
 

 
7 Westferry Circus ● Canary Wharf ● London E14 4HB ● United Kingdom 
Telephone +44 (0)20 7418 8400 Facsimile +44 (0)20 7418 8447 
E-mail info@ema.europa.eu Website www.ema.europa.eu  An agency of the European Union    
 

© European Medicines Agency, 2011. Reproduction is authorised provided the source is acknowledged. 
 

 
8 April 2011 
EMA/CVMP/198376/2011 
Committee for Medicinal Products for Veterinary Use 

Summary of Opinion1 

Masivet 
Masitinib mesylate 

On 8 December 2010, the Committee for Medicinal Products for Veterinary Use (CVMP) concluded that 

the benefit-risk balance for this variation was negative. The applicant requested a re-examination of 

this opinion, involving the consultation of an ad-hoc expert group (veterinary dermatologists and 

statisticians). Based on the re-assessment of the data provided by the applicant, and the 

recommendation given by the ad-hoc expert group, the CVMP adopted in April 2011 a final opinion, 

concluding that the overall benefit-risk balance for this variation is negative. The applicant for this 

veterinary medicinal product is AB Science S.A. 

The scope of the variation was the addition of a new indication: Treatment of atopic dermatitis in dogs. 

The grounds for the negative opinion relate to the following points:  

 There is lack of effect of treatment shown for the main primary endpoint (pruritus),  

 There is only limited effect of treatment shown in the second primary endpoint (CADESI score), 

 The risk for adverse events is unacceptable in relation to the limited benefit anticipated for the 

proposed new indication, 

 A conclusion on benefit-risk balance for “resistant or intolerant dogs” could not be drawn as 

this subpopulation was not sufficiently defined. 

The CVMP, on the basis of the quality, safety and efficacy data submitted, considered that the benefit 

to risk balance for the proposed new indication for Masivet was not demonstrated to be favourable, 

and therefore could not recommend the granting of a marketing authorisation.  

                                               
1 Summaries of opinion are published without prejudice to the Commission Decision, which will normally be issued within 90 
days from adoption of the opinion. 
 


