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Summary

BKZ: bimekizumab; DLQI: Dermatology Life Quality Index; HiSCR90: Hidradenitis Suppurativa Clinical Response defined as ≥90% reduction from baseline in the total AN count with no increase from baseline in abscess or draining tunnel count; HiSQOL: Hidradenitis Suppurativa Quality of Life; HS: hidradenitis suppurativa;  
HSSQ: HS Symptom Questionnaire; MCID: minimal clinically important difference; N/A: not applicable; OC: observed case; IL: interleukin; SD: standard deviation.
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Figure 3 Mean DLQI total scores over 2 years

Figure 4 HiSQOL total score ≤14 over 2 years

Figure 1 Patient-reported outcomes

N=556 Baseline Week 16 Year 1 Year 2

DLQI (score range: 0–30)

DLQI 0/1, % (n/N)
4.7 

(26/551)
21.3  

(117/550)
27.4 

(151/551)
33.9 

(149/439)

DLQI 4-point MCID, % (n/N) N/A
65.9 

(311/472)
71.7 

(339/473)
71.7 

(269/375)

DLQI change from baseline, 
mean (SD) n

N/A
-5.2 (5.7) 

546
-6.0 (6.0) 

547
-6.0 (6.4) 

436

HiSQOL (total score range: 0–68)

HiSQOL change from 
baseline, mean (SD) n

N/A
–12.0 (11.6) 

545
–13.9 (12.1) 

551
–14.4 (13.2) 

436

Table 1 DLQI and HiSQOL outcomes over 2 years

MCID in DLQI: improvement in DLQI total score ≥4. Only participants with a baseline DLQI score ≥4 were 
included. OC (discrete outcomes) n/N: denominator represents number of patients with non-missing data at the 
given week, and percentages are calculated accordingly.

[a] Options for answers: No problem (0); slight problem (1); moderate problem (2); very significant problem (3);  
[b] Total score effect on life: 0–1: no effect; 2–5: small effect; 6–10: moderate effect; 11–20: very large effect;  
21–30: extremely large effect; [c] The Hidradenitis Suppurativa Quality of Life (HiSQOL©) questionnaire is a 
17-item patient-reported outcome measure developed to assess HS-specific impacts on patients’ lives. A total 
score and three subscale scores (symptoms, psychosocial, and activities-adaptations) can be derived;  
[d] Additional criteria include “Not being able to do due to my HS” for questions regarding walking, exercising, 
sexual activity and work; “Not applicable” for questions regarding sexual activities and work.

HSSQ reported as mean total item score and mean percentage change from baseline. n/N reported 
for mean total item score. MCID in DLQI: improvement in DLQI total score ≥4. HiSQOL total score 
≤14: no/mild impact of HS on HRQoL.

OC, n: denominator represents number of patients with a DLQI total score assessment in the given week.

HiSQOL total score ≤14: no/mild impact of HS on HRQoL. OC, n/N: denominator represents number of patients 
with a HiSQOL total score assessment in the given week, and percentages were calculated accordingly.
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Objective
To report the impact of bimekizumab (BKZ) on health-related quality 
of life (HRQoL) and hidradenitis suppurativa (HS) symptoms in 
patients with moderate to severe HS through 2 years of treatment.

Conclusions
Patients treated with bimekizumab reported improvements in HS 
skin pain, itch, smell/odour and drainage/oozing symptoms at  
1 year that were maintained to 2 years. 

Patients treated with bimekizumab reported clinically meaningful 
improvements in HRQoL at 1 year, as assessed by both DLQI and 
the HS-specific HiSQOL, which were maintained to 2 years. 

Introduction
•	 HS is a chronic, painful, inflammatory skin disease. Debilitating 

symptoms including skin pain, itch, odour and drainage have a 
substantial negative effect on patients’ HRQoL.1–3 

•	 BKZ, a humanised IgG1 monoclonal antibody that selectively inhibits 
interleukin (IL)-17F in addition to IL-17A, has demonstrated clinical 
efficacy and improvements in patient-reported outcomes over 1 year 
in phase 3 clinical trials.4,5

Methods
•	 Data were pooled from the BE HEARD I&II studies and their 

open-label extension, BE HEARD EXT (NCT04242446, NCT04242498, 
NCT04901195).5,6

•	 Year 1 (Week 48) BE HEARD I&II completers could enrol in 
BE HEARD EXT and receive open-label 320 mg BKZ every  
2 weeks or every 4 weeks based on ≥90% HS Clinical Response 
(HiSCR90; averaged from Weeks 36, 40 and 44). 

•	 Data reported for patients randomised to BKZ from baseline in 
BE HEARD I&II who entered BE HEARD EXT (BKZ Total group).

•	 HS symptoms are reported to Year 2 (Week 96):

	– HS Symptom Questionnaire (HSSQ) mean item scores and 
percentage change from baseline for skin pain, itch, smell or 
odour and drainage or oozing (scored 0–10 on numeric rating 
scales, with ‘0’ describing no symptoms and ‘10’ describing 
symptoms as bad as you can imagine; Figure 1A).

•	 HRQoL outcomes are reported to Year 2: 

	– Dermatology Life Quality Index (DLQI) mean total score, mean 
absolute change from baseline and the proportions of patients 
reporting DLQI scores of 0/1 (no impact) and a minimal clinically 
important difference (MCID) (≥4-point improvement [reduction] 
from baseline in total score; Figure 1B). 

	– HS Quality of Life (HiSQOL) response rates (total score ≤14, 
indicating no/mild impact) and HiSQOL total score mean change 
from baseline (HS-specific HRQoL; Figure 1C).

•	 Data are reported using observed case (OC).

Results
•	 Of 1,014 total patients in the BE HEARD I&II trials, 556 patients 

randomised to BKZ at baseline in BE HEARD I&II completed Year 1 and 
entered BE HEARD EXT.

•	 The complete baseline characteristics for patients participating in the 
BE HEARD I&II trials have been reported previously.7

Impact of BKZ on HS symptoms
•	 HSSQ skin pain, itch, smell or odour and drainage or oozing mean 

scores at baseline were 5.8, 4.9, 4.6, and 5.1, respectively, indicative of 
moderate to severe symptoms (Figure 1A and Figure 2).

•	 Mean scores decreased to 2.8, 2.9, 2.6 and 2.7 at Year 1 and to 2.2, 2.6, 
2.2 and 2.2 at Year 2, indicative of milder symptom severity  
(Figure 1A and Figure 2).

Impact of BKZ on HRQoL
•	 The mean DLQI total score decreased from 11.0 at baseline to 5.0 at 

Year 1 and 4.7 at Year 2 (Figure 1B and Figure 3).

	– The proportions of patients reporting DLQI 0/1 at Year 1 and 2 
were 27.4% and 33.9%, respectively (Table 1).

	– The proportions of patients reporting DLQI MCID was 71.7% at 
Years 1 and 2 (Table 1).

•	 The proportion of patients reporting no/mild impact of HS on their HRQoL 
(HiSQOL total score ≤14) at baseline was 24.1% (Figure 1C and Figure 4). 

	– This increased to 72.8% at Year 1 and was maintained at 
Year 2 (76.8%) (Figure 4). 

	– At Year 1, the mean change from baseline in HiSQOL total score 
was –13.9, which was maintained at –14.4 at Year 2 (Table 1). 
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The impact of BKZ treatment on HS symptoms and HRQoL  
was assessed in patients with moderate to severe HS  

(BE HEARD I&II and BE HEARD EXT).

BKZ treatment resulted in meaningful improvements in 
symptoms and HRQoL in patients with moderate to severe  

HS over 2 years.

Figure 2 HSSQ mean scores by item over 2 years

The 4 HSSQ items evaluate participants’ perceptions of HS symptoms (skin pain, itch, smell or odour, drainage 
and oozing) over the past 7 days using an 11-point numeric rating scale with ‘0’ indicating no symptom and ‘10’ 
for symptom as bad as you can imagine. OC: n numbers represent the number of participants completing the 
assessment in the given week.
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