Therapeutic Goods Administration

Appendix 1: Personalised medical devices
decision tree

Mot a
personalised
medical
device

Is the device intended to suit an individual’s specific
anatomo-physiological features or pathological condition?

Is the device personalised to the individual prior to = o b
manufacture?

Adaptable medical device

A mass-produced device that is intended to be
assembled, adapted or otherwise modified after
it has been supplied according to the

Is the device manufactured within a specified design
envelope?

manufacturer's instructions is an adaptable
medical device.

The device does not meet the
definition of a custom-made medical
device and must be included in the
ARTG.

Is the device manufactured using a repeatable process that
can be validated or verified?

You can contact
PersonalisedDevicesi@health.gov.au for
more infermation

Is the device manufactured as a result of a written request
from a health professional?

Is the device intended for a case where an individual’s
specific needs cannot be met, or cannot be met to an
appropriate level, by an alternative device included in the
ARTG?
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