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Schedule 4 prescription-only medicine in accordance with the Standard for the Uniform
Scheduling of Medicines and Poisons (SUSMP).

Melanotan Il has been identified as containing alpha-melanocyte stimulating hormone (a-
MSH) which is an analogue of Afamelanotide. Afamelanotide is identified as a Schedule 4
prescription-only medicine in accordance with the Standard for the Uniform Scheduling of
Medicines & Poisons (SUSMP).

The SUSMP outlines:

e Schedule 4 Prescription Only Medicine, or Prescription Animal Remedy -
Substances, the use or supply of which should be by or on the order of persons
permitted by State or Territory legislation to prescribe and should be available from
a pharmacist on prescription.

You should be aware that in Australia these products, when presented with claims for
therapeutic use, may be classified as a Therapeutic Good, requiring entry in the Australian
Register of Therapeutic Goods (ARTG) prior to import, export, manufacture or supply for
human therapeutic use.

Section 3 of the Therapeutic Goods Act 1989 broadly defines a therapeutic good as a
good which is represented in any way to be, or is likely to be taken to be, for therapeutic
use. The definition of therapeutic use in Section 3, in relation to humans, includes use in
or in connection with preventing, diagnosing, curing or alleviating a disease, ailment,
defect or injury. It also includes use in or in connection with influencing, inhibiting or
modifying a physiological process.

Chapter 3 of the Therapeutic Goods Act 1989 and various parts of the Therapeutic Goods
Regulations 1990 deal with the regulation of medicines. Medicines for human use are
defined in Section 3 of the Therapeutic Goods Act 1989 as therapeutic goods that are
represented to achieve, or are likely to achieve, their principal intended action by
pharmacological, chemical, immunological or metabolic means in or on the body of a
human. This includes complimentary medicines.

Part 3-2 of Chapter 3 of the Therapeutic Goods Act 1989 requires medicines, unless
exempted, to be listed or registered on the Australian Register of Therapeutic Goods
(ARTG).

Our records indicate that these products are not included in the ARTG in respect to you or
your company as required by law. You are therefore to cease any importation or
manufacture along with advertising and supply immediately of these products, together
with any other unregistered or unlisted product, which is not exempted from this
requirement.

You are to provide written confirmation within 5 working days of receipt of this letter that
advertising and supply will cease until such time as the products have been included in
the ARTG for human therapeutic use.

Application forms for Listing or Registration of Therapeutic Goods are available from the
TGA Publications Office at the above address or by phoning 1800 020 653. Further
information on the TGA is available from the Internet website www.tga.gov.au
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