QC 21 Non Conformance Report
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	Issue id
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	Responsibility
	Derek Lamb

	Non-Conformance
	Area/process Risk Management File Clause ER2 Scope CE 540537 Category Major Statement of nonconformance: The solutions adopted to fulfill the essential requirements are incomplete. Clause requirements The solutions adopted by the manufacturer for the design and construction of the devices must conform to safety principles, taking account of the generally acknowledged state of the art Objective evidence The system presented systemically fails to follow ISO 147971 requirements, including but not limited to: The identified risk management document fails to (not limited to): - assignment of responsibilities and authorities per ISO 14971 section 3.4b - review of risk management activities per ISO 14971 section 3.4c - includes verification activities per ISO 14971 section 3.4e - includes activities related to production and post-production information collection and review per ISO 14971 sections 3.4f and 9 

While the risk management is recently updated there is no reference to post market surveillance data or evidence of maintenance of the risk management file in light of field data for the devices in question. 

Risks are not calculated both before and after risk controls (per 14971 section 6.4). 

Key relevant risks are identified as not applicable, with insufficient or incorrect rationales, including exclusion of monitoring functions as relevant risks.  
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