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A biological active substance is considered new if:

−  the antigen or antiserum is contained within a product indicated against a newly emerging species of
pathogen, or

−  a new antigen or antiserum is contained within a product indicated against a disease where existing
products are proven and recognised not to alleviate suffering from the said disease in the particular
target species;

−  the product consists of a substance which through immunological mechanisms affects the physiological
function of an animal (e.g. one which causes immunocastration), either if the substance has a new
efficacy claim or if a new active substance has a different mode of action;

−  the product consists of a substance,  which modulates the function of the immune system either if the
substance has a new efficacy claim or if a new active substance has a different mode of action.


