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Considerations of Post-marketing Surveillance Study Based
on the Experience of Prospective Cohort Study
with a Control Group

11 )
Mamoru NARUKAWA

Abstract

Traditionally, post-marketing surveillance studies in Japan have been conducted mostly in the form
of a single-arm cohort study, so-called a “3,000-case study.” With the recent development and imple-
mentation of new regulations on risk management for pharmaceuticals in EU and US, a new guid-
ance on risk management has also been issued in Japan, which requests pharmaceutical companies
to plan and conduct post-marketing surveillance studies focused on the important risks (identified/
potential/missing information) for each drug. With the aim of sharing information, a hearing survey
was conducted from companies that had the experience of conducting prospective cohort studies
with a control group as post-marketing surveillance. Based on the information collected, issues to
be shared as well as solved were identified and discussed in order that post-marketing surveillance
studies with such a design are conducted in a smooth and positive manner in the future.
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