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Risk Analysis Report

This product has been in continual use since 1985 without complaint or adverse effects.

Warnings are given in the instructions for use, that it should not be used with needle
electrodes, and that it should be used with care with pacemakers.

The change of processor, change in software coding & change in discrete components does
not change the functionality of the product or the risk posed to the patient or user.

Some change in suppliers recently, but as the same parts have been sourced from
alternatives, the functionality of the product remains the same, as does the risk posed to the
patient or user.

T:\Kevin Rush'CE Files\CE files current‘Microstim DBS Mk3\CE
File Microstim DBS Mark3\E. Risk Analysis\Risk Analysis Reportsi(E) Risk Analysis

report Microstim.doc
Page 1 02/06/2004



