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Summary of opinion1 (post-authorisation) 

Suvaxyn PCV 
Adjuvanted inactivated vaccine against porcine circovirus type 2 in piglets 

On 18 July 2013, the Committee for Medicinal Products for Veterinary Use (CVMP) adopted a negative 
opinion, recommending the refusal of the granting of a variation to the terms of the marketing 
authorisation for the veterinary medicinal product Suvaxyn PCV. The marketing authorisation holder for 
this veterinary medicinal product is Zoetis Belgium S.A. 

The scope of the variation applied for was to change the approved onset and duration of immunity and to add 
a new claim of reduction of faecal and nasal shedding and in addition to make change in the summary of 
product characteristics, section 4.6 that was agreed by the CVMP during periodic safety updated report 
assessment and some further minor changes agreed previously. 

The applicant requested a re-examination of the opinion. After considering the grounds for this request, the 
CVMP re-examined the opinion, and confirmed the refusal of the variation to the marketing authorisation on 
7 November 2013. 

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

• Efficacy of Suvaxyn PCV for the new proposed onset and duration of immunity has not been 
satisfactorily confirmed by studies, as only partial protection was demonstrated; 

• Vaccination in sero-negative piglets showed only significant reduction of viraemia and viral load in 
lymphoid tissues two weeks post-vaccination; 

• Vaccination in sero-negative piglets showed only protection against viraemia, infection and virus 
shedding 23 weeks post-vaccination. 

                                                
1 Summaries of opinion are published without prejudice to the Commission Decision. 




