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Statement of nonconformance: 
The solution adopted to fulfil the Essential Requirements is not complete. 
Clause requirements 
Annex I, ER3 - The devices must achieve the performances intended by the manufacturer and be designed, manufactured and packaged in such a way that they are suitable for one or more of the functions referred to in Article 1 (2) (a), as specified by the manufacturer. 
Objective evidence 
While there are tests performed against the MicroStim device for output voltages, and resistance in a general sense, there is insufficient evidence of coverage of design inputs by design verification and validation provided in the technical documentation. Specifically: - Explicitly incorrect statements are included in the document ID 3407 Microstim Validation and ID 9153. This pair of document states that “EMC Tests carried out to IEC601.” However document ID3280, and ID15602 explicitly state that EMC testing is not to be performed. - Document ID 3407 makes no explicit reference to design inputs relative to accepted protocols and reports in any design instance. - Software was explicitly and deliberately not tested. (ID 13106) - Test reports are not signed and dated. - Test reports do not link in any manner to design inputs under test and lack acceptability criteria, sample size, and protocols. - Document ID 8035 states “Current,” design changes being driven by end user in 2009, but there is no evidence of design change control or implementation of such changes
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