
Conclusion
It is clear that the cost of developing new
products based on human genetic material will
be considerable. It is equally clear that there
are many who feel that the development of such
products will be for the public benefit and that
the public, through state sanctioned monopolies,
should reward those who undertake the financial
risk involved. However, the public approval for
such monopolies depends on their being properly
granted. The presumption in favour of granting
patents over inventions involving biological
material brings into question whether the public
good will ultimately be served by such a policy.
One thing is certain, the apparent erosion of
the bright lines of distinction between patentable
and unpatentable means that the role of the courts
will become more important and the issue could
depend on the ability (not least financial) of those
seeking a more restrictive approach to undertake
litigation. In this way at least the Regulations
could be regarded as a hostage to fortune.
1 The others were Denmark, Finland and Ireland.

Germany has also recently adopted the Directive.
2 As the European Patent Convention (EPC) governs

existing European patent law, in practice the Directive
can do little more than offer guidance on how this law
should be interpreted.
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3 The Regulations amend and supplement the UK Patents
Act 1977.

Articles 3(2) and 5(2).

Article 5(2).

No distinction is drawn between elements of a human
origin and parts of the human body. It is not clear at
which stage an element becomes a part of the human
body and thereby excluded.

Article 53(a) of the EPC; section 1(3)(a) UK Patents
Act 1977 as amended by the Regulations.

According to the case law of the EPO, morality is
determined according to whether common European
culture would regard the invention as ‘abhorrent’
(Guidelines for Examination in the EPO CIV 3.5), and
ordre public relates to inventions which would breach
public peace or social order.

For a discussion of the legal status of Recitals see
Beyleveld Why Recital 26 of the EU Directive on the
Legal Protection of Biotechnological Inventions Should
be Implemented into National Law [2000] Intellectual
Property Quarterly No 1, page 1

The Regulations only serve to implement part of the
Directive, some relating to plant material remain
outstanding.

Dr Margaret Llewelyn
Senior Lecturer in Law
Deputy Director
Sheffield Institute for Biotechnology Law
and Ethics
University of Sheffield

Regulation of Gene Technology in Australia
In Australia, as in Europe and USA, the debate
over gene technology, genetically modified
organisms (‘GMOs’) and products derived or
produced from a GMO (‘GM Products’) is alive.
While the benefits of gene technology are widely
recognised, there are a number of community
groups expressing strong concerns surrounding
the implementation of gene technology. These
concerns are based on ethical and religious
grounds regarding the manipulation of DNA,
concerns over the safety of genetically
manipulated foods and, to a lesser extent,
pharmaceuticals and fears that rogue genes could
escape from commercial crops or animals and lead
to widespread uncontrollable contamination and
damage to the natural environment.

Current regulatory regime
Gene technology is currently regulated in Australia
by a number of independent organisations,
depending on the end use of the relevant GMO
or GM product with the assistance of guidelines
drafted by the Genetic Manipulation Advisory
Committee (‘GMAC’). For example, therapeutic
goods, foods, agricultural, industrial and veterinary
chemicals and the importing and exporting of GM
products or GMOs are regulated under a number
of different Federal, State and Territory Acts and
regulations.

Genetic Manipulation Advisory
Committee

GMAC was formed in 1987 and comprises
approximately 20 part-time members from a
variety of scientific disciplines with interests in
biotechnology and those with legal or ethical
backgrounds. Its mandate was to develop
guidelines for GMO research and provide
advice on the bio-safety and environmental
implications of GMOs to the regulatory
organisations

GMAC is a non-statutory body with no direct legal
power to enforce its decisions. Its role effectively
extends to overseeing laboratory based research
and the release of GMOs into the environment,
for example, in field trials and commercial GMO
crops.

The main criticisms of the current regulatory
system arise because of an apparent lack of
transparency in GMAC’s decision-making process,
its apparent incapacity to ensure that conditions
placed on field trials are strictly complied with, its
insufficient capacity for legally enforceable
auditing and monitoring and inability to impose
penalties for breach. The number of regulatory
organisations is not seen as a concern.
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Gene Technology Bill 2000 (Cth)

The Gene Technology Bill 2000 (‘Bill’) has
been drafted in an attempt to overcome some
of the above problems with the current GMO
regulatory regime. The Bill is presently before
the Australian Federal Parliament and is the
result of extensive consultation and discussion
with representatives of the State and Federal
governments, industry, consumer and environment
groups and members of the general public.

The Bill is intended to regulate GMOs and
GM products that are not regulated under the
existing regimes, whereas the organisations
referred to above will continue their regulatory
role. The informal role of GMAC, however, in
providing advice to these organisations will be
formalised by conferring the role on the Office of
the Gene Technology Regulator (‘OGTR’) which
will be set up under the legislation.

Definitions

The Bill provides the means to regulate ‘dealings’
with GMOs and GM products.

A ‘GMO’ is defined as:

(a)

(b)

(c)

but does not include:

an organism that has been modified by gene
technology;

an organism that has inherited particular traits
from the organism, being traits that occurred
in the initial organism because of gene
technology; or

anything declared by the Regulations to
be a genetically modified organism or that
belongs to a class of things declared by
the Regulations to be genetically modified
organisms;

(d)

(e)

a human being, if a human being is covered
by paragraph (a) only because these human
beings have undergone somatic cell gene
therapy; or

an organism declared by the Regulations not
to be a genetically modified organism, or it
belongs to a class of organisms declared by
the Regulations not to be genetically modified
organisms.

‘Dealings’ mean:

(a) conducting experiments with GMOs;

(b) making, developing or producing
or manufacturing the GMO;

(c) breeding a GMO;

(d) propagating a GMO;

(e) using a GMO in the course of manufacture
of a thing that is not a GMO;

(f) growing, raising or culturing a GMO;

(g) importing a GMO;

and includes the possession, supply, use,
transport or disposal of the GMO for the purpose
of or in the course of, a dealing mentioned in
paragraphs (a) to (g).

Objective of the Bill
The stated objective of the Bill is ‘to protect the
health and safety of people, and to protect the
environment, by identifying risks posed by or as a
result of gene technology, and by managing those
risks through regulating certain dealings with
GMOs.’

It will do this by:

– providing an ‘efficient and effective’ system for
the application of gene technologies (defined to
mean any technique for the modification of
genes or other genetic material not including
sexual reproduction, homologous recombination
or any other techniques specified in the
Regulations); and

– operating in conjunction with other
Commonwealth and State regulatory schemes
and organisations relevant to GMO’s and GM
products, such as those referred to above.

The Bill prohibits dealings with GMOs that are
not exempt, a notifiable low risk, licensed or
on the Register of GMOs.

Notifiable low risk dealings
Notifiable low risk dealings may include
dealings in contained facilities that the Regulator
considers, on the basis of previous risk
assessments and experience, to be low risk.
In deciding whether a dealing is a notifiable low
risk dealing, the Regulator will take into account:

– whether the GMO is biologically contained
so that it is not able to survive or reproduce
without human intervention;

– whether the dealing would involve minimal risk
to the health and safety of people and
to the environment, taking into account the
properties of the GMO as a pathogen or pest
and the toxicity of any proteins produced by the
GMO; and

– whether no conditions or minimal conditions
would be necessary to be prescribed to manage
any risks.

GMO Register
The Regulator may include dealings with particular
GMOs on the GMO Register if he/she is satisfied
that any risks posed by the dealing are minimal
and that a licence to deal with the GMO is not
necessary to protect the health and safety of
people and the environment. If the Regulator
determines that the GMO is to be included on the
GMO Register, the GMO Register must specify a
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description of the dealing with the GMO and any

condition to which the dealing is subject.

The Regulator may include dealings on the GMO
Register following an application by the holder of
a licence authorising the dealing or on his/her own
initiative. In making such a determination, the
Regulator must consider any data and information
available about adverse effects posed by the
dealing, risks associated with the dealing, whether
there is a need for the dealing to be subject to
conditions and any other information in relation
to whether the dealing should be authorised by
a GMO licence.

Office of the Gene Technology
Regulator

The Bill establishes the Office of the Gene
Technology Regulator (‘OGTR’) which will be
responsible for implementing the legislation. The
Regulator will have broad powers, which may be
delegated, to do all things necessary or convenient
to be done for, or in connection with, the
performance of his/her functions. The Regulator
will be independent and not subject to direction
from anyone in relation to the issuing or refusal to
issue a GMO licence on any particular application
or the conditions to which a particular GMO
licence will be subject.

The Regulator will have the following functions:

(h) to perform the functions set out in the Bill in
relation to assessing applications and granting
GMO licences;

(i) to develop draft policy principles and policy
g u i d e l i n e s ;

(j) to develop codes of practice;

(k) to issue technical and procedural guidelines
in relation to GMOs;

(l) to provide information and advice to other
regulatory agencies about GMOs and GM
products;

(m) to provide information and advice to the
public about the regulation of GMOs;

(n) to provide advice to the Administerial Council
about:

(i). the operations of the Regulator and Gene
Technology Technical Advisory Committee
(‘GTTAC’); and

(ii) the effectiveness of the legislative
framework for the regulation of GMOs,
including in relation to possible
amendments of relevant legislation;

(o) to undertake or commit in research
in relation to risk assessment and the
biosafety of GMOs;

(p) to promote the harmonisation of risk
assessments relating to GMOs and GM
products by regulatory agencies;

(q) to monitor international practice in relation

to the regulation of GMOs;

(r) to maintain links with international
organisations that deal with the regulation
of gene technology and with agencies that
regulate GMOs in countries outside Australia;

(s) such other functions as are conferred on the
Regulator by the Bill, the Regulations
or any other law.

GMO licence
The Bill sets up a licensing system under
which a person can apply to the Regulator for
a licence in relation to specified dealings with
one or more GMOs whether or not the dealings
involve the intentional release of a GMO into the
environment. There are heavy penalties for
unlicensed dealings, including those that cause
or are likely to cause significant damage to the
health and safety of people or to the environment,
and for breaching license conditions.

A licence will be issued either for a particular
period or until cancelled or surrendered. The
Regulator may impose conditions on the licence
at the time of issue which may be varied during
the term of the licence. The Bill does not limit
the conditions that may be prescribed or imposed.
The licence holder must inform the Regulator
about any additional information relating to
risks to the health and safety of people or the
environment if he or she becomes aware of them
or becomes aware of any contravention of the
licence by a person covered by the licence or of
any unintended effects of the dealings authorised
by the licence.

Risk Assessment and
Risk Management Plan
In considering an application for a licence, the
Regulator must prepare a Risk Assessment and
Risk Management Plan in relation to the dealings
to be licensed. The Regulator may take any
action he/she considers appropriate in assessing
the application including consulting with
organisations, the States, the Gene Technology
Technical Advisory Committee (the body to
take over GMAC’s advisory role), the relevant
Commonwealth Authorities or Agencies, any
local council or any other person that the
Regulator considers appropriate and holding
a public hearing.

The Regulator must consider:

(a) the risks posed by those dealings to the
health and safety of people and the
environment and any other risks;

(b) any submissions made by the public;

(c) any advice received in relation to risk
assessment provided by State and local
councils, the Gene Technology Technical
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Advisory Committee and any other advice
from Commonwealth Authorities or Agencies
or other people.

After the Risk Assessment and Risk Management
Plan have been completed, the Regulator must
invite written submissions in relation to them
providing at least one month for interested parties
to lodge their. submissions.

If the Regulator is satisfied as to risk
management, that the applicant is a suitable
person to hold the licence and that issuing a
licence would not be inconsistent with current
policies issued by the Minister or Council in
relation to ethical issues relating to GMOs and
other matters relating to dealings with GMOs
prescribed by the Regulations, he/she may issue
a licence.

Offences and penalties
Under the Bill it is an offence:

– for a person to deal with a thing they know
to be a GMO without a licence authorising that
dealing, unless the dealing is a notifiable low
risk dealing, has specifically been exempted
from the application of the legislation or is on
the GMO Register;

– to breach the conditions of a GMO licence.

All offences in contravention of the Bill will fall
within the Criminal Code, 1995 which means that
intent or recklessness will need to be established
(except where expressly excluded under the Bill).

In some cases, the Bill will provide for either
criminal liability or strict liability. in respect of
offences. In the case of strict liability a smaller
penalty may apply, but there will not be the need
to establish the element of fault.

The Bill provides for aggravated offences with
additional penalties, for example, if an offence
causes significant damage to health and safety
of people or the environment there is a penalty
equating to AU$220,000 for an individual and
AU$1.1 million for a corporation.

Cost recovery
It is proposed that the costs of implementing
the scheme will be paid for by the users of the
regulatory system. Application fees will apply
for GMO licenses and for certification of a facility
to a specified containment level. An annual GMO
licence fee will also be payable.

Consumer groups have expressed concern that
the requirement that the Regulator operate
a full cost recovery basis effectively means
the Regulator is a captive of industry and
constrained to approved dealings with GMOs
from wealthy corporations to continue its
existence. Concerns have also been expressed
that annual fees may act as a disincentive for
research and development in gene technology
which is experimental and usually subsidised
by Government and encouraged by tax benefits
rather than being taxed. Similarly small
biotechnology companies which are already
struggling to finance research and development
and start up costs may have difficulty paying
significant licence fees which to large corporations
are not a problem.

Conclusion
This paper is not intended to give a full analysis
of the Bill and implications that are likely to flow
from its implementation. The broad powers, lack
of regulatory direction and autonomous nature of
the OGTR may cause concern to a number of
groups, however, the proposed transparency
of the procedure may be sufficient to ensure that
the real concerns of all groups are given sufficient
weight in the granting of licences and that the
benefits of gene technology can be harnessed
without unnecessary risk to the health and safety
of people and the environment.

q Kim Edwards
Solicitor
Corrs Chambers Westgarth
Governor Phillip Tower
1 Farrer Place Sydney NSW 2000, Australia
Kim_Edwards@corrs.com.au

Global Patenting of ‘Essential’ Drugs
While prices and profits on newly marketed drugs
are high, they can be justified, at least in part, by
the enormous investments involved in new drug
development. At times, however, drug prices can
appear excessively high. Since new medicines are
usually protected by patents, manufacturers can
use this market monopoly to considerable
advantage with regard to price. Because health
insurance often covers a major proportion of
the price – at least in western countries – there
is little need to temper this advantage in light
of consumers’ purchasing power. These

market forces have also fostered the development
of so-called ‘lifestyle drugs‘, with Viagra and
drugs for baldness among the most prominent
examples.

Meanwhile, tens of millions of people are afflicted
each year with curable and/or preventable
infectious diseases, such as AIDS, malaria,
tuberculosis and acute respiratory infections,
with a significant majority of these people living in
Africa, Asia and Latin America. Groups such as
Médecins Sans Frontières (‘MSF’, Doctors Without
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