QC 21 Non Conformance Report
	Date
	19/08/17

	Issue id
	101125

	BSI Ref (if applicable) 
	1511849-201709-M5

	Responsibility
	Derek Lamb

	Non-Conformance
	Area/process Pre-Clinical Data Clause Annex I ER 2 Scope CE 01389 Category Major Statement of nonconformance: The solution adopted to fulfill the essential requirement 2 is incomplete. (Harmonized standards) Clause requirements [Annex I ER 2] – “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 manufacturer has stated explicitly that the device is not compliant to EN 60601-1:2006 or any other year. No rationale has been provided for noncompliance to a harmonized standard. While a general statement is made that the device is “Built to this standard,” no evidence has been provided of consideration of this or any harmonized standards
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