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Summary

AUC: area under the curve; biologic-naïve: biologic disease-modifying antirheumatic drug-naïve; BKZ: bimekizumab; BSA: body surface area; NRI: non-responder imputation; OLE: open-label extension; PASI: Psoriasis Area and Severity Index;  
PASI100: 100% improvement from baseline in PASI; PBO: placebo; PsA: psoriatic arthritis; PsAID-12: PsA Impact of Disease-12; SD: standard deviation; TNFi-IR: prior inadequate response or intolerance to tumour necrosis factor inhibitors; Q2W: every 2 weeks; Q4W: every 4 weeks.
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The number of patients with BSA ≥3% at baseline considered in this analysis are shown. Disposition data are 
presented for the overall trial population. [a] BE OPTIMAL also included a standard-of-care reference arm 
(adalimumab 40 mg Q2W); data not shown; [b] Completion rates include patients that completed to Week 
52/104 in BE OPTIMAL and Week 52/88 in BE COMPLETE not on randomised treatment; not including 1 
ongoing patient at Week 88 in BE COMPLETE. There were no ongoing patients in BE OPTIMAL at Week 104.
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Objective
To assess how achieving complete skin clearance (100% 
improvement from baseline in Psoriasis Area and Severity 
Index [PASI100]) in patients with psoriatic arthritis (PsA) and 
baseline psoriasis treated with bimekizumab (BKZ) influences 
patient-reported disease impact over 2 years, using the PsA 
Impact of Disease-12 (PsAID-12) questionnaire and area 
under the curve (AUC) analyses.

Conclusions
In biologic-naive and TNFi-IR patients with PsA and 
baseline psoriasis, complete skin clearance at Week 16 
of bimekizumab treatment was associated with greater 
cumulative benefit on patient-reported disease impact over 
2 years of treatment.

Introduction
•	 Control of inflammation to reduce symptoms and disease impact 

is an important treatment goal for patients with psoriatic disease.1–3

•	 The patient-reported PsAID-12 questionnaire assesses the 
impact of PsA on 12 physical, social, and psychological 
domains; scores for each domain range from 0–10 with higher 
scores indicating worse status.4,5

•	 One of the PsAID-12 single-item domains specifically examines 
the severity of skin problems due to PsA, including itching, in 
the prior week.4

Methods
•	 This post hoc analysis examined patients with PsA  

and psoriasis (≥3% body surface area [BSA]) at baseline in 
the phase 3 trials BE OPTIMAL (NCT03895203; biologic 
disease-modifying antirheumatic drug-naïve [biologic-naïve]), 
BE COMPLETE (NCT03896581; tumour necrosis factor inhibitor 
inadequate response/intolerance [TNFi-IR]), and the open-label 
extension (OLE) BE VITAL (NCT04009499) (Figure 1).6

•	 Only patients randomised to BKZ 160 mg every 4 weeks at 
baseline were included in this analysis; patients were grouped 
based on achievement of complete skin clearance (PASI100) 
at Week 16.

•	 The PsAID-12 questionnaire was administered up to Week 104 
in BE OPTIMAL and Week 88 in BE COMPLETE.

•	 Proportion of patients achieving PsAID-12 remission/low 
disease impact of the total score (≤1.95) or skin domain score 
(≤2),5 are reported at Weeks 16, 52 and 104 for BE OPTIMAL 
patients and Weeks 16, 40 and 88 for BE COMPLETE.

•	 Cumulative benefit on disease impact, assessed using 
remission/low disease impact in PsAID-12 total score and skin 
domain,5 were estimated using AUC through Week 104/88 
(biologic-naïve/TNFi-IR).

	– AUC0–104/88 was used to calculate the estimated number of 
days, and subsequently percent of the study period, during 
which patients were in PsAID-12 remission/low disease 
impact (Figure 2).

•	 Missing data were imputed using non-responder imputation (NRI).

Results
•	 At Week 16, 103/217 (47.5%) biologic-naïve and 103/176 (58.5%) 

TNFi-IR patients with baseline BSA ≥3% achieved PASI100; 
mean absolute PASI and PASI100 response rate at Week 16 are 
presented in the Table.

•	 At Week 104/88 (biologic-naïve/TNFi-IR), a higher proportion 
of Week 16 PASI100 responders achieved PsAID-12 total 
score remission/low disease impact than Week 16 PASI100 
non-responders (Figure 3).

•	 A similar trend was observed for PsAID-12 skin  
domain remission/low disease impact at Week 104/88 
(biologic-naive/TNFi-IR; Figure 4).

•	 The cumulative number of days over a period of up to 2 years 
(AUC0–104/88; biologic-naive/TNFi-IR) in remission/low disease 
impact for Week 16 PASI100 responders was greater than for 
non-responders for PsAID-12 total score (Figure 3) and skin 
domain (Figure 4).

•	 Up to 2 years of BKZ treatment, patients with PsA and baseline 
psoriasis achieving complete skin clearance (PASI100) at Week 
16 experienced approximately 3−4 more cumulative months in 
PsAID-12 total score or skin domain remission/low disease impact 
than those not achieving complete skin clearance at Week 16.

Screening Double-blind period Active treatment-blind period Open-label period (BE VITAL)

Baseline Week 16

Primary endpoint ACR5014–35 days

Week 52 Week 104

N=712
2:3a

randomisation

n=281

BSA ≥3%
n=140

n=431

BSA ≥3%
n=217

770/852 
(90.4%)b

710/852 
(83.3%)b

n/N

347/400
(86.8%)b

330/400
(82.5%)b

n/N

754 (88.5%)
patients 
entered 
the OLE

Screening Double-blind period Open-label period (BE VITAL)

N=400
1:2

randomisation

n=133

BSA ≥3%
n=88

n=267

BSA ≥3%
n=176

377 (94.3%)
patients 
entered 
the OLE
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Figure 1 BE OPTIMAL, BE COMPLETE and  
BE VITAL (OLE) study designs

In patients with psoriasis involving ≥3% BSA at baseline. [a] n=104; [b] n=69.

BE OPTIMAL  
(biologic-naïve)

BE COMPLETE  
(TNFi-IR)

BKZ 160 mg Q4W

n=217

BKZ 160 mg Q4W 

n=176

Responders, n (%), NRI 103 (47.5) 103 (58.5)

Non-responders, n (%), NRI 114 (52.5) 73 (41.5)

PASI at Week 16, mean (SD), OC 1.5 (1.7)a 2.4 (3.3)b

Table Proportion of patients who were 
Week 16 PASI100 responders or 
non-responders (NRI, OC)

PASI100 responders imputed using NRI. AUC analysis was used to calculate the cumulative number of days in 
PsAID-12 remission/low disease impact; the cumulative number of days was used to calculate the percentage of 
study period based on the total study duration in days.

AUC analysis was used to estimate the cumulative number of days and % 
of study period over 2 years that PASI100 responders and non-responders 

were in PsAID-12 remission/low disease impact (AUC
0–104/88

) 

Di�erence in 
days and % of study 
period in PsAID-12 

remission/low disease 
impact between the 

two groupsBKZ-randomised 
patients

Week 16 PASI100 
responders

Week 16 PASI100 
non-responders
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Figure 2 Method for estimating cumulative disease 
impact based on Week 16 PASI100 response

Figure 3 Patients with PsAID-12 total score remission/low disease impact to 2 years by Week 16 PASI100 
response (NRI)

In patients with psoriasis involving ≥3% BSA at baseline treated with BKZ (BE OPTIMAL: n=217; BE COMPLETE: n=176). Percentage of days manually calculated based on AUC data. Number of days and percentage of study period 
rounded to the nearest 1 decimal place. PsAID-12 total score remission/low disease impact (score ≤1.95).
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Figure 4 Patients with PsAID-12 skin domain remission/low disease impact to 2 years by Week 16 PASI100 
response (NRI)

In patients with psoriasis involving ≥3% BSA at baseline treated with BKZ (BE OPTIMAL: n=217; BE COMPLETE: n=176). Percentage of days manually calculated based on AUC data. Number of days and percentage of study period 
rounded to the nearest 1 decimal place. PsAID-12 skin domain remission/low disease impact (score ≤2).
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Complete skin clearance with BKZ at Week 16 was associated 
with greater cumulative benefits on patient-reported disease 
impact over 2 years in patients with PsA and baseline psoriasis.

Patients with complete skin clearance (PASI100) at Week 16 had a greater 
proportion of days in remission/low disease impact up to 2 years of BKZ 

treatment versus Week 16 PASI100 non-responders: 

Total and domain scores range from 0–10; higher scores 
indicate worse disease impact

Control of inflammation to reduce symptoms and disease impact is an 
important treatment goal for patients with psoriatic disease.

Cumulative days of disease impact up to 2 years of BKZ treatment 
was assessed in patients with PsA and baseline psoriasis using 

PsAID-12 and AUC analyses.

1. Pain
2. Fatigue
3. Skin problems
4. Work and/or
  leisure activities

5. Functional
        capacity
6. Discomfort
7. Sleep disturbance
8. Anxiety

9. Coping
10. Embarrassment
11. Social   
        participation
12. Depression
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48.3% 44.2%

61.1%

59.2%

76.4%

57.4%

78.0%

Week 16 PASI100 responders Week 16 PASI100 non-responders


