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Associations between global drug development strategies and the health outcomes
in Japanese patients

Ono, Shunsuke
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This study examined how global pharmaceutical companies introduce new drugs
in local markets including Japan, in what way Japanese local populations are investigated in current
clinical development and evaluation, what information is provided in labeling documents, and what
kind of health impact is introduced by all these conditions of drug development in and around Japan.
This study showed that launch delay in Japan is associated with safer drug profiles in markets,
information in Japanese labeling depends on information in labeling in previous western markets,
clinical trial design and effect sizes are closely associated, and post-marketing safety is
associated with global development strategies taken for each product.
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