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The new Australian Consumer Law
Senior Associate, Bill Fragos discusses the new Australian Consumer Law
and the impact it will have on business.
Introduction
On 1 January 2011 the Competition and
Consumer Act replaced the Trade Practices
Act, overhauling Australia’s consumer
laws. A new Australian Consumer Law
applies at the national level as well as
across all states and territories. It is the
biggest change to consumer laws in over
30 years. One of the main advantages
of the Australian Consumer Law is
that the same law has been adopted
Australia wide, allowing for consistency
for consumers and especially for
businesses that operate in more than
one state or territory.

Changes to consumer contracts
As a result of the changes, certain types
of contracts and documents in businessto-consumer transactions are affected
and certain unfair contract terms may
contravene the new laws. The Australian
Consumer Law has specific implications
for:
•

Standard form contracts

•

Terms and conditions relating
to supplies of goods and services

•

Guarantees and warranties

•

Invoices, statements and receipts

•

Leases and other documents relating
to interests in land

•

Unsolicited (door to door)
agreements

•

Lay-by and hire purchase type
agreements.
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Unfair terms in standard
form consumer contracts
A term within a consumer contract will
be void if its is contained in a standard
form contract and the term is unfair. A
consumer contract is one involving the
supply of goods and services, or a sale or
grant of an interest in land, to an individual
wholly or predominantly for personal
domestic or household use or consumption.
These provisions do not apply to terms
which define the main subject matter of
the contract, or set the upfront price
payable under the contract, or terms
required by another law.
The consumer contracts covered by the
legislation are those involving a company
and the contract was formed or varied
on or after 1 July 2010, or otherwise all
consumer contracts formed or varied on
or after 1 January 2011.
In many instances goods or services
will be sought for mixed domestic and
business purposes (for example internet
service provider contracts may be entered
into by individuals for both business and
private use). Accordingly, it is likely that
many suppliers will need to review their
standard form contracts with consumers
on the working assumption that they
are consumer contracts, as defined, or
alternatively have two different standard
form contracts.
Business to business transactions are
not covered by these legislative changes
relating to unfair standard form contracts.
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Exemptions
Certain types of contracts are exempted
from the unfair standard form contracts
regime. For example, various shipping
contracts and contracts which are
corporate constitutions will not be
subject to the new amendments.
Shipping contracts are excluded
because they are already subject to a
comprehensive national and international
legal framework. Corporate constitutions
are excluded because companies have
a choice regarding the rules that govern
their internal management.
Insurance contracts are currently
excluded from the new unfair standard
form contracts regime by the Insurance
Contracts Act 1984 (Cth). An options
paper was released to inform the
Government’s consideration of options
for dealing with unfair terms in insurance
contracts. However, private health
insurance contracts are subject to the
new unfair contracts regime.
Unfairness
A term in a consumer contract will
be unfair if it would cause a significant
imbalance in the parties’ rights and
obligations arising under the contract,
is not reasonably necessary in order to
protect the legitimate interests of the party
who would be advantaged by the term,
and would cause detriment (whether
financial or otherwise) to a party if it
were to be applied or relied on.
The legislation includes a list of examples
of the kinds of terms that may be unfair
(known as the “grey list”). The grey
list particularly focuses on terms which
are one-sided, limit a party’s liability or
limit the other party’s ability to take
proceedings on the contract.
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Consequences
An unfair term in a standard form
consumer contract is void. That said, the
remainder of the contract will continue to
bind the parties if it is capable of operating
without the unfair term. Businesses will
need to consider the possible effects of
a term being declared void and should
carefully draft clauses in their contracts
to either read down unfair terms to be
capable of operating fairly or sever them
from the contract to avoid contravention.
A Court can make a declaration that
a term is unfair. This can be done on
application of the aggrieved consumer or
of the relevant regulatory authority (the
Australian Competition and Consumer
Commission (ACCC), the Australian
Securities and Investments Commission
(ASIC) or State and Territory regulators).
A declaration that a term is unfair is not
of itself a contravention. If a Court makes
such an order and a party seeks to rely
on the unfair term the Court may make
further orders against that party, including
for the provision of redress to consumers
not party to the Court action.

Supply of Goods and Services
The ACL has reformed, clarified and
made consistent provisions relating to
false or misleading representations about
the supply or possible supply of goods or
services. In this section, the definition of
consumer may also include businesses.
Pre-existing references in the legislation
to prohibitions of certain types of false
or misleading representations have
remained. This includes prohibitions on
making false or misleading representations
that goods or services are of a particular
standard, quality, value or grade. The
existing provisions are quite extensive
and cover other topics including, but not
limited to, bait advertising, misleading
conduct regarding employment and
unsolicited good or services.
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However, provisions have also been
expanded or introduced with respect
to false or misleading representations
in relation to:
•

Testimonials (where a person endorses
goods or services)

•

Guarantees and Warranties (where a
requirement to pay for a contractual
right is claimed which is wholly or partly
equivalent to any condition, warranty,
guarantee, right or remedy a person has
under law)

•

Land and interests in land

•

Timeframes and delays (where it is
claimed goods or services will be
provided within a certain time)

•

Pricing (the goods have more than
one price and the supply takes place
for the price that is not the lower or
lowest of the prices)

•

Harassment and coercion.

“

A new Australian Consumer Law
applies at the national level as well
as across all states and territories.
It is the biggest change to consumer
laws in over 30 years.

”

Guarantees (previously warranties)
The product guarantee provisions of the
ACL create a number of standards with
respect to the supply of goods or services
to a consumer. Again, in this section, the
definition of consumer transactions includes
business to business transactions where the
price of the goods and services does not
exceed $40,000. These guarantees replace
the statutory implied warranties contained
in the Trade Practices Act, the various State
and Territory Fair Trading Acts and other
consumer legislation. It is important to note
that, unlike the implied warranties regime,
these new statutory causes of action arise
independently of the law of contract.
3

Two significant changes introduced
by the ACL include:
 The adoption of the guarantee of
“acceptable quality” instead of the
implied condition of “merchantable
quality”, and
 The creation of statute-based remedies
instead of contract-based remedies.
Acceptable quality
The intended consequence of adopting
the guarantee of “acceptable quality”
to replace the implied condition of
“merchantable quality” is to create a level
of consumer protection that a consumer
would reasonably expect. Goods are
of “acceptable quality” if they are fit
for all purposes for which goods of that
kind are commonly supplied, acceptable
in appearance and finish, free from
defects, safe, and durable as a reasonable
consumer fully acquainted with the state
and condition of the goods (including
any hidden defects of the goods), would
regard as acceptable having regard to
relevant matters.
The “relevant matters” are the nature
of the goods, the price of the goods
(if relevant), any statements made about
the goods on any packaging or label on
the goods, any representation made
about the goods by the supplier or
manufacturer of the goods and any
other relevant circumstances relating
to the supply of the goods.
For example, the appearance and
longevity that a reasonable consumer
ought to expect of a second-hand or
demonstration/display/sample good
would be different to that which applies
to a “new” good.
However, as price is also a relevant
consideration, goods which may be
second-hand may be held to a high
standard despite their age if sold, say,
as restored vintage goods.
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The provisions relating to guarantees
have also been expanded to include a
new provision that services supplied in
trade or commerce ought to be supplied
within a reasonable time.
Statutory remedies
Sections 259 to 270 of the ACL outline
the remedies relating to guarantees.
Under the previous system of implied
warranties, the rights of consumers are
governed by established laws of contract.
These will no longer apply under the
ACL which sets out the remedies of a
consumer. For example, to return goods
(a right generally not available at common
law) and to recover any loss or damage
that was reasonably foreseeable as a
result of breach of a product guarantee.
The application of the new provisions
depends upon the circumstances of the
case. Enforcement will depend upon
decisions of competent courts on the
new provisions, which remain to be
tested. For example, the interaction
between the statutory remedies and
the provisions which allow business to
business suppliers to limit their liability
where goods supplied are not of a
personal , domestic or household
nature has yet to be ruled upon.
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Proof of transactions
and Itemised Bills
Section 100 of the ACL requires that if a
person in trade or commerce supplies goods
or services to a consumer and the total
price excluding GST is $75 or more then
the person must give “proof of transaction”.
Should the total price be less than $75
then the consumer may request “proof of
transaction”.
“Proof of transaction” is a document that
identifies the supplier, the date of supply,
the goods or services supplied and the
price of the goods or services.
In addition, section 101 allows a consumer
to request an itemised bill in relation to
services that:
•

Specifies how the price of the services
was calculated

•

Includes, if applicable, the number of
hours of labour that related to the
supply of the services and the hourly
rate for that labour

•

Includes, if applicable, a list of the
materials used to supply the services
and the amount charged for those
materials.

The consumer must not be charged for
the provision of such an itemised bill and
the bill must be “transparent”.

Product safety
Prior to the ACL coming into effect,
product safety was administered in a
piecemeal manner. For example, one
State may have banned a product but it
still may have been available in another
State. The ACL creates a national product
safety system.
The product safety system has been
simplified. While the States and
Territories will still be able to issue bans,
these will be short-term interim bans.
The Commonwealth alone will have
the power to implement product safety
standards and extended bans.
The ACCC will also have the power to
make regulations for standards and bans
on services related to consumer goods.
A further significant change has been
introduced in relation to the reporting of
certain incidents. It is now mandatory for
suppliers (and those providing product
related services) to advise the ACCC
within 48 hours of becoming aware of
an incident involving the death or serious
injury or illness that was caused by or
may have been caused by the foreseeable
misuse of consumer goods which the
supplier actually supplied.

For further information contact:
Bill Fragos, Senior Associate
bfragos@piperalderman.com.au

Australian Law Update
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Update on Senate inquiry into foreign
investment in Australian farmland
Partner, Simon Venus looks at the Senate inquiry into the proposed amendments
to the Foreign Acquisitions and Takeovers Act which would, if passed, see
significant changes to the notification and disclosure requirements for foreign
acquisitions of Australian agricultural land.
The Foreign Acquisitions Amendment
(Agricultural land) Bill 2010 is a private
member’s Bill that was introduced into
the Australian Senate in late November
2010. The Senate subsequently referred
the Bill to the Economics Legislation
Committee for inquiry and report in
early 2011.
The Bill proposes amendments to the
Foreign Acquisitions and Takeovers Act 1975
to:
•

implement a national interest test to
be applied against proposed foreign
acquisitions of agricultural land

•

require any interest in agricultural
land greater than five hectares to be
notified to the Treasurer

•

require online publication of
information about foreign acquisitions
of interest in agricultural land

•

impose penalties for not notifying the
Treasurer of a proposed acquisition.
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If passed, these proposed amendments
would significantly alter the current regime
for foreign acquisitions of agricultural land
in Australia, which generally do not require
notification to the Foreign Investment
Review Board for acquisitions less than
AU$231 million for non-US investors.
Eleven submissions were received by the
Senate inquiry from a broad cross section
of individuals, community and industry
groups and government. The tenor of the
submissions ranges from strong support
for the reforms as they are outlined in the
Bill, to those advocating a more cautious
approach to reform and emphasising the
need for any new legislation to be based on
sound data about the nature and extent of
foreign ownership of Australian agricultural
land.

“

If passed, these proposed
amendments would significantly
alter the current regime for foreign
acquisitions of agricultural land in
Australia

”
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Of all of the submissions, the most
comprehensive was that of the
Department of the Treasury (the
body charged with administration and
screening arrangements under the Foreign
Acquisitions and Takeovers Act). Treasury
was not glowing in its endorsement,
noting that “the Bill does not present
a sufficiently strong case to justify the
regulatory changes it is suggesting”.
Treasury’s key findings were:
•

there is a lack of data to gauge the
level of foreign ownership of rural
land and water entitlements and
whether that level is detrimental to
the wellbeing of Australians

•

the Bill proposes regulatory changes
that could be better informed about
what problems need addressing

•

the Bill’s economic and administrative
impact has not been adequately
addressed

•

the regulations proposed in the
Bill may be in breach of Australia’s
international obligations under its
various free trade agreements.

Australian Law Update
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Although, as Treasury notes, there is a lack
of substantive information on the extent
of foreign ownership of Australian farms,
there is data to suggest a gap between
perception and reality in so far as the
populist, and arguably protectionist, view
which has emerged in recent years on the
back of food security concerns and which
has driven the Bill, is unjustified. In 2007-08
the Australian Bureau of Agricultural and
Resource Economics and Sciences indicated
that 99% of broad acre and dairy farms in
Australia are family operated and that of
the 1% of non-family farms, only 0.1% are
foreign owned. Broad acre and dairy farms
account for around 70% of Australian farm
businesses.

The Economics Legislation Committee is
due to report to the Senate by 15 June
2011. Clearly the Senate inquiry will not
be in a position to asses the data coming
out of the ALWO survey. In any event,
we will continue to provide updates on
the Senate inquiry and course of the
proposed legislation.

For further information contact:
Simon Venus, Partner
svenus@piperalderman.com.au

Undoubtedly since 2008 Australia has
continued to be a destination for foreign
capital into the agribusiness sector, but the
extent to which the earlier data from 200708 has changed remains unknown. This gap
in knowledge will hopefully be met by more
detailed data which is being collected under
the Agricultural Land and Water Ownership
(ALWO) Survey. The ALWO survey is
being undertaken by the Australian Bureau
of Statistics and is intended to provide
data on foreign ownership in Australia of
agricultural businesses, agricultural land and
water entitlements used for agricultural
purposes. The survey is expected to be
dispatched at the end of May 2011, with the
results available by the end of September
2011.
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Incoterms 2010® – What do I need to know?
®

The new edition of Incoterms came into use on 1 January 2011. Partner,
Frazer Hunt looks at some of the changes it includes and what organisations
need to be aware of.
The International Chamber of Commerce
(ICC) has published a new edition of
Incoterms to replace the previous 2000
version, which took effect from 1 January
2011. The previous 2000 version of the
Incoterms has been updated to reflect
changes in global trading in light of the
greater number and use of customsfree trade zones, increased electronic
communications and fresh security
concerns.
There are a number of significant changes
for those involved in the buying and selling
of goods, especially trading companies,
exporters and importers, and those
involved in associated services including
marine, multimodal transport, logistics
and financial services – whether or not
involved in the international sale of goods
– should be aware.

What are Incoterms?
Incoterms are for a bundle of specific
rights and obligations allocated as
between the seller and buyer in contracts
for sale of goods, indicating which party is
responsible for the cost of transportation,
transfer of risk of loss, export/customs
clearance, where the goods are to
be delivered and, in some cases, who
arranges insurance. They consist of shortform abbreviations ranging from EXW
(ex works) where the seller makes the
goods available for collection by the
buyer, to DDP (delivered duty paid),
where the seller undertakes the cost and
risk of actually delivering the goods to the
buyer at the named destination.
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What is not covered by Incoterms?
Incoterms are incorporated by reference
into contracts for sale of goods, but do
not provide an alternative to a full contract
detailing (amongst other things) price, terms
of payment, the transfer of ownership of the
goods, the conclusion of the contract, the
consequences where it becomes impossible
to deliver the goods, defects, warranty
issues, product liability, packaging and
stowage of the goods, the applicable law
or the place of jurisdiction.

“

The previous 2000 version of the
Incoterms has been updated to
reflect changes in global trading
in light of the greater number and
use of customs-free trade zones,
increased electronic communications
and fresh security concerns

”

What’s new in the Incoterms 2010®?
Incoterms 2010 has consolidated the
rules and classified them according to the
mode of transport relevant to the reader.
Additionally, guidance notes help buyers
and sellers to choose a suitable rule for
their own contract.
®

The rules are now divided into two
distinct categories:
The first category – EXW, FCA, CPT,
CIP, DAT, DAP and DDP – can be used
by the parties regardless of the mode of
transportation and whether or not more
than one mode of transportation is used.
They should be used where either the
intended point of delivery or the intended
destination (or both) is an inland point
rather than a port, so are suitable for use
where goods are carried in containers.
7

The second category – FAS, FOB, CFR,
and CIF – only applies to sea and inland
waterway transport and are suitable
for loose (break-bulk) cargo and bulk
trades. FOB and CIF are inappropriate
terms for containerised cargo, which is
typically delivered at a terminal. In this
situation, FCA and CIP should replace
the FOB and CIF terms for containerised
goods. FOB and CIF should not be used
for air carriage for the same reasons.
Importantly, with respect to FOB, CFR
and CIF, delivery and the passing of risk
now occurs when the goods are placed
“on board” rather than over the ship’s
rail. They should be used where either
the intended point of delivery or the
intended destination (or both) is a port.
There are now 11 rules detailed in
the publication with two new additions.
Delivered at Terminal (DAT) and
Delivered at Place (DAP).
Electronic means of communication
have been given the same standing as
their equivalent paper versions and the
definition of an electronic communication
has been left open to avoid the
new Incoterms becoming outdated
prematurely.
Both buyers and sellers now have a
positive duty to provide each other
with information about export/import
clearance and exchange information for
insurance purposes. This obligation is
a new aspect to the Incoterms which
reflects the enhanced security checks that
are being undertaken around global ports.
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Finally, Incoterms were previously
intended solely for international sales, but
can now be used for both international
and domestic contracts. A number of
the rules provide that export and import
formalities will only need to be complied
with where applicable.
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For further information contact:
Frazer Hunt, Partner
fhunt@piperalderman.com.au

What do I do now?
Here are some tips:
For businesses operating with standard
forms, you should review the use of
Incoterms in old forms and update them
appropriately.
When using an Incoterm, you should be
as precise as possible in specifying a place
or address along with the three-letter
abbreviation and specify the particular
version of the Incoterms rules being
applied. An example would be “DAP
Level 23, Governor Macquarie Tower,
1 Farrer Place, Sydney NSW 2000
Australia, Incoterms 2010”. The
designated location is important as the
seller bears the risk of loss or damage up
to the point of delivery.
In relation to the seller’s obligation to
obtain cargo insurance, the new rules
clarify that under CIF terms, the seller
must obtain cover complying with at least
the minimum cover provided by the “C”
Clauses of the Institute Cargo Clauses
(LMA/IUA) or any similar clauses. Most
buyers would (and ought to) insist that
the contract of sale requires the seller
to arrange additional cover provided
by Institute Cargo Clauses A or B and
Institute War or Strike Clauses.
Australian Law Update
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The public debate about the patentability of
biological material: Is it much ado about nothing?
Partners Dr Teresa Schafer and Tim Clark look at the latest developments in
this area of the patentability of genes and genetic material 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
section 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.

9

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 AUSFTA 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.
Australian Law Update

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:

10

“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 Kirin-Amgen
Incorporated v Board of Regents of 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 because they claimed
“an artificially created state of affairs”.
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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.

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.

“

... 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...

”
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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.
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.
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