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BEME TUV BERMARY 4SH2:EET - US FDA, TFDA, EU, Canada, Australia, China Medical Device and In
Vitro Diagnostic Device Regulatory Affairs-US FDA Quality System Regulation~1SO 13485 Medical Device
Quality Management Systems ~ ISO 14971 Medical Device Risk Management - TFDA Good Manufacturing
Practice ~ TFDA Medical Device Clinical Trial ~ Technical Documentation Writing - Software Verification of
Medical Devices - Training Course of Medical Device Related Requirements
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+ Introduction to Human Factors and Usability Engineering
+ Application of Usability Engineering to Medical Devices
+ Case Study — UE report
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+ Wrap-Up and Q&A Session
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