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20 Years of NIHS “Drug Safety Information”

Yoshiko Aoki

The National Institute of Health Sciences (NIHS) has been engaged in the “Research Project for the
Scientific and Systematic Collection, Analysis, Evaluation and Provision of Information on Drug Safety”
for 20 years since 2003. In this project, information on drug safety collected from overseas regulatory
agencies and major medical journals is summarized in Japanese in the NIHS Drug Safety Information,
which is published bi-weekly on the NIHS website. The information is collected by full-time researchers
who analyze and evaluate whether the information is important and reliable for Japan before providing
it to the public. To date, we have published information on 3,202 articles from overseas regulatory
agencies and 867 articles from the literature, covering 1,002 types of pharmaceuticals. All published
information is stored in a database to facilitate retrievals and subsequent studies, and is used for future
research on safety information. One of the advantages of having the same researchers continuously
collecting information over a long period of time is that they become aware of qualitative and
quantitative changes in safety information. such as overseas regulatory trends and drug risk
management concepts, and their effects. In this paper, we would like to introduce the recent 20-year

trend of the drug risk management system that can be read from the NIHS “Drug Safety Information”.
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