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Major
Statement of 
nonconformance:
The solutions adopted to fulfil essential requirement 1 is incomplete
Clause 
requirements
ER 1 The devices must be designed and manufactured in such a way that, 
when used under the conditions and for the purposes intended, they will not 
compromise the clinical condition
Objective 
evidence
There is a systemic failure to address usability. While it is recognized that the 
device has been on the market for a substantial time, compliance to essential 
requirement 1 is still required. There is a failure to address multiple portions 
of usability state of the art including:
- Failure to provide sufficient rationale for not applying state of the art 
harmonized standard EN 62366.
- There was no evidence of a usability engineering process.
- There is no evidence of an application specification.
- Foreseeable hazards related to usability were not identified. The risk file 
Assessment Report.
explicitly states that the usability is not capable of contributing to misuse and 
elects to not evaluate the risk.
- There was no usability specification was available for review.
- There was no design validation was implemented on representative users 
per a plan, or acceptance.
- The manufacturer has not considered EN 60601-1-6 or EN 62366, or 
supplied sufficient rationale for non/partial compliance
- The manufacturer did not perform a retrospective analysis per Annex C of 
BS EN 62366-1: 2015 (Annex K of IEC 62366: 2015) for the legacy product.. 
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