QC 21 Non Conformance Report
	Date
	19/08/17

	Issue id
	101089

	BSI Ref (if applicable) 
	1515871-201705-M4

	Responsibility
	Derek Lamb

	Non-Conformance
	Area/process Pre-Clinical Data Clause ER 3 Scope CE 540537 Category Major Statement of nonconformance: The solution adopted to fulfil the Essential Requirements is not complete Clause requirements The devices must achieve the performances intended by the manufacturer and be designed, manufactured and packaged in such a way that they are…” Objective evidence - Despite providing OEM function specifications, evidence of design verification tied to these design inputs was not provided beyond EN 80601-255 safety testing. Furthermore design inputs by the manufacturer through which the components were selected IE. requirements which these components must meet, were not provided - Testing against design inputs was not provided beyond standards assessments.  
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