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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.(IEC 62304:2006/Amd 1:2015) " Medical device software -- Software life
cycle processes ", 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

IEC 62304:2006+A1:2015 Defines the life cycle requirements for medical device software.
The set of processes, activities, and tasks described in this standard establishes a common
framework for medical device software life cycle processes. Applies to the development and
maintenance of medical device software when software is itself a medical device or when
software is an embedded or integral part of the final medical device. This standard does not
cover validation and final release of the medical device, even when the medical device
consists entirely of software. This consolidated version consists of the first edition (2006)
and its amendment 1 (2015). Therefore, no need to order amendment in addition to this
publication.



