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Sponsor 

Novartis  
 

Generic Drug Name:   

N/A 

 
 

Therapeutic Area of Trial 

Moderate persistent asthma 

 
 

Approved Indication 

Investigational – not approved 

 
  

Protocol Number 

QAV680A2201E1 
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Title 

A randomized, double-blind, parallel group study to compare the pharmacodynamics/efficacy, 
safety and pharmacokinetics of QAV680 versus placebo in patients with moderate persistent 
asthma 

Phase of Development 

Phase II 
  

Study Start/End Dates  

 
05 Apr 2010 to 02 Sep 2010 
 
Early termination date: 25 Aug 2010 
The study was discontinued by Novartis due to conflicting priorities. 
 

Study Design/Methodology 

A  multicenter, randomized, double blind, parallel group study to compare the 
pharmacodynamic/efficacy effects of QAV680 500 mg q.i.d compared to placebo when 
administered for 28 days to patients with moderate persistent asthma. The study consisted of a 
28-day screening period (Day -42 to Day -15), a placebo washout period (Day -14 to Day -1), a 
28 day treatment period followed by a study completion evaluation. 
 
 
 

Centers 

3 Centers in 2 countries: USA (2 centers), Germany (1 center) 

 

Publication 

N/A 
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Test Product (s), Dose(s), and Mode(s) of Administration 

QAV680 500mg (5 x 100mg capsules) or matched placebo capsules. oral 

 

Statistical methods: No formal statistical testing was performed on any of the data collected in 
this study due to the early termination of the study. 
 
 

Study Population: Inclusion/Exclusion Criteria and Demographics 

Demographics: Male and female patients aged between 18 and 65 years inclusive 
 
Criteria 
Inclusion Criteria: 

• Patients with moderate persistent asthma 

• FEV1 ≥ 60% and ≤ 90% of the predicted normal value at baseline after the 
placebo run-in period had completed 

• Patients had to have demonstrated an increase of ≥12% and or 200 mL in 
FEV1 over their prebronchodilator value post short acting β2-agonist (400μg 
inhaled Salbutamol) 

Exclusion Criteria: 

• Smokers 

• Any significant disease or illness, other than asthma 
 



 
Clinical Trial Results Database  Page 4 

 
 

Page 4 of 6 

 

Participant Flow 

 

 

Baseline Characteristics  
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Safety Results  

 

Adverse Events by System Organ Class 
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Serious Adverse Events and Deaths 
 QAV680 500 mg Placebo 
No. (%) of subjects studied N=6 N=5 
No. (%) of subjects with AE(s) 4 (67) 2 (40) 

Number (%) of subjects with  
serious or other significant events 

0 (0.0) 0 (0.0) 

Death 0 (0.0) 0 (0.0) 
SAE(s) 0 (0.0) 0 (0.0) 
Discontinued due to SAE(s) 0 (0.0) 0 (0.0) 
 

Other Relevant Findings 
N/A 
 

 

Date of Clinical Trial Report 
17-Oct-2011 

 

Date Inclusion on Novartis Clinical Trial Results Database 
25 July 2012 
 

Date of Latest Update 

25 July 2012 

 
 

                  


