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Recent Argument on the Pharmaceutical Patent
New Interpretation of the System of Patent Term Extension

SACHIKO MASUDA

Summary The term of patent protection for new drugs and the term extension are important factors 
that have strong influence on the timing of market entry of generic drugs. Recently, in Japan, there has 
been a long argument on the requirements for a patent term extension such as a condition or reason of 
eroding  patent rights to be restored, and a range of patent effects restored by extension. After several 

cases in the Intellectual Property High Court, the Supreme Court (2009 (Gyo-Hi) No.326, dated April 28, 
2011) delivered their opinion on one of these matters, which should induce Japanese Patent Office (JPO) to 
change their operations in the examination of the requirements for patent term extension. The aim of this 
paper is to overview the system of patent term extension in Japan and its issues, providing the background 
of the recent argument, pointing out the issues of the current practice by JPO and the opinions by the 
Supreme Court, and discussing the possible impacts of the Supreme Court case on the pharmaceutical 
market in the future.  
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