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wo years have passed since Congress, as part of the 2010 Health Care Reform legislation, enacted the Biologics Price

Competition and Innovation Act (BPCIA), which created an abbreviated pathway for lower cost “Biosimilar” versions of
innovative biologic products that previously lacked a legal/regulatory mechanism for securing approval by FDA. While the
pathway now exists, we still have not seen a single Biosimilar approval. Indeed, while FDA has said that a number of investigational
new drug exemption (IND) filings have been made for Biosimilars, there has not been a report of the submission to FDA of a
abbreviated application for a biosimilar.

Explanations for the paucity of activity at FDA on Biosimilars focused on the lack of guidance from the agency. In fact, some
“generic” firms such as Teva announced that, in the absence of clarity on the pathway, they would prefer to file full biologics license
applications rather than pursue the new Biosimilar route.

FDA finally issued not one, but three, guidances in February 2012 that were intended to provide greater clarity. But, do the
guidances raise more questions than they answer? This session will explore the guidances in detail and explain what they clarify
and what the guidances leave unanswered for the Biosimilar applicant. In doing so, the session will focus on such key topics as:

¢ The scientific standards for securing Biosimilar approvals;

¢ Exclusivity for innovative products,

¢ The need for continuous interaction with FDA during the development process,

¢ The impact of user fee legislation on the Biosimilar process at FDA;

¢ Whether FDA will regard any Biosimilar as interchangeable for the innovator; and

¢ How FDA will be challenged by innovators who likely will raise scientific objections to FDA standards for approval using such
techniques as FDA's citizen petition process or even outright litigation.
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