
‘mega’ questions. One thing is certain; the
great divide, that is the polarization of positions
that currently exists between industry and
ethics, between the public-private sector needs
to be remedied to ensure the protection of the
population, the promotion of discovery, and
the advancement of knowledge at the level of
communities and populations, not just individuals.
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Patenting Living Material: A Time to Account?
Recent events have raised critical questions
over whether patent law is being appropriately
applied in respect of inventions involving genetic
material and, in particular, whether appropriate
review mechanisms are in place to prevent the
over-excessive granting of patents. At the
heart of this concern is the realisation that

patent offices operate on the presumption
that patents should be granted unless there is
good reason not to. On current practice, the
‘good reason not to’ clearly does not extend
to inventions involving genetic material1. The
result of this inclusive, rather than exclusive,
policy is that any disputes relating to validity
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are likely to be left to the courts to decide2.
It is arguable whether the presumption in
favour of granting patents, with the matter of
determining the proper scope of patent protection
being left to the courts, is an appropriate policy
to adopt. Indeed, this policy would seem to
permit patent offices to avoid any responsibility
for ensuring that patents are granted only
where the applicant has demonstrated a level
of inventive activity commensurate with external,
or social, expectations as to what should be
patented. The immediate concern is whether
patent offices should be held accountable where
a patent is subsequently shown to have been
incorrectly granted or whether, as appears to be
the case at present, they should remain immune
from sanction. But this raises issues of its own,
such as whose interests is the Patent Office
intended to serve, those of industry or society?

The Function of the Patent System

The function of the patent system is to provide a
framework of protection which enables scientists
to carry out research and development for the
benefit of the public. If looked at in terms of a
contract between society (as represented by the
Patent Office) and scientists, then a patent can
be regarded as a state sanctioned reward in the
form of a time-barred monopoly which is granted
where, through intellectual endeavour, a beneficial
new invention has been created.

On the face of it, this is a laudable function.
It serves to encourage innovation by enabling
inventors to protect the results of the research
and development. However, the result of the
grant of a patent must be recognised for what it
is – a state-sanctioned anti-competitive device.
As the result of granting a patent is a right to
prevent all others from using the invention3 it
can be justified only if these rights are granted
in appropriate circumstances. Ostensibly the
grant of a patent is determined by the ability of
the applicant to demonstrate that the invention
is novel, involves an inventive step, is capable
of industrial application and does not fall within
any of the categories of excluded material.
However, the extent to which these thresholds
for protection actually do ensure that only
inventions with the requisite inventive merit
are patented can be questioned.

The EU Directive and UK
Implementat ion
The adoption of the EU Directive on the Legal
Protection of Biotechnological lnventions4 now
requires patent offices to grant patents over
inventions involving biological material ‘even
if it [the biological material] previously occurred
in nature’5. The effect of this apparent blurring
of the concept of patentable material is to allow
more rather than less to be protected. However,

despite the edict to patent, a fine line has to be
drawn between allowing too much to be protected
and failing to provide the bioscience industry
with the support mechanism it needs to produce
beneficial new products. In light of this it might
have been thought that the UK would have taken
great care in implementing the EU Directive to
ensure that all concerns were taken into account.

In July 2000 the UK became one of only four EU
Member States to actually adopt the Directive into
national law. As one of these authors has stated
elsewhere”, there is much in the implementation
left to be desired. For the purposes of this article,
however, it is not proposed to look at the detail of
the implementation but rather to question whether
it was: a) appropriate for a granting office to be
closely involved in overseeing the implementation
of the directive; and b) even if it was appropriate
for it to act in this capacity, did it do so in an
appropriate manner.

The responsibility for overseeing implementation
lay with the Department of Trade and Industry
(DTI), but it is clear that the actual task of
producing legislation was given to the Patent
Office. The authors do not dispute that the
Patent Office is well suited to providing
information and guidance as to how the legislation
might be administered once adopted, it contains
a wealth of experience and understanding of the
system, but clearly questions can be raised as
to whether the Patent Office, in the absence of
the involvement of any other body outside the
patent system, was the appropriate body to
solely determine the form of the implementation.
To give charge of the implementation to the
Patent Office, the function of which is to grant
patents, will have done little to dispel any
concerns that patent protection should be
granted only when there is no doubt that the
invention deserves protecting. Obviously it
was not in the power of the Office to avoid
implementing the provisions of the Directive,
but it remained possible for it to provide
additional guidance on, for example, the
distinction between discovery and invention
for the purposes of future grants.

In addition questions also have to be asked.
as to whether the implementation was
appropriately conducted.

The EU Directive was adopted in July 1998 and
Member States were given until the end of July
2000 to implement. It wasn’t until early in April
2000 that the Patent Office issued its consultation
paper and interested parties were given until
12 May to respond. The clear intention was
to complete the consultation period, draft the
legislation and implement by the deadline of
the end of July 2000. The consultation paper
essentially restated the provisions of the Directive,
although in certain key areas, most notably in
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respect of the exclusion on the grounds of being
contrary to morality, there was divergence7.

Arguably the period of time given over to public
consultation was too short (five weeks) for the
results of this consultation to be taken into
full and considered account in the resulting
legislation (enacted eight weeks after the
consultation process ended). In response,
it could be argued that as the UK legislation
mostly mirrors the text of the Directive, which
had itself been extensively debated, then there
was no need for a longer period. However,
as can be seen by the fact that other Member
States of the EU are engaged upon a full public
debate on the issue, the speed with which the
Directive was implemented and the regrettably
short consultation period again does little to
further confidence in the resulting legislation
having been appropriately enacted. The results
of the consultation process have yet to be
published as not all of the provisions of the
Directive have yet been enacted. This points to
the lack of any transparency as to the process
– for example the documentation refers to a
number of organisations which are said have
been consulted but no information is provided
as to the extent of the consultation nor the
result – and this could give rise to calls for a
judicial review.

Another key concern is the potential impact of a
pro-patenting policy on the bioscience industry.
The economic justification for introducing the
Directive was to ensure certainty of protection
for those engaged in research involving genetic
material. It is arguable whether or not certainty
is actually achieved via the presumption in favour
of granting rights. If the presumption upon
which the granting offices are operating is that
an invention involving genetic material should
be regarded as patentable and the boundaries
determining patentability, such as those relating
to novelty, are blurred to the point where it
becomes difficult to identify a precise threshold
for protection, then the validity of those patents
which are granted on that basis becomes less
certain. As a result the courts will increasingly
be the places where validity is determined. This
means that for the duration of the patent term, or
until such time as a challenge is heard, the patent
holder will not know whether the expensively
obtained patent is secure.

There is an issue here of whether patent offices
are abrogating their responsibility. If the State
appoints an office to grant patents then that
office should ensure that the grants are valid
and the court should be involved only in
extreme situations. What is the point of giving
competence to an office, if the result is for it to
sub-delegate that power to the courts8? Reliance
on the courts to determine validity indicates a rigid
policy of allowing the fettering of the discretion

of the office to decide if a patent is valid or not.
An additional consequence of this practice is
that it could raise the reasonable expectations
of patent applicants, namely that a grant will
be forthcoming.

In many respects uncertainty is common to
the patent system in general. All patents are
vulnerable to challenge at any point during their
lifetime. What differentiates bioscience patents
is that these inventions are pushing at the
boundaries of what is regarded as patentable
and as such they are more likely to be the subject
of challenges on the basis that they lack novelty,
are insufficiently inventive, or are contrary to
morality. Uncertainty over validity could result
in a growing reluctance within the bioscience
industry to engage in this expensive research. In
addition, uncertainty over the value of the patent
grant will serve to destabilise the patent system
and the markets dependent on the production
and protection of new products. A reduction
in the value of a patent could have detrimental
consequences for technical stocks.

It is doubtful whether this provides the best
framework for the bioscience industry within
which the bioscience industry can produce
beneficial new products. Certainty could have
been more effectively achieved if the threshold
for protection were more clearly defined and
coherently applied by the appointed body.

The practice of the Patent Office also means
that the issue of determining the proper scope
of protection will be left to those who have
the ability to bring an action and even then any
decision of the court will only relate to the specific
invention before it and not to general categories
of potentially patentable subject matter.

Conclusion

The Patent Office is a public body which has
been given competence to determine whether
a patent should be granted. The Patents Act
1977 also permits the involvement of the courts
in determining infringement and validity. This
appeal mechanism directly to the courts renders
an action for judicial review against the Office
highly unlikely, as the Office is merely exercising
a discretionary power to involve the courts (this
discretion appearing to be exercised in favour of
more involvement rather than less). The problem
with the absence of a judicial review remedy is
that any court involvement will be at the level
of deciding the merits of a given case and not
of determining the validity of the actions of the
granting office. Also any decision taken by a
court will apply only to the individual case and
will not have a general application to a whole
area of technological development. Clearly the
courts have the competence to deal with the
validity of any given grant, but should they be
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relied upon so extensively – bearing in mind
that they are unaccountable and unelected?
The Patent Office has been given the discretion
to decide on the validity of grant; perhaps it is
time they took responsibility for exercising it?

q Dr Margaret Llewelyn & Peter J Odell
Sheffield Institute for Biotechnology Law
and Ethics, University of Sheffield

1. According to a report, specially commissioned from
GeneWatch by the Guardian, some 9,364 patents
relating to the human genetic material have’ been filed
which cover 126,672 genes or partial gene sequences.
The Guardian Patenting Life Special Report Wednesday
15 November 2000. On the basis that patents have
already been granted over inventions involving human
genetic material (for example, UK patent 2311783
granted in respect of Wiskott-Aldrich syndrome
related genes) it would seem likely that these
products/processes will be treated as per se
patentable.

2. For example, in December 1999 the EPO granted a
patent which extended to processes of cloning humans
and the resulting human beings – European Patent
0695351 granted 8 December 1999. This is now
being challenged.

3. Most European patent systems permit the use of the
protected invention for private and non-commercial
use.

4. 98/44/EC.

5. Article 3(2) – this has been introduced into UK patent
law in schedule A2 via Patent Regulations 2000.

6. For further detail on the UK implementation see
Llewelyn The UK Patents Regulations 2000:
A Hostage to Fortune Genetics Law Monitor –
November/December 2000.

7. Ibid note 6.

8. The UK Patents Act 1977 gives competence to the
courts, as well as to the comptroller, to determine
issues of infringement (section 61) and validity
(s74(1) (d) .

Westminster approves of embryonic stem
cell research
Research on human embryos has been legal in
the United Kingdom since the passage of the
Human Fertilisation and Embryology Act 1990.
This legislation, which followed upon a lengthy
public and parliamentary debate, might have been
expected to settle the matter for the foreseeable
future, and indeed it did. But science has a
way of surprising lawyers, and the successful
cultivation in the United States in late 1998 of
human embryonic stem cells, which continued
to be able to differentiate, opened up major
possibilities for new uses of human embryos.
The legislators who approved the 1990 Act did
not anticipate this development, which raises
considerable hopes of new treatments for a range
of currently intractable conditions. By developing
tissue lines derived from these special embryonic
cells, it may be possible to transplant new tissues
into the organs of those suffering from diseases
such as multiple sclerosis, Parkinson’s disease,
Alzheimer’s disease, and diabetes. The full list
of conditions which may be helped is, of course,
much longer, and is a very tempting one to the
medical researcher.

The difficulty with the 1990 Act is that it
permitted embryo research only for a limited
set of purposes (infertility and genetic and
chromosomal diseases). The extraction of
stem cells from embryos for the purposes of
developing cell lines which might be used to
treat other conditions did not fall within the
approved purposes pf the Act – hence the need
for parliamentary authority to license these new
techniques. This has now been accepted by the
House of Commons, and approval in the Lords is
likely.

W ith this extension of permissible embryo
research, the United Kingdom has developed
one of the world’s most liberal regimes for such
research. Some countries have steadfastly
declined to allow any embryo research – Germany
is an example, as are a number of South American
jurisdictions – while others have allowed research
on embryos which have been created for the
purpose of implantation in infertility treatment but
which are subsequently not needed (the so-called
‘surplus embryos’). The United Kingdom goes
further in allowing the creation of embryos for
the purposes of such research, a position which
has been sharply criticised by, among others,
the European Parliament. The Council of Europe’s
European Convention on Human Rights and
Biomedicine specifically prohibits the creation of
embryos for use in research, although this treaty
has been ratified by only a small number of
States. The Netherlands, which similarly takes
a liberal approach to matters of bioethics, has
opted to allow embryonic stem cell research
but has chosen a moratorium on the creation
of embryos specifically for this purpose. This
situation will be reviewed after three years.

Of particular interest to the geneticist is the
technique of nuclear transfer, whereby the
nucleus of a donor cell is extracted and placed
in a denucleated maternal oocyte; stem cells
obtained in this way would be compatible with
the tissue of the donor. This raises considerable
possibilities of autologous transplantation, thus
overcoming the problem of tissue rejection. It
is, of course, a cloning technique, and even if
it is not reproductive cloning (in that an embryo
treated in this way would not be allowed under
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