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week 24 reported no impact of CSU on their quality of life (DLQI = 0-1)
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achieved at week 52

INTRODUCTION

« Chronic spontaneous urticaria (CSU) is an unpredictable disease characterised by the spontaneous occurrence of itchy wheals (hives) and/or angioedema lasting for more than 6 weeks." Over 50% of patients
with CSU experience inadequate disease control with H1-antihistamines (H1-AH), negatively impacting the quality of life (QoL)?

« Remibrutinib, a novel, highly selective, oral Bruton’s tyrosine kinase inhibitor, has previously shown superior efficacy versus placebo and a favourable safety profile in 52-week pivotal Phase 3 studies
(REMIX-1 and REMIX-2) in patients with CSU inadequately controlled with H1-AHs?
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« Background second-generation H1-AH used throughout the study in both groups Follow-up or

Remibrutinib 25 mg bid

(for 26 months)

Study Design remaining « Rescue therapy (an alternative second-generation H1-AH) could be used as needed extension
syptomatic with

« REMIX-1 and REMIX-2 are identical, multicentre, second-generation L}
randomised, double-blind, placebo-controlled H1-AHs?2
studies assessing the efficacy and safety of
remibrutinib in adult patients with CSU remaining

AH, antihistamine; bid, twice daily; CSU, chronic spontaneous urticaria; DLQI, Dermatology Life Quality Index; H1, histamine 1; HSS7, weekly Hives Severity Score; ISS7, weekly ltch Severity Score;

symptomatic with second-generation H1-AHs N, number of patients; R, randomisation; UAS7, weekly Urticaria Activity Score; Wk, week.
: _ _ . ¢ indicates the time points for DLQI measurements.
« Patients were randomised 2:1 to remibrutinib ?Presence of itch and hives for 26 consecutive weeks prior to screening despite the use of a second-generation H1-AH; UAS7 216, ISS7 26 and HSS7 =6 during the 7 days prior to randomisation (day 1).

25 mg twice daily (bid) or placebo over a 24-week

double-blind period, followed by a 28-week Study Assessments and Data Analysis

open-label treatment with remibrutinib 25 mg bid. « Improvement of dermatology-related QoL was assessed as change from baseline of Dermatology Life Quality Index (DLQI) score at weeks 4, 12, 24 and 52
At week 24, patients on placebo transitioned to  DLQI scores were also assessed by score bands (0—1, no effect at all on patient’s life; 2—5, small effect on patient’s life; 6—10, moderate effect on
remibrutinib (Figure 1) patient’s life; 11-20, very large effect on patient’s life; 21-30, extremely large effect on patient’s life) at baseline and at weeks 4, 12, 24 and 52

« Data were analysed using summary statistics

RESULTS Proportion of Patients Achieving DLQI Scores of 0—1

* During the double-blind treatment period, the remibrutinib group had consistently higher proportions
of patients reporting no impact of CSU on QoL (DLQI=0-1) compared to placebo. Similar DLQI
improvements after 24 weeks were seen in patients switched to remibrutinib and patients who recevied
remibrutinib for 52 weeks

* Inthe REMIX-1 study, at week 24, 50.2% of patients in the remibrutinib group achieved DLQI=0-1
compared with 29.9% in the placebo group. At week 52, DLQI=0-1 was achieved by 48.5% of the
- patients in the remibrutinib group and 45.2% of the patients in the remibrutinib group who had been
switched from placebo after week 24

* In the REMIX-2 study, at week 24, 44.5% of patients in the remibrutinib group achieved DLQI=0-1
This table has been published in the New England Journal of Medicine. compared with 22.8% in the placebo group. At week 52, DLQI=0-1 was achieved by 49.0% of patients
T ESn Be founs By cHERing herer mEm e T e e in the remibrutinib group and 42.6% of the patients in the remibrutinib group who had been switched
from placebo after week 24 (Figure 3)

Figure 3. Proportion of patients at different DLQI bands in REMIX-1 and REMIX-2 studies (Observed data)?

Patient demographics and baseline characteristics were well balanced between the remibrutinib and
placebo groups in both studies

« At baseline, DLQI scores (mean+£SD) in patients receiving remibrutinib versus placebo were 14.2+7.0
versus 13.526.8 and 14.0+7.5 versus 13.6x6.7 in REMIX 1 and REMIX 2 studies, respectively (Table 1)

Table 1. Patient demographics and baseline characteristics
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Figure 2. DLQI scores over time in REMIX-1 and REMIX-2 studies (Full analysis set; observed data)
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