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BACKGROUND: 

Study AB07015 (NCT01449162) evaluated oral masitinib (6 mg/kg/day) treatment of severe 

persistent asthma remaining uncontrolled by high-dose ICS/LABA and oral corticosteroids (>5 

mg/day), irrespective of baseline blood eosinophil levels. Masitinib (MAS) is a first in class drug 

in the treatment of asthma, selectively inhibiting tyrosine kinases (KIT, LYN, FYN, PDGFR) and 

targeting principally mast cell activity.  

METHODS: 

Randomized (2:1) controlled phase 3 trial. Following a 2-week single-blind, placebo (PBO) run-

in period, eligible adult patients (pts) were treated for 36 weeks (with possible blinded extension 

until at least week-96). Primary endpoint was reduction of annualized severe asthma exacerbation 

rate (SAER) for overall exposure (including extension period [W0–W96]), with a severe 

exacerbation event defined as worsening asthma leading to an increase from stable maintenance 

dose of corticosteroids for ≥3 days or hospitalization. A key predefined subgroup analysis was 

assessment of pts with initial eosinophil count of ≥150 cells/µL.  

RESULTS: 

Baseline characteristics and average exposure times (approx 60 weeks) were well-balanced across 

treatment-arms. For the primary analysis, MAS (n=240) showed a significant 35% reduction in 

SAER (p=0·0103) compared with PBO (n=115) in severe asthma pts. This treatment-effect was 

corroborated by sensitivity analyses and secondary endpoints (see Table). For analysis of the 

eosinophil ≥150 cells/µL subgroup, MAS (n=181) showed a significant 38% reduction in SAER 

with respect to PBO (n=87) (SAER 0.34 vs 0.51, respectively, RR of 0.62 [95%CI 0.42–
0.91;p=0·0156]). Secondary endpoints for this subgroup were also significant in favor of MAS, 

including pulmonary function according to FEV1 (p<0.001) and FVC (p=0·032); and reduction in 

moderate/severe asthma exacerbation rate (p=0·0249) (see Table). Safety for the overall 

population (n=404) was consistent with the known profile for MAS, with no new safety signals 

observed. The rate of pts presenting at least one adverse event was 83.4% for MAS vs 82.0% for 

PBO.  

CONCLUSION: 

The primary analysis of study AB07015 was positive, with an acceptable safety profile, for 

uncontrolled severe asthma irrespective of eosinophil levels. Masitinib also shows significant 

improvement in severe eosinophilic (≥150 cells/µL) asthma and may therefore provide a new 

treatment option for biologic-ineligible pts (e.g. eosinophil count of ≤300 cells/µL) or pts in failure 

to biologics.        
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TABLE: Summary of efficacy results for primary and subgroup analyses of study AB07015 

 


