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Exploratory reseach of global development pathways of new drugs and optimization
in local populations
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In this study, diverse perspectives were analyzed on access to new drugs (i.
e., country, patient and disease level) and the consequences of efficacy and safety in various
subpopulations (Japan, US) since the 2000s, when global development of new drugs became common. The
results showed that 1) safety concerns are significant in Japanese patients for globally developed
products, 2) Westerners and Japanese have different expectations of anticancer drug treatment, 3)
the nature of adverse drug reaction reports from consumers reflects country-specific
characteristics, 4) pharmaceutical companies are diversifying and selecting indications (i.e.,
patient sub-populations) that utilize the strengths of the company to enter the development market,
and 5) country-specific development regulations and support have an impact on the types of cell and
gene therapy products launched.
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