
Masitinib in severe asthma: 
Results from a randomized, phase 3 trial

Pascal CHANEZ, MD, PhD.

Aix-Marseille University, Marseille, France

On behalf of the AB07015 Study Group



Conflict of interest disclosure

❑ I have no real or perceived conflicts of interest that relate to this presentation.

✓ I have the following real or perceived conflicts of interest that relate to this presentation: 

Affiliation / Financial interest Commercial company

Grants/research support: Almirall, Boston Scientific, Boehringer Ingelheim, Centocor, GlaxoSmithKline, AstraZeneca, Novartis, Teva

Honoraria or consultation fees: Almirall, Boehringer Ingelheim, Johnson & Johnson, GlaxoSmithKline, Merck Sharp & Dohme, AstraZeneca, 

Novartis, Teva, Chiesi, Sanofi, SNCF, Centocor, Boston Scientific and ALK

Participation in a company sponsored 
bureau:

Almirall, Boehringer Ingelheim, Johnson & Johnson, GlaxoSmithKline, AstraZeneca, Novartis, Teva, Chiesi, 

Schering Plough, and Sanofi

Stock shareholder:

Spouse / partner:

Other support / potential conflict of 
interest:

This event is accredited for CME credits by EBAP and EACCME and speakers are required to disclose their potential conflict of interest. The intent of this disclosure is not to prevent a speaker with a conflict of

interest (any significant financial relationship a speaker has with manufacturers or providers of any commercial products or services relevant to the talk) from making a presentation, but rather to provide listeners

with information on which they can make their own judgments. It remains for audience members to determine whether the speaker’s interests, or relationships may influence the presentation. The ERS does not

view the existence of these interests or commitments as necessarily implying bias or decreasing the value of the speaker’s presentation. Drug or device advertisement is forbidden.



Introduction

Masitinib is a first-in-class oral tyrosine kinase inhibitor in severe asthma

❖ Masitinib selectively targets mast cell activity (c-Kit, LYN, FYN) and is also a potent 

inhibitor of PDGFR

❖ Strong scientific rationale to target mast cells in severe asthma 

❖ PDGFR signaling associated with airway remodeling in severe asthma

❖ Masitinib activity demonstrated via preclinical mouse models of asthma

▪ Significant decrease of airway hyper-responsiveness 

▪ Significant decrease of eosinophils recruitment

❖ Clinical proof-of-concept in cat [Lee-Fowler, 2012] and human [Humbert, 2009] studies



Study AB07015 Design

Study AB07015 evaluated masitinib 6.0 mg/kg/day in severe asthma 

uncontrolled by OCS with no restriction on baseline eosinophil level 

▪ Randomized (2:1), double-blinded, placebo-controlled. 

▪ Patient with severe asthma, uncontrolled by OCS (≥7.5 mg/d), both high (≥150 
cells/µL) and low (<150 cells/µL) eosinophils

▪ Timing: 2-week run-in (blinded placebo) → 36-week treatment period [W0–W36] 

→ possible blinded extension

▪ Primary endpoint: Reduction of annualized severe asthma exacerbation rate for 

overall exposure

▪ If significant, sequential analysis in pts with severe asthma and eosinophil count 

≥150 cells/µL (fixed hierarchical procedure with 5% α for each analysis)



Study AB07015 Primary Endpoint Results 

Masitinib significantly decreased the rate of severe asthma exacerbations in 
patients with severe asthma uncontrolled by OCS, regardless of eosinophil level

❖ Average exposure (approx. 60 weeks) was well-balanced across treatment-arms

❖ Sensitivity analysis on ITT population was similarly significant (-33%, p-value=0.0156)



Sensitivity Analysis on Primary Endpoint

Benefit of masitinib was greatest in patients who had higher cumulated use of 
OCS (indicative of more severe asthma that is harder to control)



Study AB07015 Safety Results 

Safety was consistent with the known profile for masitinib

Summary of Adverse Events (AE) - Safety Population (n = 404)

❖ No new safety signals were observed

Masitinib

% (n)

Placebo

% (n)
Difference

At least one AE
83.4%

(226/271)

82.0% 

(109/133)
+1.4%

At least one severe AE
48.0%

(130/271)

45.9%

(61/133)
+2.1%

At least one serious AE (non-fatal)
17.7%

(48/271)

16.5%

(22/133)
+1.2%



Conclusions

Study AB07015 demonstrated efficacy in a difficult to treat population

❖ Study AB07015 population is distinct from other asthma trials
▪ Patients dependent on OCS (100% receiving high dose OCS therapy) and no weaning
▪ Patients were treated irrespective of baseline eosinophil count
▪ Evaluated over a long period of time (approx. 60 weeks)

❖ Significant reduction in severe asthma exacerbation rate
▪ -35% reduction in primary analysis population irrespective of baseline eosinophil level
▪ -38% reduction in subgroup with baseline eosinophil level ≥150 cells/µL
▪ Greatest benefit (-41% to -71%) for patients who had the most severe asthma

❖ Masitinib may therefore provide a new treatment option for severe asthma 
uncontrolled by OCS

▪ Biologic-ineligible patients (e.g. eosinophil count of ≤300 cells/µL)
▪ Patients in failure to biologics
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