•	 For CfB in OSI outcomes, relative differences generally indicated a higher BKZ vs placebo treatment 

effect in males vs females at Week 16; however, absolute OSI values in males and females at this 
timepoint were mostly comparable, despite males generally having higher OSI scores at baseline 
(Figure 2). The number of female patients with MRI scores in the r-axSpA placebo group was limited.

•	 At Week 52, improvements in MRI SPARCC SIJ and MRI Berlin spine scores were comparable between male 
vs female patients with nr-axSpA or r-axSpA, as reflected in the difference values for CfB at this timepoint. 

	– The ratio to baseline for hs-CRP at Week 52 indicated a higher BKZ effect in males vs females in 
nr-axSpA, but not r-axSpA (Figure 2). 

Health-related quality of life
•	 Both male and female patients reported substantial improvements (mean CfB) in ASQoL at Week 

16 with BKZ treatment (nr-axSpA: −5.5 vs −4.8; r-axSpA: −4.8 vs −5.5) compared with placebo 
(nr-axSpA: −2.1 vs −2.9; r-axSpA: −3.1 vs −3.7).

•	 Improvements continued to Week 52 with BKZ (nr-axSpA: continuous BKZ: −5.7 vs −6.2, placebo/
BKZ-switchers: −5.5 vs −5.1; r-axSpA: continuous BKZ: −5.4 vs −6.5, placebo/BKZ-switchers: −5.5 vs −5.8). 

Summary

Table 1 Baseline characteristics in BE MOBILE 1 
(nr-axSpA) and BE MOBILE 2 (r-axSpA), 
stratified by sex

Figure 1 Disease activity outcomes to Week 52, stratified by sex Figure 2 Objective signs of inflammation outcomes to Week 52, stratified by sex

BE MOBILE 1 (nr-axSpA) BE MOBILE 2 (r-axSpA)

Male Female Male Female

Placebo 
N=65

BKZ 
160 mg 

Q4W 
N=73

Placebo 
N=61

BKZ 
160 mg 

Q4W 
N=55

Placebo 
N=80

BKZ 
160 mg 

Q4W 
N=160

Placebo 
N=31

BKZ 
160 mg 

Q4W 
N=61

Age, years, 
mean ± SD

36.4 ± 
10.6

37.8 ± 
10.5

42.7 ± 
12.3

41.6 ± 
11.6

37.0 ± 
11.4

40.2 ± 
11.8

45.0 ± 
13.7

43.3 ± 
12.8

Symptom 
duration, 
years, mean 
± SD

6.9 ±  
7.3

7.6 ±  
7.5

11.2 ± 
10.0

11.1 ±  
9.9

10.8 ±  
7.6

14.0 ± 
11.2

14.9 ± 
10.2

15.0 ± 
10.5

Time since 
diagnosis, 
years,  
mean ± SD

3.4 ±  
5.7

3.3 ±  
5.9

3.7 ±  
5.0

4.1 ±  
6.6

5.7 ±  
6.2

6.7 ±  
8.1

5.7 ±  
8.6

6.8 ±  
8.7

TNFi naïve, 
n (%)

57  
(87.7)

69  
(94.5)

52  
(85.2)

49  
(89.1)

69  
(86.3)

131  
(81.9)

25  
(80.6)

53  
(86.9)

HLA-B27 
positive, n (%)

58  
(89.2)

59  
(80.8)

36  
(59.0)

44  
(80.0)

72  
(90.0)

140  
(87.5)

21  
(67.7)

51  
(83.6)

ASDAS,  
mean ± SD

3.7 ±  
0.8

3.6 ±  
0.8

3.7 ±  
0.7

3.9 ±  
0.7

3.8 ±  
0.8

3.7 ±  
0.8

3.4 ±  
0.5

3.7 ±  
0.9

ASQoL,  
mean ± SE

8.6 ±  
0.6

8.5 ±  
0.5

10.2 ±  
0.5

10.8 ±  
0.6

8.4 ±  
0.5

8.3 ±  
0.4

9.0 ±  
0.6

11.1 ±  
0.6

hs-CRP >ULN,a  
n (%)

39  
(60.0)

37  
(50.7)

32  
(52.5)

33  
(60.0)

54  
(67.5)

104  
(65.0)

13  
(41.9)

33  
(54.1)
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We assessed the e�cacy of bimekizumab treatment to Week 52
in male vs female patients

Overall, the e�cacy of bimekizumab for disease activity, objective signs 
of inflammation and HRQoL outcomes was demonstrated in both 

male and female patients across the full disease spectrum of axSpA

At Week 16, males with 
axSpA demonstrated a larger 

treatment e�ect of 
bimekizumab vs placebo 

across all e�cacy measures 
than females

By Week 52, females showed 
improvement in longer-term 

treatment response to 
bimekizumab, with e�cacy 
approaching similar levels 

to those seen in males

Week 52Week 16

BE MOBILE 1
(nr-axSpA)

BE MOBILE 2
(r-axSpA)

21.3

A) ASAS40 responders (NRI)

100

80

60

40

20

0

P
at

ie
n

ts
 (%

)

Week 0 16 52

Male

57.5

21.5

64.4

63.1

0 16 52

Female

34.5

56.4

37.7

100

80

60

40

20

0

P
at

ie
n

ts
 (%

)

Week 0 16 52

Male

71.3

59.4

0 16 52

Female

61.3

55.7

D) Comparison of disease activity outcomes between sexes at Week 16 and Week 52

63.0

24.9

B) Patients achieving ASDAS <2.1 (MI)
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C) Absolute BASDAI score (MI)
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Female

4.2

3.5
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6.9
6.3

4.2

PBO/BKZ 160 mg Q4W
BKZ 160 mg Q4W

n=65
n=73

Male
n=61
n=55

Female
PBO/BKZ 160 mg Q4W

BKZ 160 mg Q4W
n=80
n=160

Male
n=31
n=61

Female

ASAS40 (NRI)

Week 16
Week 52

2.73 (0.82, 9.12)
1.37 (0.63, 3.00)

(Relative) odds ratio (95% CI)

Favors male patients

0.1 1 10

ASAS40 (NRI)

Week 16
Week 52

2.05 (0.63, 6.68)
1.03 (0.55, 1.94)

(Relative) odds ratio (95% CI)

Favors male patients

0.1 1 10

ASDAS <2.1 (MI)

Week 16
Week 52

4.20 (1.17, 15.14)
2.34 (1.04, 5.26)

(Relative) odds ratio (95% CI)

Favors male patients

0.1 1 10

ASDAS <2.1 (MI)

Week 16
Week 52

5.47 (1.51, 19.84)
1.06 (0.54, 2.08)

(Relative) odds ratio (95% CI)

Favors male patients

0.1 1 10

BASDAI CfB (MI)

Week 16
Week 52

–0.90 (–1.95, 0.15)
–0.69 (–1.46, 0.07)

(Relative) di�erence (95% CI)

Favors male patients

−0.5 0−2.5 1.5 2.50.5−1.5

BASDAI CfB (MI)

Week 16
Week 52

–1.21 (–2.20, –0.22)
–0.35 (–0.92, 0.22)

(Relative) di�erence (95% CI)

Favors male patients

–0.5 0–2.5 1.5 2.50.5–1.5
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B) Absolute MRI Berlin spine score (OC)
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10
9
8
7
6
5
4
3
2
1
0

h
s-

C
R

P,
 m

g
/L

 
(m

ed
ia

n
, n

/N
)

Week 0 16 52

Male

PBO/BKZ 160 mg Q4W
BKZ 160 mg Q4W

n=65
n=73

Male
n=61
n=55

Female

1.1
62/73
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61/61

2.1
54/61

0 16 52

Female

1.4
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47/50
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25/31

A) Absolute MRI SPARCC SIJ score (OC)
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n=31
n=50

Male
n=39
n=32

Female
PBO/BKZ 160 mg Q4W

BKZ 160 mg Q4W
n=31
n=67

Male
n=17
n=23

Female

4.5
67/67

0.8
57/67 2.4

17/17

1.1
14/17

0 16 52

Female

8.1
23/23

0.8
21/23

12.0
31/31

9.0
50/50

BE MOBILE 1
(nr-axSpA)

BE MOBILE 2
(r-axSpA)

MRI Berlin spine CfB (OC)

Week 16
Week 52

–0.97 (–2.07, 0.13)
–0.44 (–1.39, 0.51)

(Relative) di�erence (95% CI)

Favors male patients

–4 0 2–2

MRI Berlin spine CfB (OC)

Week 16
Week 52

–1.88 (–3.56, –0.21)
–0.16 (–0.91, 0.59)

(Relative) di�erence (95% CI)

Favors male patients

–4 0 2–2

D) Comparison of OSI outcomes between sexes at Week 16 and Week 52
MRI SPARCC SIJ CfB (OC)

Week 16
Week 52

–5.73 (–11.14, –0.32)
0.46 (–0.81, 1.73)

(Relative) di�erence (95% CI)

Favors male patients

–12 0 6–2 –2 4–4–6–8–10

MRI SPARCC SIJ CfB (OC)

Week 16
Week 52

1.87 (–1.87, 5.60)
0.31 (–0.82, 1.44)

(Relative) di�erence (95% CI)

Favors male patients

–12 0 6–2 2 4–4–6–8–10

hs-CRP ratio to baseline (OC)

Week 16
Week 52

0.71 (0.42, 1.22)
0.44 (0.28, 0.68)

(Relative) ratio to baseline (95% CI)

Favors male patients

0.1 1 10

hs-CRP ratio to baseline (OC)

Week 16
Week 52

0.62 (0.38, 1.02)
1.01 (0.73, 1.40)

(Relative) ratio to baseline (95% CI)

Favors male patients

0.1 1 10

14.2
26/31

5.2
36/39 4.5

31/31

1.3
60/67

4.6
15/17

1.7
21/23

2.4
26/31

1.1
29/31

0.9
34/36

0.9
36/36

3.8
31/31

0.7
15/17

4.3
60/65

1.6
73/73

3.6
56/61

2.9
55/55

2.3
150/160

3.2
59/61

Randomized set. rOR and RD for the comparison of BKZ vs PBO treatment effect in males vs females at Week 16 were calculated using logistic regression and ANCOVA, respectively. OR and 
difference for the comparison of males vs females in BKZ-randomized patients at Week 52 were calculated using logistic regression and ANCOVA, respectively. All rOR/OR and RD/difference 
analyses were adjusted for region, baseline age, HLA-B27 status and, for the continuous endpoints, their baseline values. Additionally, in patients with nr-axSpA, rOR/OR and RD/difference 
analyses were adjusted for MRI/CRP classification and, in patients with r-axSpA, for prior TNFi exposure and baseline hs-CRP. 

Randomized set. RD for the comparison of BKZ vs PBO treatment effect in males vs females at Week 16 was calculated using ANCOVA. Difference for the comparison of males vs females in 
BKZ-randomized patients at Week 52 was calculated using ANCOVA. All RD/difference analyses were adjusted for region, baseline age, HLA-B27 status, and MRI baseline values. Additionally, 
in patients with nr-axSpA, RD/difference analyses were adjusted for MRI/CRP classification and, in patients with r-axSpA, for prior TNFi exposure and baseline hs-CRP. For MRI outcomes, only 
study participants enrolled in the MRI sub-studies are included. Due to skewed distribution, hs-CRP data are presented in panel C using median of absolute values to Week 52, and ratio to 
baseline values of the geometric mean were used for ANCOVA relative ratio analyses, shown in panel D. 


