Does the device need to be
included in the Australian Register of

Therapeutic Goods (ARTG) as a
medical device or an in vitro
diagnostic (VD) device?

The deviceis
included in the ARTG
as a medical device
or an IVD device.

The device is exempt
from inclusion in the
ARTG or is included
as an 'other
therapeutic good'.
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UDI is not required for this device

UDl is not required for this devict



