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13:30-13:40

QMS workshnp (open sessmn} (TFDA €201)

'_ Aud;ence Regulator, 3" party, industry
Date Octoberz 2019

Registration
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13:40-14:40

[Japan Medical Device Premarket Review and Approval Process ]
Mr. Fumihito Takanashi, Deputy Director, Medical Device Evaluation

Division, Pharmaceutical Safety and Environmental Health Bureau, MHLW

14:40-15:00

Coffee Break

15:00-15:30

[ The Current Status of the Use of Taiwan GMP Audit Reports in Japan
under MOC]
Memorandum of Cooperation between the Japan-Taiwan Exchange
Association and the Taiwan-Japan Relations Association on the Field of
Medical Device Quality Management System Requirements
Dr. Madoka Murakami, Inspector, Office of Manufacturing Quality and

Vigilance for Medical Devices

15:30-16:00

[ Questions by Taiwanese Manufacturers on Medical Device
Registration Process in Japan ]
Questions provided by Taiwanese associations and manufacturers

16:00-16:10

Discussion
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