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Foreword

The Saudi Food and Drug Authority (SFDA) is an independent organization mainly
responsible for regulating imported/local food, drug and medical devices which
includes, inter alia, setting their standards. International Standard No. (ISO 10993-
16:2008) “Biological evaluation of medical devices — Part 16: Toxicokinetic study
design for degradation products and leachables” has been adopted identically in its
original language. This standard is adopted with modifications in its original
language as a national standard and approved by SFDA CEO decision No (...) on
(date)



Scope:

This document provides principles on designing and performing toxicokinetic studies relevant to
medical devices. Annex A describes the considerations for inclusion of toxicokinetic studies in the
biological evaluation of medical devices.



