QC 21 Non Conformance Report
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	Issue id
	101140
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	1511849-201709-M9 

	Responsibility
	Derek Lamb

	Non-Conformance
	Area/process Clinical Evaluation Clause Annex X, Section 1.1 Scope CE 01389 Category Major Statement of nonconformance: The clinical evaluation is inadequate. Clause requirements [Annex X, Section 1.1] - ‘clinical evaluation’, where appropriate taking account of any relevant harmonized standards, must follow a defined and methodologically sound procedure based on… Objective evidence - It is unclear the route to Annex X conformity which has been selected. Sufficient evidence for no particular route has been provided. - The client identifies Annex X 1.1.d as their route to conformity as regards the clinical evaluation. However, no clear statement of justification for the exclusion of clinical evaluation based on risk management is provided. Only a reiteration of the Annex X 1.1.d statement is provided. Restatement of the MDD does not constitute a rationale. - A statement that a literature search has been carried out is present. However no literature review has been presented. - There is insufficient evidence that the device performs its clinical indicated use. Referenced document ID 19655 demonstrates there are clear performance issues, and device failures in the field. These are not listed as complaints, and the general statement “Devices perform as intended,” is not demonstrably true, or defense of not performing clinical evaluation. 
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