An Incident





The regulations require the manufacturer or his authorised representative to immediately notify the Competent Authority if they learn that a product has been involved in an incident:





that led to death


that led to a serious injury or serious deterioration in the state of health of a patient, user, or other person


that might have led to death serious injury or serious deterioration in the state of health��Additionally the Competent Authority must be notified of:


Any technical or medical reason leading to the systematic recall of a device
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