QC 21 Non Conformance Report
	Date
	19/08/17

	Issue id
	101148

	BSI Ref (if applicable) 
	1511849-201709-N2

	Responsibility
	Derek Lamb

	Non-Conformance
	Area/process Design Inputs Clause Annex II, Section 3.2c Scope CE 01389 Category Minor Statement of nonconformance: The evidence of design control was incomplete Clause requirements [Annex II, Section 3.2c] - Application of the quality system must ensure that the products conform to the provisions of this Directive which apply to them including the procedures for monitoring and verifying the design of the products, including the corresponding documentation, and in particular the design specifications. Objective evidence While there are design inputs, complete evidence for the ability to comply with the MDD was not demonstrated by the technical documentation. Specifically: - There is no evidence of design inputs related to risk management or traced to risk management. There is no clear means by which to trace design verifications to design inputs. - The design input document fails to cover key elements of the design including but not limited to: user expectations, labeling requirements, safety, training, packaging, interface, environmental, storage and shelf-life, material, regulatory requirements, accuracy claims of outputs and standards. 
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