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Abstract: The three —year transition period of Medical Devices— Quality Management Systems— Requirements for Regulatory Purposes
(ISO13485:2016) since its release in 2016 is coming to an end. [SO13485:2003 will be completely replaced by 1S013485:2016 in

March 2019. How to deal with the change of standard and make the quality system meet the requirements of the new standard is a
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major problem faced by medical device manufacturers which have established the quality management system according to the old stan-

dard. In this paper,the main changes of the new standards are analyzed and the procedure documents that need to be revised by medi-

cal device manufacturers to meet the requirements of the new standards are pointed out.
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