. Global Medlcal Device Regulatlon Update and Practice

”ASIa Regulatory Training Course” is organlzed by Asia Regulatory Professmnal Assoaann (ARPA)
and Qualtech Consulting Corporation annually since 2011. This annual event aims to bring practice to
schools. By recognizing the situation that existed in medical device industry today, and understanding
developmentally practices, both lecturers and students may integrate studies into practices:

This year, we are honored to have a professional from CFDA to guide us through the regulation
changes on clinical trials in China and a regulatory expert on European CE&MDR. Join us to learn
about the framework for regulation of medical device in Europe and China, get a hold on the updates
and trends of medical device regulation, and engage with the professionals from frontiers through
this event!
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13:00 ~ 13:10 pm Registration
.o 13:10~13:15 pm Introduction
r"‘j Dr. Yin-Pen, Chang, General Manager at Qualtech
13:15~ 13:45 pm Biological Evaluation for Medical Devices
Prof. Ting Féi, X1, Prof. in BUAA

13:45 ~ 14:35 pm Clinical Trials Update in CFDA
Xin Li, Shi, Minister of Supervision Il at
Center for Medical Device Evaluation (CMDE)
14:35~ 14:50 pm Break
14:50 ~ 15:30 pm CE and MDR Regulatory Affairs
Dr. Arkan Zwick, Director of Regulatory Affairs,
CROMA Pharma GmbH, Austria
15:30 ~ 16:30 pm AHWP Introduction, ASEAN Regulatory Update and Practice
Prof. Jack Wong,
Secretary, Asian Harmonization Working Party, AHWP
16:30~ 17:00 pm Discussion
17:00 pm End
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4th floor Lecture hall, The School of Biological
Science and Medical Engineering, Beijing, China
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MepicAL Device REGULATORY & CRO

For more information about this course or

to register, please contact Sally Guo/Manager,
Qulatech Consulting Corporation Beijing,
+86-135-0117-5935

The Asia Regulatory The School of Biological Room 313 Fucheng Building,
Professional Association Science & Medical Engineering No98 Beilishi Road first,Beijing 100037



http://www.qualtech.com.tw/en/
https://www.google.com.tw/maps/place/%E5%8C%97%E4%BA%AC%E8%88%AA%E7%A9%BA%E8%88%AA%E5%A4%A9%E5%A4%A7%E5%AD%A6/@39.9809677,116.3472533,15z/data=!4m2!3m1!1s0x0:0x8f78f725e6916a74?sa=X&ved=0ahUKEwjC9aGJ85TYAhXFjLwKHfijCKMQ_BIIqAEwCg

