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N=52
Inclusion criteria

≥18 years old; moderate-to-severe HS per 
IHS4 criteria for at least 1 year prior to baseline visit*

Maintenance therapy 
spesolimab 1200 mg SC or placebo SC q2w

(Weeks 4, 6, 8, 10)

Primary endpoint
Percentage change from baseline in total AN count

Secondary endpoint and other analyses
Percentage change from baseline in dT count; 
absolute change in lesion counts; safety profile

Spesolimab 
loading dose 1200 mg IV qw

(Week 0, 1, 2) 
n=35

Placebo 
IV qw

(Week 0, 1, 2) 
n=17

R
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Rescue therapy: 
Patients with disease 

worsening were 
eligible to receive 

systemic antibiotics† 
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A Phase IIa proof-of-clinical-concept study in patients with moderate-to-severe hidradenitis suppurativa (HS)

AIM
This Phase IIa proof-of-clinical-concept study aimed to explore the effect of spesolimab, an  
anti-IL-36R monoclonal antibody,1 in patients with moderate-to-severe HS

INTRODUCTION
•	 HS is a chronic, recurrent inflammatory disorder characterized by painful abcesses (A), 

inflammatory nodules (N), and draining tunnels (dT) primarily affecting inverse body regions with 
skin folds, and it has a high unmet need for effective targeted therapies.2 IL-36 signaling has been 
implicated in the HS inflammatory network

METHODS
•	 This was an exploratory study. No formal statistical testing was performed; results are descriptive

RESULTS

Abbreviations
AN, abscess and inflammatory nodule; ANdT,  abscess, inflammatory nodule and draining tunnel; AE, adverse event; AESI, adverse event of special interest; dT, draining tunnel; HS, hidradenitis suppurativa; IHS4, International Hidradenitis Suppurativa Severity Score System; IV, intravenous;  
LS, least squares; MMRM, mixed model repeated measures; OLE, open-label extension; qw, once weekly; q2w, once every 2 weeks; R, randomized; RCTC, Rheumatology Common Toxicity Criteria; REML, restricted maximum likelihood; SC, subcutaneous; SD, standard deviation; SE, standard error;  
TNF, tumor necrosis factor.

References
1. Bachelez H, et al. N Engl J Med 2021;385:2431–2440; 2. Zouboulis CC, et al. Dermatology 2015;231:184–190.

Disclosures & Acknowledgments
This study was supported and funded by Boehringer Ingelheim. 

AA is a consultant for AbbVie, Boehringer Ingelheim, InflaRx, Novartis, and UCB, and investigator for Boehringer Ingelheim and Processa Pharmaceuticals. EP is a consultant and advisory board member for, and has received speaker fees from AbbVie, Amgen, AstraZeneca, Baxter, Celgene, ChemoCentryx, Eli Lilly, Galderma, InflaRx, Janssen, LEO Pharma, Novartis, Pfizer, Sandoz, and UCB, and grant support (to Erasmus Medical Center) from AbbVie, Celgene, Center for Human Drug Research, Novartis, Pfizer, Janssen, and UCB. ABK is a consultant and investigator for AbbVie, Bristol Myers Squibb, Janssen, Eli Lilly, Novartis, Pfizer, and 
UCB; an investigator for Incyte and AnaptysBio; a consultant for Bayer, Boehringer Ingelheim, Ventyx Biosciences, MoonLake, Eli Lilly, Concert Pharma, Evommune, Sonoma Bio, and Sanofi; receives fellowship funding from Janssen and AbbVie; and serves on the Board of Directors for Almirall. JGK declares receiving consultant fees/honoraria from AbbVie, Aclaris Therapeutics, Allergan, Almirall, Amgen, Arena, Aristea, Asana Biosciences, Aurigene, Bausch Health, Biogen, Boehringer Ingelheim, Bristol Myers Squibb, Escalier Biosciences, Galapagos, Janssen, Eli Lilly, MoonLake, Nimbus, Novartis, Pfizer, Sanofi, Sienna Biopharmaceuticals, Sun 
Pharmaceutical Industries, Target PharmaSolutions, UCB, and Ventyx Biosciences, and grant support (to The Rockefeller University) from AbbVie, Akros, Allergan, Amgen, Avillion, Biogen, Botanix, Boehringer Ingelheim, Bristol Myers Squibb, Exicure, Innovaderm Research, Incyte, Janssen, Kyowa Kirin, Eli Lilly, Nimbus Lakshmi, Novan, Novartis, Parexel, Pfizer, Regeneron, UCB, and Vitae Pharmaceuticals. SM, HW, NBI, and ACHD are employees of Boehringer Ingelheim International GmbH. CCZ declares receiving disease-relevant consultancy fees/honoraria from AbbVie, Bayer, Boehringer Ingelheim, Incyte, InflaRx, Janssen, Novartis, Regeneron, 
and UCB. He has received speaker fees from AbbVie, Almirall and UCB, and is President of the European Hidradenitis Suppurativa Foundation e.V., Coordinator of the ALLOCATE skin group of ERN Skin, and Chair of the Acne, Rosacea and Hidradenitis Suppurativa Task Force group of the European Academy of Dermatology and Venereology. He is Editor of the European Academy of Dermatology and Venereology News and co-copyright holder of IHS4 on behalf of the EHSF e.V. His employer has received disease-relevant grants from AbbVie, Boehringer Ingelheim, InflaRx, Novartis, and UCB for his participation as a clinical investigator.

The authors met criteria for authorship as recommended by the International Committee of Medical Journal Editors (ICMJE). The authors did not receive payment related to the development of this poster. Boehringer Ingelheim was given the opportunity to review the poster for medical and scientific accuracy as well as intellectual property considerations. Isabella Goldsbrough, PhD, of OPEN Health Communications (London, UK) provided medical writing, editorial support, and formatting support, which were contracted and funded by Boehringer Ingelheim

Presented at: Maui Derm NP+PA Summer 2023, Colorado Springs, CO, USA; June 21–24, 2023.
Originally presented at: 81st American Academy of Dermatology (AAD) Annual Meeting, New Orleans, LA, USA; March 17–21, 2023.

Characteristic Spesolimab
(n=35)

Placebo
(n=17)

Sex, n (%)

Female 21 (60.0) 10 (58.8)

Male 14 (40.0) 7 (41.2)

Age, years, mean (SD) 35.7 (11.3) 34.1 (11.0)

HS severity*, n (%)

Moderate 8 (22.9) 2 (11.8)

Severe 27 (77.1) 15 (88.2)

AN count, mean (SD) 11.6 (9.3) 18.9 (15.7)

Inflammatory nodule count, mean (SD) 9.5 (9.3) 15.6 (12.2)

Draining tunnel count, mean (SD) 3.6 (4.0) 4.5 (4.6)

Baseline patient demographics

Percentage change from baseline in total AN count 

-38.8

-34.7

-50

-45

-40

-35

-30

-25

-20

-15

-10

-5

0

LS
 m

e
a

n 
(S

E)
 c

ha
ng

e
 fr

o
m

b
a

se
lin

e
 (

%
) 

 

Spesolimab Placebo

-0.5 -3.0
-1.3

-4.9

3.1

-5.0

1.1

-0.9

-16

-12

-8

-4

0

4

8

12
Spesolimab

Placebo

M
e

a
n 

(S
D

) 
a

b
so

lu
te

 c
ha

ng
e

 fr
o

m
b

a
se

lin
e

 a
t W

e
e

k 
12

 

A N dT ANdT

Absolute change from baseline in lesion
counts at Week 12 

Change from baseline in the primary endpoint and all lesion types

LS means were estimated by REML-based MMRM including the fixed, categorical effects of treatment at each visit, prior use of TNF-α inhibitor strata and the continuous effect of baseline at each visit as well as random effects of subject. Analyses used data up to the use of rescue 
therapy; data after the use of rescue therapy were censored. Results are presented descriptively; patients with non-missing values are included in the summary. *HS severity was based on IHS4 criteria.

*Patients eligible for inclusion also had HS lesions in ≥2 distinct body areas; total AN count ≥5; total dT count ≤20; were biologic‑naïve or had failed on previous  
TNF-α inhibitor treatment for HS and had an inadequate response to oral antibiotics for HS in the past year.  
†HS disease worsening was defined as a 150% increase in AN count from baseline; rescue monotherapy with either doxycycline 100 mg orally twice daily, or an 
alternative per investigator discretion could be given for a maximum of 2 weeks, and for not more than a total of 4 weeks over the course of the study.

AEs up to Week 12, n (%) Spesolimab
(n=36)*

Placebo
(n=16)

Any AE 28 (77.8) 14 (87.5)

Severe AEs† 0 0

Investigator-defined drug-related AEs‡ 15 (41.7) 3 (18.8)

AEs leading to treatment discontinuation 0 1 (6.3)

Investigator defined AESIs 0 0

Most common AEs§

Headache 4 (11.1) 3 (18.8)

Nasopharyngitis 3 (8.3) 3 (18.8)

Nausea 4 (11.1) 0

Fatigue 4 (11.1) 0

Injection site erythema 4 (11.1) 0

Injection site pain 3 (8.3) 1 (6.3)

Adverse Events

*At Week 2, two patients received inverted treatment; therefore, 36 patients were exposed to spesolimab.  
†Severe AEs were those with an RCTC Grade of 3 or 4.  
‡The higher percentage of drug-related AEs in the spesolimab arm was mostly due to injection site reactions.  
§At the preferred term level. 

CONCLUSIONS
•	 Overall, these results support the development of spesolimab in HS

•	 Changes in total AN count were similar between treatment groups at Week 12. However, all 
lesion types decreased with spesolimab treatment

•	 A greater proportion of patients in the spesolimab arm experienced a decrease in dT count at 
Week 12 than in the placebo arm

•	 Spesolimab was generally well tolerated, in line with previous trials in other indications

Percentage change 
from baseline in dT count 
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Percentage change from baseline in dT count: 
individual patient data 

1

0
1
2
3
4
5
6
7
8
9
10
11
12
13
14
15
16
17

0
20
40
60
80

100
120
140
160
180
200

240
260
280
300
320
340
360
380
400
420

-100
-80
-60
-40
-20

220

Pe
rc

e
nt

 c
ha

ng
e

 fr
o

m
 b

a
se

lin
e

 in
d

T 
a

t W
e

e
k 

12
 

Patient number

d
T 

a
t b

a
se

lin
e

2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18 19 20 21 22 23 2425 26 27 28 29 30 31 32 33 34 35 36 37

Spesolimab
Placebo 

66.7% of patients in the spesolimab arm (16/24) vs 38.5% of patients in the placebo 
arm (5/13) had a decrease from baseline in dT at Week 12.

Change from baseline in dT count

LS means, differences and confidence intervals were estimated by REML-based MMRM including the fixed, categorical effects of treatment at each visit, prior use of TNF-α inhibitor strata and the continuous effect of baseline at each visit as well as random effects of subject. 
Analyses used data up to the use of rescue therapy; data after the use of rescue therapy were censored. 

Baseline characteristics were similar between spesolimab and placebo groups

A greater proportion of patients in the spesolimab vs the placebo arm had a decrease from baseline in dT at Week 12 The safety profile of spesolimab was in line with previous trials; 
no patient receiving spesolimab had a serious AE

A decrease in all lesion types was observed in the spesolimab arm by Week 12
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