QC 21 Non Conformance Report
	Date
	19/08/17

	Issue id
	101136

	BSI Ref (if applicable) 
	1511849-201709-M8 

	Responsibility
	Derek Lamb

	Non-Conformance
	Area/process Pre-Clinical Data Clause 12.1a 
 Scope CE 01389 Category Major Statement of nonconformance: The process to ensure that the devices comply with all applicable standards is not effective. Clause requirements [12.1a] - For devices which incorporate software or which are medical software in themselves, the software must be validated according to the state of the art taking into account the principles of development lifecycle, risk management, validation and verification. Objective evidence No response has been given by the manufacturer with regard to state of the art compliance to EN 62304. The statement was made “The device is state of the art,” is not supported through any software related documentation. The client has confirmed the presence of software through the statement “IC16f8X is the processor used and programmed,” and through supply of the raw software file in the technical documentation. Failure to follow state of the art includes but is not limited to: - Failure to classify the safety class of the device. - Failure to follow EN 62304 process or provide rationale for state of the art / partial non-compliance. - Failure to provide design inputs related to software, requirements analysis or traceability - Failure to provide software development process - Failure to demonstrate software maintenance process or resolution analysis - Failure to provide evidence of regression testing for existent software - Failure to consider risk related to existent software. - Failure to provide PEMS testing - Failure to provide SW verification testing 
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