
Appendix I 

Divergent position on a CVMP opinion on the granting 
of a marketing authorisation for CLYNAV 
(EMEA/V/C/002390/0000) 
 
The undersigned wish to express a divergent position to the CVMP opinion on the application for 
the marketing authorisation of CLYNAV, a DNA-vaccine for Atlantic salmon to “reduce impaired 
daily weight gain, and reduce mortality, and cardiac, pancreatic and skeletal muscle lesions caused 
by pancreas disease following infection with salmonid alphavirus subtype 3 (SAV3)”.  

The undersigned is of the opinion that the potential benefit of the vaccine; reduction of clinical 
signs and mortality caused by pancreas disease (PD) for two months after vaccination, does not 
outweigh the potential risks of the vaccine with regards to:  

• target animal safety and welfare 

• the possible lack of protection against clinical disease beyond two months after vaccination.  

• the possible interactions between CLYNAV and  other mandatory vaccines used in Atlantic 
salmon farming in the EU/EEA 

• the possible reduction of fillet quality due to injection site reactions 

The laboratory studies presented do not satisfactorily document safety and efficacy for the vaccine, 
and they are furthermore not considered to be of sufficient clinical relevance for the Atlantic 
salmon farming industry in Norway. For example, field trials are considered pivotal to document 
safety and efficacy of the vaccine under various field conditions, and to confirm the findings from 
the limited laboratory trials. A positive conclusion on the benefit / risk assessment can therefore 
not be reached with the current documentation presented for the product.  

Further elaborations on the divergent position: 
PD is a significant infectious disease affecting salmon farming in Norway. Approximately 1/3 of all 
salmon in Norway are vaccinated against this disease. Under field conditions, SAV-3 is a virus that 
can infect fish during the entire production cycle at sea, and not only a short period after sea 
transfer. Clinical disease of PD is seen all year round, but the majority of outbreaks occur during 
the summer months. Clinical disease has substantial consequences for animal welfare and the 
economy in fish farming. PD-vaccination is an important part of the measures to control the 
disease. Therefore, it is very important to have vaccines on the market, for which satisfactory 
safety and efficacy have been established by a sufficient number of good quality laboratory studies 
and confirmed under relevant field conditions. Norway is, for the time being, the only market for 
CLYNAV in Europe, as it is indicated only against SAV3 infection. 
 

In the undersigned’s opinion, there are potential risks related to safety and efficacy for the product, 
which have not been properly addressed. The issues of special concern are: 

• No field trials have been performed with CLYNAV. Field trials are considered pivotal for two 
reasons:  

- PD is a very important disease, both from a fish welfare and an economical point of view. 
It is therefore considered necessary to confirm sufficient safety and efficacy for all 




