QC 21 Non Conformance Report
	Date
	19/08/17

	Issue id
	101132

	BSI Ref (if applicable) 
	1511849-201709-M7 

	Responsibility
	Derek Lamb

	Non-Conformance
	Area/process Pre-Clinical Data Clause ER 7.1 Scope CE 01389 Category Major Statement of nonconformance: The solutions adopted to fulfill the essential requirement 7.1 are incomplete. Clause requirements ER 7.1 – “The devices must be designed and manufactured in such a way as to guarantee the characteristics and performances referred to in Section I on the ‘General requirements’. Particular attention must be paid to: — the choice of materials used, particularly as regards toxicity…” Objective evidence While skin contact with patient and user are stated explicitly in the technical documentation stated in document ID 9471 no tests have been provided in support of biocompatibility, or a rationale for the lack of test or applicability of materials.  
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