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                The first generic versions of complex drugs known as biologics are likely to gain approval in the US this year under a new, abbreviated approval pathway. But before these drugs reach the market, the companies developing these generic versions, called biosimilars, will have to settle patent disputes with the makers of brand-name biologics. The process for resolving these disputes, however, is rife with ambiguities that the courts have yet to interpretâ€”and some lawyers assert that this could dissuade companies from producing biosimilars in the US.
Just last month, an advisory committee to the US Food and Drug Administration (FDA) recommended approval of the first biosimilar application submitted to the agency. Sandoz, the generics division of Swiss drug giant Novartis, is seeking approval for a biosimilar version of Neupogen (filgrastim), a medicine produced by the California-based biotech Amgen that helps cancer patients produce more white blood cells.
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