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Based on the characteristics of medical instruments, this research studied by a research group
consisting of experts from industry, academia and government, and prepared Guidance
clarifying handling of clinical trials of medical device. This guidance includes content on the
need for clinical trials and the consideration method of Study design.

In this research, analyzed past approval cases and interviewed the PMDA examiner, and
conducted an investigation of the trend of IMDRF and the U.S. for international harmonization.
It is a prerequisite to confirm the balance between risks and benefits related to efficacy and
safety in the review of medical devices. On the other hand, it is becoming a new social
requirement to further consider the patient's timely access to medical devices recently.
Therefore, From now on, it is necessary to optimize the requirements of premarket data and
postmarket data in the review of medical devices.

From now on, it is necessary to develop and evaluate the sharpness according to various medical
devices, each characteristic. Promotion of these was expected to lead to High Quality clinical
trials and effective allocation of development costs. This is an important awareness for supplying
superior medical technology to patients, resulting in an improved environment that enables

sustainable creation of innovative medical devices.
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