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HESUB Gk Clinical studies using medical devices harvest new treatment/diagnostic methods to society continuously improving
devices.

"Clinical Studies with Unapproved Medical Device", a strategic committee of METIS (Secretariat: JFMDA),
published "Guidance: Implementing Clinical Studies using Unapproved Medical Devices" detailing clinical studies
implementation procedures complying current related laws, government notification, and ethical guidelines.

This Guidance explicates discussions, procedures, and others for medical organizations' researchers as a
supporting material upon implementing clinical studies using unapproved medical devices with main points of
which are "Medical Device Classifications", "Clinical Trial System and Clinical Studies", "Protection of Trial
Subject", "Confirmation before Study Plan Creation”, "Documentation for Ethical Review", "Contracts with Medical
Device Suppliers”, "Controlling Clinical Study Devices", "Data Management", "Adverse Event Report", and
"Procedures Abandoning Studies."

Presenter, and all other authors, believes medical organizations, performing medical device clinical studies, utilize

this Guidance propelling Japanese clinical studies, and outlines "Discussions Implementing Clinical Studies using
Sé Unapproved Medical Devices". W
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