NOTE: Thisisa

general guide only.
Products should be
considered on a case
by case basis.

How do | know if the product is a Therapeutic

Good?

(referto Therapeutic Goods Act 1989, 5. 3.(1)
How do | know if the product Listable or Reqaistrable?

Is the product a Therapeutic Good?
(referto Therapeutic Goods Act 1989, 5.3.(1))

'

Yes

!

Based on the substance(s) and presentation of
the formulation, are the goods Listable or
Registrable?

P W

Listable:
Those goods which meet the requirements of
Schedule 4 of the Therapeutic Goods
Regulations 1990

Registrable:
Those goods which are not permitted in Schedule

4 of the Therapeutic Goods Regulations 1990,
and are not exempt in Schedule 5

¥

level of the claims (Refer Table 2)

¥

Based on the claims, are the goods Listable Register
or Registrable? To decide determine the

the product

» Hon |—»

* Disease management claims
* Preventative claims
* Vitamin/mineral deficiency claims >

Product becomes
Registrable

(Refer Appendix 1) Claims to be evaluated by

CMEC, MEC or ADEC

MEDIUM

* Health enhancement claims
* Risk reduction claims

* Discrete events claims —
* Aids/assists claims _>{ Product is Listable

* Symptom claims (when related to a
disease/disorder)
{Refer Appendix 1)

“—p GENERAL ——

* Health maintenance claims (including
nutritional support)

* Vitamin/mineral supplementation claims

* Alds/assists claims — Product is Listable

* Symptom claims (when not related to a
disease/disorder)

* Claims for traditional syndromes/actions
{Refer Appendix 1)




