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Those who prize organic and/or seasonal produce may well
find that the premium prices increase in parallel to the use of
4. However, the complete loss of 4 after removal of the fruit
from containment is apparently encouraging AgroFresh to
seek US National Organic Standards Board to allow fruits

treated with SmartFresh™ to be labeled as organic.
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The first Court decision from the United Kingdom to con-
sider the validity of a gene sequence patent, Eli Lilly vs.
Human Genome Sciences,' has accentuated the need for
an invention to have a practical purpose.

The Background of the Decision

Patents are granted for inventions which are considered
inventive and to be useful to society. Patents are not grant-
ed for mere discoveries. So, whilst the synthesis of a new
compound may be the result of a significant investment,
the compound itself cannot be patented without knowl-

edge of a potential use, or more specifically, a commercial
application. Similarly, while it is often possible to patent
a gene sequence - even if identical to a gene found in its
natural environment - the function or some commercial
use for the gene sequence must also be disclosed.

In 2005, Human Genome Sciences (HGS) was granted a
European patent covering the Neutrokine-o protein, the
DNA sequence encoding it, antibodies binding to it, and
corresponding pharmaceutical and diagnostic composi-
tions. Neutrokine-a is a member of the TNF (Tumour
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Necrosis Factor) ligand superfamily which has gener-
ated significant interest due to the role the ligands play
in inflammation. With so many diseases associated with
inflammation this family was a highly valuable target.

HGS-identified Neutrokine-a using bioinformatics — a
process where computers are used to compare sequences
and identify genes of interest by their similarity to previ-
ously identified and characterised genes. The patent appli-
cation included a long description of predicted activities
and uses for Neutrokine-a based on the genetic similar-
ity to other members of the ligand family, which in some
cases were not well understood at the time. However, the
application contained no experimental evidence to sup-
port the asserted uses.

The Judgement

In 2007, Eli Lilly applied to revoke the patent on the
grounds, amongst others, that there was a lack of indus-
trial application (also referred to as utility, usefulness,
or industrial applicability). The UK High Court agreed
with Eli Lilly and revoked the patent. The court was of
the opinion that the practical purpose was not clearly con-
tained in the application in relation to what was known
about the area of research at the time.

In coming to its decision, the Court set out some useful
guidelines as to how to determine if an invention meets
the practical purpose requirement. Highlights of the
guidelines can be briefly summarised as follows:

1. The purpose need not be for profit;

2. it does not need to be explicitly laid out in the pat-
ent application but should be derivable by a person
knowledgeable in the field taking into account what is
known at the time of filing the patent;

3. the requirement will not be met if what is described is
merely an interesting research result that might yield a
yet to be identified purpose - a speculative indication
of possible objectives is not sufficient;

4. if a substance is disclosed and its function is essential
for human health, then the identification of the sub-
stance having that function will immediately suggest
a practical application; and

5. it is not a bar to patentability that the invention has
been found by bioinformatic techniques, although this
may have a bearing on how a person knowledgeable

! Eli Lilly vs. Human Genome Sciences, Inc. [2008] EWHC 1903 (Pat),
31 July 2008.

patent attorney.
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in the field would understand what was described in
the specification.

Specific, Substantial and Credible

Similar principles apply in other countries. For example,
in the US patents are granted only for inventions which
have a specific, substantial, and credible use.

That is:

- The use must be specific rather than generic; in this
case a long and diverse list of functions was provided,
some of which were contradictory, and therefore the
purpose was not considered to be specific;

- a substantial use is an immediate real world use - if
further research is necessary to identify a specific use,
as in the present case, the purpose is not substantial;
and

- the use must be credible to a person knowledgeable in
the field of the technology, for example, a perpetual
motion machine is unlikely to meet this requirement.

The Situation in New Zealand

In New Zealand, a third party can challenge a patent on
the ground the invention is not useful. However, useful-
ness of the invention is not assessed during the examina-
tion phase before the Intellectual Property Office. Amend-
ments to the legislation seem set to change this. The much
delayed and anticipated draft Patents Bill sets out five
criteria which must be met by a patentable invention, one
of which is that it must be useful. It also goes on to define
an invention as being useful if it has a specific, credible,
and substantial utility. It seems likely that New Zealand
Patent Examiners will be expected to examine patent ap-
plications for a practical purpose in the future.

In conclusion, a patent application must demonstrate a
practical purpose for the invention. As one Judge put it in
a previous judgement: a patent is not a hunting license.
1t is not a reward for the search, but compensation for its
successful conclusion.

A reminder: if you have any queries regarding patents or
patent ownership, or indeed any form of intellectual prop-
erty, please direct them to:
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Baldwins Intellectual Property
PO Box 852, Wellington

Email: email@baldwins.com




