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OBJECTIVE
• To evaluate the effect of remibrutinib versus placebo with respect to change from baseline (CFB) in

blood cell counts from the Phase 2, 52-week extension study in patients with CSU

METHODS
Study design
• This was an open-label, single-arm, multicenter, long-term Phase 2 extension study conducted

across 15 countries in patients with CSU inadequately controlled by H1-AH (Figure 1)4

• Eligible patients (weekly Urticaria Activity Score [UAS7] ≥16 at the end of the treatment or
follow-up period of the Phase 2 core study, or by the end of the observational period) were enrolled
in the extension4

• Enrolled patients received remibrutinib 100 mg twice daily (b.i.d.)4

Study assessments and analysis
• Mean (standard deviation [SD]) values at baseline and CFB in blood cell count (for leukocytes,

neutrophils, eosinophils, basophils, lymphocytes, erythrocytes, and platelets) were assessed
up to Week 52

• All analyses were performed at a descriptive level and the data are presented as observed

INTRODUCTION
• Chronic spontaneous urticaria (CSU) is characterized by

occurrence of hives (itchy wheals) 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,2 that has demonstrated
safety and efficacy for up to 52 weeks in the Phase
2 core and extension studies (NCT03926611 and
NCT04109313)3,4 and in the 24 weeks primary analysis
of both the Phase 3 studies (REMIX-1: NCT05030311,
REMIX-2: NCT05032157) in patients with CSU
inadequately controlled by H1-antihistamines (H1-AH)5

• BTK is expressed in hematopoietic cells including
myeloid cells.6 This analysis aimed to examine the impact
of remibrutinib treatment on complete blood count
parameters

Figure 1. Study design4
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aPatients who never relapsed (UAS7≥16 at least once) within 12 weeks completed the study at the end of the observational period. bThe minimum 
duration of the follow-up period was 4 weeks for all patients who stopped treatment with remibrutinib. Patients who achieved a UAS7 ≤6 at Week 
52 of the treatment period extended their follow-up period until they relapsed (UAS7 ≥16). Follow-up ended at Week 68 for all patients. cBackground 
therapy was a second-generation H1-AH at a locally approved licensed posology given with a stable treatment regimen. Administration of 
background H1-AH after Week 4 was at the discretion of the investigator. Background therapy was not permitted from Day 1 until Week 4 of the 
treatment period. dRescue therapy was a second-generation H1-AH at a locally approved licensed posology that was eliminated primarily via renal 
excretion. The rescue H1-AH used differed from the background H1-AH and was only given to treat unbearable symptoms (itch) of CSU on a  
day-to-day basis.
b.i.d., twice daily; H1-AH, H1-antihistamines; N, total number of patients; q.d., once daily; UAS7, weekly Urticaria Activity Score.

RESULTS
• Overall, 194 patients were included in this analysis
• No noticeable CFB (mean±SD) was observed in blood cell count (for leukocytes,

neutrophils, eosinophils, basophils, lymphocytes, erythrocytes, and platelets; Table 1)

Table 1. Change in hematology parameters

Laboratory 
parameters

Baseline
(N=194)

Week 52
(N=168)

Change from 
baseline

Leukocytes (x109/L) 6.84±2.14 6.42±1.89 −0.41±1.65

Neutrophils (x109/L) 4.30±1.89 3.85±1.46 −0.47±1.67

Eosinophils (x109/L) 0.181±0.141 0.183±0.133 −0.002±0.131

Basophils (x109/L) 0.046±0.027 0.047±0.026 0.001±0.032

Lymphocytes (x109/L) 1.95±0.62 1.88±0.59 −0.06±0.53

Erythrocytes (x1012/L) 4.61±0.42 4.58±0.41a −0.01±0.21

Platelets (x109/L) 263.94±66.35 242.09±59.18b −25.09±45.21

Data are presented as mean±SD. N, total number of patients evaluable. aN=171. bN=170.

•	 The blood cell count (mean±SD) remained within the normal limits over 52 weeks of
treatment (Figure 2)
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Figure 2. Blood cell count (mean±SD) for patients treated with remibrutinib
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CONCLUSIONS

• Overall, during the Phase 2 extension study, remibrutinib
treatment did not impact the mean blood cell count

• These outcomes are in line with the remibrutinib safety 
profile observed in the Phase 2 core and extension studies3,4

• Data from REMIX-1 and REMIX-2 Phase 3 studies will provide
more insights on the safety profile of remibrutinib
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