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resolved.
Matters to consider
when raising capital

Piper Alderman’s Health
and Life Sciences Team

Partner Craig Yeung outlines some
factors that must be considered when
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relating to the determination of
‘interchangeability’ of medicines
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The public debate about the patentability of
biological material: Is it much ado about nothing?
For more than 20 years, the patentability of genes and genetic material has
been controversial. Partners Dr Teresa Schafer and Tim Clark look at the latest
developments in this area and explore some of the legal issues which still need to
be resolved.
Introduction
For more than 20 years, the patentability
of genes and genetic material has been a
controversial issue, which is now coming
to a head in a case before the Federal
Court and with the introduction of a
Private Member’s Bill which seeks to
exclude the patenting of human genes and
biological materials existing in nature.

Background
The patentability of genes and genetic
material has been a controversial issue
since at least 1990, when the Bill which
introduced the Patents Act 1990 (Act)
was considered before Parliament. At that
time, an exclusion directed specifically
to genetic inventions was proposed,
but was rejected by the Senate Standing
Committee on Industry, Science and
Technology. A similar amendment to the
Act was proposed in 1996 and 2001 by
Senator Stott Despoja, and re-tabled in
2002 without subsequent consideration.
The proposed amendment provided that
naturally occurring genes, gene sequences,
or descriptions of the base sequence
of a naturally occurring gene or gene
sequence, would not be regarded as novel
or inventive for the purposes of s 18 of
the Act.
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More recently, on 8 June 2010, proceedings
were commenced in the Federal Court of
Australia by Cancer Voices Australia and
breast cancer patient Yvonne D’Arcy. The
case centres on patents relating to the
BRCA1 gene, which is linked to an increased
risk of breast and ovarian cancer. The basis
of the case is that the patent on the BRCA1
gene held by US-based Myriad Genetics Inc
and Melbourne-based Genetic Technologies
Ltd is invalid. It follows a decision in March
2010 in the US, where the Federal District
Court in New York found that certain claims
of the patents relating to the BRCA1 and
BRCA2 genes had been improperly granted
to Myriad Genetics.
For more than two years, the issue of
gene patenting has been the subject of a
Senate Inquiry. On 26 November 2010,
the Senate Community Affairs Committee
tabled a report in relation to its inquiry
into the “impact of the granting of patents
in Australia over human and microbial genes
and non-coding sequences, proteins, and their
derivatives, including those materials in an
isolated form”. The report took into account
more than 80 submissions from interested
stakeholders.
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Coinciding with the Senate’s report, on 24
November 2010, the Patent Amendment
(Human Genes and Biological Materials) Bill
2010 (Bill) was introduced into the Senate
by Senators Coonan, Heffernan, Siewert
and Xenophon as a Private Member’s Bill
“to amend the Patents Act 1990 to prevent
the patenting of human genes and biological
materials existing in nature”.
On 26 November 2010, the Senate’s
Selection of Bills Committee referred
the Bill to the Legal and Constitutional
Affairs Legislation Committee for inquiry
and report, to allow for submissions and
evidence to be received from interested
parties by 25 February 2011, and to
provide a report by 16 June 2011. It is
anticipated that the issues which were
explored in the previous inquiry will be
considered in the context of the proposed
Bill.

The Proposed Bill
According to the Explanatory
Memorandum to the Bill, the purpose
of the Bill is “to advance medical and
scientific research and the diagnosis,
treatment and cure of human illness and
disease by enabling doctors, clinicians and
medical and scientific researchers to gain
free and unfettered access to biological
medicines, however made that are identical
or substantially identical to such materials as
they exist in nature”.
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The Bill proposes to insert a provision
into section 18(2) of the Patents Act 1990
(Act) that “biological materials including
their components and derivatives, whether
isolated or purified or not and however
made, which are identical or substantially
identical to such materials as they exist in
nature” are not patentable inventions. The
term “biological materials” is defined in a
proposed new section 18(5) and includes
“DNA, RNA, proteins, cells and fluids”.
However, the terms “components and their
derivatives” and “substantially identical” are
not defined.
The Explanatory Memorandum states
that the Bill is intended to reinforce the
applicability of the distinction between a
discovery and an invention, and applies
that distinction by expressly excluding
from patentability biological materials
which are identical or substantially
identical to such materials as they exist in
nature. It thereby gives effect, according
to the Explanatory Memorandum, to the
proposition that biological materials which
are found in nature are not inventions,
even if they are isolated, purified or
synthetically made.

Does the Bill contravene
international trade agreements?
Australia is a signatory to the World
Trade Organisation Agreement on
Trade-Related Aspects of Intellectual
Property Rights (TRIPS Agreement)
and the Australia-United States Free
Trade Agreement (AUSFTA). Both the
TRIPS Agreement and the USFTA set
out minimum standards of intellectual
property protection which signatories
must adhere to, and provide that patents
may be granted only for inventions, which
are novel, inventive and have a practical
application. Relevantly, Article 27(1)
of the TRIPS Agreement provides that
“patents shall be available for any inventions,
whether products or processes, in all fields
of technology, provided they are new,
involve an inventive step and are capable of
industrial application.” Article 17.9 of the
AUSFTA is couched in essentially similar
terms.
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The introduction of legislation which
specifically seeks to restrict the patentability
of biotechnological inventions would appear
to be contrary to the TRIPS Agreement
and AUSFTA, both of which provide that
patents should be available “in all fields of
technology”.
In this regard, processes or methods
involved in the isolation, purification and
synthesis of biological materials should
be patentable as long as they meet the
threshold patentability criteria of novelty,
inventive step and have a practical
application. Inventions which make use
of biological materials to derive new
and inventive diagnostics, medicines and
treatments should continue to be afforded
patent protection, just as they are now.

What is the international position?
In the US, it was ruled in March 2010 that
15 claims of seven US patents granted to
Myriad relating to the BRCA1 and BRCA2
genes were invalid because they were not
inventions. In October 2010, this view
found support from the US Government
when the US Department of Justice filed
an amicus curiae brief in the appeal to
that case, adopting a position against
the patenting of isolated genomic DNA,
which it acknowledged was “contrary to
the longstanding practice of the Patent and
Trademark Office, as well as the practice of
the National Institutes of Health and other
government agencies that have in the past
sought and obtained patents for isolated
genomic DNA”. It remains to be seen, of
course, how the appeal to the Myriad case
proceeds in the US courts. On the other
hand, EU laws currently provide that isolated
biological materials are patentable. Directive
98/44 EC provides for the legal protection
of biotechnological inventions. Article 3 of
the Directive provides:
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“Article 3
1.

For the purposes of this Directive,
inventions which are new, which
involve an inventive step and which
are susceptible of industrial application
shall be patentable even if they concern
a product consisting of or containing
biological material or a process by
means of which biological material is
produced, processed or used.

2.

Biological material which is isolated
from its natural environment or
produced by means of a technical
process may be the subject of an
invention even if it previously occurred
in nature.”1

A distinction has to be drawn between a
discovery of something that is naturallyoccurring and an invention which
results subsequent to that discovery.
The inclusion of the word “may” in the
second paragraph makes it clear that not
all biological material which is isolated
from its natural environment will, as a
matter of course, be patentable, and that
patentability will depend (as it does for
all types of inventions) on whether the
threshold tests of novelty, inventive step
and industrial application are satisfied.
Article 5 of the Directive sets out the EU
position with respect to patentability of
genetic material:
“Article 5
1.

The human body, at the various stages
of its formation and development,
and the simple discovery of one of its
elements, including the sequence or
partial sequence of a gene, cannot
constitute patentable inventions.

2.

An element isolated from the human
body or otherwise produced by means
of a technical process, including the
sequence or partial sequence of a gene,
may constitute a patentable invention,
even if the structure of that element is
identical to that of a natural element.
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The industrial application of a sequence
or a partial sequence of a gene must be
disclosed in the patent application.”

Article 5 thus provides that, as long as
an “element” of the human body (eg
DNA) is in its natural environment, it is
not patentable. However, once it has
been isolated from that environment
or otherwise produced by means of a
technical process, it becomes potentially
patentable subject matter. Further,
paragraph 3 of Article 5 makes it clear
that, in order for a patent to be granted
in respect of a gene sequence, the
patent application must disclose the
specific industrial application of that
gene sequence. It is not enough that the
gene sequence has been merely isolated
or produced by a means of a technical
process.

What is the position under
Australian law?
Under current Australian law, an
invention is patentable if it is “a manner
of manufacture” within the meaning of
section 6 of the Statute of Monopolies,
is novel and inventive, and is useful. The
High Court considered the term “manner
of manufacture” in the case of National
Research Development Corporation v
Commissioner of Patents2 and held that for
an invention to be patentable, it “must
be one that offers some advantage which
is material, in the sense that the process
belongs to a useful art as distinct from a fine
art - that its value to the country is in the
field of economic endeavour.”
More specifically, the patentability of
gene sequences was considered in KirinAmgen Incorporated v Board of Regents
or the University of Washington and
Genetics Institute, Inc3. In this case, the
Commissioner of Patents considered the
distinction between a discovery and an
invention, and held that the “purified and
isolated” DNA sequences were patentable
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because they claimed “an artificially created
state of affairs”. The Commissioner further
held that “a claim directed to naturally
occurring DNA characterised by specifying
the DNA coding for a portion of that molecule
would likely be claiming no more than a
discovery per se and not be a manner of
manufacture”.
In essence, the case law in Australia makes
it clear that genes or gene sequences in
the form in which they exist in nature are
not patentable because they will not satisfy
the “manner of manufacture” requirement.
For genetic material to be patentable,
there must be an “artificially created state
of affairs”, such that genetic material which
has been isolated or synthetically produced
is capable of being patented, provided the
tests of novelty, inventive step and utility

are also satisfied.
For example, isolated DNA is not in the
same form as DNA as it exists in the human
body. An isolated DNA molecule must be
chemically changed to break the covalent
bonds that link it to other nucleotides in the
human body, which results in an “artificially
created state of affairs”.
Thus, the mere discovery or isolation of a
new gene, without knowledge of its function
and practical application, will not satisfy
the requirements for patentability. To be
patentable, the gene or gene sequence must:
•

be isolated from its naturally occurring
environment (or synthetically
produced), AND

•

its function must not have been
previously known and must be
described in detail in the patent
claim, AND

•

the requirements of novelty,
inventiveness and utility must
be satisfied.
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Protecting the public interest
That then leaves the question of the
possible social, ethical and moral issues
raised by the patenting of inventions
such as a diagnostic test which detects
increased susceptibility to cancer.
Fundamentally, inventors should have
the right to benefit from and exploit
inventions in which they have invested
considerable resources to create. In this
regard, the right to exploit an invention
which detects increased susceptibility to
cancer is no less significant than, say, the
right to exploit an invention which is used
to treat cancer. A public interest element
arises in relation to both inventions,
and yet there have been many therapies
in the treatment of cancer which have
been patented, without the same public
controversy which has arisen in the case
of the BRCA genes.
If there is a real need to safeguard the
public interest, there are a number of
other options already available under the
Act. The Act provides for Crown use and
acquisition of a patented invention.4 In
addition, the Act provides that the Federal
Court may grant a compulsory licence to
a patent if “the reasonable requirements
of the public with respect to the patented
invention have not been satisfied”.5
Whilst there is little precedence for either
of these provisions having been invoked,
if there is perceived a need to protect
the public interest, they could potentially
be applied in circumstances in which the
patentee has not provided reasonable
access to the patented invention.
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Does the current law stifle
research?
There is no empirical evidence which
demonstrates that the current law is
stifling research. In relation to the BRCA
genes, for example, which are currently
patent-protected but are the subject
of validity proceedings in the US and
Australia, there have been more than
5,500 scientific papers published from
independent researchers, despite the
existence of patents in respect of the
genes.
However, one of the proposals to
address the specific concerns expressed
by the research community is to introduce
a research exemption into the Act,
which would provide an exemption to
infringement if a patented invention was
used for certain specified research or
experimental purposes. There appears to
be broad support for such an exemption
from researchers, patent owners and IP
Australia, which would ensure that the
public interest in advancing scientific and
medical research is safeguarded.

Where to now?
An express prohibition on the patenting
of biological material would appear to
be unwarranted. There is a real danger
that legislation which expressly prohibits
the patentability of “human genes and
biological materials existing in nature” will be
improperly applied to prevent the patenting
of important diagnostics, medicines and
therapies based on antibodies, antibiotics,
hormones, metabolites and proteins
which have been essentially “isolated from
nature”. The proposed legislation would
have arguably prevented the patenting of
inventions relating to insulin, erythropoietin,
human growth hormone and other
“natural” therapies which have been of
great importance to the community.
The Australian patent system is designed
to ensure that only patents which properly
satisfy the threshold tests for patentability
are granted, through tight examination of
patent applications to ensure the threshold
tests of novelty, inventive step and utility
are satisfied before a patent is granted.
Provided this occurs, the current system
already contains appropriate safeguards
which address the concerns raised during
the Senate Inquiry.

However, to alleviate concerns with
respect to the application of the current
legal system, a research exemption
introduced into the legislation would
provide an exemption to infringement
for certain research or experimental use,
and would thereby safeguard the interests
of advancing medical and scientific
research. Infringement would only arise
if a patented invention was exploited for
commercial benefit.
Organisations and individuals with an
interest in making submissions to the
Legal and Constitutional Affairs Legislation
Committee should note that submissions
must be made by 25 February 2011. Piper
Alderman would be pleased to assist any
organisation or individual wishing to make
such a submission.
Endnotes:
1.

Article 2(1)(a) of the Directive defines
“biological material” as “any material containing
genetic information and capable of reproducing
itself or being reproduced in a biological system”.

2.

[1959] HCA 67; (1959) 102 CLR 252 (16
December 1959).

3.

[1995] APO 61; (1996) AIPC 91-231; 33 IPR
557 (19 October 1995).

4.

Chapters 12 and 17 of the Act.

5.

Section 133(2)(a)(ii) of the Act.

For further information contact:
Dr Teresa Schafer
tschafer@piperalderman.com.au
Tim Clark
tclark@piperalderman.com.au
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Matters to consider when raising capital
Partner Craig Yeung outlines some factors that must be considered when
raising capital in the context of the issue of shares and comments on the use
of instruments such as convertible notes.
Disclosure to investors
The central premise in the Corporations
Act regarding capital raising is that an offer
of securities needs disclosure to investors
unless otherwise exempted. Therefore,
unless the company is conducting an
offer that does not require disclosure, a
disclosure document such as a prospectus
would be required.
Of the offers that do not need disclosure,
the exemptions most often used are
the small scale offerings and offers to
sophisticated or professional investors.

Small scale offerings
To rely on the small scale offering, the
offer will need to satisfy the following:
•

each of the offers is a personal offer

•

none of the offers results in a breach
of the 20 investor ceiling or the
$2 million ceiling in any 12 month
rolling period.

Offers to sophisticated or
professional investors

Using an information
memorandum

Offers to sophisticated investors also do
not require disclosure. For example, offers
under which the minimum amount payable
on acceptance is at least $500,000 (including
top ups on previous investments), are offers
that do not require disclosure.

If the Corporations Act does not require
a disclosure document to be used for
the capital raising, companies may
nevertheless decide to use an information
memorandum to make some level of
disclosure of the investment opportunity
to potential investors.

Offers to a person certified by a qualified
accountant as having a gross income over
the previous two financial years of at least
$250,000 per annum or net assets of at
least $2.5 million, are also offers that do
not require disclosure.
Offers made through a financial services
licensee who is satisfied, on reasonable
grounds, that the potential investor’s
previous investment experience allows
the investor to assess the offer, and where
the investor has signed an acknowledgement
that no disclosure document will be
provided, are also offers that do not
require disclosure.
Further, offers to professional investors
as defined in the Corporations Act (such
as financial services licensees or trustees
controlling net assets of at least $10 million)
are also offers that do not require
disclosure.

Although there is no legal obligation to
include all material information in that
information memorandum as there would
be if a disclosure document was required,
many companies find it advantageous to
prepare the information memorandum as
a comprehensive document to include all
material information and use it as the sole
document in the capital raising process.

Changing the corporate structure
If the company proposing to raise capital
is a proprietary company, and either:
•

the nature of the offering is such that
it cannot be undertaken without
disclosure, or

•

the company has 50 members or may
likely to have 50 or more members
after the capital raising,

then it may need to consider restructuring
before undertaking the capital raising.
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In that case, the proprietary company
may have to be converted to a public
company, or the assets of the proprietary
company may need to be assigned to a
newly incorporated public company which
would then undertake the capital raising.

added to all amounts previously raised,
is under $10 million. However, an offer
information statement has minimum financial
report requirements and therefore may
not be appropriate for all circumstances,
particularly newly incorporated companies.

There may be significant tax, stamp duty
and other transactional costs, as well as
timing considerations that the proprietary
company needs to be aware of when
considering a restructure to prepare for
a capital raising.

In practice, many companies have found that
using any of the above disclosure documents
will incur a similar level of due diligence
and costs, and therefore many companies
would opt for a prospectus, as it is most
commonly used and understood by advisers
and investors.

Using disclosure documents
Where the capital raising cannot be
structured as an offer that does not
require disclosure, the company would
need to use a disclosure document to
raise capital. The Corporations Act
broadly provides for four types of
disclosure documents to be provided to
investors:
•

offer information statement

•

prospectus

•

short form prospectus

•

profile statements.

Due diligence
The Corporations Act does not specify
in detail the content requirements of a
disclosure document such as a prospectus,
but requires that a prospectus contain all
the information that investors and their
professional advisers would reasonably
require to make an informed assessment
of the rights and liabilities attached to
the shares, and the assets and liabilities,
financial position and performance, profits
and losses and prospects of the company.
Furthermore, such information needs to be
accurate and not misleading.

A prospectus is used most often and it
can be used to raise any amount. An offer
information statement may only be used if
the amount of money to be raised, when
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To ensure that all such material
information is included and to reduce
the likelihood of the information being
inaccurate or otherwise misleading or
deceptive, a company issuing a prospectus
would carry out a systematic and detailed
investigation, commonly referred to as
due diligence. Such a process should
also ensure the availability of statutory
defences to liability that may be incurred
by the company and its directors involved
in the issue of a defective prospectus.

Liability issues
Extensive obligations are placed on
the company and those involved in
the capital raising to accurately and
fully disclose material information. This
applies to any promotion of a securities
offering, whether via an advertisement,
an information memorandum or a
prospectus. The Corporations Act
specifically deals with statements and
opinions as to future matters in these
capital raising documents, and companies
engaged in capital raising activities need
to be aware of these potential liabilities.
If the disclosure requirements are not
complied with, directors of the company,
the company and persons involved in
the non-compliance may be exposed to
both criminal and civil liability, as well as
compensation actions.
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Particularly in relation to forecasts, a
person is taken to have made a misleading
statement about a future matter if they do
not have reasonable grounds for making
the statement.

Defences to criminal
and civil liability
There are a number of statutory defences
available for both civil and criminal
liability for the purposes of disclosure. A
defence of due diligence for prospectuses
is specifically provided for under the
Corporations Act, which provides that
a person does not commit an offence,
and is not civilly liable, in relation to a
misleading or deceptive statement (or
omission) in the prospectus if the person
proves that they:
•

made all enquiries (if any) that were
reasonable in the circumstances

•

after doing so, believed on reasonable
grounds that the statement (or
omission) was not misleading or
deceptive.

Accordingly, companies and the directors
find it particularly important that specialist
corporate legal advice is sought and
a formal due diligence committee be
established for any capital raising by a
company. Furthermore, a verification
process (where each material statement
in the disclosure document is verified
against external source materials) should
be incorporated as part of the due
diligence process.
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The use of convertible
notes to raise capital
In addition to raising capital by the issue of
shares, a company may also raise capital
by the issue of convertible notes. Although
technically the issue of notes is associated
with the raising of debt finance, the
convertible nature of these notes means
there is an element of equity finance as
it allows the note holder to convert the
debt (the notes) to shares in the company
according to their issue terms. Convertible
notes have particularly been “in vogue”
recently as a number of listed biotechnology
companies have used them to raise money.
There are also other variations of
convertible notes, including notes that
automatically convert on agreed triggers,
or other hybrid debt/equity finance
instruments such as certain equity finance
facilities with tranched drawdowns.
The use of these instruments to raise capital
usually involves similar considerations as
raising capital by equity finance. Specifically
there will be a focus on whether the
disclosures by the company to the
convertible note investors have been
misleading or deceptive, including whether
full and accurate disclosures have been
made.
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However, convertible notes also involve
other considerations and the drafting of
the documentation is usually a complex
exercise, as there are a number of
competing factors at play. For example,
the company would need to consider
matters such as the rate of conversion and
how it is calculated, whether the company
may pay out the notes early, whether
there are corporate control issues to be
considered, the level of restrictions on the
company’s operations under the notes,
whether the convertible notes would
be secured or unsecured, or whether
there are restrictions on the note holders
disposing of the shares.

Final words
As is apparent from the above, companies
considering undertaking a capital raising
process need to be aware of a number
of matters, and are well advised to seek
specialist corporate legal advice.

For further information contact:
Craig Yeung
cyeung@piperalderman.com.au
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The ongoing confusion about the
concept of interchangeability
Dr Teresa Schafer looks at issues relating to the determination of
‘interchangeability’ of medicines versus ‘substitutability’ and its impact
on prescribing and PBS pricing.
Introduction
The concept of “interchangeability”
of medicines was first introduced in
1997 when the government introduced
therapeutic groups, which grouped
together drugs that were considered to
be therapeutically interchangeable on the
basis of having similar safety and efficacy
profiles, and health outcomes.
Therapeutic groups were used as the
basis for the introduction of reference
pricing, which is the principle that drugs
with similar health outcomes should
cost the same. Because all drugs in a
therapeutic group are considered to have
similar safety and efficacy profiles, they are
reimbursed at the level of the cheapest
drug in that group. A fundamental
question, however, is how this similarity
between drugs is determined for the
purposes of deciding whether two drugs
are, in fact, interchangeable.

Earlier concepts of
Interchangeability
Prior to the 2007 PBS reforms, the
similarity of medicines for the purposes
of reference pricing was determined by
the test of equivalence. Equivalence is
a well established concept in evidencebased medicine. However, the reforms
replaced the concept of equivalence
with the requirement that drugs must be
interchangeable on “an individual patient
basis”.
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Because of the important consequences that
arise when a drug is placed in a therapeutic
group, the pharmaceutical industry
has sought on a number of occasions
to obtain a clear definition of the term
“interchangeability”.

What is interchangeability
and how is it determined?
The term “interchangeable” is not defined
in the National Health Act 1953 (Act), the
legislation that underpins the regulation of
pharmaceutical benefits. However,
section 101(3BA) of the Act provides
that if the PBAC is of the opinion that
a drug should be made available as a
pharmaceutical benefit, it must, in its
recommendation to the Minister, specify
whether the drug and another drug,
should be treated as interchangeable on an
individual patient basis.
The Department of Health’s website
defines “interchangeable” as “brands of a
pharmaceutical item with a particular strength
(and brands of related pharmaceutical
items) where evidence of bioequivalence or
therapeutic equivalence (refer to Therapeutic
Group) on an individual basis (or justification
for not needing such data) has been accepted
by the TGA”.1
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This definition, however, confuses the
concept of interchangeability with the
concept of substitutability. The concept
of interchangeability of medicines is
quite different from a finding by the
Therapeutic Goods Administration (TGA)
that certain brands of a medicine are
sufficiently bioequivalent to the innovator
drug so as to be treated as identical and
substitutable. Such drugs are listed on
the PBS and subject to reference pricing
by virtue of their bioequivalence and
substitutability.2 The 1997 Therapeutic
Group reforms extended reference
pricing to drugs that are not identical
but have very similar safety and efficacy
profiles, and health outcomes, such that
they can be treated as interchangeable for
the purposes of PBS pricing policies.
It is interesting to note that the PBAC has
interpreted the term ‘interchangeable on
an individual patient basis’ in the following
way:
Drugs within the therapeutic group
are very alike - that is, they belong to
the same therapeutic class and, in the
vast majority of patients, would work
just as well as one another. That is, in
commencing a patient on any one of the
drugs in a therapeutic group it would
make no difference in health outcomes
for the vast majority of patients.
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Undoubtedly, the question as to whether
two different drugs are interchangeable
on an individual patient basis requires
some clinical judgment. However, the
main issue of concern with respect to
interchangeability is not so much whether
individual patients can be initiated on
either therapy and essentially achieve
the same health outcomes, but, rather,
whether patients can be switched from
one therapy to another without any
difference in health outcomes.
The data that are generally submitting
in support of applications for PBS
listing comprise head-to-head studies
involving the drug proposed for PBS
listing and an appropriate comparator.
The evidence presented in support
of cost-minimisation submissions
seems to be the principal source for
determining whether a medicine is
interchangeable on an individual patient
basis with another medicine. However,
cost-minimisation submissions typically
only present data from trials that are
designed to establish ‘non-inferiority’,
that is, they are designed to test the
hypothesis that a drug is statistically no
worse clinically than the drug to which
it is being compared. Strictly speaking, if
such studies demonstrate that the drug
in question is no worse in terms of safety
and efficacy than its comparator, that
would support a conclusion that the two
drugs are interchangeable at a population
level, not on an individual patient basis.
To draw meaningful conclusions about
interchangeability on an individual patient
basis, studies which investigate health
outcomes in patients who are switched
between the drug in question and its
comparator would be more appropriate.

Legal Rx

N A M E ]

Proceedings in the Federal Court:
AstraZeneca v Minister for Health
& Ors
On 12 August 2010, AstraZeneca Pty Ltd
(AstraZeneca) commenced proceedings in
the Federal Court against the Minister for
Health and Ageing and 17 current and past
members of the PBAC.
Details of the claim
AstraZeneca seeks declarations that:
a.

PBAC advice received by the Minister
was not, for the purposes of the Act,
advice as to whether atorvastatin and
rosuvastatin should, or should not,
be treated as interchangeable on an
individual patient basis

b.

in the alternative, in providing advice
to the Minister, the PBAC erred in
law by failing to consider whether it
should recommend to the Minister that,
pursuant to section 84AG(2) of the
Act, rosuvastatin 40mg should not be
included in the Statins-HP group

c.

determinations made by the Minister’s
delegate purporting to determine the
existence of a Statins-HP therapeutic
group are invalid and of no effect.

The statement of claim
AstraZeneca’s statement of claim concerns
advice the Minister received in March 2009
that:
a.

b.

atorvastatin and rosuvastatin should
together comprise a new therapeutic
group (called the Statins-HP Group)
atorvastatin and rosuvastatin are
interchangeable on an individual patient
basis.
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AstraZeneca has argued that although
the PBAC purported to ask itself
whether atorvastatin and rosuvastatin
are interchangeable on an individual
patient basis, it did not ask itself whether
atorvastatin and rosuvastatin are, in the
case of each of the particular forms in
which the drugs are listed, interchangeable
on an individual patient basis.
In particular, AstraZeneca claims that it
had made representations to the PBAC
following the March 2009 advice that
rosuvastatin 40mg should not be treated
as interchangeable on an individual patient
basis with atorvastatin; and should be
excluded from the therapeutic group
containing atorvastatin and rosuvastatin as
it was not safely interchangeable with any
form of atorvastatin.
AstraZeneca claims that following a
meeting in July 2009, the PBAC reiterated
its advice to the Minister that:
a.

atorvastatin and rosuvastatin
should form a therapeutic groups

b.

it was of the opinion that atorvastatin
and rosuvastatin are interchangeable
on an individual patient basis.

AstraZeneca claims that in providing
this advice, the PBAC determined that it
was not obliged by the Act to consider
whether atorvastatin and rosuvastatin
are, in the case of each of the particular
forms in which the drugs are listed,
interchangeable on an individual patient
basis.
Analysis of the claim
The statement of claim does not
elaborate on the reasons why rosuvastatin
40mg is not safely interchangeable with
any available form of atorvastatin. In
the original application for PBS listing
of rosuvastatin, it was determined that
the relative potency of rosuvastatin to
atorvastatin was 1:3. Based on this relative
potency, therefore, patients who are
taking rosuvastatin 40mg would require
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an equivalent dose of atorvastatin 120mg.
However, the currently approved product
information for atorvastatin states that the
maximum allowable dose of atorvastatin
is 80mg, such that a patient who was
switched from rosuvastatin 40mg to the
equivalent dose of atorvastatin would
be administered a dose that is currently
unapproved in Australia and for which,
importantly, safety and efficacy has not
yet been adequately established. This
would appear to be the main basis under
which AstraZeneca is seeking to argue
that rosuvastatin 40mg is “not safely
interchangeable with any available form
of atorvastatin”.
It is noteworthy that AstraZeneca did
not in its statement of claim challenge
the interchangeability of other strengths
of rosuvastatin with atorvastatin. Based
on a relative potency of 1:3, rosuvastatin
5mg would be equivalent to atorvastatin
15mg, but a 15mg strength of atorvastatin
is not available in Australia (or, in fact,
elsewhere). Thus, a patient taking
rosuvastatin 5mg could not be switched
to an equivalent dose of atorvastatin.
The next nearest doses would either
be atorvastatin 10mg (an under-dose)
or atorvastatin 20mg (higher than the
equivalent dose), which would provide
differences in efficacy.
Similarly, a patient taking rosuvastatin
10mg would require atorvastatin 30mg
as an equivalent dose. Again, a 30mg
strength of atorvastatin is not available
and a patient switching from rosuvastatin
10mg would require either three tablets
of atorvastatin 10mg or one tablet of
atorvastatin 10mg and one tablet of
atorvastatin 20mg to be able to obtain
an equivalent dose. In the latter case, a
patient would be required to purchase
two separate packs of atorvastatin
(atorvastatin 10mg and atorvastatin
20mg) and, therefore, pay the patient copayment twice. Whilst this is an economic
consideration which does not appear to
have any bearing on PBAC determinations
of interchangeability, the potential impact
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to patients should not be disregarded, as it
may be contrary to the objective of the PBS
to provide affordable access to medicines.
A patient who was switching from the 20mg
strength of rosuvastatin would require
atorvastatin 60mg as an equivalent dose.
Again, a 60mg strength of atorvastatin is
not available, but equivalent dosing may
be achieved by the patient taking three
tablets of atorvastatin 20mg. Although
this may seem reasonable on its face, it
is important to note that many patients
taking cholesterol-lowering drugs have
co-morbidities and are on poly-pharmacy.
Requiring such patients to take three tablets
instead of one may not be welcomed and
may lead to compliance issues.

In the meantime, a proper definition
of interchangeability and clear and
accepted criteria for the determination
of interchangeability remain unresolved
issues which continue to have
ramifications for the industry. A recent
Senate inquiry into consumer access to
pharmaceutical benefits and the formation
of therapeutic groups, which was initiated
on 25 November 2009 and concluded on
24 November 2010,3 recommended that
the PBAC:
•

develop agreed principles of what
constitutes “interchangeable on an
individual patient basis”

•

develop criteria by which the
“interchangeability” of a medicine
will be determined and

•

publish both the agreed principles
and criteria.

Where to now?
It is anticipated that the Federal Court
proceedings will look purposively at PBAC
determinations of interchangeability. It is
concerning, prima facie, that the PBAC has
admitted that while it asked itself a question
as to whether atorvastatin and rosuvastatin
should, or should not, be treated as
interchangeable on an individual patient
basis, it did not consider that question in
the context of each of the particular forms
in which the two drugs are listed. The
Court’s views on the significance of these
admissions will be of particular interest
and relevance to both the government
and industry. As discussed above, there
are significant clinical issues concerning the
interchangeability of rosuvastatin 5mg and
40mg with atorvastatin, and also economic
and compliance issues concerning the
interchangeability of rosuvastatin 10mg
and 20mg with atorvastatin.

Regardless of the outcome of the Federal
Court proceedings, there is clearly a need
to implement these recommendations.
Endnotes:
1.

PBPA Policies, Procedures and Methods
– Glossary of commonly used terms and
abbreviations, http://www.health.gov.au/
internet/main/publishing.nsf/Content/pbspbpa-policies-contents~pbs-pbpa-policiesglossary (accessed 13 January 2011).

2.

Such drugs include an “a” flag in their
PBS listing, which indicates that they are
substitutable with other bioequivalent drugs.

3.

In a report tabled by the Senate’s Consumer
Affairs References Committee, which
conducted the inquiry.

For further information contact:
Dr Teresa Schafer
tschafer@piperalderman.com.au
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Responding to a hostile takeover bid
Partners James Dickson and Craig Yeung look at what companies in the
biotechnology and life sciences sectors need to consider when responding
to a hostile takeover.
Biotechnology or life sciences companies
are more likely to become targets of
opportunistic takeover bids in times of
volatile currency and stock markets,
particularly where over the longer term
consolidation and rationalisation may be
key to growing market share. Bidders may
seek to exploit this volatility to acquire
technologies and assets at inadequate
prices, in an attempt to deny target
shareholders the true value of their
shares.

Once the bidder’s statement has been sent
to the target’s shareholders, the target will
have only 15 days to send out its target’s
statement. To avoid the risk of shareholders
acting only on information provided by
the bidder, a target would normally work
towards minimising the time between its
shareholders getting the bidder’s statement
and when they receive the target’s
statement.

Timing pressures

It is often during the first 14 days that the
target feels the most pressure, particularly
if it is not prepared. Target directors need
specialist legal and financial advice to manage
the target’s response. If these specialists
have not been identified and retained before
the bid, it may take the target a number of
days to identify them. This means valuable
time is lost and the target directors would
be dealing with matters without specialist
assistance.

When a hostile takeover is announced,
the target is under significant pressures to
respond and undertake numerous actions
within very tight timeframes.
When the target receives a bidder’s
statement (which could be the first time
the target becomes aware of the bid),
the target may only have 14 days before
the bidder sends its bidder’s statement
to the target’s shareholders. During this
time, the target needs to engage and
brief advisers, provide its shareholders
with preliminary advices, review the
bidder’s statement, begin preparing the
target’s statement, possibly engage an
independent expert and respond to the
bidder or apply to the Takeovers Panel
to ensure that proper disclosures will be
made to target shareholders.
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Engaging specialists and experts

This is also the case with an independent
expert. An independent expert is often
engaged to provide a valuation for inclusion
in the target’s statement. As this is a
complete valuation of the target, and may
require specialist valuation advice (for
example, intellectual property or patent
valuations), the more time the experts have,
the greater the likelihood of an accurate
valuation.
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Applying to the Takeovers Panel
Targets often need to apply to the
Takeovers Panel during these first 14
days. The Takeovers Panel is Australia’s
primary forum for resolving disputes
about a takeover bid whilst the takeover
bid is under way. Targets often apply to
the Takeovers Panel to require bidders to
correct or expand the disclosures made
in the bidder’s statement. Incidentally
this often delays the time at which the
bidder can dispatch its bidder’s statement
and allows the target more time to
prepare its target’s statement, including
any independent expert report. The
Takeovers Panel makes its decisions very
quickly and requires parties to make
applications and responses in very short
timeframes. Preparation, again, allows
targets to put forceful and persuasive
arguments to the Takeovers Panel
to maximise the chances of obtaining
effective remedies from the Takeovers
Panel.
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Benefits of being prepared

Be prepared to respond

The benefit of being prepared before a
hostile takeover bid is that the directors
of the target can minimise the time taken
to respond fully and forcefully. This means
the directors are in a better position to
respond earlier, and target shareholders
will have better information to make an
informed decision regarding the bid.

Being prepared requires putting in place
procedures that can be initiated as soon as
the takeover is announced. Such procedures
would involve a team of takeover response
advisers being identified, briefed and
regularly updated. In addition, the target
would have much of its information and
documentation ready. in a form that can
be provided to its advisers on short notice.

Target directors are under increasing
scrutiny by interested parties and
regulators for their actions during a
takeover bid. As a result, directors may be
exposed to proceedings in the Takeovers
Panel during the bid and the courts after
the bid, including class actions. By being
prepared, directors are more likely to act
appropriately to discharge their duties.

Legal Rx

For further information contact:
Craig Yeung
cyeung@piperalderman.com.au
James Dickson
jdickson@piperalderman.com.au

Targets find that being prepared before a
hostile takeover bid may allow response
strategies to be implemented earlier, and
may increase the chances of those response
strategies being successful, such as searching
for a white knight or a competing bid or
simply pressuring the bidder to improve
its offer.
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