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OBJECTIVE
•	 To evaluate rescue medication use in absence of 

background medication in first 4 weeks of the Phase 2b 
extension study

METHODS
Study design
•	 Eligible patients (having weekly Urticaria Activity Score 

[UAS7] ≥16 at the end of the treatment or follow-up 
period of the Phase 2b core study, or by the end of 
the observational period of the extension study) were 
enrolled in the extension study and received remibrutinib 
100 mg twice daily for 52 weeks4 (Figure 1)

•	 No background H1-AH was allowed from baseline to 
Week 4 of the treatment phase of the extension study

•	 Second-generation H1-AH (different from background 
H1-AH) were allowed as rescue medication as needed

INTRODUCTION
•	 Chronic spontaneous urticaria (CSU) is characterized by recurrent 

wheals (hives) and/or angioedema for more than 6 weeks and can 
have a major impact on patients’ well-being1

•	 Remibrutinib is a novel, oral, highly selective Bruton’s tyrosine 
kinase (BTK) inhibitor that demonstrated safety and efficacy 
for up to 52 weeks in the Phase 2b core and extension studies 
(NCT03926611 and NCT04109313) and in the 24-week primary 
analysis of the Phase 3 studies (REMIX-1: NCT05030311, REMIX-2: 
NCT05032157) in patients with CSU inadequately controlled by 
H1-antihistamines (H1-AH)2–5 

•	 In the Phase 2b core study, remibrutinib reduced rescue H1-AH use 
in patients with CSU who also took concomitant background H1-AH 
at label dose.3

•	 Here we report the effect on rescue medication use by remibrutinib 
as monotherapy (first 4 weeks) as well as with background H1-AH 
medication during the Weeks 5 to 52 of the Phase 2b extension study

Figure 1. Study design4
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aBackground therapy (given with a stable treatment regimen) was not permitted for the first 4 weeks of the treatment period and was administered at the discretion of the investigator 
thereafter; bRescue therapy differed from the background H1-antihistamine, eliminated primarily via renal excretion, and was only given to treat unbearable symptoms (itch) of CSU on a 
day-to-day basis. 

b.i.d., twice daily; CSU, chronic spontaneous urticaria; N, total number of patients; q.d., once daily; UAS7, weekly Urticaria Activity Score.

Study assessments
•	 Efficacy was assessed as change from baseline (CFB) in UAS7 up to Week 52
•	 The number of rescue H1-AH tablets used was recorded once daily in an eDiary by the patients
•	 The weekly use of rescue medication was calculated as the sum of tablets per day over 7 days, described using summary 

statistics
•	 Rescue medication use was assessed in the first 4 weeks of the treatment period (background medication prohibited) and 

between Weeks 5 and 52 (background medication permitted)

RESULTS

•	 Overall, 194 patients received remibrutinib 100 mg b.i.d. in the extension study
•	 Patient demographics and disease characteristics from the baseline of the Phase 2b 

extension study are presented in Table 1

Table 1. Patient demographics and baseline disease characteristics (safety set)
Characteristics Remibrutinib 100 mg b.i.d. (N=194)
Age (years) 45.5±14.12

Female, n (%) 139 (71.6)

Duration of CSU (years) 5.8±6.68

Baseline UAS7 27.9±8.23

Baseline UAS7 disease status, n (%)

Mild disease (6 to <16) 5 (2.6)

Moderate disease (16 to <28) 94 (48.5)

Severe disease (28 to 42) 93 (47.9)

Previous exposure to anti-IgE therapya, n (%) 54 (27.8)
Data are expressed as mean±SD unless stated otherwise. aRecorded at the time of enrollment in the core study.
b.i.d., twice daily; CSU, chronic spontaneous urticaria; IgE, immunoglobulin E; n, number of patients in each category; 
N, total number of patients; SD, standard deviation; UAS7, weekly Urticaria Activity Score.

•	 Remibrutinib 100 mg b.i.d. showed improvement in terms of change from baseline 
(CFB) in UAS7 as early as Week 2 (mean±standard deviation [SD], –17.6±13.2), which 
was sustained up to Week 52 (−21.8±10.7; Figure 2)

Figure 2. Change from baseline in UAS7 over time during the 52-week 
treatment period (as observed; safety set)
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b.i.d., twice daily; H1-AH, H1-antihistamines; n, number of patients at each time point; UAS7, weekly Urticaria Activity Score.

•	 A total of 45.9% (89/194) of patients received background medication (second-
generation H1-antihistamines) from Week 5 to 52 and 91.2% (177/194) of patients 
received rescue medication (alternative second-generation H1-antihistamines) 
throughout the 52-week treatment period

•	 A reduction in weekly rescue medication use was observed as early as 
Week 1 compared with baseline and remained consistently low through Week 4 
with remibrutinib monotherapy; the weekly rescue medication use (number of 
tablets), mean±SD was 4.0±9.1, 3.9±8.9, 3.8±8.4, and 4.1±9.0 for Weeks 1, 2, 3, and 4, 
respectively vs 8.5±10.9 at baseline (Figure 3)

•	 The rescue medication use in the first 4 weeks in the absence of background 
medication was consistent with that in the presence of concomitant background 
medication between Weeks 5 and 52 (weekly mean±SD range: 2.6±6.1 to 4.4±9.9 
[at Weeks 14 and 15]; Figure 3)

Figure 3. Weekly use of rescue medication tablets in patients with CSU on 
remibrutinib 100 mg b.i.d. (safety set)
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b.i.d., twice daily; CSU, chronic spontaneous urticaria; H1-AH, H1-antihistamines; n, number of patients at each time point; 
SD, standard deviation.
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CONCLUSIONS

•	 Remibrutinib 100 mg b.i.d. showed early improvements in 
disease activity (reduction from baseline in UAS7) which 
were sustained up to 52 weeks in patients with CSU 
inadequately controlled by H1-AH

•	 Weekly use of H1-AH (rescue medication) was reduced 
with remibrutinib treatment to a similar degree when used 
as monotherapy vs when background H1-AH at standard 
dose was added
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