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Abstract

This paper is to introduce guidelines for risk management and
analysis. International standards such as IEC 60300-3-9, IEC
61511-3, ISO 14971-1 and ISO/IEC Guide 73 are considered. This
study 1s to discuss risk analysis of technological systems, and
guidelines in the application of hazard and risk analysis for functional
safety instrumented system, and risk management of medical devices,

and guidelines for use in risk management standards.
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IEC 50(191): 1990 International Electrotechnical Vocabulary (IEV) —Chapter
191 : Dependability and quality of service.

IEC 300—2 Dependability management—part2 : Dependability programme
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IEC 812: 1985 Analysis techniques for system reliability—Procedure
for failure mode and effects analysis(FMEA)

IEC1078: 1991 Analysis techniques for dependability—reliability block
diagram method
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