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Abstract

Lately, it has been noted that the R&D of new drugs in Japan is “hollowing out” as the
development of new drugs has decreased, development periods have increased, and
development has shifted overseas, and so on. The process of R&D of new drugs, from the
synthesis of new compounds to the final supply in the market, is immensely affected by
laws and regulations based on the Pharmaceutical Affairs Law and the drug price
standards based on the Pharmaceutical and Health Insurance Law. Although it is
common for laws and institutions to affect new compounds at the invention phase, the
effect of trials and approval inspections related to the regulations in the Pharmaceutical
Affairs Law and drug price decisions under the health insurance system on the
invention of new drugs is significant. This essay reviews the impact of the Japanese
legal system on R&D of new drug, through an international comparison from an
economic perspective. The results of the analysis indicate that the maintenance of an
infrastructure for trials and approval inspections, thereby enhancing clinical trial
efficiency and incentive granting and appropriate relative prices for generic
pharmaceutical drugs are all necessary conditions for promoting R&D of new drugs in

Japan.
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