EXPLANATORY STATEMENT

INSTRUMENT NUMBER PB 84 OF 2008

NATIONAL HEALTHACT 1953

AMENDMENT DETERMINATION UNDER SECTION 84AH

Purpose and operation

Part VI1I of the National Health Act 1953 (the Act) isthe legislative basis of the
Pharmaceutical Benefits Scheme (PBS) by which Commonwealth provides reliable, timely,
and affordabl e access to awide range of medicinesfor all Australians.

Subsection 85(1) provides that benefits are to be provided by the Commonwealth in
accordance with Part V11 in respect of pharmaceutical benefits.

Drugs and medicinal preparations to which Part VI applies are declared by the Minister by
legidlative instrument to be so under subsection 85(2). These are listed drugs as defined in
subsection 84(1). Part VII also appliesto certain extemporaneously-prepared medicinal
preparations as aresult of declarations under paragraph 85(2)(b).

The Minister by legidative instrument can determine the form or forms of alisted drug by
reference to strength, type of unit, size of unit or otherwise (subsection 85(3)); the manner of
administration of the form of the listed drug so determined (subsection 85(5)); and a brand of
the pharmaceutical item (defined in subsection 84(1)) that has the listed drug in that form
with that manner of administration (subsection 85(6)). These determinations govern (except
for certain extemporaneously-prepared pharmaceutical benefits) what constitutes the
pharmaceutical benefit (defined in subsection 84(1)) under Part V11 of the Act.

Provisions of the Act relating to brands of pharmaceutical items, including in relation to
statutory price reductions, price disclosure, and guarantee of supply, are the result of
amendments by the National Health Amendment (Pharmaceutical Benefits Scheme) Act 2007
(the amending Act), expressed to commence on 1 August 2007. Included in these
amendments is the insertion of section 84AH into the Act.

Section 84AH empowers the Minister by legislative instrument to determine that a
pharmaceutical item isan “exempt item”. Thisis permitted if thereisonly one listed brand
of the pharmaceutical item; there are no listed brands of other pharmaceutical itemsthat are
bioequivalent or biosimilar; and the listed drug in the pharmaceutical item is common to at
least one brand of another pharmaceutical item. The Minister has also to be satisfied, having
regard to any advice from the Pharmaceutical Benefits Advisory Committee (PBAC), that the
listed drug in the relevant pharmaceutical item represents suitable therapy for a particul ar
patient population; that the relevant item is suitable for use by a particular subgroup of that
patient popul ation because of either or both of the form and manner of administration of the
drug in the item; and that no other pharmaceutical item that has that drug is suitable for use



by that subgroup due to either or both of the form or manner of administration of the drug in
theitem.

Exempt items are excluded from the statutory price reductions and from price disclosure
requirements under the Act. The intention isto encourage availability by providing
exemptions for particular formulations of drugs (eg oral solution) used by a demographic
subgroup (eg children or geriatric patients) for whom other formulations of the drug are not
suitable.

This instrument amends PB 58 of 2007 by determining under section 84AH that the
“Cream containing terbinafine hydrochloride 10 mg per g, 15 g” form of the

listed drug Terbinafine is an exempt item. The amendment is set out in the items
of Schedule 1 to the instrument.

A provision-by provision description of the instrument is contained in the Attachment.
The instrument is expressed to commence on 1 August 2008.
Consultations

Thisinstrument affects pharmaceutical companies with medicines listed on the PBS. In
relation to the introduction of the exempt items measure, pharmaceutical companies have
been consulted during both the policy development and implementation phases.



ATTACHMENT
Paragraph 1. Provides that the instrument commences on 1 August 2008.
Paragraph 2: Determines that Schedule 1 amends PB 58 of 2007.

Schedule 1. Determines, under section 84AH that the “Cream containing terbinafine
hydrochloride 10 mg per g, 15 g” form of the listed drug Terbinafine is an
exempt item.



