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Presenter
Presentation Notes
For the 16 Rules of Medical Devices Classification, there are a number of factors influencing the classification, including for example the duration of device contact with the body, the degree of invasiveness, whether the device delivers medicinal products or energy to the patient, whether they are intended to have a biological affect on the patient and local versus systemic effects (e.g. conventional versus absorbable sutures) may, alone or in combination, affect device classification.

For the 7 Rules of IVD Medical Device Classification, there are based on the following criteria: 
the intended use and indications for use as specified by the manufacturer (including but not limited to specific disorder, populations, condition or risk factor for which the test is intended)
the technical/scientific/medical expertise of the intended user (lay person or healthcare professional)
the importance of the information to the diagnosis (sole determinant or one of several), taking into consideration the natural history of the disease or disorder including presenting signs and symptoms which may guide a physician
the impact of the result (true or false) to the individual and/or to public health
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For the 16 Rules of Medical Devices Classification, there are a number of factors influencing the classification, including for example the duration of device contact with the body, the degree of invasiveness, whether the device delivers medicinal products or energy to the patient, whether they are intended to have a biological affect on the patient and local versus systemic effects (e.g. conventional versus absorbable sutures) may, alone or in combination, affect device classification.
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