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A Multifaceted Study on the optimization of the "Period of Market Exclusivity
for New Drugs" in Japan
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The market exclusivity period of a new drug should be optimized for the
entire pharmaceutical industry, since it is necessary to recoup the huge investment in new drug
development, while it also makes the timing of the launch of relatively inexpensive generics and
biosimilars. This study analyzes the institutional factors that affect the market exclusivity
period, with a particular focus on biopharmaceuticals such as antibody drugs, and, in light of
recent developments, identifies issues in the current system that will likely affect the market
exclusivity period for new drugs in the future.
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