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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.(ISO/TR 24971:2013) " ISO/TR 24971:2013:
Medical devices -- Guidance on the application of ISO 14971 ", 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).
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Scope

ISO/TR 24971:2013 provides guidance in addressing specific areas of 1ISO 14971 when
implementing risk management. This guidance is intended to assist manufacturers and
other users of the standard to understand the role of international product safety and
process standards in risk management, develop the policy for determining the criteria for
risk acceptability, incorporate production and post-production feedback loop into risk
management, differentiate between "information for safety” and "disclosure of residual
risk", and evaluate overall residual risk.

e-Mail MD.STANDARDS@sfda.gov.sa oSN &
Telephone 00966 11 2038 222 O sl
Extension 2905 alyas



	Section sec_1
	Section sec_2
	Section sec_2.1
	Section sec_2.2
	Figure fig_1
	Section sec_2.3
	Section sec_3
	Section sec_4
	Section sec_4.1
	Section sec_4.2
	Figure fig_2
	Section sec_4.3
	Section sec_4.4
	Section sec_5
	Section sec_5.1
	Section sec_5.2
	Section sec_5.3
	Section sec_6
	Section sec_6.1
	Section sec_6.2
	Foreword
	Introduction
	1	Scope
	2	The role of international product safety and process standards in risk management
	2.1	Overview
	2.2	Use of international product safety standards in risk management
	2.3	International process standards and ISO€14971
	3	Developing the policy for determining the criteria for risk acceptability
	4	Production and post-production feedback loop
	4.1	Overview
	4.2	Observation and transmission
	4.3	Assessment
	4.4	Action
	5	Differentiation of information for safety and disclosure of residual risk
	5.1	Difference between ˝information for safety˛ and ˝disclosure of residual risk˛
	5.2	Information for safety
	5.3	Disclosure of residual risk
	6	Evaluation of overall residual risk
	6.1	Overview
	6.2	Inputs and other considerations for overall residual risk evaluation

