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Mr Tzu-Wei Li is the Director of the Office of Medical Device Evaluation, Center for
Measurement Standards (CMS), Industrial Technology Research Institute (ITRI).

He is responsible for CMS/ITRI’s US FDA FDAMA 510(k) Accredited Person (Nov 1998-
Nov 2020), FDA Reauthorization Act (FDARA) 2017 3P510k Review Organization (Nov
2020-Nov 2026) and US FDA MDUFMA Quality System Regulation Inspection Accredited
Person (Since Oct 2003).

He also leads CMS/ITRI’s TFDA/MOHW Medical Device QMS/GDP Authorized Auditing
Organization (Since 2003) and TFDA/MOHW Class 11 IVD Technical Review Organization
(Since 2004).

Mr. Li is an active member of ITRI IRB, GHWP/TC, AAMI, and CLSI and he joins ISO
TC210 WG as an observer.



