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	Non-Conformance
	Area/process Essential Requirements Clause Annex I Scope CE 540537 Category Major 
Statement of nonconformance: 
Solutions adopted to fulfil Annex I 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 of patients, or the safety and health of users or, where applicable, other persons…” 
Objective evidence 
[ER 4] - While the risk management files clear states there is a finite functional lifetime for the device, “Oxygen Sensors measure oxygen, as they do so they use up the electrolyte,” no shelf life testing or functional life testing has been provided. No evaluation or derivation of such a lifetime has been provided. [ER 5, 8.6] - No evidence of packaging validation or evidence that the device is shipped within the design limits specified by the OEM gave been provided. No visual inspection or device function testing has been provided post shipment. [ER 7.3] - The ERC states explicitly the device comes into contact with oxygen and other anesthetic gases. While evidence for accuracy is supplied by EN 80601-2-55 testing explicit evidence for use in combination with other foreseeable gases has not been provided. Risk associated with said contact has not been evaluated. [ER 9.1] - A large list of available devices into which the sensor is installed is provided in the instructions for use. However the technical documentation provided while supplying technical limits to the sensors does not demonstrate in the IFU or in design verification that the device will function when used as indicated. 
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