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Abstract

‘While medicinal regulatory science (RS) has developed variedly in the world's medical-product
regulation over the past three decades, definitions of RS by regulatory authorities in Japan, US, and
EU share a common understanding that RS is a science placing great value on the evidence-based as-
sessment and decision making. In Japan, RS is viewed as an ethical science not just providing the as-
sessment but applying assessment outcomes to the society in the most appropriate way. An attempt to
leverage RS with real-world data (RWD) to promote ‘rational medicine” is underway. In contrast,
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RS in US and EU has been advanced by attempting the quantification of complex benefit-risk assess-
ment, and summarizing key scientific findings into strength of evidence, uncertainty, conclusion, and
reason to inform the public about assessment outcomes. Future directions of RS viewed in Japan, US,
and EU perspectives should be (i) strengthening exploitation of RWD, (ii) improving transparency/
consistency of benefit-risk assessment, and (iii) promoting patients and public involvement (PPI).
‘We should deal with the visualization of benefit-risk assessment and PPI in addition to the utilization of
RWD, so that our distinctive RS may be widely shared abroad, and continue its contribution to the bet-

terment of our society into the future.

Key Words: Regulatory science, Benefit-risk assessment, Regulatory decision making.
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