QC 21 Non Conformance Report
	Date
	27/08/17

	Issue id
	101053

	BSI Ref (if applicable) 
	1511824-201709-M5 

	Responsibility
	Derek Lamb

	Non-Conformance
	Area/process Pre-Clinical Data 
Clause Annex I ER 3 

Scope CE 01389 

Category 

Major 

Statement of 

nonconformance: 

The solutions adopted to fulfill essential requirement 3 is incomplete. 

Clause 

requirements 

[Annex I ER 3] – “The devices must achieve the performances intended by 

the manufacturer and be designed, manufactured and packaged in such a 

way that they are suitable…” 

Objective 

evidence 

- Design Inputs are not uniquely or clearly identified. 

- Design input document has not been updated since 1997, despite design 

changes being made as late as 2004 in accordance with the risk management 

file. 

- The outputs of risk management are stated to be design inputs in the risk 

management but fail to be expressed in the design input file. 

- While it is acknowledged that the device has been in the field for many 

years, there is no evidence of a design control system provided. 

- No evidence of design verification, current or historical has been provided. 

ID2471 (Test Reports), ID 2460 (Test reports) state only “The equipment was 

tested against customer requirements…” Documentation identified by the 

manufacturer ID 8486, continues to state only general work instruction for 

shipment tests and makes no mention of design testing, link to risk, design 

inputs, outputs or acceptance criteria. No data or summary data is made 

available.
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