
Objective
To evaluate the effect of bodyweight on response to 
bimekizumab (BKZ) when dosed 320 mg every 4 weeks (Q4W) or 
every 8 weeks (Q8W) during maintenance treatment, following 
an initial 16 weeks of treatment with 320 mg Q4W.

Introduction
•	 Increased bodyweight may affect response to biologic treatments in 

patients with moderate to severe plaque psoriasis.1 
•	 Here, we report the efficacy and safety of BKZ dosing regimens over 

48 weeks using data pooled from four phase 3/3b studies in patients 
with moderate to severe plaque psoriasis categorised by bodyweight 
at baseline.

Materials and Methods
•	 Data were pooled from three BKZ in plaque psoriasis phase 3/3b 

trials: BE SURE (NCT03412747), BE VIVID (NCT03370133) and  
BE RADIANT (NCT03536884).2–4 For safety analyses, and efficacy 
analyses over the initial 16-week period, the phase 3 randomized 
withdrawal trial BE READY (NCT03410992) was also included.5

•	 Analyses included patients who were randomized to BKZ 320 mg 
Q4W for 16 weeks. At Week 16, patients could either continue on 
BKZ 320 mg Q4W (Q4W/Q4W) or switch to BKZ 320 mg Q8W 
(Q4W/Q8W) for maintenance treatment to Week 48.

•	 Patients were categorised by baseline bodyweight: <120 kg and  
≥120 kg. 120 kg was identified as a potential weight threshold above 
which efficacy may differ between dosing regimens based on  
PK-PD modelling.

•	 Missing efficacy data were imputed as non-response (NRI).
•	 Safety analyses were conducted during the maintenance period  

(Weeks 16–48) by maintenance dosing regimen (Q4W versus Q8W).
•	 Treatment-emergent adverse events (TEAEs) were coded using 

MedDRA v19.0.

Results
•	 Baseline characteristics for patients categorised by bodyweight are 

presented in Table 1.
•	 116/1,362 (8.5%) patients included in efficacy analyses to Week 16 had 

bodyweight ≥120 kg (Figure 1). 
•	 At Week 16, PASI 90, PASI 100 and IGA 0 responses for all patients 

randomized to BKZ 320 mg Q4W were higher in patients <120 kg vs 
≥120 kg (Table 2). 

•	 88/975 (9.0%) patients included in the maintenance period efficacy 
analyses had bodyweight ≥120 kg.

•	 For patients <120 kg, Week 16 PASI 90, PASI 100 and IGA 0 response 
rates were maintained to Week 48 for both dose regimens (Table 2; 
Figure 2A).

•	 For patients ≥120 kg, greater increases in the proportions of patients 
achieving PASI 100 and IGA 0 were observed in those receiving 
BKZ Q4W/Q4W vs BKZ Q4W/Q8W between Week 16 and Week 48 
(Table 2; Figure 2B).

•	 Among patients ≥120 kg who did not achieve PASI 100 at  
Week 16 (n=51), a greater proportion of those who continued on  
BKZ 320 mg Q4W achieved PASI 100 at Week 48 compared  
with those who switched to BKZ 320 mg Q8W (Figure 3). 

•	 The three most common TEAEs across both bodyweight categories 
and dosing regimens were nasopharyngitis, oral candidiasis and 
upper respiratory tract infection. No safety concerns were identified 
that would preclude BKZ 320 mg Q4W/Q4W maintenance dosing 
in patients ≥120 kg who may benefit from more frequent dosing 
(Table 3). 

Summary
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Conclusions
At Week 48, for patients <120 kg, PASI 100 and IGA 0 response 
rates were similar regardless of maintenance dosing regimen 
(Q4W vs Q8W). For patients ≥120 kg, higher responses were 
observed when BKZ was dosed Q4W vs Q8W.
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Table 1 Baseline characteristics Table 2 Overview of efficacy outcomes by baseline 
bodyweight category (NRI)

BKZ: bimekizumab; BSA: body surface area; DLQI: Dermatology Life Quality Index; IBD: inflammatory bowel disease; IGA 0: score of 0 (clear) with ≥2-category improvement relative to baseline in Investigator’s Global Assessment; IL; interleukin; MACE: major cardiovascular event; NRI: non-responder imputation; PASI 90/100: ≥90/100% improvement from baseline in Psoriasis Area and Severity 
Index; PK-PD: pharmacokinetic-pharmacodynamic; Q4W: every 4 weeks; Q8W: every 8 weeks; SD: standard deviation; SIB: suicidal ideation and behavior; TEAE: treatment-emergent adverse event; TNF: tumour necrosis factor.

Figure 1 Cumulative EAIRs for TEAEs over three years  
in the phase 2 and 3 trials

A) �PASI 100 in patients <120 kg

B) �PASI 100 in patients ≥120 kg

Data were pooled from four BKZ in plaque psoriasis  
phase 3/3b trials

PASI 100 response in patients at Week 16 and Week 48 by 
baseline bodyweight categoriesa

BE SURE (NCT03412747)

BE VIVID (NCT03370133)

Bodyweight <120 kg Bodyweight ≥120 kg

BKZ Q4W 
(N=1,246)

BKZ Q4W 
(N=116)

Age (years), mean ± SD 45.1 ± 13.8 45.3 ± 11.7

Male, n (%) 858 (68.9) 91 (78.4)

Caucasian, n (%) 1079 (86.6) 109 (94.0)

Weight (kg), mean ± SD 85.5 ± 17.1 135.0 ± 17.0

Disease duration (years), mean ± SD 18.2 ± 12.7 19.3 ± 11.8

PASI, mean ± SD 20.6 ± 7.5 21.8 ± 8.7

BSA (%), mean ± SD 25.7 ± 15.4 28.6 ± 17.3

IGA score, n (%)

2: mild 3 (0.2) 0

3: moderate 831 (66.7) 65 (56.0)

4: severe 412 (33.1) 51 (44.0)

DLQI total score, mean ± SD 10.6 ± 6.5 9.6 ± 5.9

Prior systemic therapy, n (%) 961 (77.1) 77 (66.4)

Prior biologic therapy, n (%) 464 (37.2) 41 (35.3)

Anti-TNF 192 (15.4) 16 (13.8)

Anti-IL-17 248 (19.9) 22 (19.0)

Anti-IL-23 133 (10.7) 16 (13.8)

Baseline characteristics are reported using data for the initial treatment period from BE SURE, BE VIVID, BE RADIANT and BE READY. Following an initial 16 
weeks of treatment with BKZ 320 mg Q4W, patients could either continue on BKZ 320 mg Q4W (Q4W/Q4W) or switch to BKZ 320 mg Q8W (Q4W/Q8W).

Bodyweight <120 kg Bodyweight ≥120 kg

BKZ Q4W 
(N=1,246), %

BKZ Q4W 
(N=116), %

Week 16a

PASI 90 87.7 78.4

PASI 100 64.3 42.2

IGA 0 65.4 42.2

BKZ Q4W/Q4W
(N=555), %

BKZ Q4W/Q8W
(N=332), %

BKZ Q4W/Q4W
(N=51), %

BKZ Q4W/Q8W
(N=37), %

Week 16b

PASI 90 88.6 90.4 84.3 83.8

PASI 100 62.5 68.4 39.2 45.9

IGA 0 63.4 69.9 37.3 45.9

Week 48b

PASI 90 87.4 86.7 76.5 83.8

PASI 100 72.1 69.9 68.6 51.4

IGA 0 72.4 70.8 68.6 51.4

Table 3 Summary of TEAEs during the maintenance 
period (Weeks 16–48)

Figure 2 PASI 100 responses through Weeks 16–48 by 
baseline bodyweight category (NRI)

Figure 3 PASI 100 responses through Weeks 16–48 in 
Week 16 PASI 100 non-responder patients  
≥120 kg (NRI)

Bodyweight <120 kg Bodyweight ≥120 kg

BKZ Q4W/Q4W
(N=659)

n (%)

BKZ Q4W/Q8W
(N=429)

n (%)

BKZ Q4W/Q4W
(N=55)
n (%)

BKZ Q4W/Q8W
(N=43)
n (%)

Any TEAE 492 (74.7) 328 (76.5) 42 (76.4) 31 (72.1)

Serious TEAEs 21 (3.2) 18 (4.2) 4 (7.3) 2 (4.7)
Discontinuations due 
to TEAEs

17 (2.6) 7 (1.6) 2 (3.6) 1 (2.3)

Drug-related TEAEs 196 (29.7) 131 (30.5) 16 (29.1) 10 (23.3)

Severe TEAEs 18 (2.7) 20 (4.7) 5 (9.1) 2 (4.7)

Deaths 0 1 (0.2) 1 (1.8) 0

Three most common TEAEs

Nasopharyngitis 101 (15.3) 79 (18.4) 11 (20.0) 5 (11.6)

Oral candidiasis 82 (12.4) 57 (13.3) 4 (7.3) 5 (11.6)
Upper respiratory tract 
infection

44 (6.7) 38 (8.9) 7 (12.7) 4 (9.3)

TEAEs of interest

Serious infections 5 (0.8) 8 (1.9) 1 (1.8) 0

IBD 0 0 0 0

Adjudicated SIB 1 (0.2) 0 0 0

Malignancies 2 (0.3) 4 (0.9) 0 1 (2.3)
Serious hypersensitivity 
reactions

0 0 0 0

Adjudicated MACE 3 (0.5) 1 (0.2) 0 0

Hepatic events 14 (2.1) 14 (3.3) 1 (1.8) 1 (2.3)

Safety data from the randomized withdrawal trial BE READY are included. Data collected after the point of escape in BE READY are excluded.

Data were pooled from BE SURE, BE VIVID, BE RADIANT and BE READY. Patient numbers presented during the maintenance period are those for the 
maintenance period safety set. For the maintenance period efficacy analysis set, of patients <120 kg, 555 received BKZ Q4W/Q4W and 332 recieved BKZ 
Q4W/Q8W and of patients ≥120 kg, 51 received BKZ Q4W/Q4W and 37 received BKZ Q4W/Q8W.

Analyses include patients who were randomized to BKZ 320 mg Q4W for 16 weeks. At Week 16, patients could either continue on BKZ 320 mg  
Q4W (Q4W/Q4W) or switch to BKZ 320 mg Q8W (Q4W/Q8W) for maintenance treatment to Week 48. [a] Data reported include data pooled from  
BE SURE, BE VIVID, BE RADIANT and BE READY; [b] Data reported are for the maintenance efficacy set, including data pooled from BE SURE,  
BE VIVID and BE RADIANT.

Data reported are for the maintenance efficacy set, including data pooled from BE SURE, BE VIVID and BE RADIANT.

Data reported are for the maintenance efficacy set, including data pooled from BE SURE, BE VIVID and BE RADIANT.
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Week 48

BKZ 320 mg Q4W BKZ 320 mg Q4W/Q4W
BKZ 320 mg Q4W/Q8W

(n=555) (n=332) (n=51) (n=37)

BE READY (NCT03410992)

BE RADIANT (NCT03536884)

At Week 16, a greater proportion of patients <120 kg achieved PASI 100 vs those ≥120 kg. At Week 48, higher PASI 100 responses were 
observed in patients ≥120 kg receiving BKZ Q4W vs Q8W, supporting use of Q4W maintenance dosing in patients ≥120 kg who do not achieve 
complete skin clearance at Week 16.


