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Abstract

Medicinal regulatory science refers to the science that deals with appropriately and expeditiously
making predictions, evaluations, and decisions regarding the quality, efficacy, and safety of medical
products based on scientific knowledge. Simply stated, this can be considered as adopting a more
scientific approach to approval reviews and safety measures for medical products, and ensuring that these
elements can cope with advances in science and technology. There is a drive to strengthen regulatory
science initiatives in Japan's Pharmaceuticals and Medical Devices Agency, as well as in the United
States' Food and Drug Administration and the European Union's European Medicines Agency. In order
to bring about the practical implementation of innovative medical products (i.e., to realize innovation),
it is necessary for regulatory science to effectively and appropriately function in tandem with academic
science.
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Regulatory science is the science of developing new tools,
standards and approaches to assess the safety, efficacy, quality and
performance of FDA-regulated products. ( Advancing Regulatory
Science for Public Health*’)
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Regulatory science includes basic and applied biomedical sciences,
including genetics, pharmacology, biostatistics, clinical-trial
methodology and epidemiology, and social sciences such as decision
sciences, risk assessment and communication sciences. It aims
to contribute towards the development of standards and tools to be

used in the regulation of medicines.
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