
 
 
 

ACTIVE DEVICES

Rule 10
Active device for diagnosis. May

supply energy, for "imaging
purpose" monitor vital

physiological processes

IIa

IIb

When used to monitor
vital processes where
variations could result
in immediate danger

IIb

or

SPECIAL RULE
All devices emitting
ionizing radiation

and related
monitors in medical

procedure

or

Rule 9
Active therapeutic devices
intended to administer or

exchange energy

IIa

IIb

Administer or
exchange
energy in
potentially

hazardous way

or or

IIb

Intended to
control &

monitor or
influence

directly a class
IIb active

therapeutic
device

Rule 12
All other active devices

I

Rule 11
Active devices to administer
remove medicines & other

substances to or from the body

IIa

IIb

If this is in a
potentially

hazardous way

or

Special rule
All devices emitting

ionizing radiation and
related monitors in
medical procedure

IIb


