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	Non-Conformance
	Area/process Pre-Clinical Data 
Clause ER 7.1 
Scope CE 01389 
Category 
Major 
Statement of 
nonconformance: 
The solutions adopted to fulfill the essential requirement 7.1 are incomplete. 
Clause 
requirements 
ER 7.1 – “The devices must be designed and manufactured in such a way as 
to guarantee the characteristics and performances referred to in Section I on 
the ‘General requirements’. Particular attention must be paid to: — the choice 
of materials used, particularly as regards toxicity…” 
Objective 
evidence 
Biocompatibility documentation does not fully meet requirements. Documents 
ID2474 and, ID7884 (No revisions provided) fail to: 
- Provide a Biological Evaluation Plan or overall Biological Evaluation Report 
made by a qualified person 
- Consider harmonized standards 
- Consider duration or nature of contact 
- Provided rationale for use of post market data. 
- Provide evidence of any consideration of biological impact. 
- Consider risk related to biological compatibility of the device.. 
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