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Abstract

On April 16, 2014, the European Union (EU) issued the new Regulation (No 536/2014) to “repeal”
Clinical Trials Directive (2001/20/EC), which will be implemented in 2016. This Regulation aims at drastic
reformation of clinical trial regulations in the EU region. The most important point of reformation is to
establish the system of “EU portal” which enables a sponsor “one-stop” (single) submission to the
regulatory authority for starting a multi-national clinical trial. There are other reformations to streamline
regulatory procedures especially for low-intervention clinical trials; to improve transparency of clinical trial
information; and to strengthen human subject protection.

Here, the author introduces several points of this reformation especially important for consideration of
Japanese regulatory reformation of clinical trials, covering the followings: scope of regulations; submission
system of starting clinical trial; ethics committee; clinical trial database; protection of human subjects
(informed consent and broad consent; compensation for research-related injury; additional protection for
vulnerable populations, etc.).

We Japanese should watch the outcome of this drastic reformation and hope to be able to find the
points possible to apply to clinical trial regulatory reformation in Japan.
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Fig.1 Timeline and process of validation of clinical trial submission
dossier defined by EU Clinical Trials Regulation
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Fig. 2 Timeline and process of the assessment of clinical trial submission
(assessment report Part I ) defined by EU Clinical Trials Regulation
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