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Figure 1 Study design (included patients)

#

Bimekizumab efficacy in high-impact areas for patients with moderate 
to severe plaque psoriasis: Pooled results through two years from the 
BE SURE and BE RADIANT phase 3 trials

Objectives
To evaluate scalp, nail, and palmoplantar (pp) outcomes over 2 years 
in patients with moderate to severe plaque psoriasis treated with two 
different bimekizumab (BKZ) maintenance dosing regimens.

Introduction
• Plaque psoriasis affecting the scalp, nails, palms, and soles can cause

significant physical impairment and negatively impact quality of life
therefore, clearance of psoriasis in these high-impact areas is of
substantial clinical interest.1

• High levels of complete clearance in high-impact areas after 1 year
of BKZ treatment have been reported.2

Materials and Methods
• Data were pooled over two years from the 1-year BE SURE

phase 3 trial (NCT03412747) with the ongoing open-label extension
(OLE), BE BRIGHT (NCT03598790), and the BE RADIANT phase 3b
trial (NCT03536884), incorporating the first year of its ongoing
OLE ( Figure 1).3,4

• Patients included in these analyses had moderate to severe regional
involvement at baseline (defined as scalp Investigator’s Global
Assessment [IGA] ≥3, modified Nail Psoriasis Severity Index [mNAPSI]
>10, pp-IGA ≥3; [Figure 2]).

• Proportions of patients who achieved complete regional clearance
(scalp IGA 0, mNAPSI 0, pp-IGA 0) are reported through Year 2
(OLE Week 48).

• Data are presented for patients who received BKZ every 4 weeks
(Q4W) through Week 16 followed by continuous BKZ Q4W or every
8 weeks (Q8W) (Q4W/Q4W/Q4W or Q4W/Q8W/Q8W).

• Data are not presented for patients who received BKZ Q4W/Q4W/
Q8W or Q4W/Q8W/Q4W due to low patient numbers.

• Data are reported using modified non-responder imputation (mNRI),
NRI, and as the observed case (OC).

– For mNRI (not reported for pp-IGA due to lack of convergence
of the statistical model), patients who discontinued due to lack
of efficacy were considered non-responders at subsequent
timepoints; multiple imputation was used for all other
missing data.

Results
• Baseline characteristics for patients included in this analysis are

presented in Table 1.

• Among patients with scalp IGA ≥3 at baseline, complete clearance
was achieved rapidly by a large proportion of patients; high levels of
response were achieved through to the end of Year 2 ( Figure 3A).

• Similar trends were observed in the proportions of patients achieving
complete palmoplantar clearance among patients with pp-IGA ≥3 at
baseline ( Figure 3B).

• Among patients with mNAPSI >10 at baseline, levels of complete

BKZ 320 mg 
Q4W/Q4W/Q4W 

(N=303)

BKZ 320 mg 
Q4W/Q8W/Q8W 

(N=323)

Age (years), mean ± SD 45.6 ± 13.5 45.0 ± 14.3

Male, n (%) 210 (69.3) 225 (69.7)

Caucasian, n (%) 265 (87.5) 298 (92.3)

Weight (kg), mean ± SD 91.8 ± 21.0 90.0 ± 21.1

Duration of psoriasis (years), 
mean ± SD

18.4 ± 13.0 18.0 ± 12.2

PASI, mean ± SD 20.3 ± 7.1 20.3 ± 7.2

Scalp IGA ≥3, n (%) 209 (69.0) 241 (74.6)

mNAPSI >10, n (%) 100 (33.0) 111 (34.4)

pp-IGA ≥3, n (%) 43 (14.2) 44 (13.6)

Any prior systemic therapy, n (%) 220 (72.6) 240 (74.3)

Prior biologic therapy, n (%) 105 (34.7) 106 (32.8)

anti-TNF 33 (10.9) 44 (13.6)

aIn BE SURE, BKZ-randomised patients were allocated at baseline to either BKZ Q4W throughout the trial, 
or to switch from Q4W to Q8W at Week 16;4 bAt Week 16 in BE RADIANT, patients randomised to BKZ Q4W 
treatment were re-randomised to BKZ Q4W or Q8W (1:2 allocation ratio; re-randomisation was added via 
protocol amendment after 83 patients had already completed Week 16, roughly half of whom were initially 
randomised to BKZ and continued Q4W without re-randomisation);3 cBE RADIANT ran for 48 weeks and 
BE SURE ran for 56 weeks; the last Week 48 visit for BE RADIANT was May 6th 2020 and the last Week 56 
visit for BE SURE was February 26th 2020;3,4 dDose switch: BE RADIANT OLE Week 16 or next scheduled 
visit, dose switch added via protocol amendment; BE BRIGHT OLE Week 24, for patients achieving PASI 90 
at investigator discretion.

 
N=692

All BKZ-
randomised 

patients

<PASI 90

≥PASI 90

BKZ 320 mg Q4W
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BKZ 
320 mg Q8W

1:1

BE BRIGHT

BE RADIANT Dose switchd

2–5 
weeks

Baseline Week 16a,b

OLE Week 0
(Week 48/56)c

OLE Week 16/24d

(Week 64/80)
OLE Week 48

(Week 96/104)

BE BRIGHT and BE RADIANT 
(open-label extension)

Initial 
treatment 

period
Maintenance period Open-label treatment periodScreening

Dose switchd

BE SURE and BE RADIANT 
(pooled, double-blinded)

BKZ 
320 mg Q4W

Table 1 Baseline characteristics 

Figure 2 Tools used to assess disease severityFigure 3 Complete regional clearance of scalp,
nail, or palmoplantar psoriasis over  
2 years (mNRI, NRI, OC)
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A) �Scalp IGA 0 in patients with baseline scalp IGA ≥3

B) �pp-IGA 0 in patients with baseline pp-IGA ≥3

C) �mNAPSI 0 in patients with baseline mNAPSI >10

Conclusions
Complete and sustained clearance of scalp and palmoplantar psoriasis 
was achieved in a high percentage of BKZ-treated patients over two 
years, regardless of dosing regimen. 

Complete nail clearance increased through the first year of BKZ 
treatment, reflective of the longer timescale required for nail growth 
and repair, and was largely sustained through the second year, 
regardless of dosing regimen.

There are a high proportion of missing values that do not follow discontinuation due to lack of efficacy 
and are therefore not classified as non-responders for mNRI. a64 weeks’ treatment for those entering the 
BE RADIANT OLE; 80 weeks’ treatment for those entering the BE BRIGHT OLE from BE SURE; b96 weeks’ 
treatment for those entering the BE RADIANT OLE; 104 weeks’ treatment for those entering the BE BRIGHT 
OLE from BE SURE.
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Complete regional clearance in high-impact areas to Year 2 
(by maintenance/OLE dose)

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

N=209

N=241

Scalp IGA 0 (mNRI) mNAPSI 0 (mNRI)

pp-IGA 0 (NRI)
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Complete clearance of scalp, nail, and 
palmoplantar psoriasis was achieved by a 
high percentage of BKZ-treated patients and 
responses were generally sustained through 
to the end of two years’ treatment.
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pp-IGA mNAPSI

Scalp IGA

• Range 0 to 130 (0 to 13 per fingernail):

- 0–3 for onycholysis, nail plate
crumbling, and pitting

- 0 or 1 for leukonychia, nail bed
hyperkeratosis, splinter
haemorrhages, and red spots in
the lunula

• Score of 0 = clear nails

• Analysis includes patients scoring >10
(total across all nails) at baseline

• Analysis includes patients scoring 3 (moderate)
or 4 (severe) at baseline

• Analysis includes patients scoring 3 (moderate)
or 4 (severe) at baseline
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