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Foreword

Saudi Food and Drug Authority (SFDA) is an independent organization with main
purpose of regulating and monitoring of foods, drugs and medical devices. One of
SFDA functions is to issue national Standards /Technical Regulation in the fields of
foods, drugs and medical devices, whether imported or manufactured locally, through
specialized technical committees (TCs). SFDA medical devices sector through the
work program of technical committee (SFDA/MDS/TC 210) “Quality management
and corresponding general aspects for medical devices” has adopted the International
Standard No.(1SO 16142-1:2016) " Medical devices -- Recognized essential
principles of safety and performance of medical devices -- Part 1. General essential
principles and additional specific essential principles for all non-1VD medical devices
and guidance on the selection of standards"”, issued by “ International Organization
for Standardization” in its original language. This standard is identically adopted in
its original language and has been approved as national standard by SFDA board of
directors in its meeting No ( ) Held on (// AH), agreed with (// G).



Scope

This part of ISO 16142, which includes the essential principles of safety and performance, identifies
significant standards and guides that can be used in the assessment of conformity of a medical device
to the recognized essential principles that when met, indicate a medical device is safe and performs
as intended. This part of ISO 16142 identifies and describes the six general essential principles of
safety and performance that apply to all medical devices, including IVD medical devices (in vitro
diagnostic).

This part of ISO 16142 also identifies and describes the additional essential principles of safety and
performance which need to be considered during the design and manufacturing process, which are
relevant to medical devices other than IVD medical devices. Future 1SO 16142-2 is intended to
identify and describe the essential principles of safety and performance, which need to be considered
during the design and manufacturing process of [IVD medical devices.

NOTE During the design process, the manufacturer selects which of the listed design and manufacturing
principles apply to the particular medical device and documents the reasons for excluding others.

This part of ISO 16142 is intended for use as guidance by medical device manufacturers, standards
development organizations, authorities having jurisdiction, and conformity assessment bodies.



