QC 21 Non Conformance Report
	Date
	31/08/17

	Issue id
	101089

	BSI Ref (if applicable) 
	1515871-201705-M4

	Responsibility
	Derek Lamb

	Non-Conformance
	Area/process Pre-Clinical Data Clause ER 3 Scope CE 540537 Category Major Statement of nonconformance: The solution adopted to fulfil the Essential Requirements is not complete Clause requirements The devices must achieve the performances intended by the manufacturer and be designed, manufactured and packaged in such a way that they are…” Objective evidence - Despite providing OEM function specifications, evidence of design verification tied to these design inputs was not provided beyond EN 80601-255 safety testing. Furthermore design inputs by the manufacturer through which the components were selected IE. requirements which these components must meet, were not provided - Testing against design inputs was not provided beyond standards assessments.  

	Investigation By:
	Derek Lamb

	Investigation Issue id
(if applicable)
	101089
Page 6 of the BSI Report 8536454
"Findings 
Technical Documentation Assessed: 
MDD The assessment was based upon the Quality Management System, reference Quality Manual, 2017:20968 and a review of the Technical Documentation for the Pulse Oximetry (Pulse oximeter probes) Envitec Oxygen Sensors also called Pulse Oximetry Sensors 4000. "
All the Non Conformances reference CE 540537 
The Files sent for review Were relating to CE 97289
Page 6 Description is a Mix-up of both CE 540537  and CE 97289,
On the assumption the report is on the files provided, and are targeted to CE 97289,


	Corrective Action By:
	

	Corrective Action Issue ID (if applicable):
	101090


	Time Scale for Corrective Action
	

	Corrective Action:
	See supporting files
Original Manufacturer supplys the end product tested and packaged, as such is one product range our internal QA system does not store the validation data.
Zipped files of the OEM test data has been collated from each shipment and added to our technical file.
DOCID 21619 and 21615 and 21617


	Follow-up future issue id
(Effectiveness verification)
	101091


	Effectiveness verification
	

	Closed By:
	

	Closed on
	


