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	Derek Lamb

	Non-Conformance
	Area/process Pre-Clinical Data Clause Annex I ER 1 Scope CE 540537 Category Minor Statement of nonconformance: The solutions adopted to fulfill the essential requirements are incomplete Clause requirements 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… 
Objective evidence 
While the ERC ID21171 properly discusses that usability largely does not apply to the device in question as a component only, usability covers the full life of the product including installation. No evidence has been provided for who the end user would be (technicians) or device installation usability beyond basic review of risk of calibration. 
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