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— | Risk analysis .S

— Intended use and reasonably foreseeable misuse

= Identification of characteristics related to safety

— Identification of hezards and kazardous situations
Risk estimation e

Risk assessment

Y
Risk evaluation

:

— Risk control

Risk cantrol option analysis
— Implementation of risk control measures
— Hesidual risk evaluation
— Benefit-risk analysis
— Risks arising from risk control measures —
— Completeness of risk control

Risk management

Y
—| Evaluation of overall residual risk I

Risk management plan

Y

| Risk management review I

Y

—— Production and post-production activities

— General

— Information collection
— Information review
— Actions

i
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ABSTRACT

Risk management for General-purpose hardware which compose
Medical electrical system based on IEC60601-1

Medical electrical equipment and medical electrical systems have to be complied
safety  requirements according to the IEC60601-1 standard. However,
general-purpose hardware that a part of medical electrical system is released to
the market without audit because applying medical standards is ambiguous and
already certified according to electrical equipment. Due to general-purpose
hardware that does not be certified according to medical device, there is a
possibility that the patient exposed to hazards such as electrical, thermal energy,
which may lead to actual hazardous situations and harm.

In this study, analyzed based on IEC60601-1:2020 the test and risk
management requirements to reduce the risk medical electrical system, and studied
how they can be applied to general-purpose hardware which is a part of medical
electrical system. For this, analyzed combinations of medical electrical systems
between general-purpose hardware and medical electrical equipment. And as an
example a computer which is representative general-purpose hardware, derived
test requirements and presented risk analysis method to each combinations.

Based on IEC60601-1 application analyzed through this study will be used as a
medical electrical system desig for manufacturers and as a clear criterion for
auditors In addition, hoped that the safety of medical electrical systems will be
strengthened through the application of requirements, ultimately contributing to

enhancing the safety of patients and operators.

Key words : Medical electrical equipment, Medical electrical system, General-purpose

hardware, Computer, Safety, IEC60601-1, Medical equipment Test, Risk management
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