QC 21 Non Conformance Report

	Date
	31/08/17

	Issue id
	101076

	BSI Ref (if applicable) 
	1515871-201705-M1

	Responsibility
	Derek Lamb

	Non-Conformance
	Area/process Intended Use and Classification Clause Annex IX, Section II Scope CE 540537 Category Major Statement of nonconformance: The process to ensure that devices are correctly classified is not effective. Clause requirements “Application of the classification rules shall be governed by the intended purpose of the devices. If the device is intended…” Objective evidence - No mention of device classification was provided in the technical documentation, or in the essential requirements. No Declaration of conformity declaring such compliance was provided. - It is unclear that the device is properly classified (IIa vs IIb) based on intended use statements. 
Ref. no 1515871-201705-M2 Area/process Essential Requirements Clause Annex I Scope CE 540537 Category Major 

	Investigation By:
	Derek Lamb

	Investigation Issue id

(if applicable)
	101076


	Corrective Action By:
	Derek Lamb

	Corrective Action Issue ID (if applicable):
	101077


	Time Scale for Corrective Action
	Done

	Corrective Action:
	Documents supplied



	Follow-up future issue id

(Effectiveness verification)
	101078


	Effectiveness verification
	

	Closed By:
	

	Closed on
	


