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Disclaimer & Safe harbor

This document contains forward-looking statements, including, without limitation, statements containing the words “potential”, “believes”, “anticipates”, “expects”, “intends”, “plans”, “seeks”, 
“estimates”, “may”, “will”, “continue” and similar expressions. These forward-looking statements are based on current plans, estimates and beliefs of management. All statements, other than 
statements of historical facts, are statements that could be deemed forward-looking statements, including estimates of revenues, operating margins, capital expenditures, cash, other financial 
information, expected legal, arbitration, political, regulatory or clinical results or practices and other such estimates and results. By their nature, such forward-looking statements are not guaranteeing 
future performance and are subject to known and unknown risks, uncertainties, and assumptions which might cause the actual results, financial condition, performance or achievements of UCB, or 
industry results, to be materially different from any future results, performance, or achievements expressed or implied by such forward-looking statements contained in this document. 

Important factors that could result in such differences include but are not limited to: global spread and impacts of wars, pandemics and terrorism, the general geopolitical environment, climate 
change, changes in general economic, business and competitive conditions, the inability to obtain necessary regulatory approvals or to obtain them on acceptable terms or within expected timing, 
costs associated with research and development, changes in the prospects for products in the pipeline or under development by UCB, effects of future judicial decisions or governmental 
investigations, safety, quality, data integrity or manufacturing issues, supply chain disruption and business continuity risks; potential or actual data security and data privacy breaches, or disruptions 
of our information technology systems, product liability claims, challenges to patent protection for products or product candidates, competition from other products including biosimilars or disruptive 
technologies/business models, changes in laws or regulations, exchange rate fluctuations, changes or uncertainties in tax laws or the administration of such laws, and hiring,  retention and 
compliance of its employees. There is no guarantee that new product candidates will be discovered or identified in the pipeline, or that new indications for existing products will be developed and 
approved. Movement from concept to commercial product is uncertain; preclinical results do not guarantee safety and efficacy of product candidates in humans. So far, the complexity of the human 
body cannot be reproduced in computer models, cell culture systems or animal models. The length of the timing to complete clinical trials and to get regulatory approval for product marketing has 
varied in the past and UCB expects similar unpredictability going forward. Products or potential products which are the subject of partnerships, joint ventures or licensing collaborations may be 
subject to disputes between the partners or may prove to be not as safe, effective or commercially successful as UCB may have believed at the start of such partnership. UCB’s efforts to acquire 
other products or companies and to integrate the operations of such acquired companies may not be as successful as UCB may have believed at the moment of acquisition. Also, UCB or others could 
discover safety, side effects or manufacturing problems with its products and/or devices after they are marketed. The discovery of significant problems with a product similar to one of UCB’s products 
that implicate an entire class of products may have a material adverse effect on sales of the entire class of affected products. Moreover, sales may be impacted by international and domestic trends 
toward managed care and health care cost containment, including pricing pressure, political and public scrutiny, customer and prescriber patterns or practices, and the reimbursement policies 
imposed by third-party payers as well as legislation affecting biopharmaceutical pricing and reimbursement activities and outcomes. Finally, a breakdown, cyberattack or information security breach 
could compromise the confidentiality, integrity and availability of UCB’s data and systems.

Given these uncertainties, the public is cautioned not to place any undue reliance on such forward-looking statements. These forward-looking statements are made only as of the date of this 
document, and do not reflect any potential impacts from the evolving event or risk as mentioned above as well as any other adversity, unless indicated otherwise. The company continues to follow 
the development diligently to assess the financial significance of these events, as the case may be, to UCB.

UCB expressly disclaims any obligation to update any forward-looking statements in this document, either to confirm the actual results or to report or reflect any change in its forward-looking 
statements with regard thereto or any change in events, conditions or circumstances on which any such statement is based, unless such statement is required pursuant to applicable 
laws and regulations.
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Antje Witte
Head of Investor Relations, UCB

Welcome

Fiona du Monceau
Executive Vice President, Head of Patient 

Evidence
Introduction

Professor John Ingram 
MA MSc DM(Oxon) FRCP(Derm) FAcadMEd, 

Clinical Professor & Consultant 
Dermatologist Division of Infection & 

Immunity Cardiff University

Bimekizumab Efficacy and Safety Through 3 Years in Patients With 
Hidradenitis Suppurativa

Dr Amit Garg
Professor & Founding Chair, Department of 
Dermatology, Zucker School of Medicine at 

Hofstra/Northwell │Professor, Center for 
Health Innovations & Outcomes Research, 

Feinstein Institutes for Medical Research

BE HEARD I&II HS Lesion Intervention Over Time 
BE HEARD I&II IHS4 by Disease Duration 

All Q&A Session
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BIMEKIZUMAB (BIMZELX®) first and only approved IL-17A and IL-17F 
inhibitor

P E R F O R M A N C E  A C R O S S  I N D I C A T I O N S

B U I L D I N G  L E A D E R S H I P  I N  H I D R A D E N I T I S  S U P P U R A T I V A  ( H S )

>50
countries approved with 
21 regulatory authorities

distinct indications 
approved1

5 >82K
patients reached2

>100K
patient years of exposure2

4

Securing HS approvals Core pillars to drive progress in HS

Revolutionize Science
Advance community knowledge of HS and its 
pathways, triggers, and treatment, through science.

Redefine Care
Ensure earlier diagnosis and optimal treatment to 
reduce progression and control symptoms. 

Restore Humanity
Put an end to the shame, stigma, and inhumanity 
that currently surrounds HS patients and their treatment. 

Gaining market share

Dynamic patient share 
>25% in 4 months

Total Biologic Dynamic 
patient share >65%

Total Biologic Dynamic 
patient share >35%

additional indications 
under study3

April 2024

September 2024

November 2024

1. psoriasis (PsO), hidradenitis suppurativa (HS) psoriatic arthritis (PsA), axial spondyloarthritis (AxSpA) [including Ankylosing Spondylitis (AS) and non-radiographic Axial Spondyloarthritis (nr-axSpA)]., 2. As of June 2025, 3. 
Palmoplantar Pustulosis (PPP), PSO in children and adolescents, HS in children and adolescents, Juvenile idiopathic arthritis.  
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Professor John Ingram 
MA MSc DM(Oxon) FRCP(Derm) 
FAcadMEd, Clinical Professor & 

Consultant Dermatologist Division 
of Infection & Immunity Cardiff 

University

Bimekizumab Efficacy and Safety 
Through 3 Years in Patients With 
Hidradenitis Suppurativa
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Speaker received a stipend as recent Editor-in-Chief of the British Journal of Dermatology and an authorship honorarium from 
UpToDate; consultant for AbbVie, Boehringer Ingelheim, Cantargia, ChemoCentryx, Citryll, Elasmogen, Engitix, Incyte, Indero, 
Insmed, Kymera Therapeutics, MoonLake Immunotherapeutics, Novartis, UCB, UNION Therapeutics and Viela Bio; co-copyright 
holder of HiSQOL©, HS Patient global assessment, and HS-IGA; his department receives income from copyright of the Dermatology 
Life Quality Instrument (DLQI) and related instruments. 

Disclosures
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Bimekizumab efficacy and safety through 
3 years in patients with hidradenitis 
suppurativa: Results from the phase 3 BE 
HEARD I&II trials and their open-label 
extension BE HEARD EXT

1Department of Dermatology & Academic Wound Healing, Division of Infection and Immunity, Cardiff University, Cardiff, UK; 
2European Hidradenitis Suppurativa Foundation (EHSF) e.V., Dessau, Germany; 3Beth Israel Deaconess Medical Center and 
Harvard Medical School, Boston, Massachusetts, USA; 4Northwell, New Hyde Park, New York, USA; 5Department of 
Dermatology, Venerology, and Allergology, St. Josef-Hospital, Ruhr-University Bochum, Bochum, Germany; 6ICH – 
International Center for Hidradenitis Suppurativa/Acne Inversa, Ruhr-University Bochum, Bochum, Germany; 7St Vincent’s 
University Hospital, Elm Park and the Charles Institute, University College Dublin, Dublin, Republic of Ireland; 8Department of 
Geriatric and Environmental Dermatology, Nagoya City University Graduate School of Medical Sciences, Nagoya, Japan; 
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University of North Carolina School of Medicine, Chapel Hill, North Carolina, USA 

Presentation Session: D1T01.2E 
(Late Breaking News)

To access the presentation, 
scan the QR code

Link expiration: 19 December 2025 



Background

OBJECTIVE: To report efficacy and safety of BKZ in patients with moderate to severe HS up to 3 years 
(148 weeks) for the pooled phase 3 BE HEARD I&II trials and the open-label extension (OLE) 
BE HEARD EXT.6,10

• Hidradenitis suppurativa (HS) is a chronic, relapsing, 
inflammatory skin disease, characterised by painful 
lesions which cause disability and diminish patients’ 
health-related quality of life (HRQoL).1–3 

• Long-term disease control is essential to prevent 
irreversible damage and disease progression.4 

• Bimekizumab (BKZ) is a humanised monoclonal IgG1 
antibody that selectively inhibits IL-17A and F; BKZ has 
demonstrated clinically meaningful improvements in 
patients with HS over 2 years of treatment.5–7

Immune-mediated inflammatory 
disease (including HS)8,9

1. Garg A et al. J Am Acad Dermatol 2020;82:366–76; 2. Kaur AP et al. Skin Health Dis 2023;3:e214; 3. Montero-Vilchez T et al. Int J Environ Res Public Health 2021;18:6709; 4. Ramos FJM et al. ACTAS Dermosifiliogr 2024;115:213–14; 5. 
Adams R et al. Front Immunol 2020;11:1894; 6. Kimball AB et al. Lancet 2024;403:2504–19; 7. Zouboulis CC. EADV 2024; Presentation 7925; 8. Figure adapted from: Patel DD et al. Ann Rheum Dis 2013;72(Suppl 2):ii116–23; 9. Zouboulis CC 
et al. Exp Dermatol 2020;29:1154–70; 10. BE HEARD EXT: https://clinicaltrials.gov/study/NCT04901195. BKZ: bimekizumab; HRQoL: health-related quality of life; HS: hidradenitis suppurativa; IL: interleukin; IL-17R: interleukin-17 receptor; 
OLE: open-label extension; RA: receptor A; RC: receptor C. 

IL-17AA
homodimer

IL-17FF
homodimer

IL-17AF
heterodimer

IL-17RA
IL-17RC

Bimekizumab

https://clinicaltrials.gov/study/NCT04901195


Study Design

• The phase 3 BE HEARD I&II and BE HEARD EXT study designs:1,2

b

Screening Double-Blind Initial 
Treatment Period

Double-Blind Maintenance 
Treatment Period

BKZ 320 mg Q2W

PBO BKZ 320 mg Q2W

N=288

N=292

N=288

N=146

BE HEARD 
I&II 

N=1,014

2:2:2:1

BKZ 320 mg Q2W BKZ 320 mg Q4W

BKZ 320 mg Q4W

−5 0
Baseline

16Week

Primary endpoint: HiSCR50

BKZ 320 mg Q2W

BKZ 320 mg Q4W

148

BE HEARD EXT (Open-Label Extension - Ongoing)

3-Yeare1-Year

48a444036

<HiSCR90

≥HiSCR90

Averaged from Weeks 36, 40, and 44

c

96

2-Yeard

[a] Patients who completed Week 48 of BE HEARD I&II could enrol in BE HEARD EXT and receive open-label BKZ Q2W or BKZ Q4W based on HiSCR90 responder status using the average lesion counts from Week 36, Week 40, and Week 44 of 
BE HEARD I&II. [b] Patients receiving bimekizumab 320 mg Q4W in BE HEARD EXT who could not sustain an average improvement from baseline in AN count of >90% over any 8-week period or achieve >75% improvement from baseline in AN 
count at any single visit, could have their dose increased to Q2W at investigator discretion. [c] Following approval of a protocol amendment in the third year, all BE HEARD EXT patients were to receive BKZ Q4W. [d] Cumulative 2-year data (48 
weeks in BE HEARD I&II and 48 weeks in BE HEARD EXT). [e] Cumulative 3-year data (48 weeks in BE HEARD I&II and 96 weeks in BE HEARD EXT). 1. Kimball AB et al. Lancet 2024;403:2504–19 (NCT04242446, NCT04242498); 2. BE HEARD 
EXT: https://clinicaltrials.gov/study/NCT04901195. AN: abscesses and inflammatory nodules; BKZ: bimekizumab; HiSCR50/90: ≥50%/90% reduction from baseline in the total AN count with no increase from baseline in abscess or draining 
tunnel count; PBO; placebo; Q2W: every two weeks; Q4W: every four weeks.

https://clinicaltrials.gov/study/NCT04901195


Outcomes 

[a] DLQI score ranges 0–30, DLQI 0/1 response defined as total score of 0 or 1 (no effect at all on patients’ life). BKZ: bimekizumab; DLQI: Dermatology Life Quality Index; DT: draining tunnel; HiSCR: Hidradenitis Suppurativa Clinical Response; 
HiSCR50/75/90/100: ≥50%/75%/90%/100% reduction from baseline in the total abscess and inflammatory nodule count with no increase from baseline in abscess or draining tunnel count; HS: hidradenitis suppurativa; 
TEAE: treatment-emergent adverse event.

• Efficacy set: Patients randomised to BKZ 320 mg at baseline in 
BE HEARD I&II who then entered BE HEARD EXT (BKZ Total).

• Safety set: Patients who received 
≥1 dose of BKZ.

Efficacy Safety 

≥50/75/90/100% 
HS Clinical Response 
(HiSCR50/75/90/100) 

rates

• Time periods:• Timepoints: Over time to Year 3

Dermatology Life 
Quality Index (DLQI) 
0/1 response ratesa

Absolute change 
from baseline in 
draining tunnel 

(DT) count

Treatment-emergent 
adverse events 

(TEAEs)

Year 1

144

Up to 3 Years of BKZ treatment
0 48 96

Week

Year 3Baseline Year 1 Year 2

1480 48 96

Week

Year 2 Year 3



Imputation Methods 

[a] For mNRI, discontinuation due to adverse event or lack of efficacy constitutes as an intercurrent event. Intermittent missing data were imputed using multiple imputation with Markov Chain Monte Carlo (MCMC)  method followed by monotone 
regression for monotone missing data. Lesion counts were imputed and then dichotomised to obtain the response status. Patients who experienced an intercurrent event were treated as non-responders following the intercurrent event. 
MCMC: Markov Chain Monte Carlo; mNRI: modified non-responder imputation; OC: observed case.

Patients who discontinued for any reason: 
left as MISSING

Observed case (OC)

Patients who did not discontinue: For visits 
with missing data, patients were left as 
MISSING

Patients who discontinued due to adverse 
events or lack of efficacy: imputed as 
NON-RESPONSE

Modified non-responder imputation (mNRI)a

Patients who did not discontinue: For visits 
with missing data, a MULTIPLE 
IMPUTATION model was applied



BKZ Totala

(Efficacy set)
N=556

Patients with ≥1 dose BKZ
(Safety set)

N=995
Age, years, mean (SD) 36.3 (12.2) 36.7 (12.2)
Sex, female, n (%) 299 (53.8) 564 (56.7)
Racial group, White, n (%) 448 (80.6) 796 (80.0)
BMI, kg/m2, mean (SD) 32.5 (7.8) 33.0 (8.1)
Duration of disease, years, mean (SD) 7.4 (7.1) 8.0 (7.8)
Hurley stage, n (%)

II
III

303 (54.5)
253 (45.5)

553 (55.6)
442 (44.4)

DLQI total score, mean (SD) 11.0 (6.8) 11.2 (6.9)
Prior biologic use,b n (%) 112 (20.1) 192 (19.3)
Baseline antibiotic use, n (%) 54 (9.7) 83 (8.3)

Baseline Characteristics

OLE set for efficacy set; Pool S3 for safety set. [a] BKZ Total comprised patients randomised to BKZ from baseline in BE HEARD I&II who entered BE HEARD EXT; [b] Patients received prior biologic therapy for any indication. 1. Glatt S et al. JAMA 
Dermatol 2021;157:1279–88; 2. Kimball AB et al. N Engl J Med 2016;375:422–34; 3. Kimball AB et al. Lancet 2023;401:747–61. BKZ: bimekizumab; BMI: body mass index; DLQI: Dermatology Life Quality Index; HS: hidradenitis suppurativa; OLE: open-
label extension; SD: standard deviation.

• Of 1,014 total patients, 556 patients randomised to BKZ at baseline in BE HEARD I&II completed Week 48 
and entered BE HEARD EXT; of these, 367 completed Week 148.

• Population was consistent with moderate to severe HS patient populations seen in clinical trials.1–3



Week
0

20

40

60

80

100

0 4 8 16 24 36 48 60 72 84 96 108 124 140 148

HiSCR50
HiSCR75
HiSCR90
HiSCR100

90.2

56.8

79.9 84.6

64.0 75.6 81.2

42.3

30.2

64.3

43.6 50.1

Pa
tie

nt
s,

 %

Initial 
treatment 

period

Maintenance 
treatment period

Open-label extension

HiSCR in BKZ Total (OC, mNRI)

OLE set. Data for patients in BKZ Total are presented. BKZ Total comprised patients randomised to BKZ from baseline in BE HEARD I&II who entered BE HEARD EXT. OC, n/N: denominator represents number of patients with a lesion assessment 
in the given week, and percentages are calculated accordingly. Week 48 n/N: HiSCR50, 444/556; HiSCR75, 356/556; HiSCR90, 235/556; HiSCR100, 168/556; Week 96 n/N: HiSCR50, 378/447; HiSCR75, 338/447; HiSCR90, 254/447; HiSCR100, 
195/447; Week 148 n/N: HiSCR50, 331/367; HiSCR75, 298/367; HiSCR90, 236/367; HiSCR100, 184/367. Of the 146 patients who were randomised to placebo at baseline in BE HEARD I&II, the proportions achieving Week 16 HiSCR thresholds 
were: HiSCR50: 48/135; HiSCR75: 25/135; HiSCR90: 13/35; HiSCR100: 8/135. For mNRI, discontinuation due to adverse event or lack of efficacy constituted an intercurrent event. Patients who experienced an intercurrent event were treated as 
non-responders following the intercurrent event. BKZ: bimekizumab HiSCR: Hidradenitis Suppurativa Clinical Response; HiSCR50/75/90/100: ≥50%/75%/90%/100% reduction from baseline in the total abscess and inflammatory nodule count 
with no increase from baseline in abscess or draining tunnel count; mNRI: modified non-responder imputation; OC: observed case; OLE: open-label extension.

Week
0

20

40

60

80

100

0 4 8 16 24 36 48 60 72 84 96 108 124 140 148

HiSCR50
HiSCR75
HiSCR90
HiSCR100

41.1

76.2

30.2

79.9 76.6
64.0

68.0 67.9
42.3

51.3 52.9
39.3Pa

tie
nt

s,
 %

Initial 
treatment 

period

Maintenance 
treatment period

Open-label extension

OC

mNRI



Baseline mean DLQI 
total score: 
OC: 11.0 (SD: 6.8)
mNRI: 11.0 (SE: 0.3)

Mean DLQI total score 
at Week 96: 
OC: 4.7 (SD: 5.2)
mNRI: 5.2 (SE: 0.2)

Mean DLQI total score 
at Week 148: 
OC: 4.5 (SD: 5.3)
mNRI: 5.1 (SE: 0.3)

DLQI 0/1 Response Ratesa in BKZ Total (OC, mNRI)

Week

Maintenance 
treatment period

Open-label 
extension

Initial 
treatment 

period

OLE set. Data for patients in BKZ Total are presented. BKZ Total comprised patients randomised to BKZ from baseline in BE HEARD I&II who entered BE HEARD EXT. Week 48 n/N: 151/551, Week 96 n/N: 151/445, Week 148 n/N: 137/360. OC, 
n/N: denominator represents number of patients with a DLQI assessment in the given week, and percentages are calculated accordingly. For mNRI, discontinuation due to adverse event or lack of efficacy constituted an intercurrent event. 
Patients who experienced an intercurrent event were treated as non-responders following the intercurrent event. [a] DLQI 0/1 response defined as total score of 0 or 1 (no effect at all on patients’ life); DLQI score ranges 0–30. 
BKZ: bimekizumab; DLQI: Dermatology Life Quality Index; mNRI: modified non-responder imputation; OC: observed case; OLE: open-label extension; SD: standard deviation; SE: standard error.

Pa
tie

nt
s,

 %

27,4

33,9
38,1

27,4 
30,0 31.9

0

20

40

60

80

100

0 4 8 16 24 32 40 48 56 64 72 80 88 96 108 124 140 148

BKZ Total (OC)

BKZ Total (mNRI)



Mean Absolute Change from Baseline in DT Count in 
BKZ Total (OC)

OLE set. Data for patients in BKZ Total are presented. BKZ Total comprised patients randomised to BKZ from baseline in BE HEARD I&II who entered BE HEARD EXT. Week 48 n: 556, Week 96 n: 447, Week 148 n: 367. OC, n: represents number 
of patients with a non-missing lesion count assessment in the given week and a non-zero baseline lesion count assessment. Baseline mean total abscess and inflammatory nodule count (SD): 16.9 (18.5). BKZ: bimekizumab; DT: draining tunnel; 
OC: observed case; OLE: open-label extension; SD: standard deviation.

Maintenance 
treatment 

period

Open-label 
extension

Week

Baseline mean DT 
count: 
OC: 3.8 (SD: 4.3)

Mean DT count at 
Week 96: 
OC: 1.1 (SD: 2.3)

Mean DT count at 
Week 148: 
OC: 0.9 (SD: 2.0)

M
ea

n 
ch

an
ge

 fr
om

 b
as

el
in

e 
in

 D
T 

co
un

t 

Initial 
treatment 

period

BKZ Total (OC)

-2,4 

-2,9 -3,1 

-5,0

-4,0

-3,0

-2,0

-1,0

0,0
0 4 8 16 24 32 40 48 56 64 72 80 88 96 108 124 140 148



Incidence of TEAEs per 100 Patient-Years

Data presented relates to the initial treatment and maintenance periods of BE HEARD I&II, and the open-label extension BE HEARD EXT (total of 3 years). TEAEs were coded using MedDRA v19.0 and reported for up to 3 years of BKZ treatment 
using EAIRs per 100 participant-years. [a] Up to 3 years, three patients died; one patient with significant cardiovascular history died due to congestive heart failure, one patient died due to possible central nervous system infection in the context of 
deteriorating HS and one patient with history of gynaecological cancer died of leiomyosarcoma; [b] The three most common TEAEs are organised in descending order based on the Up to 3 Years data; [c] There were no events of completed 
suicide; [d] Among the eight patients with a history of IBD, two patients experienced flares up to 3 years. BKZ: bimekizumab; CI: confidence interval; EAIR: exposure-adjusted incidence rate; HS: hidradenitis suppurativa; IBD: inflammatory bowel 
disease; MedDRA: Medical Dictionary for Regulatory Activities; PY: patient-years; TEAEs: treatment-emergent adverse events.

EAIR/100 PY (95% CI)

Patients with ≥1 dose BKZ
N=995

Year 1
(Week 0–48)
Total exposure: 
7.8 per 100 PY

Year 2
(Week >48–96)

Total exposure: 
5.9 per 100 PY

Year 3 
(Week >96–144)

 Total exposure: 
4.7 per 100 PY

Up to 3 Years
(Week 0–144)
Total exposure: 
18.4 per 100 PY

Any TEAE 261.9 (244.5, 280.3) 237.2 (218.3, 257.2) 168.3 (152.2, 185.6) 226.8 (212.4, 242.0)
Serious TEAEs 8.2 (6.3, 10.5) 7.9 (5.7, 10.5) 7.9 (5.5, 10.9) 7.2 (6.0, 8.6)
Severe TEAEs 10.4 (8.2, 12.9) 7.2 (5.2, 9.8) 7.0 (4.8, 9.9) 7.7 (6.4, 9.1)
TEAEs leading to discontinuation 8.7 (6.8, 11.1) 4.8 (3.2, 7.0) 3.0 (1.7, 5.1) 6.0 (5.0, 7.3)
Any TEAE leading to deatha 0.1 (0.0, 0.7) 0.3 (0.0, 1.2) 0 0.2 (0.0, 0.5)
Most common TEAEsb

Hidradenitis 25.5 (21.9, 29.5) 27.4 (23.1, 32.2) 18.2 (14.4, 22.7) 20.7 (18.5, 23.2)
Coronavirus infection 13.6 (11.1, 16.5) 23.7 (19.7, 28.2) 7.5 (5.2, 10.5) 15.3 (13.4, 17.4)
Oral candidiasis 15.2 (12.5, 18.2) 12.3 (9.5, 15.6) 10.3 (7.5, 13.8) 10.4 (8.9, 12.1)

Serious infections 1.9 (1.1, 3.2) 1.7 (0.8, 3.2) 3.2 (1.8, 5.3) 2.0 (1.4, 2.8)
Fungal infections 34.8 (30.5, 39.6) 25.0 (20.9, 29.7) 22.3 (18.0, 27.2) 24.4 (21.9, 27.1)
Any malignancies 0.5 (0.1, 1.3) 1.0 (0.4, 2.2) 0.6 (0.1, 1.9) 0.7 (0.4, 1.2)
Any hepatic events 6.0 (4.4, 8.0) 5.8 (4.0, 8.2) 4.6 (2.8, 7.0) 4.7 (3.8, 5.9)
Adjudicated suicidal ideation and 
behaviourc 0.8 (0.3, 1.7) 0.9 (0.3, 2.0) 0.4 (0.1, 1.6) 0.7 (0.4, 1.2)

Definite or probable adjudicated IBDd 0.9 (0.4, 1.8) 0.5 (0.1, 1.5) 0.2 (0.0, 1.2) 0.5 (0.3, 1.0) 



Conclusions

To access the 
presentation, 

scan the 
QR code

Link expiration: 19 December 2025

Clinical improvements at Year 1 were 
maintained or further improved through 

3 years of treatment.

Draining tunnel and health-related 
quality of life improvements were also 

maintained through 3 years.

These data highlight the depth and 
durability of response to bimekizumab 

treatment in patients with moderate 
to severe hidradenitis suppurativa.

Bimekizumab was well-tolerated and no 
new safety signals were identified.
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Introduction

• Data were pooled from BE HEARD I&II 
studies and their open-label extension, BE 
HEARD EXT (NCT04242446, NCT04242498, 
NCT04901195).5,6

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

• Lesion counts are reported on an individual 
patient-basis for draining tunnels (DT), 
abscesses and inflammatory nodules (IN). In 
addition, the overall proportion of patients who 
had a lesion at baseline and experienced a 
reduction in lesion count, or no lesions at 
baseline and remained lesion-free, are reported 
at Year 1 (Week 48) and Year 2 (Week 96).

• Cumulative 2-year data (48 weeks in BE 
HEARD I&II and 48 weeks in BE HEARD EXT) 
reported as observed case.

• Hidradenitis suppurativa (HS) is an 
inflammatory skin disease characterised by 
recurrent, painful and debilitating lesions which 
lead to potentially long-term, severe 
sequelae.1,2

• The current standard measurements of lesions 
used in clinical trials involve reporting the 
percentage of patients meeting an endpoint, 
which does not allow for an understanding of 
how specific lesion types improve for individual 
patients, and may not capture the large 
amount of within-patient variability 
observed.3

• Bimekizumab (BKZ) is a humanised IgG1 
monoclonal antibody that selectively inhibits 
interleukin (IL)-17F in addition to IL-17A.4

1. Margesson LJ & Danby FW. Best Pract Res Clin Obstet Gynaecol 2014;28:1013–27; 2. Zouboulis CC et al. Dermatology 2015;231:184–90; 3. Frew JW. JAAD Int 2020;1:208–21; 4. Adams R et al. 
Front Immunol 2020;11:1894; 5. Kimball AB et al. The Lancet 2024;403:2504–19; 6. BE HEARD EXT: www.clinicaltrials.gov/study/NCT04901195. BKZ: bimekizumab; DT: draining tunnels; 
HS: hidradenitis suppurativa; IL: interleukin; IN: inflammatory nodules. 

Methods

http://www.clinicaltrials.gov/study/NCT04901195


Summary



Red dots indicate IN count at baseline for each included patient, with shaded areas representing baseline quartiles, as noted in the legend. Patients are ranked by baseline lesion count. Blue dots 
indicate reported IN count for each included patient at the specified timepoint. Each patient retains their x-axis position. Four patients were omitted from the IN count due to their baseline count 
exceeding the y-axis maximum – IN count at baseline: 254, 91, 89, 87; Week 48: 5, 50, 24, 15; Week 96: 8, 5, 7, 13, respectively. Year 1 N=556; Year 2 N=446. IN: inflammatory nodules. 

All Patient-Level Lesion Data 



Conclusions

Over 2 years, bimekizumab treatment reduced the number of HS 
lesions in the majority of individuals (≥89.7%). These data show 
the dynamic changes in draining tunnels, abscesses and 
inflammatory nodules within individual patients; such data are 
important due to the severe long-term sequalae of these lesions.
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Methods

1. Kimball AB et al. The Lancet 2024;403:2504–19; 2. BE HEARD I: https://clinicaltrials.gov/study/NCT04242446; 3. BE HEARD II: https://clinicaltrials.gov/study/NCT04242498; 4. BE HEARD 
EXT: www.clinicaltrials.gov/study/NCT04901195; 5. Zouboulis CC et al. Br J Dermatol 2017;177:1401–9. BKZ: bimekizumab; DT: draining tunnel; IHS4: International Hidradenitis Suppurativa Severity 
Score System; OLE: open-label extension. 

• Data pooled from the phase 3 BE HEARD I&II and 
the open-label BE HEARD EXTENSION.1–4 

• IHS4 response is reported:

• At Year 1 (Week 48) and Year 2 (Week 96). 

• By lowest and highest quartiles of baseline disease 
duration since HS diagnosis.5

• The proportion of patients achieving 
DT categories (0, 1─2, 3─5, >5) is also reported
by disease duration over 2 years.

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

• Observed case data are reported. 

5.02
(median)

2.38 10.74Years Since 
Diagnosis 

Q1 Q2 Q3 Q4

Quartiles of Disease Duration 



Study Design

[a] Patients who completed Week 48 of BE HEARD I&II could enroll in BE HEARD EXT and receive open-label BKZ Q2W or BKZ Q4W based on HiSCR90 responder status using the average lesion 
counts from Week 36, Week 40 and Week 44 of BE HEARD I&II; [b] In the first 48 weeks of the ongoing BE HEARD EXT, dose adjustment from BKZ Q4W to BKZ Q2W was permitted based on 
prespecified criteria for reduction in improvement from baseline in AN count; [c] Cumulative 2-year data (48 weeks in BE HEARD I&II and 48 weeks in BE HEARD EXT). 1. Kimball AB et al. Lancet 
2024;403:2504–19 (NCT04242446, NCT04242498); 2. BE HEARD EXT: www.clinicaltrials.gov/study/NCT04901195. AN: abscess and inflammatory nodule; HiSCR50/90; BKZ: bimekizumab; HS: 
hidradenitis suppurativa; Hidradenitis Suppurativa Clinical Response defined as ≥50%/90% reduction from baseline in the total AN count with no increase from baseline in abscess or draining tunnel 
count; PBO: placebo; Q2W: every 2 weeks; Q4W: every 4 weeks. 

b

Screening
Double-blind 

initial treatment 
period1

BKZ 320 mg Q2W

PBO BKZ 320 mg Q2W

N=288

N=292

N=288

N=146

BE HEARD 
I&II 

N=1,014

2:2:2:1

BKZ 320 mg Q2W BKZ 320 mg Q4W

BKZ 320 mg Q4W

BKZ 320 mg Q2W

BKZ 320 mg Q4W

BE HEARD EXT2 (open-label extension – ongoing)

<HiSCR90

≥HiSCR90

Averaged from Weeks 36, 40, and 44

−5 0
Baseline

16Week

Primary endpoint: HiSCR50

96

2 yearsc

4036

1 year

48a44

Double-blind maintenance 
treatment period1

http://www.clinicaltrials.gov/study/NCT04901195


Baseline Characteristics

[a] Patients received prior biologic therapy for any indication. AN: abscess and inflammatory nodule; BKZ: bimekizumab; BMI: body mass index; DT: draining tunnel; IHS4: International Hidradenitis 
Suppurativa Severity Score System; SD: standard deviation. 

Disease 
duration 

<2.38 years

Disease 
duration 

≥10.74 years
BKZ 320 mg 

Total
N=139

BKZ 320 mg 
Total
N=131

Age (years), mean (SD) 34.8 (13.5) 41.8 (10.3)
Sex, female, n (%) 63 (45.3) 84 (64.1)
Racial group, n (%)

White
Black 
Other/Missing

111 (79.9)
6 (4.3)

22 (15.8)

109 (83.2)
13 (9.9)
9 (6.9)

BMI (kg/m2), mean (SD) 31.2 (7.4) 33.3 (7.8)
Smoking status, current, n (%) 57 (41.0) 66 (50.4)
AN count, mean (SD) 16.1 (14.6) 19.4 (25.9)
DT count, mean (SD) 3.3 (3.3) 3.9 (4.6)
IHS4 score, mean (SD) 32.2 (22.8) 38.9 (37.0)
Hurley stage, n (%)

II
III

82 (59.0)
57 (41.0)

75 (57.3)
56 (42.7)

Prior biologic use,a n (%) 11 (7.9) 29 (22.1)
Baseline antibiotic use, n (%) 13 (9.4) 15 (11.5)

• Patients in the lowest disease duration quartile, 
had a higher distribution of younger patients, 
males and non-smokers versus those in the 
highest quartile.

• The distribution of patients with prior biologic 
use was higher in patients in the highest disease 
duration quartile.

• Mean AN count and mean IHS4 score were 
also higher in the highest disease duration 
quartile.



OC, n/N: denominator represents number of patients with a non-missing DT count assessment in the given week, and percentages are calculated accordingly. For 0/1–2/3 –5/>5 DTs, n=32/39/44/24; 
n=31/33/37/30; n=89/26/18/6; n=67/34/21/9; n=80/23/9/3; n=53/27/14/7 for Baseline, Year 1 and Year 2 lowest and highest disease duration quartiles, respectively. DT: draining tunnel; HS: 
hidradenitis suppurativa; OC: observed case.
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DT Categories by Lowest and Highest Baseline Disease 
Duration Quartiles Since HS Diagnosis



OC, n/N: denominator represents number of patients with a non-missing lesion count assessment in the given week, and percentages are calculated accordingly. Year 1, disease duration <2.38 years 
IHS4-55/75/90/100: n=110/86/67/46. Year 1, disease duration ≥10.74 years IHS4-55/75/90/100: n=93/70/43/29. Year 2, disease duration <2.38 years IHS4-55/75/90/100: n=102/85/68/53. Year 2, 
disease duration ≥10.74 years IHS4-55/75/90/100: n=78/63/40/23. IHS4: International Hidradenitis Suppurativa Severity Score System; IHS4-55/75/90/100: ≥55%/≥75%/≥90%/100% improvement 
from baseline in IHS4 total score; HS: hidradenitis suppurativa; OC: observed case.
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The biggest impact of short 
disease duration on clinical 
outcomes were seen at high 
thresholds (IHS4-100, 0 DTs) at 
2 years.

Conclusions

Bimekizumab treatment 
demonstrated clinically 
meaningful improvements, 
regardless of disease duration.

To access the 
presentation, 

scan the 
QR code

Link expiration: 19 December 2025

Bimekizumab-treated patients with 
shorter disease duration had 
better efficacy outcomes than 
those with longer disease duration.

Substantial contributions to study conception/design, or acquisition/analysis/interpretation of data: TTz, CJS, CCZ, VD, TM, IT, SW, SK, 
AA; Drafting of the publication, or reviewing it critically for important intellectual content: TTz, CJS, CCZ, VD, TM, IT, SW, SK, AA; Final 
approval of the publication: TTz, CJS, CCZ, VD, TM, IT, SW, SK, AA. DTs: draining tunnels; IHS4: International Hidradenitis Suppurativa 
Severity Score System; HS: hidradenitis suppurativa.
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Q&A

Professor John Ingram 
MA MSc DM(Oxon) FRCP(Derm) FAcadMEd, Clinical Professor & 
Consultant Dermatologist Division of Infection & Immunity Cardiff 
University

Dr. Amit Garg
Professor & Founding Chair, Department of Dermatology, Zucker 
School of Medicine at Hofstra/Northwell
Professor, Center for Health Innovations & Outcomes Research, 
Feinstein Institutes for Medical Research

Fiona du Monceau
Executive Vice President, Head of Patient Impact and Chief 
Commercial Officer
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Thank you
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