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Biopharmaceutical medicinal products (biologics) represent a huge
financial market. Thus upon patent protection expiry of the innovator
(reference) biologic there is interest from industry to gain a portion of
this market by launching a 'similar' biologic at a reduced development
cost, thus boosting potential gains. The EMA responded to this desire
and lead the guidance process with industry on the topic of biosimilars.
Based on the experience gained with biosimilars in the past, the EMA
started to introduce a second generation series of guidance documents,
which take into account the past, cu


