©
2017 2020

Application of spontaneous adverse event reports to regulatory science

Nakamura, Mitsuhiro

3,200,000

1) (PMDA)
(FDA) 2 (spontaneous reporting system: SRS)
(NDB )

Spontaneous reporting system (SRS) has been recognized as a primary tool for

pharmacovigilance that reflects the realities of clinical practice. The US FDA Adverse Event
Reporting System (FAERS) is the largest and best-known SRS database in the world. The regulatory
authority in Japan, the Pharmaceuticals and Medical Devices Agency (PMDA), has released the SRS for
the Japanese Adverse Drug Event Report (JADER) database. Two widely used SRS databases are the JADER
and FAERS databases. In this study, we conducted a retrospective analysis to address adverse events
and to identify the time-to-onset profiles. Our study indicates the importance of comparing safety
profiles of newer and traditional drugs. These data may be particularly beneficial to prescribers.
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(1) JADER (drug-induced gingival overgrowth: DIGO)
( 2017)
DIGO QOL ROR
support (
) confidence ( ) lift ( )
ROR (95% ClI) 15.8(8.9-28.2)
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