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A Study on Requirements and Test Methods for the Safety
of Electromyographs and Evoked Response Equipments
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ABSTRACT

This paper describes requirements and test methods for the safety of electromyographs and evoked
response equipments to be used for medical examination of the central nerve system and motor—sensory
functions in cortex. We first establish internationally harmonized requirements for the safety, and then
propose a test procedure and test methods corresponding to the requirements based on the international
standards. However requirements for the performance of each equipments are not specified in order to
admit maker's specifications. Using a electromyography equipment we verified validity of the test
methods proposed. Results of this study can be used as a standard for approval of Korea Food and
Drug Administration (KFDA).
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