
Figure 1 Proportion of patients reporting oral candidiasis TEAEs up to 4 yearsa

Figure 2 Time to first occurrence of oral candidiasis TEAEs up to 4 yearsa,b
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BKZ Total 
(N=1,722)

BKZ Q4W/Q8W 
(N=289)

BKZ Total 
(N=238)

BKZ Q4W/Q8W 
(N=43)

Age (years), mean (SD) 45.1 (13.7) 44.0 (14.0) 47.6 (13.6) 49.5 (14.5)

Sex, male, n (%) 1,200 (69.7) 206 (71.3) 172 (72.3) 30 (69.8)

Racial group, white, n (%) 1,443 (83.8) 270 (93.4) 210 (88.2) 42 (97.7)

Weight (kg), mean (SD) 90.0 (21.9) 89.6 (20.9) 85.4 (19.6) 86.0 (18.8)

BMI (kg/m2), mean (SD) 30.1 (6.8) 29.6 (6.4) 28.3 (5.8) 28.5 (5.1)

Duration of psoriasis (years), mean (SD) 17.6 (12.3) 18.3 (12.1) 18.7 (12.5) 19.9 (12.5)

Prior systemic therapy, n (%) 1,297 (75.3) 217 (75.1) 191 (80.3) 32 (74.4)

Prior biologic therapy, n (%) 640 (37.2) 102 (35.3) 89 (37.4) 12 (27.9)

Anti-TNF 268 (15.6) 41 (14.2) 39 (16.4) 2 (4.7)

Anti-IL-17 329 (19.1) 49 (17.0) 57 (23.9) 9 (20.9)
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Summary

BKZ: bimekizumab; BMI: body mass index; IL: interleukin; OLE: open-label extension; PY: patient-years; Q4W: every 4 weeks; Q8W: every 8 weeks; SD: standard deviation; TEAE: treatment-emergent adverse event; TNF: tumour necrosis factor.
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Incidence rate per 100 PY 
n (%)

BKZ Total 
(N=2,186)

BKZ Q4W/Q8W 
(N=374)

Any TEAE
8.9  

464 (21.2)
8.3 

85 (22.7)

Serious TEAEs 0 0

Discontinuation due to TEAEs
0.1 

8 (0.4)
0

Severe TEAEs
0.1 

9 (0.4)
0.1 

1 (0.3)

[a] Data were pooled over 4 years from BE BRIGHT (final data) and 3 years from BE RADIANT (final data); [b] Grey area represents the first year of BKZ treatment.

[a] Data were pooled over 4 years from BE BRIGHT (final data) and 3 years from BE RADIANT (final data).
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Objective
To report long-term oral candidiasis rates in bimekizumab 
(BKZ)-treated patients with moderate to severe plaque 
psoriasis up to 4 years.

Conclusions
Up to 4 years, around 79% of bimekizumab-treated patients 
did not experience any oral candidiasis treatment-emergent 
adverse events. Among patients who did experience oral 
candidiasis, most had one or two events. Almost all (>99%) 
events were mild/moderate in severity, and very few led to 
study discontinuation.

Introduction
•	 Interleukin (IL)-17A/F pathways are involved in protection against 

fungal infections.1

•	 In patients with moderate to severe plaque psoriasis, the use of 
IL-17 inhibitors has been associated with increased risk of fungal 
infections, particularly Candida infections;1 exploring recurrence 
rates and timing of infections may aid in understanding and 
improving patient outcomes.

•	 BKZ selectively inhibits both IL-17A and IL-17F;2 it is important 
to understand how long-term BKZ treatment impacts oral 
candidiasis rates. Ensuring both dermatologists and patients 
are well-informed enables proactive monitoring and timely 
intervention for oral candidiasis, improving overall patient care 
and outcomes.3

Methods
•	 Final data were pooled from the 52-week BE VIVID, 56-week 

BE SURE and BE READY studies, their open-label extension (OLE), 
BE BRIGHT (4-year data) and BE RADIANT (3-year data; 48-week 
double-blinded period and 96-week OLE).4–8

	– Patients received BKZ 320 mg every 4 weeks (Q4W) to 
Week 16, then Q4W or every 8 weeks (Q8W) into the OLE 
(BKZ Total); all patients received BKZ Q8W from Week 64 
(BE RADIANT)/OLE Week 48 (BE BRIGHT).7,8

	– Patients in BE VIVID, BE SURE, BE READY and BE RADIANT 
switched from ustekinumab (at Week 52), adalimumab 
(at Week 24), placebo (at Week 16) and secukinumab 
(at Week 48), respectively, to BKZ.

•	 Incidence rates per 100 patient-years (PY) of oral candidiasis 
treatment-emergent adverse events (TEAEs) are reported 
for all patients who received ≥1 BKZ dose (BKZ Total), as well 
as those who received BKZ Q4W/Q8W. Rates of recurrence 
of oral candidiasis (defined as ≥2 events) and the antifungal 
treatments used are also presented.

	– The subgroup of patients who received BKZ Q4W to Week 16 
then Q8W thereafter (BKZ Q4W/Q8W), the approved dosing 
regimen for most patients with psoriasis,9 were also analysed.

Results
•	 Up to 4 years (N=2,186), the incidence rate of Candida infections 

was 10.4/100 PY. Most cases were oral candidiasis (8.9/100 PY); 
99.1% were mild/moderate, with no serious cases reported (Table 1). 

	– Out of 2,186 patients, eight discontinued treatment due to 
oral candidiasis. One of these was a severe case and six were 
recurrent cases. In the BKZ Q4W/Q8W subgroup, there were 
no discontinuations, with one severe case.

•	 Baseline characteristics were generally comparable between 
patients with no oral candidiasis and those with recurrent 
oral candidiasis (Table 2).

•	 Of patients who received BKZ, 78.8% had no oral candidiasis 
TEAEs up to 4 years. In patients with one or more oral candidiasis 
TEAE, most patients during the study period had one (10.3%) or 
two (5.4%) events; 2.1% had three, 1.7% had four and 1.8% had five 
or more (Figure 1).

•	 Among patients who had oral candidiasis TEAEs, 71.1% 
experienced their first occurrence within the first year of BKZ 
treatment, after which the cumulative rate of first occurrence 
increased at a slower rate (Figure 2).

•	 For all patients with oral candidiasis, most cases were treated 
with nystatin and/or fluconazole. The median duration of 
antifungal treatment was 13.0 (interquartile range: 19.0) days.

•	 Data were similar for the BKZ Q4W/Q8W subgroup of patients.

Table 2 Baseline characteristics

Table 1 Incidence of oral candidiasis TEAEs

Up to 4 years of bimekizumab treatment:

The incidence rate of oral candidiasis was 
8.9/100 patient-years, and 78.8% of patients 

did not have oral candidiasis

Almost all (99.1%) oral candidiasis events 
were mild/moderate

Most cases were treated with nystatin 
and/or fluconazole

8 out of 2,186 patients discontinued  
bimekizumab due to oral candidiasis


