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	Non-Conformance
	Area/process Pre-Clinical Data Clause Annex I ER 1 Scope CE 01389 Category Major Statement of nonconformance: The solutions adopted to fulfil the essential requirement 1 are incomplete Clause requirements [Annex I 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 or the safety of patients… Objective evidence The manufacturer has no evidence of a usability process compliant with the requirements. Specifically: - There was no evidence of a usability engineering process: - There is no evidence of an application specification or defined inputs related to intended user profile, or use environment. - Foreseeable hazards related to usability were not identified and were at times deliberately excluded from risk management (See risk management section for details). - Design inputs make no mention of user interfaces, or usability in any fashion. - A questionnaire was provided in documents ID 9152, and ID 3405. Single personnel in 2007 without legible signature signed and completed a single sample. This does not meet the requirements for statistics and coverage of all possible end users. - There is no evidence of 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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