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ABSTRACT

Development of application risk management for medical device software test. First, Through
questionnaires, Medical device manufacturers, Analysis of software validation and risk
management status. Second, Analyzed by comparing the difference between black box testing and
white box testing. Third, After analyzing the potential for software analysis tools using code
derived factors were quantified, Finally, Medical device risk management process so that it can
be applied to build the framework by FMEA(Failure Mode and Effect Analysis) technique.
Through this Difficult to build software validation and risk management processes for
manufacturers to take advantage of support in medical device GMP(Good Manufacture Practice)
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