
Objective
To report 2-year interim results from a phase 2b dose-ranging study 
and open-label extension (OLE) of bimekizumab (BKZ) in patients 
with psoriatic arthritis (PsA).

Background
• PsA is a chronic, systemic immune-mediated inflammatory disease that 

occurs in as many as 25% of patients with psoriasis.1 In a meta-analysis of 
data for patients with PsA, only ~35% achieved minimal disease activity 
(MDA) with currently available therapies.2

• BKZ, a monoclonal antibody that selectively neutralizes both interleukin 
(IL)-17A and IL-17F, has shown clinical improvements in joint and skin 
outcomes over 48 weeks in patients with active PsA.3

• Interim efficacy and safety outcomes of BKZ treatment were assessed over 
108 weeks (Figure 1).3

Methods
Study Design and Patients
• BE ACTIVE was a phase 2b, dose-ranging study (NCT02969525) with an 

ongoing OLE (NCT03347110) (Figure 1).3

• Eligible patients were aged ≥18 years with diagnosis of active PsA, 
symptoms for ≥6 months duration, and before entering the OLE 
completed 48 weeks of BKZ treatment in the dose-ranging study.3

Study Assessments
• Data are reported to Week 108 for patients initially randomized to  

BKZ 160 mg every 4 weeks (Q4W), 160 mg with 320 mg loading dose 
Q4W, or 320 mg Q4W, and who received ≥1 dose BKZ. 

• Efficacy variables reported here include American College of 
Rheumatology (ACR) 20/50/70, complete skin clearance (body  
surface area [BSA]=0%), MDA, and enthesitis/dactylitis resolution.

 – Patients with PsA are considered in MDA when they meet 5 out of 7 of 
the following criteria: tender joint count (TJC) ≤1, swollen joint count 
(SJC) ≤1, Psoriasis Area Severity Index (PASI) ≤1 or BSA ≤3%, patient pain 
(visual analogue scale [VAS] ≤15), patient global activity (VAS ≤20), Health 
Assessment Questionnaire (HAQ) ≤0.5, and tender enthesial points ≤1.

• Efficacy measurements from baseline are reported to allow subsequent 
determination of ACR response criteria.

• Rates of treatment-emergent adverse events (TEAEs) were reported for all 
patients who received ≥1 dose of BKZ (Safety Set).

Results
Efficacy Outcomes
• Baseline characteristics were comparable across treatment arms (Table 1).

• Over 108 weeks of BKZ treatment, improvements were observed across all 
reported efficacy outcomes, including ACR50 (non-responder imputation 
[NRI]: 53.7%; Figure 2), and additional joint and skin outcomes (Figure 3).

• MDA was achieved in 51.2% of patients and >50% of patients reported 
dactylitis and enthesitis resolution (NRI; Figure 3B–D).

Safety
• Serious TEAEs occurred in 9.3% of patients (Table 2); no deaths or major 

adverse cardiac events were reported. Discontinuation rates due to TEAEs 
were low (18 [8.8%]).

• One incidence of moderate, non-serious collagenous/microscopic colitis 
was reported and considered unrelated to treatment. Oral candidiasis 
occurred in 7.8% of patients (no serious cases; no related discontinuations).

Iain B. McInnes,1 Joseph F. Merola,2 Philip J. Mease,3 Laura C. Coates,4 
Paulatsya Joshi,5 Jason Coarse,6 Barbara Ink,5 Christopher T. Ritchlin7

ACR: American College of Rheumatology; anti-TNF: anti-tumor necrosis factor; BKZ: bimekizumab; BSA: body surface area; EAER/100 PY: exposure-adjusted event rate per 100 patient-years; FAS: full analysis set; HAQ: Health Assessment Questionnaire; hs-CRP: high sensitivity C-reactive protein; IL: interleukin; LD: loading dose; MDA: minimal disease activity; MTX: methotrexate; NRI: non-responder imputation; OC: observed case; OLE: open-label extension;  
PASI: Psoriasis Area Severity Index; Q4W: every four weeks; SD: standard deviation; SFU: safety follow-up; SJC: swollen joint count; SS: safety set; TEAE: treatment-emergent adverse event; TJC: tender joint count; VAS: visual analogue scale.

Figure 1 Study design 
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Conclusions
BKZ shows long-term efficacy for joint and skin manifestations of 
PsA with >50% patients achieving high thresholds of disease control 
(ACR50, BSA 0%, MDA) after 108 weeks’ treatment. BKZ was  
well-tolerated, reflecting previous studies.3
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Figure 2 ACR outcomes at Week 108

aDue to a data collection error, PASI scores were not collected for all patients with BSA ≥3% at baseline of BE ACTIVE as intended. As such, BSA=0% has been used as a surrogate of complete clearance as it was collected more frequently; 
bMDA achievement of 5/7 of the following criteria: TJC ≤1, SJC ≤1, PASI ≤1 or BSA ≤3%, patient pain (VAS ≤15), patient global activity (VAS ≤20), HAQ ≤0.5, and tender entheseal points ≤1; cData from Week 120; dResolution from patients with 
dactylitis at baseline. Leeds Dactylitis Index=0; eResolution from patients with enthesitis at baseline. Maastricht Ankylosing Spondylitis Enthesitis Index=0.
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Figure 3 Other efficacy outcomes at Week 108

A) Complete skin clearance (BSA=0%)a

Table 1 Demographics and baseline characteristics 

BKZ 160 mga 
(n=82)

BKZ 320 mgb 
(n=41)

BKZ totala,b 
(N=123)

Age, years, mean (SD) 48.5 (12.3) 50.4 (12.1) 49.2 (12.2)

Gender, female, n (%) 48 (58.5) 18 (43.9) 66 (53.7)

Weight, kg, mean (SD) 82.3 (18.4) 86.8 (19.6) 83.8 (18.9)

TJC, mean (SD) 19.9 (13.8) 25.4 (18.5) 21.7 (15.7) 

SJC, mean (SD) 10.7 (8.0) 12.1 (9.4) 11.2 (8.4)

hs-CRP, mg/L, mean (SD) 11.9 (17.3) 12.5 (15.6) 12.1 (16.7)

Psoriasis BSA <3%, n (%) 28 (34.1) 14 (34.1) 42 (34.1)

Dactylitis, n (%) 27 (32.9) 14 (34.1) 41 (33.3)

Enthesitis, n (%) 45 (54.9) 23 (56.1) 68 (55.3)

Prior anti-TNF therapy, n (%) 15 (18.3) 8 (19.5) 23 (18.7)

Concomitant MTX 57 (69.5) 26 (63.4) 83 (67.5)

Baseline characteristics reported from the start of the double-blind period. aBKZ 160 mg patients received this dose 
continuously to Week 108 (includes those originally assigned to 160 mg with loading dose); bBKZ 320 mg patients 
were dose-reduced to 160 mg at OLE entry.

Safety (SS)   
n (%) [EAER/100 PY]

BKZ 160 mga 
(n=198)

BKZ 320 mga 
(n=80)

BKZ totala,b 
(N=204)

Any TEAEs
163 (82.3) 

[160.9]
57 (71.3) 
[299.8]

179 (87.7) 
[181.1]

Serious TEAEs 19 (9.6) [4.8] 0 19 (9.3) [4.1]

Discontinuations due to TEAEsc 16 (8.1) 2 (2.5) 18 (8.8)

Drug-related TEAEs 72 (36.4) 29 (36.3) 92 (45.1)

Severe TEAEs 11 (5.6) 2 (2.5) 13 (6.4)

Deaths 0 0 0

TEAEs of special interest

Candida infections 18 (9.1) [8.5] 5 (6.3) [9.3] 22 (10.8) [8.5]

Oral candidiasis 12 (6.1) [6.0] 4 (5.0) [6.2] 16 (7.8) [5.9]

Opportunistic infectionsd 2 (1.0) [0.7] 1 (1.3) [1.6] 3 (1.5) [0.8]

Malignanciese 3 (1.5) [0.9] 1 (1.3) [1.6] 4 (2.0) [1.0]

Major adverse cardiac events 0 0 0

Neutropenia 3 (1.5) [0.7] 1 (1.3) [1.6] 4 (2.0) [0.8]

Suicidal and self-injurious behaviour 1 (0.5) [0.2] 0 1 (0.5) [0.2]

Hypersensitivity 25 (12.6) [7.6] 2 (2.5) [3.1] 26 (12.7) [6.9]

Any hepatic events 20 (10.1) [8.5] 6 (7.5) [18.6] 25 (12.3) [9.7]

Increased alanine aminotransferase 9 (4.5) [2.5] 3 (3.8) [4.7] 11 (5.4) [2.8]

Increased aspartate aminotransferase 7 (3.5) [1.6] 2 (2.5) [4.7] 8 (3.9) [2.0]

Increased y-glutamyltransferase 6 (3.0) [1.6] 2 (2.5) [3.1] 7 (3.4) [1.8]

Increased hepatic enzymes 2 (1.0) [0.5] 1 (1.3) [4.7] 3 (1.5) [1.0]3 (1.5) [1.0]

Other TEAEs reported in ≥7% of patients

Nasopharyngitis 25 (12.6) [7.1] 11 (13.8) [17.1] 34 (16.7) [8.9]

Upper respiratory tract infection 25 (12.6) [7.6] 8 (10.0) [15.5] 31 (15.2) [8.7]

Pharyngitis 13 (6.6) [3.5] 7 (8.8) [10.9] 17 (8.3) [4.3]

Bronchitis 15 (7.6) [3.9] 3 (3.8) [4.7] 17 (8.3) [4.0]

Sinusitis 12 (6.1) [3.2] 4 (5.0) [9.3] 15 (7.4) [4.0]

Table 2 Safety at Week 108

aDose received at TEAE onset (patients may be counted in multiple columns); bIncludes patient time on BKZ 16 mg;  
cDefined as permanent withdrawal of study medication due to TEAEs; dLocalized fungal events defined as 
opportunistic infections by internal company conventions; eIncludes neoplasms benign, malignant, and unspecified.

B) MDAb,c C) Dactylitis resolutiond D) Enthesitis resolutionc,e
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