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Comment: MED-EL and VIBRANT MED-EL are manufacturers of active implantable hearing systems. Our
understanding of the guidance

is that it does not pertain to interoperability of medical device system components. Instead, only the
interoperability of a

medical device or medical device system with other (non-system) medical devices, products,
technologies or (other) systems

is meant. In our view, this would be an important clarification to include in the guidance document.
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