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The past year has seen a great deal of activity related to the legal challenges for biosimilars in the United States. The legal 
landscape for biosimilars and the BPCIA is becoming clearer as decisions such as Amgen v. Sandoz are being handed 

down by the courts and an increasing number of biosimilar applications are being accepted by FDA. Legal challenges are 
also occurring at the US Patent and Trademark Office as biosimilar applicants attempt to obtain patent certainty in advance 
of submission of the biosimilar application to FDA. This presentation will outline the current status of the legal activity 
surrounding biosimilars in the US.
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