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7 Benefit-Risk Analysis and Risk Management (MDR ARTICLE 10.2; MDR ANNEX II SECTION 5)
(
A thorough design and process risk management assessment is conducted for the entire lifecycle of the device (from initial design concept up to and including device disposal). It is updated (as appropriate) with data from PMS. 
The details can refer to Appendix 7.1 Risk management procedure, Appendix 7.2 Risk Management Plan and Appendix 7.3 Risk Management Report.
	SN
	Document
	Refer to

	1
	Risk management procedure
	Appendix 7.1 Risk management procedure

	2
	Risk Management Plan
	Appendix 7.2 Risk Management Plan

	3
	Risk acceptance criteria
	Risk acceptance criteria in Appendix 7.2 Risk Management Plan and Appendix 7.3 Risk Management Report

	4
	Risk assessment covering the whole life cycle of the device
	Risk assessment covering the whole life cycle of the device in Appendix 7.2 Risk Management Plan and Appendix 7.3 Risk Management Report

	5
	Risk Management Report
	Appendix 7.3 Risk Management Report

	6
	Reference to documents including the overall benefit-risk analysis
	Reference to documents including the overall benefit-risk analysis in Appendix 7.3 Risk Management Report

	7
	Usability engineering file
	Appendix 8.6 Usability engineering file

	8
	Reference to documents that cover the adopted solutions
	Reference to documents that cover the adopted solutions in Appendix 7.3 Risk Management Report
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