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Europe has long had an ambivalent
relationship towards the biotechnology
sector, at times seeming to give with one

hand and take with the other. In a continent where
many countries take pride in their agricultural
traditions and there is frequently a deeply felt
connection between food production and national
identity, the issue of intellectual property protection
for innovations in plant modification and
cultivation have proven particularly contentious. In
recent years the debate over the proper scope of
plant patents, plant variety rights and the safety
of new gene editing technologies have all found
their way before European courts. While both
biotechnology restrictionists and liberalizers have
scored important recent victories, as we shall
see, the final outcome remains far from certain.

How a tomato divided the EU 
and the EPO 
While the European Union (EU) and the European
Patent Organization (EPO) both have their origins
in a common project of European harmonization,
they remain separate organizations and do not
always see eye-to-eye. Rarely has this been
more starkly illustrated than in the ongoing
controversy over the patenting of “products of
essentially biological processes”, which has
recently seen the President of the EPO take the
extraordinary step of appealing to the EPO’s
highest tribunal against a decision taken by its
own judicial officers. The situation is a serious one
for the agricultural and biotechnology sectors –
for what is ultimately at stake is a key provision of
the European Patent Convention (EPC), the EPO’s
“constitution” and governing treaty for patents
throughout much of Europe. 

The controversy stems from a series of
vegetable-related patentability decisions by the
EPO, starting in the joined cases Broccoli/Tomato

II and most recently in Syngenta (dark green
peppers). These concerned the interpretation of
Article 53(b) EPC, which prohibits the patenting of
multicellular plant or animal varieties (though not
micro-organisms) as well as “essentially biological
processes”, language which is mirrored in the
EU’s own Biotech Directive. The EU (and most
commentators) had for many years assumed that
this meant that the products of such processes,
as well as the processes themselves, could not
be patented. However, following the decision in
Broccoli/Tomato II, the EPO has taken a different,
more literal approach, in which the products are
patentable, but the processes are not. This
distinction is not mere wordplay, for if maintained
it would have the effect of significantly liberalizing
European patentability rules by allowing (in
principle) the patenting of an organism obtained
by conventional cross-breeding. 

This development has not gone unchallenged,
with the EPO being censured by the European
Parliament and, in part due to pressure from the
European Commission, changing its own
interpretive rules to explicitly rule out the patenting
of products of “essentially biological processes”,
only for their rule change itself to be held
incompatible with the EPC by the EPO’s own
tribunals. The EPO President’s latest appeal can
be seen as an attempt to reverse this decision
and bring the EPO into line with the EU’s
preferred interpretation of Article 53(b). If it fails,
the only remaining recourse would be to amend
the wording of the EPC itself, a challenging
prospect given that it would require a Conference
of the EPC’s members (which include countries
that are not members of the EU) and a vote by
three quarters of them in favor. For these reasons,
the outcome of the EPO Enlarged Board’s review
of the issue may be the final straw in the
argument for the foreseeable future. 
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The CJEU’s decision on gene 
editing – natural evolution or 
an aberrant mutation?
One of the biggest risks of codifying restrictions
on new technologies in legal texts is that they
may be rendered inadequate (or be circumvented
entirely) by subsequent developments in
technology, as alternative avenues are opened
up by new discoveries. The CJEU (the EU’s
highest court) recently had to grapple with one
such issue in case C-528/16.  It was asked to decide
whether modern gene editing techniques (such
as CRISPR/Cas9) should be encompassed within
the EU’s stringent restrictions on Genetically
Modified Organisms (GMOs), which were originally
designed to regulate the older “transgenesis”
techniques involving the direct transfer of
genetic material from one organism to another. 

A coalition of anti-GMO organizations had
argued that it should be subject to stringent
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regulation, even though the edited organisms
produced were in many cases indistinguishable
from mutations that could have occurred naturally.
The French government argued that, instead, it
should be classed under an exemption to the
regulations as a form of “mutagenesis”, itself a
somewhat outdated provision that was originally
drafted to encompass wholly random techniques
of inducing mutations such as irradiating or
chemically treating DNA. The CJEU was therefore
put in the position of having to place a new
technology within one of two legal categories,
neither of which had been designed with
systems like CRISPR in mind. 

To the shock of many observers, the CJEU
sided with the anti-GMO groups, holding that the
“mutagenesis” exemption could only be used for
long-established technologies with proven safety
records. What is most extraordinary about this
judgment is that it was not based on any
assessment of the scientific evidence about the
relative risk of the new, targeted gene editing
methods versus older random techniques, but
rather on a generalized “precautionary” approach
which presumes that all new biotechnology
developments are potentially harmful unless
proven otherwise. As the CJEU is the EU’s highest
constitutional court, this represents a decisive
and potentially long-term victory for GMO
restrictionists, which is likely to chill investment
or even force researchers to conduct their
activities elsewhere (leaving aside practical
concerns about whether the decision will even
be enforceable, given that many gene-edited
organisms cannot be distinguished from natural
mutants). Of course, the Directive on GMO
regulation itself could be amended, but given the
many other tasks currently on the EU’s plate, this
seems unlikely to happen any time soon.

Forbidden fruit and 
plant variety rights 
In the shadows of the headline-generating
debates over plant patenting, it is sometimes
easy to lose sight of the fact that the EU operates,
unlike many areas of the world, a standalone
intellectual property right to protect plant
cultivars, known as a Plant Variety Right (PVR).
Representing a different model of incentivizing
innovation, which could potentially avoid some of
the concerns raised regarding the patent system,
PVRs provide something many patentees
probably wish they could have - monopoly rights
over a new plant variety for up to 30 years
following grant, rather than following the
application. However, there is a catch – unlike
patents, PVRs explicitly allow the cultivation of
protected varieties in order to develop new
varieties – an exception which, while
conceptually similar to the various types of

“research exemption” in patent law, is broader in
scope.

Perhaps due to this greater flexibility, there has
been surprisingly little case law from the CJEU
on the limits of PVRs, making its upcoming
decision in C-176/18 eagerly anticipated. The
case concerns the question of whether a farmer
who purchased and planted clementine tree
saplings that were, at the time, the subject of a
PVR application subsequently infringed the
granted PVR by selling the fruits from those trees.
The EU Advocate General’s (non-binding)
recommendation to the CJEU is that such acts do
not infringe the PVR.  First, because the legislative
history of the provisions show that the drafters
did not intend the growing and harvesting of
fruits to require authorization from the right-
holder. Secondly, and more controversially,
because the monopoly protection of the PVR
only takes effect after it has been granted (with
the holder being entitled only to after-the-fact
compensation for acts done while the application
was pending). Although the CJEU often follows
the reasoning of the Advocate General, this is not
always the case (a notable exception was the
gene editing case discussed above), and it is to
be hoped that the CJEU will provide some long-
overdue clarification as to the scope of these
important but often-overlooked rights.

The future – a need for root and
branch reform?
As the above cases illustrate, developments in
biotechnology applied to plants (especially food-
bearing crops) remain an area of intense
controversy in Europe, intertwining with broader
concerns about food security, globalization and
corporate power. It seems likely that there will be
further legal challenges and, most likely, the
need for modernized legislation before a durable
consensus can be reached on these issues. But it
is worth remembering that in such situations,
there is only so much that the law can achieve.
The questions of what developments in
technology we should or should not allow, and
the proper extent of the privileges granted to
their developers, are deeply political, and ethical,
ones and it is ultimately in the court of public
opinion that they will find their resolution.

The issue of
intellectual
property
protection
for
innovations
in plant
modification
and
cultivation
have proven
particularly
contentious.

”

“

Contact: Powell Gilbert LLP
Email: penny.gilbert@powellgilbert.com
william.hillson@powellgilbert.com

Powell & Gilbert:Layout 1  16/1/20  11:24  Page 34


	LSL_for Pagesuite 32
	LSL_for Pagesuite 33
	LSL_for Pagesuite 34

