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® Notified Body Tutor for EU MDR, EU IVDR, ISO | ® Medical Device Verification & Validation
13485, 1SO14971, US FDA Engineer (ISO 17025 Lab)
® Assistant Reviewer (Medical Device Division), ® Project Manager, Sterilization Validation and
TFDA/CDE Routine Operation set up (Steam/EO)
BHE - ® Regulatory Affairs Deputy Section Manager,
® Medical Device and IVD Regulatory Affairs for Medical Device Industries
US FDA, TFDA, EU; BER:
® US FDA Quality Management System ® Medical Device Biological Evaluation (ISO
Regulation, ISO 13485 Medical Device Quality 10993 Series)
Management Systems; ® Sterile Medical Device Manufacturing Process
® |SO 14971 Medical Device Risk Management Evaluation
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