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« ISO 13485, Medical devices—Quality management systems—Requireme
nts for regulatory purposes
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« ISO 14971, Medical devices—Application of risk management to med
ical devices
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« IEC 62304, Medical device software — Software life cycle processe
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« IEC 62366-1, Medical devices — Part 1: Application of usability e
ngineering to medical devices
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« IEC 82304-1, Health software — Part 1: General requirements for p
roduct safety

« IEC 81001-5-1, Health software and health IT systems safety, effe
ctiveness and security—Part 5-1: Security—Activities in the produ
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