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ANNEX IX

CLASSIFICATION CRITERIA
III.CLASSIFICATION

3. Additional rules applicable to active devices

3.1. Rule 9

All active therapeutic devices intended to administer or exchange energy are in Class IIa unless
their characteristics are such that they may administer or exchange energy to or from the human
body in a potentially hazardous way, taking account of the nature, the density and site of
application of the energy, in which case they are in Class IIb.

All active devices intended to control or monitor the performance of active therapeutic devices
in Class IIb, or intended directly to influence the performance of such devices are in Class IIb.

3.2. Rule 10

Active devices intended for diagnosis are in Class IIa:
— if they are intended to supply energy which will be absorbed by the human body,

except for devices used to illuminate the patient's body, in the visible spectrum,
— if they are intended to image in vivo distribution of radiopharmaceuticals,
— if they are intended to allow direct diagnosis or monitoring of vital physiological

processes, unless they are specifically intended for monitoring of vital physiological
parameters, where the nature of variations is such that it could result in immediate
danger to the patient, for instance variations in cardiac performance, respiration,
activity of CNS in which case they are in Class IIb.

Active devices intended to emit ionizing radiation and intended for diagnostic and therapeutic
interventional radiology including devices which control or monitor such devices, or which
directly influence their performance, are in Class IIb.
Rule 11

All active devices intended to administer and/or remove medicines, body liquids or other
substances to or from the body are in Class IIa, unless this is done in a manner:
— that is potentially hazardous, taking account of the nature of the substances involved,

of the part of the body concerned and of the mode of application in which case they
are in Class IIb.

3.3. Rule 12

All other active devices are in Class I.


