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« IEC 60601-2-2, Medical electrical equipment — Part 2-2: Particular

requirements for the basic safety and essential performance of high

frequency surgical equipment and high frequency surgical accessories
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« IS0 13485, Medical devices — Quality management systems — Requirements

for regulatory purposes
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« IS0 14971, Medical devices — Application of risk management to medical

devices
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« ISO 10993-1, Biological evaluation of medical devices - Part 1:
Evaluation and testing within a risk management process
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IEC 60601-1, Medical electrical equipment - Part 1: General
requirements for basic safety and essential performance
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« IEC 60601-1-2, Medical electrical equipment — Part 1-2 : General
requirements for basic safety and essential performance — Collateral
Standard: Electromagnetic disturbances — Requirements and tests

« IEC/TR 61289, High frequency surgical equipment — Operation and
maintenance

+ Premarket Notification [510(k)] Submissions for Electrosurgical
Devices for General Surgery — Draft Guidance for Industry and Food
and Drug Administration Staff (March 24, 2014)
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