
Objective
To report the impact of bimekizumab (BKZ) on  
patient-reported outcomes (PROs) in patients with 
moderate to severe hidradenitis suppurativa (HS) from  
the phase 3 BE HEARD I&II studies.

Introduction
• HS is a chronic, painful inflammatory skin disease which has 

a substantial negative effect on patients’ quality of life.1,2

• BKZ, a humanised IgG1 monoclonal antibody that 
selectively inhibits interleukin (IL)-17F in addition to IL-17A, 
has demonstrated clinical efficacy in phase 3 clinical trials.3,4

• Here, we report the impact of BKZ on PROs in patients 
with moderate to severe HS through Week 48.

Methods
• Pooled data from two identically designed, randomised, 

double-blinded, placebo (PBO)-controlled, multicentre 
trials (BE HEARD I&II) included an initial (Weeks 0–16) and 
maintenance (Weeks 16–48) treatment period (Figure 1).3

• HS Symptom Questionnaire (HSSQ) symptom item 
mean scores (range: 0 [‘no symptom’] to 10 [‘symptom as 
bad as you can imagine’], on a numeric rating scale) are 
reported to Week 48 for all items: skin pain, itch, smell or 
odour and drainage or oozing.

• Proportions of patients achieving minimal clinically 
important difference (MCID) for Dermatology Life 
Quality Index (DLQI; scored 0–30; improvement from 
baseline score ≥4) are reported at Week 16 and Week 48.

• DLQI domain scores are reported at baseline, Week 16 
and Week 48 across six subdomains: symptoms and 
feelings, daily activities, leisure, personal relationships 
(scored: 0–6), work and school, and treatment  
(scored: 0–3). 

• Data are reported as observed case (OC).

Results
Baseline demographics

• Overall, 1,014 patients were randomised to BKZ or PBO 
(Figure 1).

• Across treatment arms, baseline demographics and 
baseline scores within each of the HSSQ items and DLQI 
domains were comparable (Table 1, Figure 2, Figure 3).

Impact of BKZ on PROs

• At Week 16, greater improvements (i.e. score reductions) 
from baseline over time were observed in each HSSQ 
symptom item in patients treated with BKZ vs PBO (Figure 2).

 – From Weeks 16–48, HSSQ item scores were 
substantially reduced in PBO switchers, with further 
slight numerical decreases observed in those treated 
with BKZ from baseline (Figure 2).

• At Week 16, greater improvements (i.e. score reductions) 
from baseline across DLQI domains were seen in patients 
treated with BKZ vs PBO (Figure 3).

 – DLQI domain scores were markedly reduced from 
Weeks 16–48 in Week 16 PBO switchers, with further 
numerical improvements observed in those treated 
with BKZ from baseline (Figure 3).

• At Week 16, MCID in DLQI was achieved in a greater 
proportion of patients treated with BKZ vs PBO (Figure 4).

 – At Week 48, the proportion of patients treated with 
BKZ from baseline achieving MCID in DLQI increased 
further numerically, with Week 16 PBO switchers 
attaining similar proportions (Figure 4).

Conclusions
Bimekizumab-treated patients demonstrated clinically 
meaningful improvements in HRQoL and HS symptoms 
from baseline to Week 16, with improvements maintained 
or further improved to Week 48. 
 
Patients who switched from placebo to bimekizumab at 
Week 16 achieved similar improvements to Week 48 as 
those who received bimekizumab from baseline. 
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Summary

AN: abscess and inflammatory nodule; BKZ: bimekizumab; DLQI: Dermatology Life Quality Index; DT: draining tunnel; HS: hidradenitis suppurativa; HSSQ: HS Symptom Questionnaire; IL: interleukin; MCID: minimal clinically important difference; OC: observed case; PBO: Placebo; PRO: patient-reported outcome; SD: standard deviation; SE: standard error; Q2W: every 2 weeks; Q4W: every 4 weeks.
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Figure 1 Study design

At baseline, 1,014 patients with moderate to severe HS were randomised 2:2:2:1 to BKZ 320 mg Q2W to Week 48, BKZ 320 mg Q4W to Week 48, BKZ 320 mg Q2W to Week 16 then BKZ 320 mg Q4W to Week 48, or PBO to Week 16 
then BKZ 320 mg Q2W to Week 48.
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Figure 3 DLQI domain scores at baseline, Week 16 
and Week 48 (OC)
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MCID in DLQI is defined as a ≥4-point improvement (reduction) from baseline in DLQI Total score, in patients 
with a baseline score of ≥4. Across treatment groups, the total number of patients with a baseline total score in 
DLQI of ≥4 was as follows: BKZ Q2W/Q2W: 249; BKZ Q2W/Q4W: 247; BKZ Q4W/Q4W: 245; PBO/BKZ Q2W: 125. 
OC n/Nsub denominator represents number of patients with a DLQI Total score assessment in the given week, 
and percentages were calculated accordingly.

Figure 4 Proportion of patients achieving MCID for 
DLQI at Week 16 and Week 48 (OC) 
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Over 48 weeks, patients treated with BKZ 
showed clinically meaningful improvements 
in patient-reported outcomes:

Health-related 
quality of life by 

DLQI

HS symptoms 
by HSSQ

Figure 2 HSSQ mean scores by item at baseline, 
Week 16 and Week 48 (OC)

BKZ 320 mg 
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N=288
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N=292
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Q4W/Q4W 

N=288

PBO/BKZ 
320 mg 
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Age (years), mean ± SD 36.8 ± 12.4 37.0 ± 12.4 35.8 ± 11.6 37.3 ± 12.8

Sex, female, n (%) 152 (52.8) 174 (59.6) 175 (60.8) 75 (51.4)

BMI (kg/m2), mean ± SD 32.7 ± 8.6 32.7 ± 7.9 33.8 ± 7.9 33.1 ± 8.3

Racial group, white, n (%) 232 (80.6) 233 (79.8) 224 (77.8) 119 (81.5)

Weight (kg), mean ± SD 96.7 ± 25.6 95.9 ± 24.0 99.0 ± 23.6 97.5 ± 24.3

Duration of HS (years),  
mean ± SD 7.6 ± 7.4 8.3 ± 7.7 7.3 ± 7.3 9.8 ± 9.4

AN count, mean ± SD 14.7 ± 11.6 17.2 ± 16.8 17.7 ± 20.9 14.4 ± 10.0

DT count, mean ± SD 3.8 ± 4.4 3.8 ± 4.4 3.3 ± 4.1 3.4 ± 3.8

Hurley Stage, n (%)

II 166 (57.6) 160 (54.8) 160 (55.6) 79 (54.1)

III 122 (42.4) 132 (45.2) 128 (44.4) 67 (45.9)

DLQI Total score,  
mean ± SD 11.2 ± 6.5 10.8 ± 6.7 11.7 ± 7.4 12.2 ± 7.1

HSSQ symptom item 
scores, mean ± SE

Skin pain 5.8 ± 0.1 5.8 ± 0.1 5.8 ± 0.1 5.8 ± 0.2

Itch 4.9 ± 0.2 4.8 ± 0.2 5.1 ± 0.2 5.0 ± 0.2

Smell or odour 4.6 ± 0.2 4.6 ± 0.2 4.7 ± 0.2 4.7 ± 0.3

Drainage or oozing 5.0 ± 0.2 5.1 ± 0.2 5.0 ± 0.2 5.1 ± 0.2

Baseline antibiotic use, 
n (%) 29 (10.1) 28 (9.6) 18 (6.3) 11 (7.5)

Table 1 Baseline characteristics

Randomised pooled set; baseline characteristics evaluated at Week 0.
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The total number of patients initially randomised to each treatment group were as follows: BKZ Q2W/Q2W: 288;  
BKZ Q2W/Q4W: 292; BKZ Q4W/Q4W: 288; PBO/BKZ Q2W: 146. The variable ‘n’ represents the number of patients 
undertaking DLQI assessment at each timepoint across treatment arms. Symptoms and feelings, daily activities, leisure 
and personal relationships domains are scored 0–6; work and school, and treatment subdomains are scored: 0–3.

The total number of patients initially randomised to each treatment group were as follows: BKZ Q2W/Q2W: 288;  
BKZ Q2W/Q4W: 292; BKZ Q4W/Q4W: 288; PBO/BKZ Q2W: 146. The variable ‘n’ represents the number of 
patients undertaking HSSQ assessment at each timepoint across treatment arms.

n-values for HSSQ 
assessment:
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Q2W

Baseline 285 284 285 144
Week 16 256 262 257 135
Week 48 203 209 193 101


