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	Derek Lamb

	Non-Conformance
	Area/process Essential Requirements
Clause Annex I
Scope CE 01389
Category
Major
Statement of 
nonconformance:
Solutions adopted to fulfil Annex I are incomplete.
Clause 
requirements
[Annex I ] - 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] Lifetime is not defined in the technical documentation. There is no 
data in support of lifetime. There is no evidence of lifetime as part of the 
medical device consideration in the risk management file where lifetime based 
risks are explicitly stated as N/A. Individual invoices are not evidence of 
rationale for device lifetime, and do not represent an analysis of lifetime in 
evidence of selected duration. There is no evidence of lifetime as defined in ER 4.
[ER 5, 8.6] - No testing has been provided for this product. Documentation 
referenced by the ERC is a statement of model numbers and pictures of 
cardboard boxes. There is no evidence of support of claimed temperature 
ranges for shipment. There is no evidence provided of support for ability to 
meet customer need post shipment such as device testing or visual 
inspection. There is no evidence of storage testing or considerations in the 
referenced testing. No evidence to meet ER 5 has been provided.
[ER 7.2] - There is no evidence of consideration of contaminants or residues 
for this device. While not provided sterile, the device in question is used in 
high risk environments including infants and neonates. No evidence was 
found in review of the trials and validations for support of lack of 
contamination. No summary or expect evidence is provided in post market 
data for contaminants. No risk evaluation associated with contamination was 
provided.
[ER 7.6] - The observation by the manufacture that ingress is not applicable 
due to the ability to wash the device is not accepted. Ingress protection does 
not reference the clean ability of the device outside of use. Aspiration of liquid 
during use while not evaluated as part of risk is applicable to this device. No 
IPX rating has been defined. Evidence in support of ER 7.6 has not been 
provided.
[ER 8.3, 8.4, 8.5] - Device is listed in all documentation and instructions for 
use as non-sterile. The technical file however references a single document 
ID 2253 which states the unit is chromed brass, so it can be dismantled 
and autoclaved if required. This is in contradiction to all other provided 
evidence and user manuals.
The manufacturer has confirmed in the response that the device is intended 
to be sterilized under certain considerations. The device has incorrectly been 
listed as non-sterile. No evidence of sterilization validation has been provided. 
No Microbiology audit has been performed as required for sterile devices.
[ER 9.1] - Evidence has not been provided in the form of device testing, 
design inputs, system validation or structured legacy data that the device is 
able to be used in conjunction with other devices supplied by the manufacturer or devices used with the device such as the NeoPEEP patient 
circuit, flowmeter gas hose and hospital equipment. While it is recognized 
that function of other devices is the responsibility of those manufacturers, use 
in conjunction with the device under review is the responsibility of the 
manufacturer per ER 9.1.
[ER 12.8] - Standards Compliance testing and design verification below are 
not accepted. Testing provided does not contain data which supports the 
assertion that flow rate accuracy can be maintained. Specifically, there are no 
claims around accuracy made in the design input specification, and no 
evidence of accuracy testing provided in the technical documentation. 
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