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Trends in Patent Infringement Litigation against Generic or Biosimilar Products and
System Challenges for the Stable Supply of These Products

BEHFEY  SacHiko MASUDA
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Summary : Patent infringement litigation against generic or biosimilar (GE/BS)products results from differences in
understanding between a GE/BS product company and a brand name product company (the patent holder), regarding
the timing of patent expiration of the brand name product and market entry of the GE/BS product. Even though only a
small number of litigation cases (3 or less per year)have been filed in Japan since 2001, it has become more difficult to
determine when a GE/BS product should enter the market, due to changes in market circumstances and the relevant
legal system in the past decade. As a result, a steadily increasing number of new issues and judgement factors have been
argued in the course of such litigation.

This report first provides an overview of the current situation regarding the system, which makes the timing of GE/BS
product market entry more complicated and subdivided, secondly outlines trends in recent patent infringement litigation
and introduces 3 litigation cases that demonstrate emerging trends in order to analyze their future effects, and finally
discusses system challenges for realizing a stable supply of GE/BS products in Japan.

Key words : patent infringement litigation, patent extension, skinny labelling, regimen patent
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