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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.1 Over 50% of patients

with CSU experience inadequate disease control with H1-antihistamines (H1-AH), negatively impacting the quality of life (QoL)2

• 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-AHs3

RESULTS
• 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 13.5±6.8 and 14.0±7.5 versus 13.6±6.7 in REMIX 1 and REMIX 2 studies, respectively (Table 1)

Table 1. Patient demographics and baseline characteristics

Patient demographics (randomised)

REMIX-1 REMIX-2
Remibrutinib 25 mg bid

(n=313)
Placebo 
(n=157)

Remibrutinib 25 mg bid 
(n=300)

Placebo 
(n=155)

Age (years), mean±SD 44.6±14.3 45.9±13.4 41.9±14.5 41.3±14.6
Female, n (%) 212 (67.7) 109 (69.4) 197 (65.7) 100 (64.5)
Duration of CSU (years), mean±SD 6.9±9.3 6.1±7.1 5.5±7.6 4.6±6.2
UAS7, mean±SD 30.6±7.9 29.6±7.7 30.2±8.0 29.5±7.6
DLQI score, mean±SD 14.2±7.0 13.5±6.8 14.0±7.5 13.6±6.7

bid, twice daily; CSU, chronic spontaneous urticaria; DLQI, Dermatology Life Quality Index; UAS7, weekly Urticaria; Activity Score.

Improvement in Mean DLQI Scores
• Higher DLQI scores at baseline indicate a substantial impact of CSU on the patient’s QoL
• A greater reduction in mean DLQI scores (observed data) was observed with remibrutinib at weeks 4, 12

and 24 versus placebo. At week 52, patients who had switched from placebo to remibrtuinib achieved a
similar reduction in DLQI scores as patients who had received remibrutinib for 52 weeks (Figure 2)

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

14.23 13.53

4.88
8.65

4.43
7.15

4.34 6.144.59
4.13

-5

0

5

10

15

20
25

M
ea

n 
D

LQ
I s

co
re

REMIX-1

14.02 13.58

5.74
9.16

5.57
7.39

4.48
7.24

4.25 4.97

-5

0

5

10

15

20

25

M
ea

n 
D

LQ
I s

co
re

REMIX-2

Baseline
N=300

Week 4
N=280

Week 12
N=278

Week 24
N=265

Week 52
N=256

Remibrutinib 25 mg bid

Baseline
N=293

Week 4
N=277

Week 12
N=262

Week 24
N=244

Week 52
N=239

Baseline
N=146

Week 4
N=137

Week 12
N=131

Week 24
N=132

Week 52
N=121

Placebo Remibrutinib
25 mg bid 

Baseline
N=149

Week 4
N=143

Week 12
N=132

Week 24
N=124

Week 52
N=120

Transition 
from

placebo to
remibrutinib 

after
week 24a

Transition 
from

placebo to
remibrutinib 

after
week 24a

All values are presented as mean±standard deviation. For each post-baseline week, only subjects with a value at both baseline and the respective 
week were included. aPatients received placebo up to week 24 and were then reassigned to receive remibrutinib between week 24 and Week 52. 
bid, twice daily; DLQI, Dermatology Life Quality Index. Error bars represent standard deviation.
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KEY FINDINGS AND CONCLUSIONS
• Remibrutinib demonstrated significant improvements in the

dermatology-related quality of life of patients in both REMIX-1 and
REMIX-2 studies compared with placebo

• Twice as many patients on remibrutinib compared with those on placebo at
week 24 reported no impact of CSU on their quality of life (DLQI = 0–1)

• Nearly half of all patients in the remibrutinib group experienced no further
impact of CSU on their quality of life (DLQI = 0–1) at week 24, which was
sustained until week 52, despite reporting poor quality of life at baseline

• For patients who received placebo and transitioned to receive
remibrutinib after week 24, a comparable improvement in DLQI was
achieved at week 52

This study was sponsored by Novartis Pharma AG, Basel, Switzerland.
Poster presented at the 33rd European Academy of Dermatology and Venerology (EADV) 
Congress, Amsterdam, The Netherlands, 25th−28th September 2024.

OBJECTIVE
• In this analysis from the REMIX-1 and REMIX-2

studies, we evaluated the effect of long-term
remibrutinib treatment up to 52 weeks on
dermatology-related QoL

METHODS
Study Design
• REMIX-1 and REMIX-2 are identical, multicentre,

randomised, double-blind, placebo-controlled
studies assessing the efficacy and safety of
remibrutinib in adult patients with CSU remaining
symptomatic with second-generation H1-AHs

• Patients were randomised 2:1 to remibrutinib
25 mg twice daily (bid) or placebo over a 24-week
double-blind period, followed by a 28-week
open-label treatment with remibrutinib 25 mg bid.
At week 24, patients on placebo transitioned to
remibrutinib (Figure 1)
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Figure 1. Study design3 

Follow-up or
extension 

Remibrutinib 25 mg bid

Remibrutinib 25 mg bidPlacebo

ExtensionOpen-label treatment periodDouble-blind treatment period
REMIX-1: N=313
REMIX-2: N=300 

REMIX-1: N=157
REMIX-2: N=155 

R
2:1

Adult patients with a
diagnosis of CSU 
(for ≥6 months) 

remaining
syptomatic with

second-generation
H1-AHsa

Wk 12Baseline Wk 4 Wk 52
Primary endpoint Primary analysis Final analysis

Wk 24

• Background second-generation H1-AH used throughout the study in both groups
• Rescue therapy (an alternative second-generation H1-AH) could be used as needed

AH, antihistamine; bid, twice daily; CSU, chronic spontaneous urticaria; DLQI, Dermatology Life Quality Index; H1, histamine 1; HSS7, weekly Hives Severity Score; ISS7, weekly Itch Severity Score; 
N, number of patients; R, randomisation; UAS7, weekly Urticaria Activity Score; Wk, week. 
♦ indicates the time points for DLQI measurements.
aPresence of itch and hives for ≥6 consecutive weeks prior to screening despite the use of a second-generation H1-AH; UAS7 ≥16, ISS7 ≥6 and HSS7 ≥6 during the 7 days prior to randomisation (day 1).

Study Assessments and Data Analysis
• 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
• 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

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

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

• In the 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
compared with 22.8% in the placebo group. At week 52, DLQI=0–1 was achieved by 49.0% of patients
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)a
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REMIX-2

DLQI 0–1 (no effect) DLQI 2–5 (small effect) DLQI 6–10 (moderate effect) DLQI 11–20 (very large effect) DLQI 21–30 (extremely large effect)

Remibrutinib 25 mg bid Placebo Remibrutinib
25 mg bid 

Baseline
N=300

Week 4
N=286

Week 12
N=283

Week 24
N=271

Week 52
N=262

Remibrutinib 25 mg bid

Baseline
N=293

Week 4
N=280

Week 12
N=265

Week 24
N=247

Week 52
N=243

Baseline
N=146

Week 4
N=144

Week 12
N=137

Week 24
N=137

Week 52
N=126

Placebo Remibrutinib
25 mg bid 

Baseline
N=149

Week 4
N=146

Week 12
N=135

Week 24
N=127

Week 52
N=122

Transition
from 

placebo to 
remibrutinib 

after week 24 

Transition
from 

placebo to 
remibrutinib 

after week 24 

aFull analysis set. bid, twice daily; DLQI, Dermatology Life Quality Index. 
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