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The Hatch-Waxman Act of 1984 historically introduced the abbreviated new drug approval (ANDA) 
pathway, or generic pathway, to market for new drugs. The statute combined patent term extensions for 
innovator products with litigation-forcing "patent certification" mechanisms and 180 day exclusivity 
for first FDA-approved generic products. The last thirty-five years has brought to light several colossal 
failures of that statute that have allowed drug companies to engage in behaviors that harm consumers 
and undermine the legislative history and spirit of the Act. This early stage article will explore one 
particular aspect of the legislation that has had a significant impact on industry actions, trends and 
outcomes in patent litigation, and on the drug market. The legislation sets forth a special relationship 
between the USPTO and FDA with regard to patents. In order for the U.S. Food & Drug Administration 
to approve a new drug product, the statute requires that the drug sponsor submit information about any 
U.S. patents claiming the drug substance or method of use. The FDA publishes this patent information 
in the Approved Drug Products with Therapeutic Equivalence Evaluations, commonly known as the 
Orange Book. Once approved, the sponsor then retains an ongoing responsibility to update that 
information with the FDA; that information is presumably updated by the FDA on a regular basis in the 
Orange Book. Any generic drug sponsor seeking market entry must consult the Orange Book in order 
to assess the patent landscape of the innovator product as a means to craft their ANDA application to 
the FDA. The problem arises in the implementation of this system. This article sets out to explore this 
problem and propose solutions. It is very much a work in progress. 
 


