Spesolimab rapidly improves quality of life in patients with generalized pustular psoriasis, as per
Dermatology Life Quality Index scores: Data from the Effisayil® 2 trial

Alice B. Gottlieb,! Bruce Strober,? Georgios Kokolakis,® Joseph F. Merola,* Min Zheng,® Richard Langley,®* Ming Tang,” Patrick Hofmann,® Christian Thoma,® Richard B. \Warren®

!Icahn School of Medicine at Mount Sinai, New York, NY; 2Department of Dermatology, Yale University School of Medicine, New Haven, CT; ®Psoriasis Research and Treatment Center, Department of Dermatology, Venereology and Allergology, Charité — Universitatsmedizin Berlin, Corporate Member of Freie Universitat Berlin and Humboldt-Universitat zu Berlin, Berlin, Germany; “Department of Dermatology and Department of Medicine, Division of Rheumatology, UT Southwestern
Medical Center, Dallas, TX; SDepartment of Dermatology, Second Affiliated Hospital, Zhejiang University School of Medicine, Hangzhou, China; ®Dalhousie University, Halifax, NS, Canada; "Boehringer Ingelheim (China) Investment Co. Ltd, Shanghai, China; 8Boehringer Ingelheim International GmbH, Ingelheim am Rhein, Germany; °Dermatology Centre, Salford Royal NHS Foundation Trust, and National Institute for Health and Care Research Manchester Biomedical Research Centre,

The University of Manchester, Manchester, United Kingdom

Aim: To further analyze the effect of spesolimab 300 mg SC g4w (following a 600 mg SC loading dose) versus placebo on DLQI scores in Effisayil® 2

Background Results

* GPPis achronic and potentially life-threatening disease characterized b\/ flares of Widespread skin pustulati0n1 * Baseline characteristics were genera“‘v Simil‘arr though the SpeSOlimab (300 mg SC q4W*) group had a hlgher DLQIl score Figure 2. Proportion of patients Without a flare With E4-point impro"ement in DLQI score up to Week 48

* In Effisayil® 2 (NCT04399837), spesolimab (300 mg SC g4w*) was significantly superior to placebo for the prevention of at baseline

GPP flares, reducing the risk of a GPP flare by 84 %! . L.
Table 1. Baseline characteristics

* Spesolimab (300 mg SC g4w*) also numerically reduced the risk of DLQI worsening (=4-point increase in total score * Asmaller proportion of patients (data not shown) in the spesolimab (300 mg SC g4w*) group had a GPP flare
from baseline; secondary endpoint) up to Week 481 Spesolimab (3/29) from Week 4 to 48 compared with placebo (16/31)
*Following a 600 ma SC loading d (300 mg SC g4w*) Placebo . . . 5 . - - "
otlowing a 509 mg St loading dose. N=30 N=31 * Inpatients without a flare, a higher proportion of patients in the spesolimab (300 mg SC g4w group*) had a
=4-point improvement from baseline in DLQI scores from Week 4 to \Week 48 compared with placebo
Mean age (SD), years 40.2(16.4) 39.5(14.0)
Female, n (%) 18 (60) 18 (58) 40 — 37.93
3448
Race, n (%)
Methods As 21 (70) 17 (55) 2o
sian t-* _
§E5g 25.81
* The DLQIis a 10-question, QoL questionnaire that covers six domains including symptoms and feelings, work and White 9(30) 14 (45) S ; E o B Spesolimab
school, personal relations.hips, treatment, leisure, and daily activities.? The DLQI reports the impact on QoL, ranging Mean BMI (SD), kg/m? 256 (7.3) 26.9 (8.3) "2 S g_ § 20 —
from O (no effect on a patient’s life) to 30 (extremely large effect)?3 l o8¢ g Placebo
. . . . GPPASI total score (SD 392 (442 3.11(2.81 £S5
* DLQI was assessed in patients in the spesolimab (300 mg SC q4w*) and placebo groups at Weeks 4, 8,12, 24, 36, and (SP) ( ) ( ) S2=p 9.68
48 (EoS)t GPPGA total score, n (%) E ‘é g_ 10
<
* A 4-point change from baseline was considered a clinically important difference 0 3(10) 4(13)
0 —
Figure 1. DLQI domains and interpretation of scoring ! 27(90) 27 (87) Week 4 Week 48
PSS total score (SD) 5.3(3.8) 36(2.9) Number of patients withouta 10/29 3/31 11/29 8/31
DLQI total score (SD) 11.1 (6.9) 7.2 (5.6) flare witha 4'p;"gﬁg’l‘°sr:g’femne/rl‘\tl
Historical flares per year (SD) 24 (1.9) 24 (1.2)
Symptoms and feelings Work and school Personal relationships Time since first diagnosis, n (%) Figure 3. Proportion of patients with DLQI score of 0 or 1 at all visits up to \Week 48
=1 year 4(13) 3(10)
>1to=byears 9(30) 10(32) - 40 — More patients achieved a DLQI score of 0 or 1 at all visits up to \Week 48 with spesolimab
4 £y
>5to =10 years 8(27) 7 (23) %‘ S, (300 mg SC g4w*)
e 2o 30
: . - 10 9(30 11 (35 g0 SR 24.1 i
Treatment Leisure Daily activities ~-ovears (30) (35) 29 a o Risk difference vs placebo: 0.209 Ml Spesolimab
*Following a 600 mg SC loading dose. g 8 E S 90— (95% C10.041,0.378)
S23 S R Placebo
Score Response category?* % 9 © é 10
u Q¥ N 3.2
0 Not relevant/not at all DLQI total score (0-30) &9 = )
1 Alittle Placebo ( SR 0 12 14 16 18 20 22 24 26 28 30 Spesolimab Placebo
2 A lot o e (300 mg SC q4w group*)
pesolima Number of patients with 7/29 1/31
3 Very much (300 mg SC qdw*) ( 0O 2 4 6 8 1(@1.1 2 14 16 18 20 22 24 26 28 30 DLl saore of O ord at
. . W visit to Week 48,n/N
*Following a 600 mg SC loading dose. ef?e(::t Sr::é;f;‘:ﬁ:“l I\gr??a(:;?etﬁt?:{ﬁ‘zt Very large effect on patient’s life | Extremely large effect on patient’s life atvisitsuptoivee n/
DLQI questionnaire responses for subjects who were less than 16 years of age were censored at Day 1.
*Question 7 is a ‘yes’/'no’ question where ‘yes’ is scored as 3; the magnitude of impact is assessed in a follow-up question. *Following a 600 mg SC loading dose.

Conclusions

* In the Effisayil® 2 trial, patients in the spesolimab (300 mg SC q4w*) group | * Patients treated with spesolimab (300 mg SC g4w*) rapidly gained improvements * Even when examining only patients without a GPP flare, a higher proportion of patients treated * More patients achieved a DLQI score of O or 1 at all visits
had an 84% reduction in the risk of a GPP flare compared with placebo in DLQI scores compared with placebo, which were sustained through to \Week 48 with spesolimab (300 mg SC g4w*) had a clinically meaningful =4-point improvement in DLQI up to Week 48 with spesolimab (300 mg SC q4w*)
*Following a 600 mg SC loading dose. scores compared with placebo at all visits up to \Week 48
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