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Trade-Related Aspects of Intellectual Property Rights and
Biotechnology: European Aspects

John Linarelli*

There does not seem to be a widely held view among WTO members of the
proper role and scope of TRIPS. One of the main reasons why TRIPS is
controversial is because it allocates rights in innovation, some would say
beyond the bounds of what a trade agreement should seek to do. The lines
ofthedebateare often conceptualized in terms of ‘developing’ versus ‘developed’
country differences. One of the major areas of disagreement is how TRIPS
deals with rights in biotechnology. Some developing countries are relatively
rich in biodiversity and traditional knowledge but poor in capital and scientific
expertise, while some developed countries are headquarters to firms developing
this biodiversity and traditional knowledge into commercially exploitable forms
of intellectual property. This paper examines how the European Community
comes to this debate. It reviews the institutional history of the positions of
the European Community and other WTO members during the ministerial
conferences succeeding the Uruguay Round. It examines European law relating
to biotechnological innovation, in search of European policy coherence on
the subject. It also explains the European view of the Convention on Biological
Diversity and the European Community’s take on how the CBD relates to TRIPS.
The European Community position on TRIPS coverage of biotechnological
innovation does not depart significantly from the United States position or
from the position of the Quad group of countries generally. Given the highly
contentious nature of the subject and the sometimes-vociferous developing
country opposition to strong intellectual property protection, it is likely that
TRIPS and biotechnology will be one of the more hotly contested topics of
the Doha Round.

I. INTRODUCTION

Biotechnology has proceeded at aremarkable pacein thelatter twentieth
century. Technologicalinnovation, inthe language of economics, pushes
the production frontier outwards, allowing the production of more food,
pharmaceuticals and other goods that benefit from biotechnological
innovation with the expenditure of the same or fewer resources. But
improvementin allocative efficiency is not the whole story. The institutions
for allocating rights in technology have to be examined, which include
domestic and international laws that set standards for intellectual
property protection. Intellectual property rights matter because they
affect both efficiency and distribution. From the standpoint of efficiency,
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they affect the ability of agricultural production to continue to outpace
population growth, the ability of pharmaceutical innovation to deliver
effective medicines and the ability of biotechnology generally toimprove
human well-being. Rights in intellectual property affect the choices
that people make to invest or not to invest in biotechnology innovation.
With the allocation of rights comes the allocation of rents. The issue
of distribution has become contentious, as biological resources that
for centuries had no commercial value, and were treated as common
resources, now have significant commercial value. What has attracted
international attention to distributional concerns is that key
biotechnologies seem to concentrate in a few large multinational firms
headquartered in North America and Western Europe.

One of the most important international agreements relevant to the
allocation of rights in biotechnology is the World Trade Organisation
(WTO) Agreement on Trade Related Aspects of Intellectual Property
Rights (TRIPS).! Although an international trade agreement and not
a domestic intellectual property law, TRIPS is relevant to the question
of ownership of rights in biotechnology. It specifies standards for the
intellectual property laws of the WTO members. It is unlike any other
trade agreement preceding it, unlike anything produced in the GATT/
WTO framework since the GATT’s humble beginnings as a provisional
agreement to regulate tariffs.2 TRIPS harmonises intellectual property
protection at a high level of protection for rights holders, and this
is one of its controversial characteristics. Another is that it shifts the
locus of international regulation of intellectual property rights to the
WTO from other international regulatory regimes, such as the World
Intellectual Property Organisation (WIPO), a United Nations organisation,
and the International Union for the Protection of New Varieties in
Plants.?

1 See WTO/intellectual property (TRIPS) — agreement text — contents, http://
www.wto.org/english/tratop_e/trips_e/t_agmO0_e.htm for the TRIPS text.

2 Frederick Abbott, ‘TRIPS in Seattle: The Not-So-Surprising Failure and the Future
of the TRIPS Agenda’, (2000) 18 Berkeley Journal of International Law 165; William
A Dymond & Michael M Hart, ‘Post Modern Trade Policy: Reflections on the
Challenges to Multilateral Trade Negotiations After Seattle’, (2000) 34 Journal
of World Trade 21.

3 Carliene Brenner, ‘Intellectual Property Rights and Technology Transfer in
Developing Country Agriculture: Rhetoric and Reality,” (1998) OECD Technical
Papers No 133; Phillip McMalman, ‘Reaping What you Sow: An Empirical Analysis
of International Patent Harmonization, (December 1999), econ.ucsc.edu/faculty/
mccalman/wkpaper.html; Keith Maskus, ‘Lessons from Studying the International
Economics of Intellectual Property Rights,’ (2000) 53 Vanderbilt Law Review 2219.
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This paper does not provide a detailed section-by section analysis
of TRIPS. A significant literature already exists that does just this.*
Rather, it examines the intellectual property rights of relevance to
biotechnology: patents and sui generis rights typically in plant varieties,
and how these rights are dealt with in TRIPS. Sui generis rights are
intellectual property rights, designed for a particular technology, in
the agricultural context rights in plant varieties. For plant varieties,
the approach of the European Community (EC) member states has
been to rely exclusively on a sui generis right, a Community plant variety
right, to protect intellectual property in new plant varieties, under
Council Regulation 2100/94 on Community Plant Variety Rights, which
implements the International Convention for the Protection of New
Varieties of Plants (UPOV Convention).’ The EC member states appear
to be moving towards a dual system of rights in plant varieties. In
the European patent system, established under the European Patent
Convention, which includes the fifteen EC member states and five other
states and is separate from the EC, the scope of patent protection
has broadened to include genetic transformations of plants that may
include plant varieties in the scope of the patent. The US approach
has been to permit multiple forms of protection of rights in plant
varieties. In the US, three kinds of intellectual property rights are
available for plant varieties: (i) patents under general patent law,
available to all inventions meeting patentability criteria, also known
as utility patents; (ii) plant patents under the Plant Protection Act 1930,
available for asexually reproducing plants (hybrids); and (iii) plant
breeders’ rights (PBRs) under the Plant Variety Protection Act 1970,
available for sexually reproducing plants, which implements the UPOV
Convention in the US.® For inventions in biotechnology generally, other
than plant varieties, the conventional patent system is available in
both the EC member states and the US, provided the invention meets
general patentability criteria and criteria particular to biotechnology.
Criteria particular to biotechnology, regardless of whether the subject
matter is plants, animals or humans, exists in the EC’s Council Directive
98/44/EC on the Legal Protection of Biotechnological Inventions.”

4  See eg, Michael Blakeney, Trade Related Aspects of Intellectual Property Rights
(Sweet & Maxwell 1996); Carlos Correa & Abdulqawi Yusuf (eds), Intellectual
Property and International Trade (Kluwer Law International 1998).

5 For the Regulation, see http://europa.eu.int/eur-lex/en/lif/dat/1994/
en_394R2100.html. For the Convention, see http://www.upov.int/eng/convntns.

6  Neil D Hamilton, ‘Who Owns Dinner: Evolving Legal Mechanisms for Ownership
of Plant and Genetic Resources,” (1993) 28 Tulsa Law Journal 587.

7  The EC member states were required to implement the Directive by 30 July 2000.
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While the focus on patents and sui generis protection is a reasonable
limitation at present, it may not continue to be so in the future.
Biotechnology innovation in bioinformatics databases will make copyright
an important concern in the biotechnology sector. Trade secret laws
are important to the extent that the biotechnology sector uses these
laws to protect innovative ideas that they wish to keep confidential.
Trademarks are important too, as companies begin to market products
derived from biotechnological innovation. Examples are Monsanto’s
Roundup Ready®, Aventis’s Liberty® and Libertylink technologies.®?
Geographic indications are also of increasing relevance in identifying
the source of genetic material in patents involving biotechnology,
although it is unclear what sorts of positive rights, if any, result from
such identification. Patents and sui generis protection remain the core
methods of protecting technological innovation, however, and thus
the focus of this chapter.®

8  Eren Birenbaum, Carol Nottenburg, Philip G Pardey, Brian D Wright & Patricia
Zambrano, North South Trade, Intellectual Property Jurisdictions, and Freedom
to Operate in Agricultural Research on Stable Crops, International Food Policy
Research Institute: EPTD Discussion Paper No 70 11 (2000).

9  This paper does not deal with TRIPS Articles that give concessions to developing
countries in their provision of patent protectionto agricultural and pharmaceutical
chemicals. Accordingto TRIPS Art 65.4, developing countries that do not provide
patent protection for agricultural and pharmaceutical chemicals must do so as
of 2005. TRIPS Art 70.8 makes special provision for WT'O members who did not
provide patent protection for agricultural and pharmaceutical chemicals as of
1 Jan 1995, the date of entry into force of TRIPS. Developing countries that take
advantage of this provision are required to set up an interim system to permit
applicants to file patent claims on agricultural and pharmaceutical chemical
products, with novelty to be determined as of the date of filing. This is the so-
called ‘mailbox’ rule. WTO members that use this interim system must give
patent holders exclusive marketing rights for five years after the product obtains
marketing approval, or until the patent is granted or rejected, which period is
shorter. The TRIPS Art 70 provisions were the first TRIPS provisions to be the
subject of a WTO dispute settlement proceeding. In 1997, the US won a WTO
disputesettlement case against Indiainvolving the mailbox rule. The US successfully
argued that India failed to maintain a mailbox mechanism in accordance with
TRIPS Art 70.8. The panel rejected India’s argument that an informal and
unpublished administrative system of receiving applications complied with
TRIPS Art 70: Report of the WTO Panel, India- Patent Protection for Pharmaceutical
and Agricultural Chemical Products, WT/DS50/R; Report of the Appellate Body,
India-Patent Protection for Pharmaceutical and Agricultural Chemical Products,
AB-1997-5, WT/DS50/AB/R. The Appellate Body upheld the ruling but reversed
it to the extent that it applied the transparency requirements of TRIPS Art 63,
reasoning that thoseprovisions were not in the panel’s terms of reference. The
EC brought essentially the same dispute before the WTO. In the EC case, the
panel ruled that India violated TRIPS Art 70.8 because it failed to publish the
requirements of its mailbox system and violated TRIPS Art 70.9 because it failed
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This paper is in two parts, excluding the introduction and the
conclusion. Part Il explains the provisions of TRIPS relevant to
biotechnology. The important TRIPS provision for biotechnology is
Article 27, dealing with patentability, and in particular, Article 27.3(b).
Part II will analyse the obligations set forth in Article 27.3(b). It will
also explore the controversy surrounding Article 27.3(b), as it surfaced
in the aftermath of the Uruguay Round, in the WTO TRIPS Council,
in the Seattle Ministerial Conference and thereafter. Throughout
Part II, EC policy will be identified and discussed. Part Il will furnish
aEuropean policy context for TRIPS, focusing on substantive obligations
of the EC and its member states relevant to TRIPS. The EC and its
member states are parties to the UN Convention on Biological Diversity.
Further, a number of European laws exist that determine the content
of intellectual property rights available in Europe. Several international
agreements and undertakings, to which the EC and its member states
are parties, and EC laws, are relevant to TRIPS. Part Ill will address
the European Patent Convention, the UPOV Convention, the EC
Biotechnology Directive and the EC Regulation on Plant Varieties.

II. TRIPS AND BIOTECHNOLOGY
A. TRIPS Provisions Relevant to Biotechnology

TRIPS was negotiated as part of the Uruguay Round and it was thus
negotiated from 1986 to mid-1994. It is one of the most important
developments in the GATT/WTO regime. TRIPS has been described
as ‘the most ambitious international intellectual property convention
ever attempted’ and as ‘the most comprehensive multilateral agreement
on intellectual property.’® It would not be an exaggeration to say that
in the Uruguay Round, multilateral co-operation in the GATT/WTO
regime on intellectual property matters transformed from a casual
indifference to an intense preference for rigorous standards. TRIPS
does much more than impose the traditional GATT/WTO obligations
of most-favoured-nation and national treatment. Itis thefirstinternational
trade agreement to specify minimum standards of protection and

to promulgate legislation granting exclusive marketing rights: Report ofthe WTO
Panel, India — Patent Protection for Pharmaceutical and Agricultural Chemical
Products, WT/DS79/R. India did not appeal the panel decision issued in the EC
case.

10 JH Reichman, ‘Compliance with the TRIPS Agreement: Introduction toaScholarly
Debate,” (1996) 29 Vanderbilt Journal of Transnational Law 29; Adrian Otten &
Hannu Wager, ‘Compliance with TRIPS: An Emerging World View’, (1996) 29
Vanderbilt Journal of Transnational Law 391.
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containing genetic information and capable of reproducing itself or
being reproduced in a biological system.’” Under Article 3.2, even
biological material that occurs in nature may be patented if it is isolated
from nature or a technical process is used to produce it.

TRIPS Article 27.3(b) contains four rules on patentability of
biotechnology. First, WTO members may exclude from patentability
plants and animals other than micro-organisms. Second, they may
exclude from patentability essentially biological processes for the
production of plants or animals. Third, they may exclude plant varieties
from patentability if they provide suigeneris protection for plant varieties.
Finally, WTO members may not exclude from patentability non-biological
and microbiological processes for the production of plants and animals.
The Biotechnology Directive complies with all four principles found
in Article 27.3(b). First, under Directive Article 4.2, inventions relating
to plants or animals are patentable ‘if the technical feasibility of the
invention is not confined to a particular plant or animal variety’. Second,
under Directive Article 4.1(b), ‘essentially biological processes for the
production of plants or animals’ are not patentable. Third, under
Directive Article 4.1(a), plant and animal varieties per se are not patentable,
but plant varieties receive protection under Council Regulation 2100/
94/EC, whichimplements the UPOV Convention. Finally, Directive Article
4.3 provides that the ban on patenting of essentially biological processes
for the production of plants or animals is ‘without prejudice to the
patentability of inventions which concern a microbiological or other
technical process or a product obtained by means of such a process.’™

Directive Article 6 implements TRIPS Article 27.2. It provides that
‘[i]nventions shall be considered unpatentable where their commercial
exploitation would be contrary to ordre public or morality; however,
exploitation shall not be deemed to be so contrary merely because
it is prohibited by law or regulation.’”” Directive Article 6 provides
moredetail than the TRIPS provisions by adding four specific patentability
exclusions to which EC member states must adhere. They exclude
patenting of processes for cloning of human beings, processes for
modifying the germ line genetic identity of human beings, patents
relating to uses of human embryos for industrial or commercial purposes
and patenting of processes (and animals resulting from such processes)
for modifying the genetic identity of animals that are likely to cause
them suffering without any substantial medical benefit.

75 Directive Art 2.1(a).
76 Directive Art 4.1(a).
77 Directive Art 6.
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2. The European Patent Convention

The Convention on the Grant of European Patents, popularly known
as the European Patent Convention, came into existence on 5 October
1973 in Munich. It has thus been in existence long before TRIPS, and,
as explained in Part Il above, it in part formed the basis for language
used in TRIPS Article 27.3(b). The members of the Convention include
the EC member states in their capacities outside of the EC system.
The Convention is not part of the EC legal system. In addition, five
other European states not in the EC are members of the Convention:
Cyprus, Liechtenstein, Monaco, Switzerland and Turkey. With a single
application to the European Patent Office (EPO) established under the
Convention, an inventor can obtain patent protection in all countries
that are members of the Convention. The European level Convention
and its registration system co-exist with national patent laws and
national registration systems. The European patent is valid in the
countries that are members of the Convention, but the interpretation
and enforcement of the patents are issues for national law.”

As explained in Part I above, Convention Article 53(b) provides
that ‘European patents shall not be granted in respect of ... plant or
animal varieties or essentially biological processes for the production
of plants or animals; this provision does not apply to microbiological
processes or the products thereof.””” The term ‘varieties’ is not defined
inthe Convention. The travaux préparatoires of the Convention indicates
that plant varieties were excluded from patent protection principally
because sui generis protection existed under the UPOV Convention,
then in its 1971 version, and under national laws implementing the
UPOV Convention.®

The European Patent Convention thus excludes plant varieties from
patentability. Thisis consistent with TRIPS Article27.3(b). The Convention
interpretation of Article 53(b) has evolved over the years, and there
would seem to be a trend in the law towards harmonisation with US
law. The US approach has been to permit three kinds of intellectual
property rights in plant varieties: (i) patents under general patent law,
available for all inventions that meet patentability criteria, also known
as utility patents; (ii) plant patents under the Plant Protection Act 1930,
available for patents on asexually producing plants; and (iii) PBRs under
the Plant Variety Protection Act 1970, for sexually producing varieties.

78 European Patent Convention Arts 1-3, 66, 74.
79 See supra note 21 and accompanying text.
80 See supra note 5.
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In Europe, the approach has been to exclude patent protection for
plant varieties, but the trend is towards permitting both kinds of
protection. When the European Patent Convention was drafted in the
early 1970s, the UPOV Convention required signatories to use plant
variety rights as the exclusive means of protection of rights in plant
varieties. The UPOV Convention was amended in 1991 to freely permit
countries to use patents, plant variety rights or both to protect rights
in plant varieties. The Council Regulation on Community Plant Variety
Rights still provides that in the EC, plant variety rights are ‘the sole
and exclusive form of Community industrial property rights for plant
varieties.’® When the European Patent Convention was drafted, plants
and animals were not patentable because breeding did not result in
plants and animals that could be reproduced. Genetic engineering has
advanced since the early 1970s to the point where the reproducibility
objection no longer exists, and patenting would seem to be a feasible
option for protection of inventions in plant and animal varieties.®2 The
Biotechnology Directive underscores this conclusion. Recital 15 of the
Directive states, ‘no prohibition or exclusion exists in national or
European patent law (Munich Convention) which precludes a priori
the patentability of biological matter.’s

The significant event towards patent protection for plant and animal
varieties in Europe was issuance of the decision of the EPO Enlarged
Board of Appeal in Novartis Transgenic Plant, G01/98, on 20 December
1999.# The case concerned the patentability of plants containing foreign
genes inserted into their genomes.® The transgenic plants produced
with the claimed inventions would have characteristics that inhibit
the growth of plant pathogens. One of the questions that the Technical
Board of Appeal asked the Enlarged Board of Appeal was whether a
patent claim relating to plants but in which specific plant varieties
are not individually claimed avoids the prohibition in European Patent
Convention Article 53(b) even though the patent embraces plant varieties.
The Enlarged Board of Appeal ruled that Convention Article 53(b)
prohibits patents for specific plant varieties but patents can be granted
if varieties fall within the scope of the claims of the patent. The Enlarged

81 Regulation, supra note 5, Art 1.

82 Robin Nott, ‘The Novartis Case in the EPO’, (1999) 21 European Intellectual
Property Review 33.

83 Directive, supra note 70.

84 0J EPO 2000, 111.

85 Karen Blochlinger, “A Variety of Interpretations of ‘Plant Variety'”, CASRIP
Newsletter (2000), http://www.law.washington.edu/Casrip/newsletter/.
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Board looked to the UPOV Convention for guidance on what constitutes
a plant variety, and found that the plant variety concept embraces
‘the entire constitution of a plant or a set of genetic information’.5¢
Plant variety rights were designed at a time when varieties were the
result of breeding processes, as in the use of selection and crossing
to produce hybrids.®” This was in contrast to the patent claim in issue
in Novartis, which involved a plant into which a piece of recombinant
DNA was inserted, which, according to the Enlarged Board, was ‘not
a concrete living being but an abstract and open definition embracing
an indefinite number of individual entities defined by a part of its
genotype or by a property bestowed on it by that part.”®® According
to the Enlarged Board, the subject matter of the Novartis patent claim
was ineligible for protection under the UPOV Convention. Plant variety
rights are granted only for specific plant varieties and not for ‘technical
teachings’ that can be implemented in any number of different plant
varieties.®

The Enlarged Board of Appeal issued Novartis under the European
patent law system that the European Patent Convention establishes.
It is not EC law. Novartis is consistent with the EC Biotechnology
Directive, which provides in Article 4.2 that inventions relating to plants
or animals are patentable ‘if the technical feasibility of the invention
is not confined to a particular plant or animal variety’. Whilst Novartis
and the Biotechnology Directive go a long way towards expanding
patent protection in Europe, pure plant varieties remain ineligible for
European patent protection.

The European Patent Convention and Nowartis are consistent with
TRIPS Article 27.3(b), which permits patent or sui generis protection
or a combination of the two. As explained in Part [ above, the TRIPS
exclusions in Article 27.3(b) are permissive, not mandatory. Under
Article 27.3(b), WTO members ‘may’ exclude from patentability ‘plants
and animals other than micro-organisms, and essentially biological
processes for the production of plants or animals other than non-
biological and microbiological processes.”™ Novartis does not implicate
this provision, because it permits patentability of a process that is
not essentially biological. The transgenic technology involved in Novartis
was biotechnological, not merely biological.

86 Ibid.

87 Nott, supra note 82.
88 Ibid.

89 Ibid.

90 TRIPS Art 27.3(b).
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3. The UPOV Convention and Implementing Council Regulation

TheEuropean countries are all members of the International Convention
for the Protection of New Varieties of Plants (UPOV Convention), signed
in Paris in 1961 and revised in 1972, 1978 and 1991. The Convention
established the International Union for the Protection of New Varieties
of Plants.®! The US is also a signatory to the UPOV Convention. The
EC has implemented the UPOV Convention with Council Regulation
2100/94 on Community Plant Variety Rights. The 1991 Convention
represents a substantial revision, in that it freely permits dual protection
of plant varieties, by patents, sui generis rights or both.*2 The original
1961 Convention required signatories to choose one form of protection
for ‘one and the same botanical genus or species’, either patents or
sui generis rights. The 1978 Convention relaxed this restriction to permit
countries such as the US and Japan to continue to provide dual protection
if they had provided it before 31 October 1979. The 1978 revision
facilitated the accession of the US and Japan to the Convention. In
the EC member states, however, the Council Regulation provides that
plant varieties are entitled only to protection as Community plant
variety rights.%

IV. CONCLUSION

The TRIPS Agreement is at a critical juncture in the new negotiating
round launched at Doha. It will remain in its current form to the extent
that the US, and perhaps the EC as well, continue to assert a leadership
role over its contents. The EC and its member states have a substantial
contribution to make in the ongoing work of the WTO on TRIPS, and
in any new negotiating round in which the Agreement is on the agenda.
It is doubtful that the EC and its member states would take positions
differing radically from those of the US on matters involving intellectual
property rights in biotechnology. Europe and the US share a similar -
stake. The European Commission Directorate for Trade has offered
some general proposals in various forums for assuaging developing
country concerns. It is doubtful that these proposals will result in
negotiating positions antagonistic to those of the US.

One of the main areas of controversy is how TRIPS deals with rights
in biotechnology. The biotechnology controversy surfaced well before

91 Timothy Millett, ‘The Community System of Plant Variety Rights,” (1999) 24
European Law Review 231.

92 UPOV Convention Art 2.

93 Council Regulation Art 1.
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the Seattle Ministerial Conference, continued unabated in successive
conferences and shows no signs of abatement. The key divisive issue
continues to be implementation versus renegotiation: the developing
countries want a substantive review of TRIPS obligations, but it is in
the interests of the US, and the EC as well, to focus on the built in
agenda.

The TRIPS Agreement is not solely adebate about eliminating barriers
to trade. It is about allocating property rights, which leads to an
allocation of wealth to the various interested parties that have voice
inthe executive andlegislative bodies of the WTO members. A substantial
segment of the WTO members that are developing countries object
fundamentally to its provisions, asserting that the TRIPS obligations
are either inappropriate or too protective of categories of intellectual
property that favour established interests in developed countries. The
WTO members have the opportunity in the new round of trade negotiations
to revise the TRIPS Agreement in a manner that will produce substantial
innovation in taking the contribution of traditional knowledge and other
forms of non-Western forms of innovation into account, but it is doubtful
that the political will or political incentives exist to produce such
innovation in the TRIPS Agreement itself.



