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	Non-Conformance
	Area/process Risk Management File 
Clause Annex I ER 2 
Scope CE 01389 
Category 
Major 
Statement of 
nonconformance: 
The solution adopted to fulfill the essential requirement 2 is incomplete. 
(Risk) 
Clause 
requirements 
[Annex I ER 2] – “The solutions adopted by the manufacturer for the design 
and construction of the devices must conform to safety principles, taking 
account of the generally acknowledged state of the art.” 
Assessment Report. 
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Objective 
evidence 
The risk documentation was generally not found to be acceptable and failed 
to follow the state of the art processes of EN ISO 14971. Specifically: 
- No risk management plan was made available as part of the technical 
documentation. VM3COP27.11 which is referenced fails to cover the topics 
required by the risk management plan in accordance with ISO 14971. 
- Risk is not updated using field data: Additional risk documentation has been 
referenced as applicable such as risk analysis document #2182. This 
document has not been updated since 1998 
- Risks are not calculated both before and after risk controls (per 14971 
section 6.4). 
- An overall acceptability for each hazard is listed pre but not explicitly postmitigation (per 14971 section 6.4). 
- There is no evidence that a multidisciplinary team was involved (per 14971 
sections 3.3, 4.1(b)). 
- The risk file explicitly states that the usability is not capable of contributing 
to misuse and elects to not evaluate the risk, despite the existence of user 
interfaces and display 
- Mechanical hazards are systematically not accounted for 
- Risks related to repeated use and or exposure and materials are deliberately 
excluded from risk analysis: 
- Per ISO 14971, section 6, 7, risk control measures have not been proven to 
be implemented and verified. 
- Per ISO 14971, section 8, the risk management plan has not been 
demonstrated to have been implemented. Controls are not evident as being 
in place for obtaining relevant production and post-production information. 
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