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1. Section 70(5)(a) does not define the first regulatory approval date by
reference to ‘‘registered goods’’ but by ‘‘first inclusion’’ in the Australian
Register of Therapeutic Goods (ARTG).

2. Section 78 of the Patents Act provides that if the Commissioner grants an
extension of term, the exclusive rights of the patentee during the term of
the extension are not infringed by a person who is ‘‘exploiting’’ either (a) a
pharmaceutical substance per se within the claimed scope of the extended
patent for a purpose other than a therapeutic use; or (b) any form of the
invention that is not a pharmaceutical substance per se disclosed in the
specification and within the scope of the claims.

3. A first regulatory approval date should not be tied to marketing.
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