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In this article published in BNA's Patent, Trademark and Copyright Journal, Andrea Weiss Jeffries

and Nancy Schroeder detail the impact of the Hatch-Waxman Act on pharmaceutical companies and

patent infringement actions.

Upon initiation of a patent infringement action between branded and generic pharmaceutical

companies, the Hatch-Waxman Act (21 U.S.C. § 355(j)) provides for an automatic 30-month stay of

Food and Drug Administration approval of the Abbreviated New Drug Application (ANDA) for the

proposed generic pharmaceutical product. Read the full article

Wilmer Cutler Pickering Hale and Dorr LLP is a Delaware limited liability partnership. WilmerHale principal law offices: 60 State Street, Boston, Massachusetts 02109, +1 617 526 6000; 2100 Pennsylvania Avenue, NW,
Washington, DC 20037, +1 202 663 6000. Our United Kingdom office is operated under a separate Delaware limited liability partnership of solicitors and registered foreign lawyers authorized and regulated by the Solicitors
Regulation Authority (SRA No. 287488). Our professional rules can be found at www.sra.org.uk/solicitors/code-of-conduct.page. A list of partners and their professional qualifications is available for inspection at our UK office. In
Beijing, we are registered to operate as a Foreign Law Firm Representative Office. This material is for general informational purposes only and does not represent our advice as to any particular set of facts; nor does it represent
any undertaking to keep recipients advised of all legal developments. Prior results do not guarantee a similar outcome. © 2004-2024 Wilmer Cutler Pickering Hale and Dorr LLP

https://www.wilmerhale.com/en/
https://www.wilmerhale.com/-/media/files/WilmerHale_Shared_Content/Editorial/Publications/Publication/2016-03-25-BNA-Stay-Versus-Stay-How-Litigation-Stays-Pending-IPRs-Impact-the-30-Month.pdf

