MEDIZINES

BETTER HEALTH THROUGH RESEARCH AND INNOVATION

17 May 2011

Ms Julie Dennett

Committee Secretary

Senate Legal & Constitutional Affairs Committee
PO Box 6100

Parliament House

CANBERRA ACT 2600

Dear Ms Dennett

Thank you for inviting Medicines Australia to appear before the Senate Legal &
Constitutional Affairs Committee on 28 April 2011.

We wish to respond to the following question on notice:

Q: Which of the medicines listed on page 5 of Medicines Australia's submission to
the Committee are identical or substantially identical to naturally-occurring biological
compounds?

A: While several of the medicines listed in our original submission contain active
ingredients which have natural analogues (see the attached table), Medicines
Australia is unable, at this stage, to definitively comment on which of these active
ingredients may be "identical" or "substantially identical" to naturally-occurring
biological compounds.

This is because the final meaning (or the interpretation) of the words "identical" or
"substantially identical" will only be known once they have been tested in the courts,
and to our knowledge there have been no legal cases so far which could shed light
on whether certain active ingredients in the medicines listed in our submission
should (or could) be deemed "identical” or "substantially identical" to naturally-
occurring biological compounds.

That said, it is also important to note that the medicines listed in our original
submission contain active ingredients which are biological compounds (in each case,
a protein) that mimic (or participate in) naturally-occurring biological pathways in
human beings. It is therefore possible to describe each of these synthetically
produced biological materials as being "substantially identical" to naturally occurring
biological compounds.

This reinforces what we said in our original submission, that introducing a ban on
patents on all biclogical materials which are "identical" or "substantially identical" to
naturally occurring biological compounds "however (they are) made" would lead to
enormous uncertainty around the patent status of many current (under development)
and future life-saving medicines. This would undoubtedly have serious effects on
patients’ access to medicines in Australia, as some companies which develop new
medicines containing biological materials as active compounds may choose not to
bring their products to Australia, or delay bringing them to Australia until after other
markets.

Medicines Australia Limited. ABN 23 126 990 001
16 Napler Close Deakin ACT 2600 Phone +61 2 6122 8500 Fax +61 2 £122 8555 www medicinesaustralia.com.au




Thank you again for the opportunity to contribute to this inquiry. If you have
questions about the views expressed in this letter, or if you would like further
information, please do not hesitate to contact Deborah Monk, Director Innovation &
Industry Policy, at:

Yours sincerely

Dr Brendan Shaw
Chief Executive

Medicines Australia Limited ABN 23 126 990 001
16 Napier Close Deakin ACT 2600 Phone +61 2 6122 8500 Fax +G1 2 6122 8555 www.medicinesaustiralia.com au
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