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After the elapse of patents, formerly patented drugs become available for any producer. Drugs identical to
already authorised can have accelerated authorisation procedures in many Countries.

First patents about biotech drugs are now elapsing and new drugs are becoming available to any producer.
So, the problem of the authorisation for marketing so-called “biogenerics” is arising.

The legal situation in Europe is quite difficult to understand. The authorisation of generics is usually
connected to their similarity to original drugs. However, an essential similarity is very difficult to assess, due
to the highly complicated structure of such drugs.

EMEA provided no accelerated process for getting authorisation and a new trial is usually required.

Some biogenerics have already been submitted for authorisation in Europe: in particular Alpheon
(recombinant human Interferon-alfa-2a, by BioPartners GmbH), Omnitrope (somatropin, By Sandoz GmbH)
and Valtropin (somatropin, by BioPartners GmbH).

It is presently not clear which could be the interest of FICPI in this respect. A discussion on this point could

be advisable.



