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Court of Justice EU, 9 October 2001, The Netherlands v European Parliament & Council

PATENT LAW
Biotech-directive aims to prevent divergences of
practice and case-law
• Moreover, in addition to the risk of divergent
trends, at the time the Directive was adopted
marked differences with significant consequences
were already apparent between certain national
laws on specific points such as the patentability of
plant varieties and that of the human body. By requiring the Member States to protect biotechnological inventions by means of their national
patent law, the Directive in fact aims to prevent
damage to the unity of the internal market which
might result from the Member States' deciding unilaterally to grant or refuse such protection.
Community competent to harmonise intellectual
property law
• As the Court has already stated at point 59 of
Opinion 1/94 of 15 November 1994 ([1994] ECR I5267), the Community is competent, in the field of
intellectual property, to harmonise national laws
pursuant to Article 100 of the EC Treaty (now Article 94 EC) and Article 100a of the Treaty and may
use Article 235 of the EC Treaty (now Article 308
EC) as the basis for creating new rights superimposed on national rights, as it did in Council Regulation (EC) No 40/94 of 20 De-cember 1993 on the
Community trade mark (OJ 1994 L 11, p. 1).

Commercial exploitation of an invention is not contrary to ordre public or morality because of a prohibition
• Furthermore, the scope for manoeuvre left to
Member States is not discretionary, since the Directive limits the concepts in question, both by stating that commercial exploitation is not to be deemed
to be con-trary to ordre public or morality merely
because it is prohibited by law or regulation, and by
giving four ex-amples of processes or uses which are
not patentable. Thus, the Community legislature
gives guidelines for applying the concepts at issue
www.ip-portal.eu

which do not otherwise exist in the general law on
patents.
Genetically modiefied plant variety not patentable,
but inventions that concern a grouping wider than a
single plant variety are patentable
• That distinction is made clear by the 29th to
32nd recitals of the preamble to the Directive, which
indicate that plant varieties as such are covered by
the legislation on protection of new plant varieties,
but that the protection of new varieties applies only
to varieties which are defined by their whole genome. For plant groupings of a higher taxonomic
level than the variety, defined by a single gene and
not by the whole genome, there is no risk of conflict
between the legislation on new varieties and the legislation on patents. Thus, inventions which incorporate only one gene and concern a grouping wider
than a single plant variety may be patented.
Biotechnology Directive deprives Member States of
option under TRIPS, but is compatible with TRIPs
• In that regard, suffice it to note that, while the
Directive does deprive the Member States of the
choice which the TRIPS Agreement offers the parties to that agreement as regards the patentability of
plants and animals, the option taken in Article 4 of
the Directive is in itself compatible with the Agreement, which, moreover, does not prevent certain
party States adopting a common position with a
view to its application. The joint selection of an option offered by an international instrument to which
the Member States are parties is an act that falls
within the approximation of laws provided for by
Article 100a of the Treaty.
Biotechnological invention versus discovery
• Nor are the elements of the human body patentable in themselves and their discovery cannot be the
subject of protection. Only inventions which combine a natural element with a technical process enabling it to be isolated or produced for an industrial
application can be the subject of an application for a
patent.
• Thus, as is stated in the 20th and 21st recitals of
the preamble to the Directive, an element of the
human body may be part of a product which is patentable but it may not, in its natural environment,
be appropriated.
• That distinction applies to work on the sequence
or partial sequence of human genes. The result of
such work can give rise to the grant of a patent only
if the application is accompanied by both a description of the original method of sequencing which led
to the invention and an explanation of the industrial
application to which the work is to lead, as required
by Article 5(3) of the Directive. In the absence of an
application in that form, there would be no invention, but rather the discovery of a DNA sequence,
which would not be patentable as such.
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• Thus, the protection envisaged by the Directive
covers only the result of inventive, scientific or technical work, and extends to biological data existing in
their natural state in human beings only where necessary for the achievement and exploitation of a
particular industrial application.
Source: curia.europa.eu
Court of Justice EU, 09 October 2001
(G. C. Rodríguez Iglesias, P. Jann, F. Macken, N. Colneric en S. von Bahr, C. Gulmann, D. A. O. Edward, A.
La Pergola, J.-P. Puissochet (rapporteur), L. Sevón, M.
Wathelet, V. Skouris en J. N. Cunha Rodrigues)
JUDGMENT OF THE COURT
9 October 2001 (1)
(Annulment - Directive 98/44/EC - Legal protection of
biotechnological inventions - Legal basis - Article 100a
of the EC Treaty (now, after amendment, Article 95
EC), Article 235 of the EC Treaty (now Article 308 EC)
or Articles 130 and 130f of the EC Treaty (now Articles
157 EC and 163 EC) - Subsidiarity - Legal certainty Obligations of Member States under international law Fundamental rights - Human dignity - Principle of collegiality for draft legislation of the Commission)
In Case C-377/98,
Kingdom of the Netherlands, represented by M.A.
Fierstra and I. van der Steen, acting as Agents,
applicant,
supported by
Italian Republic, represented by U. Leanza, acting as
Agent, assisted by P.G. Ferri, avvocato dello Stato,
with an address for service in Luxembourg,
and by
Kingdom of Norway, represented by H.W. Longva,
acting as Agent,
interveners,
v
European Parliament, represented by J. Schoo and E.
Vandenbosch, acting as Agents, with an address for
service in Luxembourg,
and
Council of the European Union, represented by R. Gosalbo Bono, G. Houttuin and A. Lo Monaco, acting as
Agents, with an address for service in Luxembourg,
defendants,
supported by
Commission of the European Communities, represented by K. Banks and P. van Nuffel, acting as Agents,
with an address for service in Luxembourg,
intervener,
APPLICATION for annulment of Directive 98/44/EC
of the European Parliament and of the Council of 6 July
1998 on the legal protection of biotechnological inventions (OJ 1998 L 213, p. 13),
THE COURT,
composed of: G.C. Rodríguez Iglesias, President, P.
Jann, F. Macken, N. Colneric and S. von Bahr (Presidents of Chambers), C. Gulmann, D.A.O. Edward, A.
La Pergola, J.-P. Puissochet (Rapporteur), L. Sevón, M.
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Wathelet, V. Skouris and J.N. Cunha Rodrigues, Judges,
Advocate General: F.G. Jacobs,
Registrar: H.A. Rühl, Principal Administrator,
having regard to the Report for the Hearing,
after hearing oral argument from the parties at the hearing on 13 February 2001, at which the Kingdom of the
Netherlands was represented by J. van Bakel, acting as
Agent, the Italian Republic by D. Del Gaizo, avvocato
dello Stato, the Kingdom of Norway by H. Seland, acting as Agent, the European Parliament by J. Schoo and
E. Vandenbosch, the Council by G. Houttuin and A. Lo
Monaco and the Commission by K. Banks and P. van
Nuffel,
after hearing the Opinion of the Advocate General at
the sitting on 14 June 2001,
gives the following
Judgment
1. By application lodged at the Court Registry on 19
October 1998, the Kingdom of the Netherlands brought
an action under Article 173 of the EC Treaty (now, after amendment, Article 230 EC) for annulment of Directive 98/44/EC of the European Parliament and of the
Council of 6 July 1998 on the legal protection of biotechnological inventions (OJ 1998 L 213, p. 13, hereinafter ‘the Directive’).
2. The Directive was adopted on the basis of Article
100a of the EC Treaty (now, after amendment, Article
95 EC), and its purpose is to require the Member
States, through their patent laws, to protect biotechnological inventions, whilst complying with their international obligations.
3. To that end the Directive determines inter alia
which inventions involving plants, animals or the human body may or may not be patented.
4. The applicant states, as a preliminary point, that it
is acting at the express request of the Netherlands Parliament, in the light of the opposition expressed there to
genetic manipulation involving animals and plants and
to the issuing of patents for the products of biotechnological procedures liable to promote such manipulation.
5. By order of the President of the Court of 28 April
1999, the Commission of the European Communities
was granted leave to intervene in support of the forms
of order sought by the European Parliament and the
Council of the European Union. By orders of the President of the Court of 3 May 1999 the Italian Republic
and the Kingdom of Norway were granted leave to intervene in support of the forms of order sought by the
Kingdom of the Netherlands.
Admissibility of intervention by the Kingdom of
Norway
6. The Parliament and the Council submit that the
statement lodged on 19 March 1999 by the Kingdom of
Norway merely draws the attention of the Court to certain problems which the implementation of the Directive might pose in connection with the Agreement
on the European Economic Area (hereinafter ‘the EEA
Agreement’), without itself seeking the form of order
sought in the application or seeking annulment of the
Directive. Consequently, it does not constitute an interPage 2 of 35
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vention in support of the forms of order sought by the
Kingdom of the Netherlands and is therefore not admissible.
7. In that regard, Article 37 of the EC Statute of the
Court of Justice provides that applications to intervene
are to be limited to supporting the form of order sought
by one of the parties.
8. As it states in its conclusion, the statement lodged
by the Norwegian Government seeks to make the point
that ‘[s]everal of the questions presented by the Netherlands Government in its action for annulment of Directive 98/44 may have a bearing on whether or not the
Directive falls within the EEA Agreement and on the
implementation of the Directive into the EEA Agreement’, and to request the Court to ‘take due account of
the arguments’ set out by the Norwegian Government
in that connection.
9. Although, read literally, the objective so described
appears different from that which a statement in intervention can legitimately pursue, it is clear that the intention of the Norwegian Government was not to seek
further forms of order in addition to those sought by the
applicant nor to ask the Court to rule on separate issues,
but to contribute to the success of the action of the
Netherlands Government by shedding further light on
the dispute.
10. That analysis is confirmed by the fact that all the
arguments contained in the Norwegian Government's
statement reiterate, and on some points develop, the
views stated in the application of the Kingdom of the
Netherlands.
11. The statement lodged by the Kingdom of Norway
taken overall and in its context, must therefore be held
to be admissible as a statement in intervention in support of the forms of order sought by the applicant.
The pleas relied on in the application
12. The applicant puts forward six pleas: that Article
100a of the Treaty was the incorrect legal basis for the
Directive, breach of the principle of subsidiarity,
breach of the principle of legal certainty, breach of obligations in international law, breach of the fundamental right to respect for human dignity and breach of
procedural rules in the adoption of the Commission's
proposal.
The first plea
13. The applicant submits that the Directive does not
fall within the definition of measures for approximation
of the provisions laid down by law, regulation or administrative action in Member States which have as
their object the establishment and functioning of the
internal market, and was incorrectly adopted on the
basis of Article 100a of the Treaty.
14. In the first place, the differences in the laws and
practices of the Member States and the likelihood of
their becoming greater, to which the fifth and sixth recitals of the preamble to the Directive allude, stating
that they could create barriers to trade, do not exist or
only concern secondary issues which do not justify
harmonisation.
15. In that regard, it must be borne in mind that recourse to Article 100a as a legal basis is possible if the
www.ip-portal.eu

aim is to prevent the emergence of future obstacles to
trade resulting from multifarious development of national laws provided that the emergence of such obstacles is likely and the measure in question is designed to
prevent them (Case C-350/92 Spain v Council [1995]
ECR I-1985, paragraph 35, and Case C-376/98 Germany v Parliament and Council [2000] ECR I-8419, paragraph 86).
16. The examples given by the Parliament and the
Council suffice to establish that, even if the relevant
national provisions predating the Directive are most
often taken from the Convention on the Grant of European Patents, signed at Munich on 5 October 1973,
(hereinafter ‘the EPC’), the differing interpretations to
which those provisions are open as regards the patentability of biotechnological inventions are liable to give
rise to divergences of practice and case-law prejudicial
to the proper operation of the internal market.
17. Moreover, in addition to the risk of divergent
trends, at the time the Directive was adopted marked
differences with significant consequences were already
apparent between certain national laws on specific
points such as the patentability of plant varieties and
that of the human body,
18. By requiring the Member States to protect biotechnological inventions by means of their national
patent law, the Directive in fact aims to prevent damage
to the unity of the internal market which might result
from the Member States' deciding unilaterally to grant
or refuse such protection.
19. However, the applicant submits, secondly, that if
the application by the Member States of the relevant
provisions of international law left a measure of legal
uncertainty, it should have been removed not by Community harmonisation but by renegotiation of international legal instruments such as the EPC, in order to
clarify their rules.
20.
That argument is unfounded. The purpose of
harmonisation is to reduce the obstacles, whatever their
origin, to the operation of the internal market which
differences between the situations in the Member States
represent. If divergences are the result of an interpretation which is contrary, or may prove contrary, to the
terms of international legal instruments to which the
Member States are parties, there is nothing in principle
to prevent recourse to adoption of a Directive as a
means of ensuring a uniform interpretation of such
terms by the Member States.
21. Moreover, it does not appear, in the present case,
that such an approach is inconsistent with the Member
States' honouring their obligations under the EPC or is
unsuitable for achieving the objective of creating uniform conditions for the patentability of biotechnological inventions.
22. Accordingly, there was nothing to prevent the
Community legislature from having recourse to harmonisation by means of a directive in preference to the
more indirect and unpredictable approach of seeking to
amend the wording of the EPC.
23. Thirdly, according to the applicant, the Directive
goes beyond what ought to fall within the definition of
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a measure for approximation of the legislation of the
Member States, given that, in fact, it creates a new type
of property right distinct in several respects from the
rights covered by existing patent law. In particular,
apart from the fact that it concerns products previously
excluded from patentability in certain Member States
such as the Kingdom of the Netherlands, the Directive
is different from existing patent law in that, by virtue of
Articles 8 and 9, the protection it provides for applies
not only to specific biological material but also to biological material obtained from it by reproduction or
multiplication, and that under Article 11 the right of the
holder of the patent, as against farmers, is limited.
24. As the Court has already stated at point 59 of
Opinion 1/94 of 15 November 1994 ([1994] ECR I5267), the Community is competent, in the field of intellectual property, to harmonise national laws pursuant
to Article 100 of the EC Treaty (now Article 94 EC)
and Article 100a of the Treaty and may use Article 235
of the EC Treaty (now Article 308 EC) as the basis for
creating new rights superimposed on national rights, as
it did in Council Regulation (EC) No 40/94 of 20 December 1993 on the Community trade mark (OJ 1994 L
11, p. 1).
25. The patents to be issued under the Directive are
national patents, issued in accordance with the procedures applicable in the Member States and deriving
their protective force from national law. As the creation
of a Community patent is neither the purpose nor the
effect of the Directive, it does not introduce a new right
which would require recourse to the legal basis afforded by Article 235 of the Treaty. That view is not affected by the fact that the inventions covered were not previously patentable in certain Member States - that, indeed, is precisely why harmonisation was warranted nor by the fact that the Directive makes certain clarifications and provides for derogations from patent law as
regards the scope of the protection.
26.
Fourthly, and finally, the Italian Government
takes the view, in its intervention in support of the applicant, that the Directive should have been adopted on
the basis of Articles 130 and 130f of the EC Treaty
(now Articles 157 EC and 163 EC), and not Article
100a of the Treaty since the chief aim of the Directive,
as the first three recitals of the preamble show, is to
support the industrial development of the Community
and scientific research in the genetic engineering sector.
27. The legal basis on which an act must be adopted
should be determined according to its main object (see
Case C-155/91 Commission v Council [1993] ECR I939, paragraphs 19 to 21). Whilst it is common ground,
in that regard, that the aim of the Directive is to promote research and development in the field of genetic
engineering in the European Community, the way in
which it does so is to remove the legal obstacles within
the single market that are brought about by differences
in national legislation and case-law and are likely to
impede and disrupt research and development activity
in that field.
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28. Approximation of the legislation of the Member
States is therefore not an incidental or subsidiary objective of the Directive but is its essential purpose. The
fact that it also pursues an objective falling within Articles 130 and 130f of the Treaty is not, therefore, such
as to make it inappropriate to use Article 100a of the
Treaty as the legal basis of the Directive (see, by analogy, Case C-62/88 Greece v Council [1990] ECR I1527, paragraphs 18 to 20).
29. It follows that the Directive was correctly adopted on the basis of Article 100a of the Treaty and that
the first plea must, therefore, be rejected.
The second plea
30. The applicant submits that the Directive breaches
the principle of subsidiarity laid down by Article 3b of
the EC Treaty (now Article 5 EC) and, in the alternative, that it does not state sufficient reasons to establish
that this requirement was taken into account.
31. It should be borne in mind that, under the second
paragraph of Article 3b of the EC Treaty, in areas
which do not fall within its exclusive competence, the
Community is to take action only if and in so far as the
objectives of the proposed action cannot be sufficiently
achieved by the Member States and can therefore, by
reason of the scale or effects of the proposed action, be
better achieved by the Community.
32. The objective pursued by the Directive, to ensure
smooth operation of the internal market by preventing
or eliminating differences between the legislation and
practice of the various Member States in the area of the
protection of biotechnological inventions, could not be
achieved by action taken by the Member States alone.
As the scope of that protection has immediate effects
on trade, and, accordingly, on intra-Community trade,
it is clear that, given the scale and effects of the proposed action, the objective in question could be better
achieved by the Community.
33. Compliance with the principle of subsidiarity is
necessarily implicit in the fifth, sixth and seventh recitals of the preamble to the Directive, which state that, in
the absence of action at Community level, the development of the laws and practices of the different Member States impedes the proper functioning of the internal market. It thus appears that the Directive states sufficient reasons on that point.
34. The second plea in law must, therefore, be rejected.
The third plea in law
35. The applicant submits that, rather than helping to
remove the legal ambiguities described in the recitals,
the Directive tends to exacerbate them, thus breaching
the principle of legal certainty. First, it gives the national authorities a discretion in applying concepts expressed in general and ambiguous terms, such as ordre
public and morality which appear in Article 6. Second,
there are unclear provisions whose relationship with
one another is ambiguous existing side by side in the
Directive, particularly as regards the patentability of
plant varieties, mentioned in Article 4(1) and (2), in
Articles 8 and 9, and in the 31st and 32nd recitals of the
preamble to the Directive.
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36. The two specific grounds relied on by the applicant in support of its submission of breach of legal certainty should be examined separately.
37.
As regards, first, Article 6 of the Directive,
which rules out the patentability of inventions whose
commercial exploitation would be contrary to ordre
public or morality, it is common ground that this provision allows the administrative authorities and courts of
the Member States a wide scope for manoeuvre in applying this exclusion.
38. However, that scope for manoeuvre is necessary
to take account of the particular difficulties to which
the use of certain patents may give rise in the social and
cultural context of each Member State, a context which
the national legislative, administrative and court authorities are better placed to understand than are the
Community authorities. That sort of provision, which
allows patents to be refused where there is a threat to
ordre public or morality is, moreover, a well known
one in patent law and appears inter alia in the relevant
international legal instruments, such as the EPC.
39.
Furthermore, the scope for manoeuvre left to
Member States is not discretionary, since the Directive
limits the concepts in question, both by stating that
commercial exploitation is not to be deemed to be contrary to ordre public or morality merely because it is
prohibited by law or regulation, and by giving four examples of processes or uses which are not patentable.
Thus, the Community legislature gives guidelines for
applying the concepts at issue which do not otherwise
exist in the general law on patents.
40. Finally, a directive cannot be considered contrary
to the principle of legal certainty if it relies, as regards
the conditions for its implementation, on concepts
known to the laws of the Member States, specifying, as
here, their scope and limits and taking account, in order
to do so, of the specific nature of the subject-matter.
41. Article 6 of the Directive is not therefore such as
to exacerbate the legal uncertainty which the Directive
seeks to alleviate.
42. Second, as regards the patentability of plant varieties, examination of the provisions mentioned in the
application reveals no inconsistency.
43. As the Parliament and the Council explained in
their defence, Article 4 of the Directive provides that a
patent may not be granted for a plant variety but may
be for an invention if its technical feasibility is not confined to a particular plant variety.
44. That distinction is made clear by the 29th to 32nd
recitals of the preamble to the Directive, which indicate
that plant varieties as such are covered by the legislation on protection of new plant varieties, but that the
protection of new varieties applies only to varieties
which are defined by their whole genome. For plant
groupings of a higher taxonomic level than the variety,
defined by a single gene and not by the whole genome,
there is no risk of conflict between the legislation on
new varieties and the legislation on patents. Thus, inventions which incorporate only one gene and concern
a grouping wider than a single plant variety may be
patented.
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45. It follows that a genetic modification of a specific plant variety is not patentable but a modification of
wider scope, concerning, for example, a species, may
be.
46. Articles 8 and 9 of the Directive do not concern
the principle of patentability but the scope of the protection conferred by the patent. According to those
provisions, the protection extends to any biological
material derived through propagation or multiplication
from the biological material containing the patented
information. The protection conferred by the patent
may therefore cover a plant variety, without that variety
being patentable in itself.
47. Finally, Article 12 covers, through a system of
compulsory licences, cases where the exploitation of a
patent issued for a biotechnological invention would
infringe a prior plant patent, and vice versa.
48. Therefore, the two grounds relied on by the applicant to support its plea that the Directive gives rise to
legal uncertainty do not justify its annulment.
49. The third plea must, therefore, be rejected.
The fourth plea
50. The applicant submits that the obligations created
by the Directive for Member States are incompatible
with those resulting from their international undertakings, even though, according to Article 1(2) of the Directive, it does not affect obligations under international agreements. In particular, the Directive breaches the
Agreement on Trade-Related Aspects of Intellectual
Property Rights (hereinafter ‘TRIPs’), as set out in Annex 1 C to the Agreement establishing the World Trade
Organisation (hereinafter ‘the WTO Agreement’), approved on behalf of the European Community, as regards matters within its competence, by Council Decision 94/800/EC of 22 December 1994 (OJ 1994 L 336,
p. 1), the Agreement on Technical Barriers to Trade
(hereinafter ‘the TBT Agreement’), the EPC and the
Convention on Biological Diversity signed on 5 June
1992 in Rio de Janeiro (hereinafter ‘the CBD’), approved by the European Community by Council Decision 93/626/EEC of 25 October 1993 (OJ 1993 L 309,
p. 1).
51.
As their main argument, the Parliament and
Council submit that the EPC does not create obligations
for the Community, which is not a party to it. As regards the other three international legal instruments
cited, the Council submits that the legality of a Community instrument can be called in question on grounds
of breach of international agreements to which the
Community is a party only if the provisions of those
agreements have direct effect. That is not so in the present case.
52. It is common ground that, as a rule, the lawfulness of a Community instrument does not depend on its
conformity with an international agreement to which
the Community is not a party, such as the EPC. Nor can
its lawfulness be assessed in the light of instruments of
international law which, like the WTO agreement and
the TRIPS and TBT agreements which are part of it,
are not in principle, having regard to their nature and
structure, among the rules in the light of which the
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Court is to review the lawfulness of measures adopted
by the Community institutions (Case C-149/96 Portugal v Council [1999] ECR I-8395, paragraph 47).
53. However, such an exclusion cannot be applied to
the CBD, which, unlike the WTO agreement, is not
strictly based on reciprocal and mutually advantageous
arrangements (see Portugal v Council, cited above,
paragraphs 42 to 46).
54. Even if, as the Council maintains, the CBD contains provisions which do not have direct effect, in the
sense that they do not create rights which individuals
can rely on directly before the courts, that fact does not
preclude review by the courts of compliance with the
obligations incumbent on the Community as a party to
that agreement (Case C-162/96 Racke [1998] ECR I3655, paragraphs 45, 47 and 51).
55. Moreover, and in any event, this plea should be
understood as being directed, not so much at a direct
breach by the Community of its international obligations, as at an obligation imposed on the Member States
by the Directive to breach their own obligations under
international law, while the Directive itself claims not
to affect those obligations.
56. For that reason at least, the plea is admissible.
57. The applicant argues essentially, first, that Article 27(3)(b) of the TRIPS Agreement allows Member
States not to grant a patent for plants and animals other
than micro-organisms, whereas the Directive does not
allow Member States that possibility.
58. In that regard, suffice it to note that, while the
Directive does deprive the Member States of the choice
which the TRIPS Agreement offers the parties to that
agreement as regards the patentability of plants and
animals, the option taken in Article 4 of the Directive is
in itself compatible with the Agreement, which, moreover, does not prevent certain party States adopting a
common position with a view to its application. The
joint selection of an option offered by an international
instrument to which the Member States are parties is an
act that falls within the approximation of laws provided
for by Article 100a of the Treaty.
59. Second, it is claimed that the Directive contains
technical regulations within the meaning of the TBT
Agreement which should have been notified to the secretariat of the World Trade Organisation.
60. It is, however, established that the Directive does
not in any event contain any technical regulations within the meaning of the TBT Agreement, such a regulation being defined in Annex I to the WTO Agreement
as a document which lays down product characteristics
or their related processes and production methods. It is
therefore not necessary to rule on the extent to which
the legal protection of biotechnological inventions
might fall within the scope of the TBT Agreement.
61. The applicant submits, thirdly, that Article 6(1)
of the Directive, which rules out the patentability of
inventions ‘whose commercial exploitation would be
contrary to ordre public or morality’, is incompatible
with Article 53 of the EPC, which excludes from patentability ‘inventions the publication or exploitation of
which would be contrary to ordre public or morality’.
www.ip-portal.eu

The difference in the terms used, it is argued, has an
effect contrary to Article 1(2) of the Directive on the
obligations which the EPC imposes on the Member
States.
62. However, the applicant in no way indicates in
what respect the slightly different wording used by the
Directive on that point, inspired by the wording of Article 27(3) of the TRIPS Agreement, requires Member
States to breach their obligations under the EPC in order to comply with their obligations under the Directive. In the absence of specific examples to the contrary, it seems reasonable to suppose that a breach of
ordre public and morality as regards a specific invention could be equally well established by reference to
its publication, exploitation or commercial exploitation.
63.
Fourthly and finally, the applicant and, to a
greater extent, the Norwegian Government intervening
in its support submit that the very purpose of the Directive, which is to make biotechnological inventions
patentable in all the Member States, runs counter to the
principle of equitable sharing of the benefits arising out
of the utilisation of genetic resources, which is one of
the objectives of the CBD.
64. However, the risks described by the applicant
and that intervener are expressed in hypothetical terms
and are not derived directly from the provisions of the
Directive but, at the very most, from the use which
might be made of them.
65. It cannot be assumed, in the absence of evidence,
which is lacking in this case, that the mere protection of
biotechnological inventions by patent would result, as
is argued, in depriving developing countries of the ability to monitor their biological resources and to make
use of their traditional knowledge, any more than it
would result in promoting single-crop farming or in
discouraging national and international efforts to preserve biodiversity.
66. Moreover, while Article 1 of the CBD states that
its objective is the fair and equitable sharing of the benefits arising out of the utilisation of genetic resources,
including by appropriate access to genetic resources
and by appropriate transfer of relevant technologies, it
specifies that this must be done taking into account all
rights over those resources and technologies. There is
no provision of the CBD which requires that the conditions for the grant of a patent for biotechnological inventions should include the consideration of the interests of the country from which the genetic resource
originates or the existence of measures for transferring
technology.
67. Finally, as regards the possibility that the Directive might represent an obstacle in the context of the
international cooperation necessary to achieve the objectives of the CBD, it should be borne in mind that,
under Article 1(2) of the Directive, the Member States
are required to apply it in accordance with the obligations they have undertaken as regards inter alia biological diversity.
68. It follows from the foregoing that the fourth plea
must be rejected.
The fifth plea
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69. The applicant submits that the patentability of
isolated parts of the human body provided for by Article 5(2) of the Directive reduces living human matter to
a means to an end, undermining human dignity. Moreover, the absence of a provision requiring verification
of the consent of the donor or recipient of products obtained by biotechnological means undermines the right
to self-determination.
70. It is for the Court of Justice, in its review of the
compatibility of acts of the institutions with the general
principles of Community law, to ensure that the fundamental right to human dignity and integrity is observed.
71.
As regards respect for human dignity, this is
guaranteed in principle by Article 5(1) of the Directive
which provides that the human body at the various
stages of its formation and development cannot constitute a patentable invention.
72. Nor are the elements of the human body patentable in themselves and their discovery cannot be the
subject of protection. Only inventions which combine a
natural element with a technical process enabling it to
be isolated or produced for an industrial application can
be the subject of an application for a patent.
73. Thus, as is stated in the 20th and 21st recitals of
the preamble to the Directive, an element of the human
body may be part of a product which is patentable but it
may not, in its natural environment, be appropriated.
74. That distinction applies to work on the sequence
or partial sequence of human genes. The result of such
work can give rise to the grant of a patent only if the
application is accompanied by both a description of the
original method of sequencing which led to the invention and an explanation of the industrial application to
which the work is to lead, as required by Article 5(3) of
the Directive. In the absence of an application in that
form, there would be no invention, but rather the discovery of a DNA sequence, which would not be patentable as such.
75. Thus, the protection envisaged by the Directive
covers only the result of inventive, scientific or technical work, and extends to biological data existing in
their natural state in human beings only where necessary for the achievement and exploitation of a particular industrial application.
76. Additional security is offered by Article 6 of the
Directive, which cites as contrary to ordre public and
morality, and therefore excluded from patentability,
processes for cloning human beings, processes for
modifying the germ line genetic identity of human beings and uses of human embryos for industrial or commercial purposes. The 38th recital of the preamble to
the Directive states that this list is not exhaustive and
that all processes the use of which offend against human dignity are also excluded from patentability.
77. It is clear from those provisions that, as regards
living matter of human origin, the Directive frames the
law on patents in a manner sufficiently rigorous to ensure that the human body effectively remains unavailable and inalienable and that human dignity is thus safeguarded.
www.ip-portal.eu

78. The second part of the plea concerns the right to
human integrity, in so far as it encompasses, in the context of medicine and biology, the free and informed
consent of the donor and recipient.
79. Reliance on this fundamental right is, however,
clearly misplaced as against a directive which concerns
only the grant of patents and whose scope does not
therefore extend to activities before and after that grant,
whether they involve research or the use of the patented
products.
80. The grant of a patent does not preclude legal limitations or prohibitions applying to research into patentable products or the exploitation of patented products, as the 14th recital of the preamble to the Directive
points out. The purpose of the Directive is not to replace the restrictive provisions which guarantee, outside the scope of the Directive, compliance with certain
ethical rules which include the right to selfdetermination by informed consent.
81. The fifth plea must, therefore, be rejected.
The sixth plea
82. Finally, the applicant argues that the Directive is
vitiated by breach of procedural rules in that it gives no
indication that the Commission's proposal was adopted
by a college of members on the basis of a text available
in all the official languages.
83. The Council takes the view that this plea is inadmissible in so far as the applicant does not make
clear whether it relates to the original proposal or the
amended proposal of the Commission and furnishes no
evidence in support of its plea.
84. However, since the Directive states, in the preamble, that it concerns ‘the Commission proposal’, referring in a footnote to the editions of the Official Journal of the European Communities of 8 October 1996
and 11 October 1997, the plea must be taken to concern
both the proposal for a directive 96/C 296/03 submitted
by the Commission on 25 January 1996 (OJ 1996 C
296, p. 4), and the amended proposal for a directive
97/C 311/05 submitted by the Commission on 29 August 1997 (OJ 1997 C 311, p. 12). The plea is also sufficiently clear for the Court to be able to understand its
scope.
85. After the Commission had provided, in its statement in intervention, information to establish that the
principle of collegiality and the rules regarding languages applicable to its deliberations had been respected, the applicant explained that its plea did not allege
breach of the principle of collegiality as such but the
lack of any apparent proof, in the wording of the Directive, that the principle was respected.
86. In that regard, the obligation to state reasons for
directives under Article 190 of the EC Treaty (now Article 253 EC) does not extend to a requirement that the
signatures on proposals and opinions mentioned in that
article must include a summary of the facts to establish
that each of the institutions involved in the legislative
procedure observed its procedural rules.
87.
Furthermore, it is only where there is serious
doubt as to whether the procedure prior to its intervention was followed properly that an institution is justiPage 7 of 35
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fied in investigating the matter. It has not been established, or even alleged, that the Parliament or the
Council had valid reasons for believing that the Commission's examination of its proposal did not follow the
proper procedures in this case.
88. The sixth plea, and the application in its entirety,
must, therefore, be rejected.
Costs
89. Under Article 69(2) of the Rules of Procedure,
the unsuccessful party is to be ordered to pay the costs
if they have been applied for in the successful party's
pleadings. Since the Parliament and the Council have
applied for an order that the Kingdom of the Netherlands bear the costs and it has been unsuccessful, it
must be ordered to pay the costs.
90. Pursuant to the first and second subparagraphs of
Article 69(4) of those rules, the Italian Republic, the
Kingdom of Norway and the Commission, which have
intervened in the proceedings, are to bear their own
costs.
On those grounds,
THE COURT
hereby:
1. Dismisses the application;
2. Orders the Kingdom of the Netherlands to bear the
costs;
3. Orders the Italian Republic, the Kingdom of Norway and the Commission of the European Communities each to bear their own costs.
Delivered in open court in Luxembourg on 9 October
2001.
R. Grass
Registrar
G.C. Rodríguez Iglesias
President
1: Language of the case: Dutch.
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1.
In this case the Netherlands has brought an action
under Article 173 of the EC Treaty (now, after amendment, Article 230 EC) seeking annulment of Directive
98/44 on the legal protection of biotechnological inventions. (2)
The Directive
2.
Chapter I (Articles 1 to 7) of the Directive is entitled
‘Patentability’.
3.
The Directive requires Member States to protect biotechnological inventions under national patent law. (3)
Although there is no definition of ‘biotechnological
inventions’, it is clear that the concept essentially comprises inventions concerning ‘a product consisting of or
containing biological material or a process by means of
which biological material is produced, processed or
used’ (4) or inventions concerning ‘a microbiological
or other technical process or a product obtained by
means of such a process’. (5) ‘Microbiological process’
is defined as ‘any process involving or performed upon
or resulting in microbiological material’. (6) ‘Biological material’ is defined as ‘any material containing genetic information and capable of reproducing itself or
being reproduced in a biological system’. (7) Biological
material which is isolated from its natural environment
or produced by means of a technical process may be the
subject of an invention even if it previously occurred in
nature; (8) similarly an element isolated from the human body or otherwise produced by means of a technical process, including the sequence or partial sequence of a gene, may constitute a patentable invention, even if the structure of that element is identical to
that of a natural element. (9)
4. The Directive provides that the following may not
be patented: (i) plant and animal varieties; (10) (ii) essentially biological processes for the production of
plants or animals; (11) (iii) the human body, at the various stages of its formation and development, and the
simple discovery of one of its elements, including the
sequence or partial sequence of a gene; (12) and (iv)
inventions the commercial exploitation of which would
be contrary to ordre public or morality. (13) Examples
of the latter are (a) processes for cloning human beings;
(b) processes for modifying the germ line genetic identity of human beings; (c) uses of human embryos for
industrial or commercial purposes; and (d) processes
for modifying the genetic identity of animals which are
likely to cause them suffering without any substantial
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medical benefit to man or animal, and animals resulting
from such processes. (14)
5. Chapter II of the Directive (Articles 8 to 11) concerns the scope of protection conferred by a patent.
Chapter III (Article 12) concerns compulsory crosslicensing. (15) Chapter IV (Articles 13 and 14) concerns the deposit and re-deposit of and access to a biological material. Chapter V (Articles 15 to 18) contains
final provisions. The provisions of these chapters are
referred to below as appropriate.
6. The Directive has a relatively long history, although the version finally adopted went through the
legislative process with impressive speed.
7. In 1988 the Commission presented its first proposal for a Council Directive on the legal protection of
biotechnological inventions. (16) The proposed Directive started from the premiss that a ‘subject matter
of an invention shall not be considered unpatentable for
the reason only that it is composed of living matter’.
(17) That proposal ultimately foundered, principally
because of the Parliament's resistance to an instrument
which articulated no fundamental ethical principles
governing the grant of patents in the context of animate
matter.
8. In 1996 the Commission presented a fresh proposal. (18) After substantial amendments proposed by
the Parliament, it was adopted on 6 July 1998. The
Netherlands voted against the Directive; Italy and Belgium abstained. The Directive required implementation
by 30 July 2000. (19)
9. There are 56 recitals in the preamble to the Directive as adopted, (20) in contrast to a mere 18 articles, not all substantive. Many of the recitals are clearly
designed to counter objections raised by the Parliament,
both to the 1996 proposal and to the 1988 proposal. Not
all the recitals are reflected in the articles of the Directive. The recitals and the substantive provisions of
the Directive are considered further below in the context of the various heads of the Netherlands' claims.
The action for annulment
10. The Netherlands has challenged the validity of
the Directive. It is clear from its application that its objection is in essence to the notion that plants, animals
and parts of the human body may be patentable. The
Netherlands considers that the right to a patent in the
field of biotechnology should be limited to the biotechnological process and not extended to the products deriving therefrom: in other words, neither plants and
animals as such, including genetically modified plants
and animals, nor human biological material should be
patentable.
11. The grounds invoked for the annulment of the
Directive are that it (i) is incorrectly based on Article
100a of the Treaty; (ii) is contrary to the principle of
subsidiarity; (iii) infringes the principle of legal certainty; (iv) is incompatible with international obligations;
(v) breaches fundamental rights; and (vi) was not
properly adopted since the definitive version of the
proposal submitted to the Parliament and the Council
was not decided on by the college of Commissioners.

Page 9 of 35

www.ippt.eu

IPPT20011009, ECJ, The Netherlands v Parliament & Council

12. As will be seen, some of the above grounds concern the interpretation and effect of the Directive in
technical areas: thus for example the second head of the
third ground questions the scope of the exclusion from
patentability of plant and animal varieties. Other
grounds raise substantive issues of broader import, such
as the compatibility of the Directive with fundamental
rights and with other international obligations. Finally,
the first, second and sixth grounds concern more formal
issues relating to the adoption of the Directive. Even
those grounds, however, involve important issues of
principle: one of the arguments in the context of the
correct legal basis, for example, raises the question
whether the Directive, by providing for a ‘patent on
life’, creates a new intellectual property right. I propose
to deal with the grounds for annulment in the order in
which the Netherlands has presented them in its application, although other approaches can equally be envisaged.
13. The Netherlands is supported by Italy (whose
written observations in intervention focus on the first
and third grounds for annulment) and Norway (whose
observations focus on the first, third and fourth
grounds). The Parliament and Council are supported by
the Commission (whose observations are limited to the
sixth ground).
14. Two procedural matters should be mentioned at
this point.
15. First, on 6 July 2000 the Netherlands lodged an
application for interim measures, principally seeking
suspension of operation of the Directive until the Court
had ruled on the application for annulment. The European Parliament and the Council submitted written observations on the application for interim measures. A
hearing was held on 18 July 2000 at which the Netherlands, the Parliament and the Council together with
Italy and the Commission, which had both been granted
leave to intervene, were present. The application for
interim measures was dismissed by order of the President of the Court of 25 July 2000.
16. Second, the Council and the Parliament submit as
a preliminary point that Norway's statement in intervention is inadmissible. Article 37 of the Statute of the
Court of Justice requires an application to intervene by
a State which is party to the Agreement on the European Economic Area to be limited to supporting the form
of order sought by one of the parties. Article 93(5)(a)
of the Rules of Procedure of the Court similarly requires that the statement in intervention contain a
statement of the form of order sought by the intervener
in support of or opposing, in whole or in part, the form
of order sought by one of the parties. In the present
case, the Netherlands seeks the annulment of the Directive. In the introduction to its statement in intervention, Norway states that the Netherlands ‘raises several
questions which may have a bearing on whether or not
the Directive falls within the area covered by the EEA
Agreement, and on the implementation of the Directive
into the EEA Agreement’. It is nowhere stated that
Norway is intervening in support of the form of order
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sought by the Netherlands. The conclusion of the
statement in intervention is as follows:
‘Several of the questions presented by the Government
of the Netherlands in its action for annulment of Directive 98/44/EC may have a bearing on whether or not
the Directive falls within the EEA Agreement and on
the implementation of the Directive into the EEA
Agreement. Norway, therefore, respectfully requests
that the Court take due account of the arguments set
forth herein.’
17. The Council adds that in any event Norway's
observations in intervention have been largely overtaken by events, since Article 3(4) of Protocol 28 to the
EEA Agreement requires the EFTA States to comply in
their law with the substantive provisions of the European Patent Convention and since those provisions now
include the provisions of the Directive (see further below).
18. I do not agree with the Council and the Parliament that Norway's statement in intervention is inadmissible. Norway explicitly stated in its application to
intervene that it wished to intervene in support of the
Netherlands. It is apparent from its statement in intervention, even if it is not explicitly stated, that Norway
supports the Netherlands' arguments that Article 100a
was the incorrect legal basis for the Directive, that the
Directive infringes the principle of legal certainty and
that it is incompatible with the Convention on Biological Diversity. It is also stated that the effect of such
incompatibility is in the view of Norway that the Directive would have to be ‘repealed’, which may be taken to mean ‘annulled’, and that the consequence of the
infringement of the principle of legal certainty is that
the Directive should be annulled. I accordingly consider that Norway's statement in intervention is admissible.
The context of the Directive - patent law
19. A patent is a legal right conferred on an inventor
in respect of a specific invention and entitling him to
prevent others from making, using or selling the invention for the duration of the patent. Most developed legal
systems have had a system of patent law for some time.
The earliest known English patent, for example, was
granted by Henry VI to Flemish-born John of Utynam
in 1449. The patent conferred a 20-year monopoly for a
method of making stained glass, required for the windows of Eton college, that had not been previously
known in England.
20. Modern patent systems tend to impose more or
less uniform requirements for the grant of a patent.
Those requirements may be illustrated by the European
Patent Convention, which came into force in 1978. Although not a Community instrument, (21) since all
Member States of the Union are parties to the Convention it in effect unifies the conditions for the grant of a
patent throughout the Union.
21. The Convention establishes a ‘system of law,
common to the Contracting States, for the grant of patents for invention’. (22) A patent granted by virtue of
the Convention is called a European patent and in each
Contracting State for which it is granted (23) has the
Page 10 of 35
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effect of and is subject to the same conditions as a national patent granted by that State. (24) Enforcement of
a patent granted by virtue of the Convention is thus
regulated not by the Convention but by national law
and procedure.
22. A European patent is to be granted for any inventions which are susceptible of industrial application,
which are new and which involve an inventive step.
(25) A European patent is not however to be granted in
respect of:
‘(a) inventions the publication or exploitation of
which would be contrary to ordre public or morality,
provided that the exploitation shall not be deemed to be
so contrary merely because it is prohibited by law or
regulation in some or all of the Contracting States;
(b) 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.’ (26)
23. The same criteria are used to define patentable
subject-matter in the TRIPs Agreement, (27) although
the exclusions from patentability are there set out as
options.
24. A further feature common to modern patent systems is a requirement that the patent application disclose the invention in a manner sufficiently clear and
complete for it to be carried out by a person skilled in
the art. (28) The description must include a detailed
account of at least one way of carrying out the invention claimed and a statement of how the invention is
capable of industrial application. (29) Since patent applications are normally published, (30) the sum of
knowledge in the public domain is increased with each
patent. Although that knowledge cannot of course be
used by a third party for the duration of the patent to
reproduce the invention, since that will normally constitute infringement, it can be built on and lead to further inventions.
25.
Once conferred, a patent merely entitles the
holder to prevent others from making, using or selling
the patented invention in the territory in which the patent has effect. It confers no right of ownership as such,
nor any absolute right to manufacture or otherwise exploit the invention. Thus the holder of a patent will still
need to comply with national law when he makes, uses
or sells his invention. (31) He may for example need to
obtain a licence or authorisation; he may even patent an
invention (a type of weapon for example) the making,
use or sale of which is prohibited by national law.
26. An example illustrates this point. Suppose that a
superior type of copying machine were patented and
that its enhanced performance meant that it could produce high quality counterfeit bank notes. The existence
of a patent (which would be granted under most patent
systems, including the European Patent Convention, on
the basis that not all uses of the invention were contrary
to ordre public or morality (32)) would not of course
legalise such use.
27.
Normally, only exploitation for industrial and
commercial purposes constitutes infringement of a patent, and patent laws specify that certain acts do not
www.ip-portal.eu

constitute infringement. Experimental use is one such
exception: experiments aimed at perfecting, improving
or further developing protected inventions do not infringe the patent.
The context of the Directive - biotechnology
28. ‘Biotechnology’ is defined in the 1993 edition of
the Shorter Oxford English Dictionary (33) as ‘the industrial application of biological processes’. The Encyclopaedia Britannica defines it as ‘the application to
industry of advances made in the techniques and instruments of research in the biological sciences’. For
the purposes of the Convention on Biological Diversity
(34) it is defined as ‘any technological application that
uses biological systems, living organisms, or derivatives thereof, to make or modify products or processes
for specific use’. (35)
29. Biotechnology in that broad sense is as old as
bread, wine, beer and cheese. Historically, biotechnological inventions such as processes using yeasts and
fermentation (36) were typically regarded as patentable: (37) there was thus no general prohibition on patents involving such basic types of living matter although more sophisticated living matter was normally
excluded from patentability by express provision or
case-law.
30. Biotechnology in the modern sense of genetic
manipulation was made possible by the remarkable
advances in biochemistry, molecular biology and genetics in the latter half of the 20th century. The discovery in 1953 by Francis Crick and James Watson of the
structure of DNA (38) paved the way for further discoveries. Each DNA molecule is constructed as a double helix, or paired spirals, linked by bases of which
there are four kinds. The nucleus of a cell contains several threads of DNA, called chromosomes. A gene is a
segment of a chromosome, and hence a length of DNA,
which contains the instructions to make a part of a protein. The sequence of the bases of the DNA contained
in a cell makes up the genetic code of that cell. Cells
need numerous different proteins in order to develop
and function. Genes are responsible for particular proteins with their own function in living cells. When instructing a cell how to make a particular protein, part of
the DNA helix is temporarily ‘unzipped’ (the two
strands separate) so that an imprint of its code may be
copied into an RNA molecule (ribonucleic acid). That
copy moves out of the nucleus and instructs the cell to
assemble a protein or part of a protein.
31. DNA is present in all organisms (except for some
viruses); it is accordingly possible to transfer a gene
between unrelated species and even across genera and
orders, for example between plants, bacteria, humans
and other animals. Thus in principle any genetic characteristic of one organism can be transferred to another
organism.
32. In the 1970s a method was discovered of extracting specific genes and parts of genes from chromosomes by restriction (39) enzymes, which like biological scissors excise a fragment of DNA from a cell. The
DNA can then be inserted into bacterial, viral or yeast
cells by a laboratory procedure. A single gene (or sevPage 11 of 35
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eral genes) can accordingly be transferred between organisms. The cells incorporating the foreign DNA can
be grown in enormous numbers, cloning the imported
fragment of DNA.
33. This type of recombinant DNA genetic engineering has made possible a number of processes of unquestionable benefit to mankind, (40) such as the largescale production of insulin for treating diabetes, (41)
interferon and other drugs for treating certain cancers,
vaccines against diseases such as hepatitis B, the human growth hormone for the treatment of certain forms
of dwarfism and the clotting factor missing in haemophilia.
34. Gene transfer is a different method of gene technology. Segments of DNA containing a specific gene
or genes are first isolated as above and then incorporated into the DNA of a fertilised egg or, later, into embryonic cells. The new gene will be present in the adult
organism and will be inherited by some descendants of
that organism.
35. Cloning is a process whereby the nucleus of an
unfertilised egg is removed and replaced with the nucleus of a somatic cell (namely a cell from an animal or
plant other than the reproductive cells), which contains
all the genetic material. If the treated egg survives and
develops, the resulting animal will be a genetic clone of
the animal which was the source of the somatic cell.
36. The biotechnological industry began to develop
seriously after a decision by the US Supreme Court in
1980 that ‘a live, human-made micro-organism is patentable subject matter’. (42) That case concerned an
invention of a human-made, genetically engineered
bacterium capable of breaking down crude oil. The Supreme Court held (by a 5:4 majority) that the microorganism constituted a ‘manufacture’ or ‘composition
of matter’ within the meaning of the Patent Act 1952.
(43) The Court noted that the Committee Reports accompanying the 1952 Act indicated that Congress intended statutory subject matter to ‘include anything
under the sun that is made by man’. (44)
37.
That ruling prompted the establishment of a
number of commercial firms that manufacture quantities of gene-engineered substances for a variety of
mostly medical and ecological uses.
38. In the 1980s Harvard University applied under
the European Patent Convention for a patent for a
mouse genetically engineered to contain a gene sequence making it more susceptible to cancer. In 1990
the Technical Board of Appeal of the European Patent
Office ruled that the exception to patentability under
Article 53(b) of the European Patent Convention (45)
applied to certain categories of animals but not to animals as such: it noted that Article 53(b), as an exception, must be narrowly construed. The patent was accordingly granted. (46)
39.
Developments in genetic engineering have
caused concern in many quarters. Clearly technology
which enables the genetic make-up of animals and humans to be modified and which has the potential to create human clones calls for careful regulation. Much of
the understandable anxiety about the consequences of
www.ip-portal.eu

insufficiently regulated research in the field has been
directed against legislation - such as the Directive which governs the patentability of such inventions.
Many commentators start from the assumption that
such legislation means that any gene or gene sequence,
or even the entire human genome, can now automatically be patented. That assumption is incorrect. The
Directive leaves untouched the classic requirements for
a patent of novelty, inventive step and industrial application. (47) The mere discovery of a gene or gene sequence is no more patentable under the Directive than
it was before.
The arguments as to legal basis
40. The Directive is based on Article 100a of the
Treaty (now, after amendment, Article 95 EC), paragraph 1 of which requires the Council to adopt, by
qualified majority and in accordance with the codecision procedure laid down in Article 189b (now Article
250 EC), measures for the approximation of the provisions laid down by law, regulation or administrative
action in Member States which have as their object the
establishment and functioning of the internal market.
41. The Netherlands, supported by Italy, submits that
Article 100a is not the correct legal basis for the Directive on several grounds and that, if it was considered
necessary to regulate biotechnological inventions, Article 235 of the EC Treaty (now Article 308 EC), which
requires unanimity, should have been used.
The relevant recitals and provisions of the Directive
42. The preamble to the Directive includes the following recitals:
‘(1) Whereas biotechnology and genetic engineering
are playing an increasingly important role in a broad
range of industries and the protection of biotechnological inventions will certainly be of fundamental importance for the Community's industrial development;
(2) Whereas, in particular in the field of genetic engineering, research and development require a considerable amount of high-risk investment and therefore
only adequate legal protection can make them profitable;
(3) Whereas effective and harmonised protection
throughout the Member States is essential in order to
maintain and encourage investment in the field of biotechnology;
...
(5) Whereas differences exist in the legal protection
of biotechnological inventions offered by the laws and
practices of the different Member States; whereas such
differences could create barriers to trade and hence
impede the proper functioning of the internal market;
(6) Whereas such differences could well become
greater as Member States adopt new and different legislation and administrative practices, or [as] national
case-law interpreting such legislation develops differently;
(7) Whereas uncoordinated development of national
laws on the legal protection of biotechnological inventions in the Community could lead to further disincentives to trade, to the detriment of the industrial devel-
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opment of such inventions and of the smooth operation
of the internal market;
(8) Whereas legal protection of biotechnological inventions does not necessitate the creation of a separate
body of law in place of the rules of national patent law;
whereas the rules of national patent law remain the
essential basis for the legal protection of biotechnological inventions given that they must be adapted or added to in certain specific respects in order to take adequate account of technological developments involving
biological material which also fulfil the requirements
for patentability;
(9) Whereas in certain cases, such as the exclusion
from patentability of plant and animal varieties and of
essentially biological processes for the production of
plants and animals, certain concepts in national laws
based upon international patent and plant variety conventions have created uncertainty regarding the protection of biotechnological and certain microbiological
inventions; whereas harmonisation is necessary to
clarify the said uncertainty;
...
(14) Whereas a patent for invention does not authorise the holder to implement that invention, but merely
entitles him to prohibit third parties from exploiting it
for industrial and commercial purposes; whereas, consequently, substantive patent law cannot serve to replace or render superfluous national, European or international law which may impose restrictions or prohibitions or which concerns the monitoring of research
and of the use or commercialisation of its results, notably from the point of view of the requirements of public
health, safety, environmental protection, animal welfare, the preservation of genetic diversity and compliance with certain ethical standards’.
43. Article 1 of the Directive provides:
‘1. Member States shall protect biotechnological inventions under national patent law. They shall, if necessary, adjust their national patent law to take account
of the provisions of the Directive.
2. This Directive shall be without prejudice to the
obligations of the Member States pursuant to international agreements, and in particular the TRIPs Agreement and the Convention on Biological Diversity.’
44. Article 11 of the Directive provides:
‘1. By way of derogation from Articles 8 and 9, the
sale or other form of commercialisation of plant propagating material to a farmer by the holder of the patent
or with his consent for agricultural use implies authorisation for the farmer to use the product of his harvest
for propagation or multiplication by him on his own
farm, the extent and conditions of this derogation corresponding to those under Article 14 of Regulation
(EC) No 2100/94.
2. By way of derogation from Articles 8 and 9, the
sale or any other form of commercialisation of breeding
stock or other animal reproductive material to a farmer
by the holder of the patent or with his consent implies
authorisation for the farmer to use the protected livestock for an agricultural purpose. This includes making
the animal or other animal reproductive material availwww.ip-portal.eu

able for the purposes of pursuing his agricultural activity but not sale within the framework or for the purpose
of a commercial reproduction activity.
3. The extent and the conditions of the derogation
provided for in paragraph 2 shall be determined by national laws, regulations and practices.’
The arguments that obstacles to trade have not been
shown
45. First, the Netherlands submits that, even if it is
assumed that, as stated in recitals five and six in the
preamble, there are actual or potential differences in
national laws on the patenting of biotechnological inventions, it has not been proved that such differences in
fact hinder or can hinder trade. Even if they did, the
obstacles would be to trade with the United States and
Japan, where the manufacture and patenting of biotechnological inventions is more advanced, and not within
the internal market. In the absence of any evidence of
differences in national laws or of effect on trade, harmonisation by way of a directive cannot be justified.
46.
The Council and the Parliament refer to the
Court's ruling in Spain v Council (48) that recourse to
Article 100a is justified where ‘harmonising measures
are necessary to deal with disparities between the laws
of the Member States in areas where such disparities
are liable to create or maintain distorted conditions of
competition [or] in so far as such disparities are liable
to hinder the free movement of goods within the Community’. In that case, the Court confirmed the validity
of a regulation concerning the creation of a supplementary protection certificate for medicinal products (49)
adopted on the basis of Article 100a. The Court noted
that, according to the Council, at the time the contested
regulation was adopted provisions concerning the creation of a supplementary protection certificate for medicinal products existed in two Member States and
were at the draft stage in another State. The regulation
was intended to establish a uniform Community approach. (50) It thus aimed ‘to prevent the heterogeneous development of national laws leading to further
disparities which would be likely to create obstacles to
the free movement of medicinal products within the
Community and thus directly affect the establishment
and functioning of the internal market’. (51)
47. I would note that the above principles laid down
in Spain v Council have more recently been refined by
the Court in Germany v Parliament and Council. (52)
In that case the Court stated that, while recourse to Article 100a as a legal basis was possible if the aim was to
prevent the emergence of future obstacles to trade resulting from multifarious development of national laws,
the emergence of such obstacles must be likely and the
measure in question must be designed to prevent them.
(53) With regard to the measure's effect on competition, the Court stated that it was required to verify
whether the distortion of competition which the measure purported to eliminate was ‘appreciable’ (54) and
thus whether the measure actually contributed to eliminating appreciable distortions of competition. (55) With
regard to the measure's effect on the free movement of
goods, the Court appears to have been less exacting: it
Page 13 of 35
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is sufficient that obstacles to free movement ‘may well
arise’. (56) Although it had been demonstrated that no
obstacle existed at the material time, the Court accepted
that ‘in view of the trend in national legislation ... it is
probable that obstacles to the free movement of ...
products will arise in the future’ (57) and that in principle a harmonising measure could be adopted on the
basis of Article 100a. (58)
48. The Court has made it clear since an early stage
that, in the absence of harmonisation, the national character of the protection of industrial property and the
variations between the different legislative systems are
capable of creating obstacles both to the free movement
of patented products and to competition within the
common market. (59) It has moreover consistently recognised that the specific subject matter of a patent is
the guarantee that the patentee, to reward the creative
effort of the inventor, has the exclusive right to use an
invention with a view to manufacturing industrial
products and putting them into circulation for the first
time, as well as the right to oppose infringements. (60)
Patents thus promote competition through innovation.
Indeed the Netherlands implicitly recognises this, noting that the manufacture of biotechnological inventions
is more advanced in the United States and Japan where,
as mentioned above, biotechnological inventions have
been readily patentable since 1980 and 1981 respectively. (61) Heterogeneous and potentially or actually
divergent national laws on legal protection, patentability, the extent of protection, derogations and limitations
are clearly liable to distort competition within the
Community and moreover to hinder the free movement
of goods. Different levels of protection for an identical
product would lead to fragmentation of the market into
national markets where the product would be protected
and others where it would not; the common market
would not be a single environment for the economic
activities of undertakings. The Court has explicitly recognised this in the context of intellectual property
rights. (62)
49. I accordingly conclude that the Council and Parliament were entitled to take the view that a harmonising measure was necessary to deal with disparities between the laws of the Member States concerning the
patent protection of biotechnological inventions.
50. With regard to the Netherlands' argument that the
Directive seeks in particular to make European industry
more competitive vis-à-vis the United States and Japan,
I agree with the Parliament that it is consistent with
Article 100a that the harmonisation sought should improve the competitive position of European undertakings on the world market. Although that objective
could be seen as an industrial policy objective, I have
no doubt that it can lawfully guide the Community's
action. Some would argue that similar considerations
underlie the entire internal market programme, as it
was conceived in 1985, and competition in world markets has often been said to motivate that programme. I
would also point out that the EC Treaty now (63) contains a title on industry, according to which the action
of the Community and of the Member States shall also
www.ip-portal.eu

be aimed at ‘fostering better exploitation of the industrial potential of policies of innovation, research and
technological development’ (Article 130(1), now Article 157(1) EC). In Article 130(3) of the EC Treaty
(now Article 157(3) EC) it is further stated that the
Community ‘shall contribute to the achievement of the
objectives set out in paragraph 1 through the policies
and activities it pursues under other provisions of this
Treaty’.
The argument that Community harmonisation is
inappropriate and ineffective
51. The Netherlands' second argument is based on
the fact that recital 9 in the preamble refers to uncertainty deriving from international patent and plant variety conventions as a justification for harmonisation.
The Netherlands submits that it is not for the European
Union to undertake such harmonisation. It would have
been preferable on several grounds to harmonise by
amending the European Patent Convention, which
would have effected more extensive harmonisation
since States other than the Member States of the European Union are Contracting Parties. (64) As it is, that
convention now incorporates the Directive (by way of
implementing regulations made by the Administrative
Council of the European Patent Office (65)), which is
thus imposed on those Contracting Parties who are not
Member States. Such a procedure has no place in the
external relations of the Union with other European
States.
52. That argument is to my mind misconceived, although as the Council suggests it appears implicitly to
recognise that harmonisation in the area is necessary. In
the context of the internal market, however, it is evident that Community legislation alone can guarantee
harmonisation and uniform interpretation. Harmonisation at Community level not infrequently takes place
against a background of international conventions the
parties to which include both the Member States of the
Union and third countries: in the area of intellectual
property, for example, the Trade Marks Directive (66)
has some overlap with earlier agreements such as the
Paris Convention for the protection of industrial property (67) and the Madrid Agreement concerning the
international registration of marks. (68) The existence
of that context does not however deprive the Community institutions of the competence in the area conferred
upon them by the Treaty.
53.
Moreover I agree with the Parliament that in any
event amendment of the Convention, even if feasible
given the cumbersome procedure (69) and the involvement of third countries, would not guarantee harmonisation for two reasons in particular. First, in proceedings at national level to annul a European patent
divergences of interpretation would develop, in contrast
to the position under the Directive where national
courts can refer questions of interpretation to the Court
of Justice. Second, the Convention does not concern the
extent of protection conferred by a patent, which is essential with regard to biotechnology and which is governed by national law. Furthermore those points themPage 14 of 35
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selves provide further support for the view that the
Convention not merely ‘would not guarantee harmonisation’ but is simply irrelevant for this aspect of the
Directive, since important areas of patent law governed
by the Directive are outside its scope.
54. As for the fact - criticised by the Netherlands that the European Patent Convention now incorporates
certain provisions of the Directive by means of a decision of the Administrative Council amending the Implementing Regulations, (70) which are thus imposed
on those contracting parties who are not Member
States, it is not for the Court to rule on the manner in
which the European Patent Office has chosen to reflect
the Directive in its law and practice. It may however be
thought that that choice suggests that the Patent Office,
which has considerable experience in handling applications for patents for biotechnological inventions, does
not anticipate major problems in the interpretation or
application of the provisions of the Directive concerning the grant of such patents.
55. Italy adds that the fact that the Directive leaves
scope for non-harmonised national rules regulating in
particular public health, safety and environmental protection (71) militates against the Directive's contributing to the free movement of the products concerned.
That argument is in my view similarly based on a misconception of the function of patent law. As has been
discussed above, (72) a patent is a right merely to prevent others from infringing the patent and does not confer any absolute entitlement on the proprietor to exploit
the patent: exploitation is always subject to national
regulation. Many of the Court's rulings to the effect that
an exercise of national patent rights which restricts the
free movement of goods is contrary to Article 28 EC
and hence unlawful concern patented pharmaceutical
products: the fact that the marketing and use of such
products is rigorously regulated in all Member States at
the national level does not diminish the importance of
the principle of the free movement of goods in limiting
the exercise of national patent rights. Nor indeed does it
mean that Community legislation for the harmonisation
of national laws relating to supplementary protection
certificates, which confer protection akin to patent protection, is misconceived, ineffective or unlawful. (73)
56. I accordingly do not accept the argument that
Community harmonisation is inappropriate and ineffective.
The argument that Articles 130 and 130f, together
with Article 235, were the correct legal basis
57. Italy submits first that the aims of the Directive
go beyond harmonisation, including objectives linked
to support for industrial development in the Community and for scientific research in the genetic engineering
sector. In support of that argument it refers to recitals
one to three in the preamble to the Directive. Other
provisions of the Treaty (Articles 130 and 130f (now
Articles 157 and 163 EC)) are appropriate for legislation in the sectors of industry and research respectively,
in conjunction with Article 235. The functioning of the
internal market is a secondary objective of the Di-
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rective, which should therefore not have been based on
Article 100a. (74)
58. The Court has made it clear that the choice of the
legal basis for a measure must be based on objective
factors which are amenable to judicial review, including in particular the aim and content of the measure as
they appear from its actual wording. (75) Where moreover a measure pursues more than one objective, its
principal objective is decisive for determining the correct legal basis. (76)
59. The first three recitals in the preamble to the Directive do indeed refer to the importance of the protection of biotechnological inventions for the Community's industrial development, research and development
in the field of genetic engineering and investment in the
field of biotechnology. Recitals 5 to 7 however stress
the need for the elimination of differences in national
law on the protection of biotechnological inventions
which could create barriers to trade and hence impede
the proper functioning of the internal market. Recital 7
in particular states that disincentives to trade flowing
from the uncoordinated development of national law
would be ‘to the detriment of the industrial development of such inventions and of the smooth operation of
the internal market’, thus linking the two aims. Recitals
8 and 9 make further reference to the harmonising aim
of the Directive.
60. More fundamentally, it appears that, although the
laws of all Member States concerning the conditions
for the grant of a patent and the exceptions to patentability broadly reflect the European Patent Convention
and are thus to some extent already aligned, there are
none the less significant differences in some areas of
national law and practice. It appears for example that
some Member States already grant patents for biotechnological inventions involving animals: in France, for
example, a patent was granted in 1991 for a process for
producing a transgenic (77) mouse (78) and in Italy the
first patent concerning a transgenic mammal was granted in 1996. (79) The Parliament gives other examples
of divergences in national law and practice the existence of which is not disputed by the Netherlands.
61. That harmonisation is the principal aim of the
Directive is moreover borne out by its content: indeed
Article 1(1) unequivocally requires Member States to
adjust their national patent law to take account of its
provisions. The extent to which the provisions of the
Directive will affect industrial development in the
Community and scientific research in the genetic engineering sector is more difficult to assess. What seems
clear however is that the impact of the Directive on
those areas is indissociably linked with its harmonising
effect.
62. Although Articles 130 and 130f confer powers on
the Community to undertake specific action in the
fields they cover, they do not confer any legislative
power and they leave intact the powers held by the
Community under other provisions of the Treaty, even
if the measures to be taken under the latter provisions
pursue at the same time any of the objectives falling
within Articles 130 and 130f. (80)
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63. In the present case, I consider that harmonisation
is not an incidental or ancillary aim or effect of the Directive but is its essence and that Article 100a was accordingly the correct legal basis. Article 235 could not
therefore have been used as the legal basis of the Directive, whether alone or in conjunction with other provisions, since it applies only where the Treaty has not
elsewhere provided the necessary powers to legislate.
The argument that the Directive infringes Article
100a(3)
64. Italy refers also to Article 100a(3) of the Treaty,
which requires the Commission to ‘take as a base a
high level of protection’ in its proposals based on Article 100a ‘concerning health, safety, environmental protection and consumer protection’. Italy submits that
Article 100a cannot be the legal basis for a harmonising
measure in a field involving fundamental interests such
as health and the environment unless the contents of the
proposal conform to Article 100a(3). It is clear from
recital 14 in the preamble to the Directive that the
Community legislature recognised the impact on health
and the environment of the exploitation of biotechnological inventions but did not regulate those matters on
the basis that it was for Member States to do so. The
conditions for Article 100a are accordingly not met.
65. In my view the Directive does not fall within the
scope of Article 100a(3). That paragraph applies to
‘proposals ... concerning health, safety, environmental
protection and consumer protection’. A proposal for a
directive on the legal protection of biotechnological
inventions is not covered by that paragraph. While it is
indisputable that both the conduct of research culminating in biotechnological inventions and the use to which
such inventions are put may have significant implications for health, safety and environmental protection in
particular, the proposed measure did not seek to regulate such research or use from the standpoint of health,
safety or environmental or consumer protection (in
contrast to, for example, the Community legislation on
the release into the environment of genetically modified organisms (81)): indeed recital 14 expressly states
that ‘substantive patent law cannot serve to replace or
render superfluous national, European or international
law which may impose restrictions or prohibitions or
which concerns the monitoring of research and of the
use or commercialisation of its results, notably from the
point of view of the requirements of public health, safety, environmental protection ...’.
The argument that the Directive creates a new intellectual property right
66. The Netherlands submits that the Directive creates a specific right so that it cannot be said simply to
harmonise national principles of patent law. The Directive requires Member States to protect biotechnological inventions under national patent law. A patent for
biotechnological inventions is a patent on life. Biological matter, in particular living animals or plants, cannot
be compared to dead matter which until a few years ago
could alone be patented. The fact that biological matter
can reproduce without human intervention means that
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protecting it by way of patents is different in kind from
so protecting dead matter.
67. It seems to me, however, as submitted by the
Parliament, that the patentability of living material is
not an innovation introduced by the Directive but the
recognition of what is actually happening in conformity
with national law: the Member States have long recognised the patentability of certain inventions concerning
a living material.
68. The Parliament refers to patents granted for yeast
in Belgium and Finland in 1833 and 1843 respectively.
(82) More recently, in Germany the Bundesgerichtshof
held in 1975 that new micro-organisms per se were
susceptible to patent protection (83) and in 1993
acknowledged the patentability of plants. (84) Patents
for biotechnological inventions involving transgenic
animals have, as already mentioned, been granted in
France and Italy in 1991 and 1996 respectively. (85)
Numerous European patents for biotechnological inventions have been granted since the early 1980s and
recognised in the Member States to which they extend.
(86)
69. Moreover the Budapest Treaty on the international recognition of the deposit of micro-organisms for
the purposes of patent procedure, which was signed in
1977 and which came into force in 1980, (87) sought to
address the problem of providing, with regard to applications for patents for living organisms such as yeasts
and other self-replicating organisms, a written description in sufficient detail to satisfy the requirement in
most patent law systems for sufficiency of disclosure.
That Treaty permitted a specification in a patent application to be supplemented by the deposit of a sample of
the organism at an authorised depositary. Applications
for such patents have thus for more than 20 years been
recognised and regulated at international level.
70. The notion of a ‘patent on life’ furthermore appears to me to be unhelpful and unclear. As discussed
above, (88) a patent does not give rights of ownership
or unfettered rights to exploit. It merely entitles the
patent-holder to prevent others manufacturing, using or
selling the invention without his consent. The patentholder however is not absolved from compliance with
national regulatory requirements in areas such as public
health, safety, animal welfare and compliance with ethical standards. The Directive explicitly recognises this
in recital 14. The Directive also explicitly recognises
numerous limits to patentability in line with national
laws and international conventions, as will be discussed
in some detail in the context of the third ground for
annulment.
71. The Netherlands adds that in addition to creating
a new right consisting of a patent over the living products of biotechnological processes, the Directive also
creates a new right, so-called ‘farmers' privilege’. That
privilege, namely the right of a farmer to use for agricultural purposes products protected by patents, is well
known in the field of plant protection but not in patent
law.
72. The ‘farmers' privilege’ enshrined in Article 11
of the Directive has two aspects.
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73. First, Article 11(1) permits a farmer to use the
seed saved from a crop he has grown from patented
seed sold to him for agricultural use in order to grow
another crop. That derogation is similar in kind to that
in Article 14(1) of Council Regulation No 2100/94 on
Community plant variety rights (89) (in turn based on
provisions of the UPOV Convention 1961 and 1991),
(90) although it is more extensive since Article 14(1) of
the Regulation is limited to specified plant species of
fodder plants, cereals, potatoes and oil and fibre plants.
The extent and conditions of the derogation are to correspond to those under Article 14 of the Regulation,
which provides in particular that farmers other than
small farmers are to pay ‘an equitable remuneration’ to
the holder.
74.
Second, Article 11(2) provides an analogous
privilege for breeding livestock. In other words, a
farmer may use for an agricultural purpose (but not for
commercial reproduction) patented breeding stock ‘or
other animal reproductive material’ which he has
bought. According to the explanatory memorandum in
the Commission's proposal for the Directive, (91) the
derogation authorises farmers ‘to use the protected
livestock for breeding purposes on their own farms, in
order to replenish their numbers’. Article 11(3) provides that the extent and the conditions of the derogation are to be determined at national level.
75. In my view it is clear that Article 11 does not
create a new right since it is solely concerned with limiting the scope of protection conferred by a patent
granted pursuant to the Directive. For further discussion of the protection from which Article 11 derogates,
and the rationale for that protection, see the discussion
of Articles 8 and 9 in paragraph 121 et seq. below.
76. I accordingly conclude that the argument that the
Directive was incorrectly based on Article 100a and
should therefore be annulled must be rejected.
The argument as to subsidiarity
77. Article 3b of the EC Treaty (now Article 5 EC)
provides:
‘The Community shall act within the limits of the powers conferred upon it by this Treaty and of the objectives assigned to it therein.
In areas which do not fall within its exclusive competence, the Community shall take action, in accordance
with the principle of subsidiarity, only if and in so far
as the objectives of the proposed action cannot be sufficiently achieved by the Member States and can therefore, by reason of the scale or effects of the proposed
action, be better achieved by the Community.
Any action by the Community shall not go beyond
what is necessary to achieve the objectives of this Treaty.’
78. Article 190 of the EC Treaty (now Article 253
EC) provides:
‘Regulations, directives and decisions adopted jointly
by the European Parliament and the Council ... shall
state the reasons on which they are based and shall refer to any proposals or opinions which were required to
be obtained pursuant to this Treaty.’
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79. The Netherlands' principal submission is that the
Directive infringes the second paragraph of Article 3b.
It refers to the points it made in the context of the first
head (legal basis), which in its view refute any argument that the objectives of the Directive could not be
sufficiently achieved by the Member States or that
those objectives could be better achieved by the Community by reason of the scale or effects of the proposed
action. The recitals in the preamble simply state that the
legal protection of biotechnological inventions requires
clarification (recitals 4 and 9) and that differences exist
in the laws and practices of the Member States which
could create barriers to trade and hence impede the
proper functioning of the internal market (recitals 5 and
7). Since however national patent law has been almost
entirely harmonised by the European Patent Convention, the required clarification should be effected by
amending that convention. The Member States are thus
perfectly able to achieve that objective.
80. In the alternative, the Netherlands submits that it
is not clear from the recitals that the second paragraph
of Article 3b was taken into account as required by Article 190 and Germany v Parliament and Council. (92)
81. In my view and for the reasons discussed in the
context of the first head of argument (as to legal basis),
it can properly be considered that the Directive was
necessary in order to harmonise Member States' legislation on the patent protection of biotechnological inventions. Since - again for the reasons discussed above such harmonisation could be effected only by the
Community, and since the Community has exclusive
competence in the approximation of national rules concerning the establishment and functioning of the internal market, the case for Community action has been
adequately made out and the principle of subsidiarity is
accordingly not infringed.
82. That the principle was respected is moreover apparent from, in particular, recitals 3, 5, 6, 7 and 9,
which show that the Council and the Parliament considered the inadequacy of action at national level in the
field of the legal protection of biotechnological inventions and recognised the necessity of harmonising certain principles. It is clear from the case-law of the
Court that in such circumstances it is not necessary for
the legislation to make express reference to the principle of subsidiarity. (93)
83.
Finally, clarification of the law by way of
amendment of the European Patent Convention would,
as the defendants point out, be inappropriate, ineffective and possibly not feasible.
84. I accordingly conclude that the Directive does
not infringe the principle of subsidiarity. The argument
that it should be annulled on that basis must therefore
be rejected.
The argument as to legal certainty
85. The Netherlands, supported by Italy and Norway,
submits that, notwithstanding the statement in its preamble that harmonisation is necessary to clarify the
uncertainty regarding the protection of biotechnological
inventions, (94) the Directive does not wholly resolve
uncertainties concerning the patentability of biotechnoPage 17 of 35
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logical inventions; moreover it creates further uncertainty since the precise meaning and scope of Articles
4, 6, 8 and 9 are not clear. The Directive accordingly
infringes the principle of legal certainty.
86. Before looking more closely at the substance of
those arguments, the effect of uncertainty in a Community act such as a directive must be considered. The
Netherlands has cited no authority for its apparent view
that, if the meaning of one or two provisions of the Directive is not entirely and exhaustively clear, the Directive should be annulled; nor has Italy or Norway.
Nor indeed has the Court ever to my knowledge endorsed such a principle
87. Article 249 EC (formerly Article 189 of the EC
Treaty) states that a directive is to be binding, as to the
result to be achieved, upon each Member State to
which it is addressed, but shall leave to the national
authorities the choice of form and methods. Directives
are thus inherently liable not to deal exhaustively with
the detail of matters within their scope. While that does
not of course mean that unclear drafting is appropriate,
it does suggest that the mere fact that a directive confers some discretion on the Member States is not in
itself a ground for invalidating it.
88. Even where a provision of a directive is open to
different interpretations, as the Netherlands alleges in
the present case, I do not consider that that in itself is
grounds for annulment. In recent cases in which the
Court has held that a Member State, in incorrectly implementing an imprecisely drafted provision of a directive, gave the provision a meaning which it was reasonably capable of bearing, there has been no suggestion that the directive (or even the provision) should be
regarded as invalid merely because it was imprecise
and hence open to more than one interpretation. (95)
Similarly the Court in formulating the principle that
only those provisions of directives which are clear and
unambiguous may have direct effect has not to my
knowledge suggested that all provisions not so precise
and unconditional are thereby invalid.
89. I would on the other hand regard it as at least
arguable that a provision in a directive which was
wholly devoid of meaning, or manifestly irreconcilable
with another provision thereof, may be invalid on that
ground, although it does not necessarily follow in my
view that the directive as a whole should thereby be
annulled.
90. Against that background I will consider whether
the provisions of the Directive alleged to infringe the
principle of legal certainty are meaningless or contradictory to that extent. The arguments focus principally
on the meaning and scope of, first, Article 6 and, second, Articles 8 and 9.
The arguments as to Article 6
The relevant recitals and provisions of the Directive
91. Recitals 36, 38 and 39 in the preamble read as
follows:
‘(36) Whereas the TRIPs Agreement provides for the
possibility that members of the World Trade Organisation may exclude from patentability inventions, the prevention within their territory of the commercial exploiwww.ip-portal.eu

tation of which is necessary to protect ordre public or
morality, including to protect human, animal or plant
life or health or to avoid serious prejudice to the environment, provided that such exclusion is not made
merely because the exploitation is prohibited by their
law;
...
(38) Whereas the operative part of this Directive
should also include an illustrative list of inventions
excluded from patentability so as to provide national
courts and patent offices with a general guide to interpreting the reference to ordre public and morality;
whereas this list obviously cannot presume to be exhaustive; whereas processes, the use of which offend
against human dignity, such as processes to produce
chimeras from germ cells or [from] totipotent cells of
humans and animals, are obviously also excluded from
patentability; (96)
(39) Whereas ordre public and morality correspond
in particular to ethical and moral principles recognised
in a Member State, respect for which is particularly
important in the field of biotechnology in view of the
potential scope of inventions in this field and their inherent relationship to living matter; whereas such ethical or moral principles supplement the standard legal
examinations under patent law regardless of the technical field of the invention’.
92.
Article 6 of the Directive provides:
‘(1) Inventions 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.
(2) On the basis of paragraph 1, the following, in particular, shall be considered unpatentable:
(a) processes for cloning human beings;
(b) processes for modifying the germ line genetic
identity of human beings;
(c) uses of human embryos for industrial or commercial purposes;
(d) processes for modifying the genetic identity of
animals which are likely to cause them suffering without any substantial medical benefit to man or animal,
and also animals resulting from such processes.’ (97)
93. The Netherlands and Italy put forward four arguments to the effect that Article 6 infringes the principle of legal certainty. I propose to deal separately with
each of those arguments.
Are ordre public and morality sufficiently clear concepts?
94. First, it is argued that Article 6 gives insufficient
guidance and the principles mentioned in the recitals
for determining whether there is an infringement of
ordre public or morality are general and equivocal. According to recital 39, the patent offices and courts must
turn to the ethical and moral principles recognised in a
Member State to supplement the standard legal examinations under patent law. It is therefore inevitable that
Article 6 will be interpreted and applied divergently.
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95. I would note at the outset that the concepts of
ordre public and morality have a long and distinguished history as criteria for the lawfulness of the
grant or exercise of intellectual property rights. In relation to trade marks, for example, Article 6 quinquies
(A)(3) of the Paris Convention, dating from the 1911
Washington revision, provides for an exception to the
general prohibition on denying registration or invalidating a trade mark where it is ‘contrary to morality or
public order’. In relation to patents, Article 6(1) of the
Directive is, as indicated above, (98) to essentially similar effect as Article 53(a) of the European Patent Convention, although the Convention also prohibits the
patenting of inventions the publication of which would
be contrary to ordre public or morality. (99) Article 53
itself reproduces almost verbatim Article 2 of the
Strasbourg Convention of 1963, (100) although that
provision is optional (‘The Contracting States shall not
be bound to provide for the grant of patents in respect
of ...’). Article 27(2) of the TRIPs Agreement is also in
similar terms, although again it is permissive rather
than mandatory. (101) Provisions such as Article 6(1)
have been described as ‘a well-known feature of patent
law’. (102)
96. Community intellectual property legislation continues this pattern. The Community Trade Mark Regulation (103) and the Trade Marks Directive (104) both
provide for the refusal of registration or invalidity of a
mark which is ‘contrary to public policy or to accepted
principles of morality’ (‘contraire à l'ordre public ou
aux bonnes moeurs’). (105) The Community Plant Variety Rights Regulation (106) provides that there is an
impediment to the designation of a variety denomination where ‘it is liable to give offence in one of the
Member States or is contrary to public policy’ (‘est
susceptible de contrevenir aux bonnes moeurs dans un
des États membres ou est contraire à l'ordre public’).
(107) Directive 98/71 on the legal protection of designs
(108) provides that a design right shall not subsist in a
design which is contrary to public policy or to accepted
principles of morality (‘contraire à l'ordre public ou à la
moralité publique’). (109) The amended proposal for a
European Parliament and Council Directive approximating the legal arrangements for the protection of inventions by utility model (110) provides that utility
models shall not be granted in respect of inventions the
exploitation of which would be contrary to public policy or morality (‘contraire à l'ordre public ou aux
bonnes moeurs’). (111)
97.
The concept of ordre public in particular also has
wider significance in Community law. It is for example
used in the French text of the Treaty, although it is usually rendered ‘public policy’ in English. (112) Articles
30, 39(3), 46(1) and 58(1)(b) (formerly Articles 36,
48(3), 56(1) and 73d(1)(b)) all refer (as grounds for
permitted restrictions of the free movement of goods,
the freedom of movement of workers, the freedom of
establishment and the free movement of capital respectively) to ordre public (‘public policy’ in the English).
The Court has recognised that the particular circumwww.ip-portal.eu

stances justifying recourse to the concept of public policy may vary from one country to another and from one
period to another and that it is therefore necessary to
allow the competent national authorities an area of discretion within the limits imposed by the Treaty. (113)
98. The Community legislature has also resorted to
the concept of ordre public in numerous harmonising
measures, thus apparently seeing no contradiction in
conferring a degree of discretion on national authorities
in an area subject to harmonisation. (114)
99. The concept of ‘bonnes moeurs’ seems not to
feature significantly in Community law apart from the
measures of Community intellectual property legislation mentioned above. However it appears to be used
interchangeably with ‘moralité publique’ in those
measures so can perhaps be regarded as synonymous.
Article 30 of the Treaty includes ‘moralité publique’
(‘public morality’) among the permitted grounds for
derogating from the free movement of goods. The
Court considered the phrase in Henn and Darby (115)
and Conegate. (116) In the former, the Court ruled that
it was for each Member State to determine in accordance with its own scale of values and in the form selected by it the requirements of public morality in its
territory. (117) The Court confirmed that principle in
Conegate, although ruling that on the facts the derogation was not applicable.
100. Thus the statement in recital 39 of the Directive
that ‘ordre public and morality correspond in particular
to ethical or moral principles recognised in a Member
State’ closely reflects the Court's interpretation and
application of those concepts in the context of the Treaty. It cannot therefore in my view be argued that the
approach of the Directive infringes the principle of legal certainty.
101. The application by national authorities of the
concepts of ordre public and morality, however, will
always be subject to review by the Court: Member
States do not have an unlimited discretion to determine
their scope. The Court has stated that ‘recourse by a
national authority to the concept of public policy presupposes, in any event, the existence, in addition to the
perturbation of the social order which any infringement
of the law involves, of a genuine and sufficiently serious threat to the requirements of public policy affecting
one of the fundamental interests of society’. (118) That
statement clearly demonstrates that the Court's approach is essentially similar to that of the European
Patent Office, whose guidelines for substantive examination state that the purpose of the ordre public and
morality provision is ‘to exclude from protection inventions likely to induce riot or public disorder, or to lead
to criminal or other generally offensive behaviour ...’.
(119) National patent authorities which have been acting in the light of those guidelines since the European
Patent Convention came into force in their Member
State should accordingly experience no conflict once
the Directive is in force.
102. It may be added that the discretion of a Member
State to determine the scope of the concept of public
morality in accordance with its own scale of values, so
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defined by the Court more than 20 years ago, (120)
should perhaps now be read with some caution. In this
area, as in many others, common standards evolve over
the years. It may be that the ethical dimension of some
of the basic issues within the scope of the Directive is
now more appropriately regarded as governed by
common standards. That was clearly the view of Technical Board of Appeal 3.3.4 of the European Patent
Office in 1995, when it stated in Plant Genetic Systems
that the concept of morality ‘is related to the belief that
some behaviour is right and acceptable whereas other
behaviour is wrong, this belief being founded on the
totality of the accepted norms which are deeply rooted
in a particular culture. For the purposes of the EPC, the
culture in question is the culture inherent in European
society and civilisation.’ (121) The fact that some ethical issues may be more appropriately evaluated in the
context of the culture of a particular Member State and
others are susceptible to a common standard does not
however in my view preclude - either here or elsewhere
- a degree of harmonisation.
What is the meaning and purpose of the proviso in
Article 6(1)?
103. Second, the Netherlands and Italy submit that
the meaning and purpose of the proviso in Article 6(1),
which states that exploitation of an invention shall not
be deemed to be contrary to ordre public or morality
merely because it is prohibited by law or regulation, are
not clear. Moreover, the statement in recital 14 (122)
that ‘a patent for invention does not authorise the holder to implement that invention’ is contrary to the fundamental principles of national and international patent
law according to which the grant of a patent confers on
the holder the exclusive right commercially to exploit
the invention; furthermore, if it were correct, it would
be unnecessary to exclude the patentability of inventions whose commercial exploitation was contrary to
ordre public and morality.
104. The proviso appears in both Article 53(a) of the
European Patent Convention and Article 2 of the 1963
Strasbourg Convention. (123) It pre-dates both those
instruments, however, being drawn from Article 4 quater of the Paris Convention. That provision, which was
added by the 1958 Conference of Revision at Lisbon,
states:
‘The grant of a patent shall not be refused and a patent
shall not be invalidated on the ground that the sale of
the patented product or a product obtained by means of
a patented process is subject to restrictions or limitations resulting from the domestic law’.
105. The Bureau international de la propriété intellectuelle (the predecessor of the World Intellectual
Property Organisation) has explained in a publication
(124) that the reason for that provision is that restrictions or limitations may be temporary in nature so
that the patent will acquire value once they have been
removed. Moreover the patented invention so restricted
may be the basis for further patents which do not fall
within the restrictions: there is in that case no reason to
deprive the holder of the first patent of licence-fees etc.
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to which the link between the two inventions might
entitle him.
106. It is moreover not correct to assert that it would
be purposeless to grant a patent for an invention the
exploitation of which is prohibited. As suggested
above, the inventor may wish to obtain protection in
anticipation of a change in the regulatory structure enabling him to exploit his invention in the future. A good
topical example is genetically modified organisms there is a general moratorium on the use of these in the
European Union at the moment, but it will not necessarily be indefinite. Similarly at national level an inventor may anticipate a change of government. Alternatively, an inventor may wish to manufacture an invention in a Member State where the exploitation (but not
the manufacture) of the invention is prohibited, with a
view to exporting it to States in which its exploitation is
not prohibited.
107. Accordingly I do not accept that the proviso in
Article 6(1) is either unclear in itself or incompatible
with the statement in recital 14. Nor do I accept that
that statement is contrary to the general principles of
patent law: although it is correct that the grant of a patent confers the exclusive right to exploit the invention,
that right is, as discussed above, (125) to be exercised
in accordance with the applicable national laws and
regulations. The grant of the patent thus in itself confers no absolute, positive right to exploit, but merely
the right to prevent others from exploiting the invention
in the territory where the patent is recognised.
Does ordre public encompass prejudice to the environment?
108. Third, the Netherlands and Italy refer to recital
36, which notes that the TRIPs Agreement recognises
in the context of ordre public and morality the grounds
of protection of human, animal or plant life or health
and the avoidance of serious prejudice to the environment. That raises the question whether, for the purpose
of Article 6(1), serious prejudice to the environment, or
the risk thereof, may fall within the concept of ordre
public.
109. I have already discussed in general terms the
scope of the ordre public exception. Preservation of the
environment must be regarded in the present state of
Community law as one of the fundamental interests of
society. That was recognised by the Court as long ago
as 1988 in Commission v Denmark (126) and is now
enshrined in Article 2 of the Treaty which includes the
promotion of ‘a high level of protection and improvement of the quality of the environment’ among the
Community's tasks. The ‘fundamental interests of society’ referred to by the Court in Bouchereau (127) must
to my mind now be understood as extending to the environment. A genuine and sufficiently serious threat to
the environment would thus fall squarely within the
concept of ordre public; (128) there is accordingly no
incompatibility between recital 36 and Article 6(1).
What is the status of recital 38?
110.
Finally, the Netherlands states that, although
Article 6(2) lists examples of inventions to be considered unpatentable in accordance with Article 6(1), that
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list does not include (and the Directive does not otherwise provide for) the important exception to patentability spelt out in the last phrase of recital 38: ‘processes,
the use of which offend against human dignity, such as
processes to produce chimeras from germ cells or
[from] totipotent cells of humans and animals, are obviously also excluded from patentability’. The Netherlands thus appears to object to the fact that an exception
mentioned in a recital is not reflected in the body of the
Directive.
111. It appears to me, however, as indicated by the
Parliament, that that exception falls within the exclusion from patentability of ‘processes for modifying the
germ line genetic identity of human beings’ in Article
6(2)(b). A chimera is an organism or recombinant DNA
molecule created by joining DNA fragments from two
or more different organisms. A germ cell is a cell destined to become a sperm or an egg. A totipotent cell is a
cell having unlimited capability. (129) The production
of chimeras from germ cells or from totipotent cells of
humans and animals will inevitably modify the germ
line genetic identity of human beings.
112. Even if that were not so, I cannot see that a legislative measure should be annulled for lack of legal
certainty merely because an example of conduct excluded from the scope of that measure appears in its
preamble but not in its substantive provisions. (130) It
is not moreover an unprecedented legislative technique
to give an illustrative, non-exhaustive list of examples
of situations where an ordre public exception will apply: see for example Article 9(7) of Directive 98/34
laying down a procedure for the provision of information in the field of technical standards and regulations (131) as amended by Directive 98/48 (132) and
Article 3(4)(a)(i) of the Directive on electronic commerce. (133)
The argument as to plant and animal varieties
The relevant recitals and provisions of the Directive
113. Recitals 31 and 32 in the preamble read as follows:
‘(31) Whereas a plant grouping which is characterised by a particular gene (and not its whole genome) is
not covered by the protection of new varieties and is
therefore not excluded from patentability even if it
comprises new varieties of plants;
(32) Whereas if an invention consists only in genetically modifying a particular plant variety, and if a new
plant variety is bred, it will still be excluded from patentability even if the genetic modification is the result
not of an essentially biological process but of a biotechnological process’.
114. Article 4(1) and (2) provides:
‘1. The following shall not be patentable:
(a) plant and animal varieties;
(b) essentially biological processes for the production
of plants or animals.
2. Inventions which concern plants or animals shall
be patentable if the technical feasibility of the invention
is not confined to a particular plant or animal variety.’
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115. ‘Plant variety’ is defined for the purpose of the
Directive (134) by reference to the definition in Article
5 of Regulation No 2100/94. (135)
116. Article 8 provides:
‘1. The protection conferred by a patent on a biological material possessing specific characteristics as a result of the invention shall extend to any biological material derived from that biological material through
propagation or multiplication in an identical or divergent form and possessing those same characteristics.
2. The protection conferred by a patent on a process
that enables a biological material to be produced possessing specific characteristics as a result of the invention shall extend to biological material directly obtained through that process and to any other biological
material derived from the directly obtained biological
material through propagation or multiplication in an
identical or divergent form and possessing those same
characteristics.’
117. Article 9 provides:
‘The protection conferred by a patent on a product containing or consisting of genetic information shall extend to all material, save as provided in Article 5(1), in
which the product is incorporated and in which the genetic information is contained and performs its function.’
118. In the second argument as to legal certainty, the
Netherlands, Italy and Norway refer to several aspects
of the provisions of the Directive concerning plant and
animal varieties whose meaning and effect are allegedly unclear. I propose to deal separately with each of
those points.
The argument as to Articles 8 and 9
119. First, the Netherlands and Norway submit that it
is not clear whether plant varieties are in all circumstances excluded from patentability. Article 4(1)(a)
provides that plant and animal varieties are not patentable. However, according to Articles 8 and 9 a patent
may be obtained for a biotechnological process and its
products, even plants and animals. If that process creates a new variety, the protection conferred by the patent will apparently extend to that variety. Moreover, if
such a process leads to a new plant variety covered by a
plant variety right there may be a conflict between the
holders of the patent and of the plant variety right
which cannot be wholly resolved by the system of
cross-licences under Article 12.
120. In my view there is no conflict between Article
4(1)(a) on the one hand and Articles 8 and 9 on the other.
121. A patent for a product normally gives the holder
the exclusive right to manufacture that product (subject
to compliance with applicable laws and regulations). In
the case of patented material which is capable of reproducing itself, the value of the patent would clearly be
eroded if it did not extend to future generations of such
material. For example, if the purchaser of patented
seeds were able to use the seeds produced by the crop
grown from the purchased seeds, the value of that patent would be much reduced. Article 8(1) accordingly
states that in such cases the protection conferred by the
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original patent extends to future generations of biological material derived through propagation or multiplication. Recital 46 expresses that principle in terms of the
patent-holder's entitlement ‘to prohibit the use of patented self-reproducing material in situations analogous
to those where it would be permitted to prohibit the use
of patented, non-self-reproducing products, that is to
say the production of the patented product itself’. (With
regard to seeds, as discussed above (136) Article 11(1)
derogates from that protection in prescribed circumstances and for a fee.)
122. Article 8(2) similarly adapts a well-known principle of traditional patent law to the exigencies of biotechnological inventions. Where the subject-matter of a
patent is a process, the protection conferred by the patent extends to the products directly obtained by such a
process. That principle has been incorporated in international patent legislation since at least 1958, when
Article 5 quater was inserted into the Paris Convention.
(137) It finds expression in Article 64(2) of the European Patent Convention, which provides:
‘If the subject-matter of a European patent is a process,
the protection conferred by the patent shall extend to
products directly obtained by such process.’
123. If the products so obtained are themselves capable of replication, the problem discussed in paragraph 121 will arise. For example, a patented process
may result in the production of a micro-organism which
can be cloned. If such material could be freely propagated by a purchaser, the value of the process patent
would be nullified. Article 8(2) accordingly makes it
clear that the protection conferred on biological material directly obtained by a patented process extends to
future generations of that material.
124. Article 9 caters for the situation where a patent
confers protection on a product containing or consisting
of genetic information, such as a particular DNA sequence, or a particular gene. It extends the protection
conferred by such a patent to all material, subject to the
exception in Article 5(1), (138) in which the product is
incorporated and in which the genetic information is
contained and performs its function. Thus where the
DNA sequence or gene is incorporated into a host micro-organism which may be multiplied, the patent protection enjoyed by it will extend to that microorganism.
125. The Netherlands and Norway argue that, notwithstanding the exclusion from patentability of plant
varieties in Article 4(1)(a), a plant variety may benefit
from patent protection by virtue of Articles 8 and 9.
126. That proposition is to my mind based on an incorrect analysis of the position: it fails to distinguish
the concept of patentability from the concept of the
protection conferred by a patent. Both concepts may of
course be relevant to a single situation: thus where, for
example, a patented gene which confers resistance to
herbicides is incorporated into a plant variety other than
by or with the consent of the patent-holder, that use of
the gene will infringe the patent. If the original patent
for the gene did not protect against such use, it would
clearly be of very little value. That does not mean,
www.ip-portal.eu

however, that the plant variety will itself be patentable.
An example from the field of traditional technology
may help to make this clear. Historically, many countries prohibited the patenting of pharmaceutical products. If an unpatentable pharmaceutical product were
manufactured which incorporated a specific chemical
compound which had been patented, clearly that patent
would be infringed by the manufacture of the pharmaceutical product, notwithstanding that the latter product
could not itself benefit from patent protection.
127. Articles 8 and 9 thus do not mean that plant
varieties will be patentable per se. A direct conflict
between the holder of a patent for a given plant variety
and the holder of a plant variety right for that variety
cannot therefore arise. What may frequently happen
however is that a plant breeder will wish to purchase or
use a plant variety right in circumstances where that
purchase or use will infringe an existing patent, for example on a gene incorporated into that plant variety.
Article 12 of the Directive provides for a system of
compulsory cross-licences (139) on reasonable terms
where in such circumstances the holder of the plant
variety right has applied unsuccessfully to the patentholder for a licence and where the plant variety constitutes significant technical progress of considerable economic interest compared with the invention claimed in
the patent. (140)
128. There is thus no conflict between Article 4(1)(a)
on the one hand and Articles 8 and 9 on the other.
The argument that ‘animal varieties’ is not defined
129. The Netherlands objects that the Directive nowhere defines the term ‘animal varieties’, used in Article 4(1)(a). The term ‘plant varieties’, also used in that
article, is by contrast defined in Article 2(3). The scope
of the exception for animals is accordingly unclear.
130.
The exclusions from patentability in Article
4(1)(a) of the Directive echo those in Article 53(b) of
the European Patent Convention which are in turn
based on Article 2(b) of the Strasbourg Convention.
That context does not in this case help with the interpretation of the terms used; one must turn therefore to
the terms themselves.
131.
Admittedly, there is no generally recognised
taxonomic definition for ‘variety’ as there is for ‘species’ or ‘genus’, (141) although it may be noted that the
Shorter Oxford English Dictionary (142) gives as the
biological definition of ‘variety’:
‘A taxonomical grouping ranking next below a subspecies (143) (where present) or species, whose members differ from others of the same species or subspecies in minor but permanent or heritable characters:
the organisms which compose such a grouping’.
All the other language versions of the Directive use a
word meaning ‘breed’, which is consistent with the
above definition. Understood in that way, the concept
of animal variety is in my view not ambiguous.
The arguments as to recitals 31 and 32 and Article
4(1)(a) and 4(2)
132. The Netherlands, supported by Norway, puts
forward two arguments to the effect that the above pro-
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visions are contradictory and hence infringe the principle of legal certainty.
133.
First, recital 31 states that a plant grouping
which is characterised by a particular gene is not covered by the protection of new varieties and is therefore
not excluded from patentability even if it comprises
new varieties of plants. In the text of the Directive
however exclusion from patentability is not linked to
the possibility of obtaining a plant variety right. Moreover recital 32 states that an invention which genetically modifies a plant variety and by which a new plant
variety is obtained will still be excluded from patentability, which contradicts recital 31. However, recital 32
is not logical, since the appearance of a new plant variety must be irrelevant from the point of view of patentability: no patent may be obtained for a plant variety as
such.
134.
Second, Article 4 is also illogical: Article
4(1)(a) excludes from patentability plant and animal
varieties in the plural while under Article 4(2) only inventions concerning one single variety are unpatentable. It is unthinkable in scientific terms that an invention should be technically applicable to one plant or
animal variety alone: any invention linked to a genetic
modification of a plant or animal will be applicable to
several varieties. Article 4(2) is thus meaningless.
135. As a preliminary point, it is useful to mention
the reasons underlying the exclusion of plant and animal varieties from patentability in the Directive, which
is in the same terms as exclusions in the European Patent Convention (144) and the Strasbourg Convention
(145) (although in the Strasbourg Convention the exclusion is expressed as an option (146)).
136. In 1961, and hence even before the Strasbourg
Convention was signed, the majority of the States
which would subsequently sign the two later conventions signed the UPOV Convention. (147) The UPOV
Convention in its original version provided that members could confer either special plant variety protection
or patent protection (in either case under national law)
on plant varieties within the scope of the Convention,
but not both types of protection. Article 2(b) of the
Strasbourg Convention and Article 53(b) of the later
European Patent Convention exclude patent protection
for plant varieties in recognition of this internationally
accepted approach. (148)
137. It is helpful to bear in mind that, at the time the
Directive was being drafted and going through the legislative process, the scope of the exception for plant
varieties in Article 53(b) was unclear.
138. In February 1995 Technical Board of Appeal
3.3.4 of the European Patent Office had delivered a
decision (149) widely interpreted as holding - contrary
to earlier case-law - that a claim embracing plant varieties within its subject-matter was not allowable. In November 1995 the Enlarged Board of Appeal stated
(150) that, correctly interpreted, that decision had held
that plants grown from cells into which a gene sequence conferring resistance to herbicides had been
inserted were as a result of that genetic modification a
‘plant variety’ within the meaning of Article 53(b).
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139. Clearly that ruling, the effect of which was that
any genetically modified plant was regarded as a plant
variety and hence unpatentable, would have seriously
undermined one of the principal objectives of the Directive. The Council and the Parliament have confirmed in their written observations to the Court that
that case-law of the European Patent Office explains
the wording of the relevant provisions of the Directive,
which were drafted so as to ensure that they did not
lead to the same result. Recital 31 states that a plant
grouping characterised by a particular gene is not covered by the protection of new varieties even if it comprises new varieties. That situation however must be
distinguished from an invention which consists only in
genetically modifying a particular plant variety which
itself results in a new variety: in such a case, recital 32
states that the exception to patentability will apply. Article 4(2) in effect reverses the decision in Plant Genetic Systems: an invention - such as the genetic modification of a plant so as to increase its resistance to a herbicide - may be patented if its technical feasibility is not
confined to a particular variety, or to put it another
way, it will not be excluded from patentability solely
because the claim encompasses plant groupings which
embrace more than one variety.
140. It may be noted that the above interpretation of
recitals 31 and 32 and Article 4(2) is in accordance
with the current case-law of the European Patent Office
following the decision in December 1999 of the Enlarged Board of Appeal in the Novartis case. (151)
141. I accordingly conclude that all the arguments to
the effect that the Directive should be annulled on the
ground that it infringes the principle of legal certainty
should be rejected.
The argument as to the infringement of international obligations
142. The Netherlands submits that, in adopting the
Directive, the Parliament and Council infringed Article
228(7) of the EC Treaty (now Article 300(7) EC) since
the Directive is incompatible with various international
obligations.
143. Article 228 is concerned with agreements concluded between the Community and one or more States
or international organisations. Article 228(7) provides:
‘Agreements concluded under the conditions set out in
this Article shall be binding on the institutions of the
Community and on Member States.’
144.
The international obligations invoked by the
Netherlands arise under the TRIPs Agreement, the
Agreement on Technical Barriers to Trade, the European Patent Convention and the Convention on Biological
Diversity.
145. The Council submits as a preliminary point that
the question whether a Community act is unlawful because it infringes provisions of an international agreement to which the Community is a party arises only if
those provisions have direct effect. (152) The Council
considers that the provisions of the TRIPs Agreement,
the Agreement on Technical Barriers to Trade and the
Convention on Biological Diversity by their nature do
not have direct effect. Their alleged infringement canPage 23 of 35
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not therefore be invoked as a ground for reviewing the
legality of the Directive.
146. I do not however consider that, on the assumption that the provisions of the international agreements
referred to do not have direct effect, that necessarily
supports the conclusion which the Council draws. In
Germany v Council, (153) relied on by the Council as
authority for its submission, the Court stated that it
could review the lawfulness of a Community act from
the point of view of international obligations (the
GATT rules) which did not have direct effect if the
Community intended to implement a particular obligation entered into within the framework of those rules or
if the Community act expressly referred to specific
provisions thereof. (154) It is that criterion rather than
direct effect which seems appropriate in this context.
147. More generally, it might be thought that it is in
any event desirable as a matter of policy for the Court
to be able to review the legality of Community legislation in the light of treaties binding the Community.
There is no other court which is in a position to review
Community legislation; thus if this Court is denied
competence, Member States may be subject to conflicting obligations with no means of resolving them.
148. I accordingly propose to consider the substance
of the Netherlands' arguments concerning the alleged
infringement by the Directive of various international
obligations of the Member States notwithstanding the
Council's submission.
Infringement of the TRIPs Agreement
149. Recitals 12 and 36 in the preamble to the Directive read as follows:
‘(12) Whereas the Agreement on Trade-Related Aspects of Intellectual Property Rights (TRIPs) ... signed
by the European Community and the Member States,
has entered into force and provides that patent protection must be guaranteed for products and processes in
all areas of technology;
...
(36) Whereas the TRIPs Agreement provides for the
possibility that members of the World Trade Organisation may exclude from patentability inventions, the
prevention within their territory of the commercial exploitation of which is necessary to protect ordre public
or morality, including to protect human, animal or plant
life or health or to avoid serious prejudice to the environment, provided that such exclusion is not made
merely because the exploitation is prohibited by their
law’.
150. Article 1(2) of the Directive provides:
‘This Directive shall be without prejudice to the obligations of the Member States pursuant to international
agreements, and in particular the TRIPs Agreement and
the Convention on Biological Diversity.’
151. Article 27(3)(b) of the TRIPs Agreement permits members to 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 ...’.
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152. The Netherlands submits that the Directive prevents Member States from choosing whether to use that
option since it provides for a system of patentability
which extends to plants and animals other than plant
and animal varieties. The Directive is accordingly incompatible with the TRIPs Agreement.
153. It seems to me that that argument can be met
without needing to discuss further whether Recitals 12
and 36 and Article 1(2) of the Directive are sufficient to
confer competence on the Court to review the legality
of the Directive in the light of the TRIPs Agreement.
154. The option in Article 27(3)(b) of the TRIPs
Agreement allows WTO Members to exclude a wide
range of subject-matter from patentability. The Community, a Member, has chosen, in Article 4(1) of the
Directive, to exclude only part of that range from patentability. The Community was thereby exercising the
option in accordance with Article 27(3). The fact that
that option is no longer available to the Netherlands is a
consequence not of any infringement of the TRIPs
Agreement but of the harmonising effect of the Directive.
155. Moreover the Netherlands cannot rely on Article 1(2) of the Directive. That provision states that the
Directive is to be without prejudice to Member States'
obligations pursuant to the TRIPs Agreement. The
Netherlands' obligations under that Agreement are
however not affected by Article 4(1) of the Directive,
which simply exercises a right (of option) and does not
affect such obligations.
Incompatibility with the Agreement on Technical
Barriers to Trade
156. The Netherlands submits that the Directive contains technical regulations within the meaning of the
Agreement on Technical Barriers to Trade, (155) Article 2 of which regulates the adoption of such regulations. Moreover notice of draft technical regulations
must be published and notified to the Secretariat of the
World Trade Organisation in accordance with Article
2.9 of the Agreement. The Netherlands is not aware
that the prescribed procedure has been followed; in any
event, it is not apparent from the Directive itself so that
the Court cannot monitor compliance.
157. The Agreement on Technical Barriers to Trade
aims to ensure that technical regulations and standards,
including packaging, marking and labelling requirements, and procedures for assessment of conformity
with technical regulations and standards do not create
unnecessary obstacles to international trade. (156) Article 1.3 provides that all products, including industrial
and agricultural products, are to be subject to the
Agreement. The Agreement requires Members to ensure that technical regulations are not prepared, adopted
or applied with a view to or with the effect of creating
unnecessary obstacles to international trade (157) and
imposes certain requirements of publication and notification with regard to technical regulations which may
have a significant effect on trade of other Members.
(158) ‘Technical regulation’ is defined as follows:
‘Document which lays down product characteristics or
their related processes and production methods, includPage 24 of 35

www.ippt.eu

IPPT20011009, ECJ, The Netherlands v Parliament & Council

ing the applicable administrative provisions, with
which compliance is mandatory. It may also include or
deal exclusively with terminology, symbols, packaging,
marking or labelling requirements as they apply to a
product, process or production method.’ (159)
158. The Agreement on Technical Barriers to Trade
is, like the TRIPs Agreement, a WTO Agreement. The
Directive makes no reference to it, nor is there any
suggestion that the Directive is intended to implement
it, within the meaning of the Court's case-law. (160)
The Agreement cannot therefore in my view be invoked in proceedings for the annulment of a directive.
159. I cannot in any event see any argument to support the assertion that the Directive is a technical regulation as defined by the Agreement and hence within
the scope of the Agreement. It does not lay down product characteristics within the meaning of the Agreement, nor does it create obstacles to international trade.
I accordingly consider that the Netherlands' submission
on this head should be dismissed.
Incompatibility with the European Patent Convention
160. Article 53(a) of the European Patent Convention provides that a European patent may not be granted in respect of inventions the publication or exploitation of which would be contrary to ordre public or morality, provided that the exploitation shall not be
deemed to be so contrary merely because it is prohibited by law or regulation in some or all of the Contracting States.
161. Article 6(1) of the Directive provides that inventions 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. Article 6(2) specifies several
processes and one use which are in particular to be considered unpatentable. (161)
162. The Netherlands notes that the criterion of unpatentability under the Directive is thus whether the
commercial exploitation of an invention is contrary to
ordre public or morality. The criterion under the Convention however is whether the ‘publication or exploitation’ of an invention is contrary to ordre public or
morality. Moreover a national patent will have to be
refused on the specific grounds mentioned in Article
6(2) of the Directive, whereas the Convention provides
a more general ground. An invention which has been
considered unpatentable under the Directive may thus
none the less be lawful in a Member State as a European patent. The Directive and the Convention are accordingly incompatible, and Article 1(2) of the Directive is thus negated.
163. However, it is clear to me that Article 228(7) of
the EC Treaty does not apply to the European Patent
Convention since that Convention is not an agreement
concluded by the Community. The Community is accordingly not bound by the Convention and the Directive cannot infringe it. The alleged incompatibility
between the Convention and the Directive cannot there-

www.ip-portal.eu

fore, even if substantiated, be a ground for annulment
of the Directive.
164. In any event, any differences between the substantive requirements of the two instruments are to my
mind marginal. As demonstrated in the context of the
Netherlands' third ground of annulment, and in particular in discussing the scope of the ordre public exception, there is no reason to consider that the concept of
ordre public falls to be interpreted differently in the
Convention and in the Directive. Any risk that national
courts will, when applying national law implementing
the Directive, interpret the concept differently from the
European Patent Office when applying the Convention
is now moreover even further reduced since the entire
text of the Directive has (since the present case was
lodged) been incorporated in the Implementing Regulations to the Convention, which state that the Directive
‘shall be used as a supplementary means of interpretation’. (162)
165. Admittedly there remains the point that the prohibition on patentability in the Convention extends to
inventions whose publication would be contrary to ordre public and morality whereas the prohibition in the
Directive does not, referring solely to commercial exploitation. (163) That difference however to my mind
has no practical impact, since an invention whose publication but not whose commercialisation would be so
contrary seems scarcely conceivable.
166.
I accordingly consider that the Netherlands'
submission on this head should be dismissed.
Incompatibility with the Convention on Biological
Diversity
167. Recitals 55 and 56 in the preamble to the Directive state:
‘(55) Whereas following Decision 93/626/EEC the
Community is party to the Convention on Biological
Diversity of 5 June 1992; whereas, in this regard,
Member States must give particular weight to Article 3
and Article 8(j), the second sentence of Article 16(2)
and Article 16(5) of the Convention when bringing into
force the laws, regulations and administrative provisions necessary to comply with this Directive;
(56) Whereas the Third Conference of the Parties to
the Biodiversity Convention, which took place in November 1996, noted in Decision III/17 that “further
work is required to help develop a common appreciation of the relationship between intellectual property
rights and the relevant provisions of the TRIPs Agreement and the Convention on Biological Diversity, in
particular on issues relating to technology transfer and
conservation and sustainable use of biological diversity
and the fair and equitable sharing of benefits arising out
of the use of genetic resources, including the protection
of knowledge, innovations and practices of indigenous
and local communities embodying traditional lifestyles
relevant for the conservation and sustainable use of
biological diversity”.’
168. Article 1(2) of the Directive provides:
‘This Directive shall be without prejudice to the obligations of the Member States pursuant to international
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agreements, and in particular the TRIPs Agreement and
the Convention on Biological Diversity.’
169. The Convention on Biological Diversity, signed
by the Community and all the Member States on 5 June
1992 and approved by the Community on 25 October
1993, (164) seeks to ensure the sustainable conservation and use of biological diversity. (165) An important
aspect is the fair and equitable sharing of the benefits
arising out of the utilisation of genetic resources, including by appropriate access to genetic resources and
by appropriate transfer of relevant technologies, taking
into account all rights over those resources and to technologies. (166) Norway, as a member of the European
Economic Area, is also a party to the Convention.
170. Genetic resources are defined as ‘genetic material of actual or potential value’. Genetic material is
defined as ‘any material of plant, animal, microbial or
other origin containing functional units of heredity’.
Technology includes biotechnology. (167)
171. Article 3 of the Convention provides:
‘States have, in accordance with the Charter of the
United Nations and the principles of international law,
the sovereign right to exploit their own resources pursuant to their own environmental policies, and the responsibility to ensure that activities within their jurisdiction or control do not cause damage to the environment of other States or of areas beyond the limits of
national jurisdiction.’
172. Article 8 of the Convention lays down certain
measures to be taken to encourage biological diversity
in natural habitats. Paragraph (j) requires the Contracting Parties to ‘respect, preserve and maintain
knowledge, innovations and practices of indigenous
and local communities embodying traditional lifestyles
relevant for the conservation and sustainable use of
biological diversity’.
173.
Article 16(2) of the Convention requires the
provision and/or facilitation of access to and transfer of
technology, including biotechnology, to developing
countries under fair and most favourable terms. The
second sentence of Article 16(2) states that, in the case
of biotechnology subject to patents, such access and
transfer are to be provided on terms which recognise
and are consistent with the adequate and effective protection of intellectual property rights. Article 16(5)
states that patents may have an influence on implementation of the Convention and requires the Contracting
Parties to ensure that such rights are supportive of and
do not run counter to its objectives.
174. The Netherlands submits that the relationship
between the patentability of biotechnological inventions and the obligations flowing from the Convention
on Biological Diversity is unclear. In particular it is not
clear to what extent the grant of a patent for a biotechnological invention obtained from, or consisting of, a
biological material which is to be found exclusively in
developing countries or developed by traditional methods is compatible with the obligation equitably to share
the knowledge and benefits of genetic resources. Where
a patent has been granted, the rights of the holder cover
not only the protected biotechnological invention or
www.ip-portal.eu

material but also the products of that material. Farmers
in developing countries will therefore be able to profit
from that invention only after payment of dues to the
patent-holder. Implementation of the Directive may
accordingly involve infringing the Convention.
175. Moreover, although the Directive draws a clear
distinction between inventions, which are patentable,
and discoveries, which are not, there is a risk that traditional products and processes originating in developing
countries may be mistakenly granted a patent even
though they are discoveries rather than inventions: it is
in practice difficult to determine whether living material is a discovery or an invention, precisely because not
all traditional products and processes are known. In that
case, the income from such patents would benefit not
the developing country concerned but the (Western)
patent-holder. The developing country would have to
launch lengthy and costly legal proceedings to challenge a patent once granted, which would conflict with
the requirement in the Convention that knowledge and
the benefit of genetic resources in the developing countries should be justly shared.
176. Norway submits that several aspects of the Directive are incompatible with the object and purpose of
the Convention. Implementation of the Directive may
thus force States to disregard provisions of the Convention. Moreover adoption of the Directive in the EEA
Joint Committee will create serious problems for Norway, which will be subject to conflicting Treaty obligations. The Directive should accordingly be annulled.
177. In my view, the arguments that the Directive is
incompatible with the Convention on Biological Diversity betray a failure to appreciate the respective objectives and spheres of application of the two instruments.
178. The Directive, as is clear from the analysis in
the context of the earlier grounds for annulment, requires the Member States of the European Union to
ensure that their national law provides patent protection
for biotechnological inventions as there defined. To
that effect it imposes a few highly specific obligations
on the Member States in that narrow context. Patents
conferred in accordance with the Directive will of
course, as with all patents, be territorial in effect.
179. The Convention, in contrast, is more in the nature of a framework agreement. Having set out its objectives in Article 1, the Convention proposes a series
of approaches which Contracting Parties (which as at 5
June 2001 numbered 180 States worldwide) are to
adopt, in many cases only ‘as far as possible and as
appropriate’. (168) The scope of the Convention is rather wide; the suggested measures are rather varied and
in most cases couched in general terms.
180.
It is axiomatic that nothing in the Directive
could require States which are not Member States of
the European Union (or Contracting Parties to the
Agreement on the European Economic Area) to confer
patent protection on biotechnological inventions (although of course other international instruments, including the TRIPs Agreement, may have precisely that effect). Thus the approach of developing countries where, as the Netherlands and Norway suggest, much
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genetic richness is concentrated - to the patent protection of biotechnological inventions remains unaffected
by the Directive.
181. The Directive, being concerned with patents,
does not seek to regulate matters outside the realm of
industrial property. Again as discussed both above and
below, (169) it is not for patent legislation to provide
for broader matters such as monitoring the source of
biological material in respect of which patent protection is sought. The Directive does not - nor can it - affect the ability of developing countries to establish controls over their genetic resources in order to prevent the
unregulated plundering of such resources. At least a
dozen countries have already taken such steps, in accordance with the Convention on Biological Diversity,
and a similar number are currently developing controls.
(170)
182. I do not understand how, as the Netherlands
submits, traditional products and processes originating
in developing countries may be patented in accordance
with the Directive even though they are discoveries not
inventions. As the Directive makes explicit, (171) in
order to be patentable an invention must be new, must
involve an inventive step and must be susceptible of
industrial application. Those requirements, which have
been part of patent legislation in one form or another
since the Venetian law of 1474, (172) are not mere
formalities, but are the essential conditions of patentability which must each be satisfied before a patent can
be granted. Natural resources as such cannot therefore
be the object of a patent.
183.
In any event, nowhere does the Convention
prohibit or restrict the patentability of biotechnological
materials, or even of genetic resources; on the contrary,
Article 16(2) of the Convention requires that access to
and transfer of biotechnology subject to patents shall be
provided on terms which recognise and are consistent
with the adequate and effective protection of intellectual property rights.
184. I accordingly reject the arguments that the Directive and the Convention on Biological Diversity are
incompatible, without therefore needing to consider
what the implications of any such incompatibility
would be.
The argument as to fundamental rights
185. Article F(2) of the Treaty on European Union
states:
‘The Union shall respect fundamental rights, as guaranteed by the European Convention for the Protection of
Human Rights and Fundamental Freedoms signed in
Rome on 4 November 1950 and as they result from the
constitutional traditions common to the Member States,
as general principles of Community law.’
186. Recitals 16, 20, 21, 26 and 43 in the preamble
to the Directive state:
‘(16) Whereas patent law must be applied so as to
respect the fundamental principles safeguarding the
dignity and integrity of the person; whereas it is important to assert the principle that the human body, at
any stage in its formation or development, including
germ cells, and the simple discovery of one of its elewww.ip-portal.eu

ments or one of its products, including the sequence or
partial sequence of a human gene, cannot be patented;
whereas these principles are in line with the criteria of
patentability proper to patent law, whereby a mere discovery cannot be patented;
...
(20) Whereas, therefore, it should be made clear that
an invention based on an element isolated from the
human body or otherwise produced by means of a
technical process, which is susceptible of industrial
application, is not excluded from patentability, even
where the structure of that element is identical to that of
a natural element, given that the rights conferred by the
patent do not extend to the human body and its elements in their natural environment;
(21) Whereas such an element isolated from the human body or otherwise produced is not excluded from
patentability since it is, for example, the result of technical processes used to identify, purify and classify it
and to reproduce it outside the human body, techniques
which human beings alone are capable of putting into
practice and which nature is incapable of accomplishing by itself;
...
(26) Whereas if an invention is based on biological
material of human origin or if it uses such material,
where a patent application is filed, the person from
whose body the material is taken must have an opportunity of expressing free and informed consent thereto,
in accordance with national law;
...
(43) Whereas pursuant to Article F(2) of the Treaty
on European Union, the Union is to respect fundamental rights, as guaranteed by the European Convention
for the Protection of Human Rights and Fundamental
Freedoms signed in Rome on 4 November 1950 and as
they result from the constitutional traditions common to
the Member States, as general principles of Community
law’.
187. Article 3(1) of the Directive provides:
‘For the purposes of this Directive, inventions which
are new, which involve an inventive step and which are
susceptible of industrial application shall be patentable
even if they concern a product consisting of or containing biological material or a process by means of which
biological material is produced, processed or used.’
188. Article 5 provides:
‘1. The human body, at the various stages of its formation and development, and the simple discovery of
one of its elements, including the sequence or partial
sequence of a gene, cannot constitute patentable inventions.
2. An element isolated from the human body or otherwise produced by means of a technical process, including the sequence or partial sequence of a gene, may
constitute a patentable invention, even if the structure
of that element is identical to that of a natural element.
3. The industrial application of a sequence or a partial
sequence of a gene must be disclosed in the patent application.’
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189. The Netherlands, citing X v Commission, (173)
submits that any Community act which infringes any
fundamental right is unlawful. In its view, the Directive
infringes fundamental rights both by commission and
by omission.
190. The Netherlands submits first that Article 5(2)
of the Directive provides that elements isolated from
the human body are patentable. The right to human
dignity is recognised by the Court as a fundamental
right. The human body is the vehicle for human dignity. Making living human matter an instrument is not
acceptable from the point of view of human dignity.
191. The Netherlands submits second that the Directive fails to provide for careful management of human material and for the consent of the persons concerned in two contexts.
192. First, the donor of elements isolated from the
human body which are patented must at the very least
have some control over the fate of his body, or a part
thereof. Only in recital 26 however does the Directive
mention the donor's right. Recitals have no binding
legal force. The fact that there is nothing in the body of
the Directive ensuring that human matter is managed
carefully must be considered to be contrary to fundamental rights.
193. Second, there is no provision in the Directive
for the protection of the recipient of material which has
been processed or obtained by biotechnological means.
A patient may thus without knowledge or consent receive such treatment. The Netherlands submits that the
obligation to respect private life, medical confidence,
the right to physical integrity and the protection of the
right to personal information, as recognised in the caselaw of the Court, may be grouped together as ‘personal
rights’. In the context of medical treatment, the right of
patients to self-determination is in the same category.
The Directive seriously and without justification infringes that right.
194. Italy supports the submissions of the Netherlands, adding that a directive which regulates a matter
such as biotechnology whose effect on fundamental
rights is unquestionable but which fails to provide the
necessary guarantees that its application will protect
those rights cannot be valid.
195.
Thus the Netherlands considers that the Directive violates fundamental rights in two ways: it contains a provision (Article 5(2)) which is contrary to
human dignity and it fails to provide for the respect of
donors' right of control over donated matter and of
medical patients' right of consent to treatment. It is
helpful in my view to deal with these arguments separately.
196. I would note that the arguments presented to the
Court on the compatibility of the Directive with fundamental rights focus on the abovementioned specific
issues alone. I must therefore restrict my analysis of the
alleged incompatibility of the Directive with fundamental rights to those issues.
197. There can be no doubt in my view that the
rights invoked by the Netherlands are indeed fundamental rights, respect for which must be ensured in the
www.ip-portal.eu

Community legal order. The right to human dignity is
perhaps the most fundamental right of all, and is now
expressed in Article 1 of the Charter of Fundamental
Rights of the European Union, (174) which states that
human dignity is inviolable and must be respected and
protected. The right to free and informed consent both
of donors of elements of the human body and of recipients of medical treatment can also properly be regarded
as fundamental; it is also now reflected in Article 3(2)
of the EU Charter which requires in the fields of medicine and biology respect for ‘the free and informed
consent of the person concerned, according to procedures laid down by law’. It must be accepted that any
Community instrument infringing those rights would be
unlawful.
198. In my view, however, the Directive does not
infringe fundamental rights as alleged by the Netherlands and Italy.
Does Article 5(2) infringe fundamental rights?
199. In the first place, I cannot accept the Netherlands' assertion in absolute terms that a patent for an
element isolated from the human body is contrary to
human dignity. That submission appears to be based on
the premiss that patent protection of such an element
amounts to an appropriation of part of the human body
concerned. A patent however confers no rights of ownership. Moreover, the Directive provides that neither
the human body itself nor the simple discovery of one
of its elements may be patented. (175) As a matter of
general patent law, which is made explicit in Article
3(1) of the Directive, only inventions which are new,
which involve an inventive step and which are susceptible of industrial application are patentable. (176) The
discovery of an element of the human body, such as a
gene, thus cannot be patented; only when the gene has
been isolated from its natural state by, for example,
processing through purifying steps that separate it from
other molecules naturally associated with it, can it be
patented, and then only if its industrial application, for
example the production of new drugs, is disclosed in
the patent application in accordance with Article 5(3)
of the Directive. The patent will therefore not cover the
gene as it occurs in the human body, since genes in the
body are not in the isolated and purified form which is
the subject of the patent. (177)
200. Thus the maxim ‘no patent on life’ is something
of an over-simplification.
201. None the less, circumstances in which the grant
of a patent for an element isolated from the human
body offends against human dignity may perhaps be
imagined; moreover future developments in biotechnology may make feasible products or processes which
are unimaginable now but which would similarly offend against human dignity. Such inventions would
however unquestionably be unpatentable under the Directive by virtue of the exclusion from patentability in
Article 6(1) of inventions whose commercial exploitation would be contrary to morality. The Directive thus
provides an essential safeguard against the issue of
such a patent. That safeguard is moreover so framed as
to accommodate future developments: the generality of
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the standard ensures that it can be applied to inventions
in this fast evolving field the detail of which cannot at
present be foreseen. It is no doubt for that reason also
that the legislature chose not to lay down in Article 6(2)
an exhaustive list of examples of inventions which are
to be considered unpatentable by virtue of Article 6(1).
A case-by-case evaluation of patent applications in the
light of moral consensus is the surest guarantee that the
right to human dignity will be respected, and that is the
framework established by the Directive.
202. It thus seems to me that Articles 5 and 6 of the
Directive draw a careful line between cases where elements of human origin should not be regarded as patentable and those where they can properly be regarded
as patentable.
203. The Directive also reflects the conclusions of
the Group of Advisers to the European Commission on
the ethical implications of biotechnology. In its report
on the ethical aspects of patenting inventions involving
elements of human origin, (178) the Group of Advisers
does not recommend excluding the patentability of
such inventions as a matter of principle, but considers
that it should be subject to certain ethical principles,
with the result that fundamental human rights are respected. Thus it says: ‘Whatever is the nature of the
biotechnological invention involving elements of human origin, the Directive must give sufficient guarantee
so that refusal to grant a patent on an invention in so far
as it infringes the rights of the person and the respect of
human dignity should be legally founded.’ That guarantee is to be found in the exclusion from patentability on
the ground of morality in Article 6(1) of the Directive.
204. I do not therefore consider that the Directive
infringes human dignity by providing that elements
isolated from the human body may be patented.
Does the failure to provide for consent infringe fundamental rights?
205. It is not however sufficient to say that the provisions of the Directive do not in themselves infringe
fundamental rights. The complaint of the Netherlands
and Italy is also that the Directive fails to contain certain provisions necessary to protect such rights and
thereby infringes those rights. In particular it fails to
ensure that such rights are respected when patents are
initially granted for biotechnological products and processes and when such patented products and processes
are subsequently exploited and used.
206. The Netherlands submits first that the Directive
should provide for the donor of elements isolated from
the human body which are patented to have control
over the fate of his body or a part thereof.
207. Recital 26 states that, where a patent application
is filed for an invention based on or using biological
material of human origin, the donor of that material
‘must have had an opportunity of expressing free and
informed consent thereto, in accordance with national
law’.
208. That recital has its origins in an amendment
proposed by the Parliament which would have inserted
a new Article 8a(2) in the Directive, requiring inter alia
that an applicant for such a patent must provide ‘eviwww.ip-portal.eu

dence to the patent authorities that the material has
been used and the patent applied for with the voluntary
and informed agreement of the person of origin ...’.
(179) That amendment was not accepted.
209. It is not clear from the wording of recital 26 in
the various language versions whether the consent must
relate to the filing of the patent application or to the
taking of the material from the donor. Recital 26 therefore may not go as far as recommended by the Group
of Advisers to the Commission, (180) which stated:
‘The ethical principle of informed and free consent of
the person from whom retrievals are performed, must
be respected. This principle includes that the information of this person is complete and specific, in particular on the potential patent application on the invention which could be made from the use of this element.
An invention based on the use of elements of human
origin, having been retrieved without respecting the
principle of consent will not fulfil the ethical requirements.’
210. It is of course clearly desirable that no element
of human origin should be taken from a person without
their consent. That principle is expressed at the forefront of the EU Charter of Fundamental Rights; (181) it
is also enshrined in Chapter II of the Council of Europe
Convention on human rights and biomedicine, (182)
which provides that an intervention in the health field
may only be carried out after the person concerned has
given free and informed consent to it. (183)
211. In my view, however, although the requirement
of consent to all potential uses of human material may
be regarded as fundamental, patent law is not the appropriate framework for the imposition and monitoring
of such a requirement. A patent, as discussed above,
(184) simply confers the right to prevent others from
using or otherwise exploiting the patented invention;
how the grantee of the patent uses or exploits that invention is regulated not by patent law but by national
law and practice governing the field concerned.
212. Moreover to make evidence of such consent a
condition of granting a biotechnological patent - presumably by way of the morality principle - to my mind
risks being unworkable. Biotechnological inventions
may derive from research on possibly thousands of
blood or tissue samples, possibly pooled and almost
certainly anonymous at the time of analysis. I do not
consider that it is reasonable to expect patent examiners
to satisfy themselves that the chain of consent with regard to each sample is unbroken and evidenced. It is
rather the responsibility of the medical or research staff
taking the samples to ensure that consent is given; that
responsibility, together with the form and scope of the
consent, will be imposed by national regulations, codes
of practice etc outside the patent arena. That approach
is not inconsistent with recital 26, which refers to ‘national law’. Patentability on the other hand is to be assessed only on the basis of the nature of the product or
process itself, or on the ground that any commercial or
industrial application would be objectionable.
213. Thus in my view the Directive is not the proper
place for rules governing the consent of the donor or of
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the recipient of elements of human origin. Indeed such
questions of consent arise more generally with regard
to any use of human substances, such as transplants,
organ donation, etc. That supports the view that the
issues are not to be resolved by patent law, and in particular by patent law as it applies in this specific sector.
214. The Netherlands also submits that the Directive,
by failing to require that a patient must consent to receiving medical treatment involving material which has
been processed or obtained by biotechnological means,
infringes fundamental rights. That argument is in my
view misconceived. The conditions of exploitation or
use of patented inventions are, as discussed above,
(185) outside the scope of patent legislation, falling to
be controlled by other means. That is clearly spelt out
by recital 14: it is not for substantive patent law, which
merely entitles the holder to prohibit third parties from
exploiting his inventions for industrial and commercial
purposes, to replace ethical monitoring of research or
the commercial use of its results. Similarly, as the
Council points out, the Directive contains no provision
requiring that the recipient of biotechnologically processed matter must be informed simply because it does
not and cannot seek to regulate the use or commercialisation of such matter.
215. I therefore reach the conclusion that the Directive does not, either by what it provides or by what it
fails to provide, infringe, in itself, fundamental rights
recognised in Community law. The possibility cannot
of course be excluded that a particular application of
the Directive within a Member State may infringe fundamental rights, although it contains provisions designed to avoid that consequence. But the conclusion is
clear in my view that the Directive does not in itself
infringe fundamental rights.
The argument that the correct procedure was not
followed
216. The Netherlands submits that the Directive was
not properly adopted since it is based on an unlawful
proposal by the Commission. It accordingly infringes
the combined provisions of Articles 100a and 189b(2)
of the EC Treaty or, at least, those provisions combined
with Article 190 of the EC Treaty.
217. Article 189b(2) (now, after amendment, Article
251(2) EC) provides, with regard to legislation governed by that article, that the Commission is to submit a
proposal to the European Parliament and the Council.
218. Article 190 (now Article 253 EC) provides:
‘Regulations, directives and decisions adopted jointly
by the European Parliament and the Council ... shall
state the reasons on which they are based and shall refer to any proposals or opinions which were required to
be obtained pursuant to this Treaty.’
219. The Netherlands submits that the Commission's
operations are governed by the principle of collegiality.
(186) That principle is based on the equal participation
of the Commissioners in the adoption of decisions,
from which it follows in particular that decisions
should be the subject of collective deliberations and
that all the members of the college of Commissioners
should bear collective responsibility at political level
www.ip-portal.eu

for all decisions adopted. (187) The formal requirements for effective compliance with the principle of
collegiality vary according to the nature and legal effects of the acts adopted by that institution. (188) The
Commission's proposal, which was indispensable to
adoption of the Directive, should have been adopted by
the college in its definitive version as presented to the
Parliament and Council; its text should also have been
made available to all the members of the college in all
the official languages when it was adopted by the
Commission. Nothing in the Directive suggests that this
essential procedural requirement was observed.
220. With regard to the argument as to the principle
of collegiality, it appears from its reply that the Netherlands is not alleging that that principle was in fact infringed, but merely that the Commission did not verify
compliance therewith, or at least that there is no trace
of such verification in the preamble to the Directive.
221. As for the submission that the Commission did
not verify compliance with the principle, the Commission states (and the Netherlands does not dispute) that
the proposal was adopted by the Commission at its
meeting of 13 December 1995; the adoption was hence
unquestionably lawful.
222. As for the submission that the preamble to the
Directive is silent, I would note that there is nothing in
the Treaty provisions invoked by the Netherlands
which supports its apparent contention that it must be
stated in Community legislation that the principle of
collegiality has been respected.
223. With regard to the argument that the proposal
should have been made available to all the members of
the college in all the official languages when it was
adopted by the Commission, it must be borne in mind
that a Commission proposal is not a decision taking the
form of one of the acts referred to in Article 189 of the
EC Treaty and is not therefore required by the Treaty to
be adopted in authentic versions in all languages. I accept the Commission's submission that it would be inappropriate, and is not necessary in order to respect the
principle of collegiality, to require a proposal to be
adopted by the college in all languages.
224. In support of that submission, the Commission
refers to Article 6 of Regulation No 1 of the Council
determining the languages to be used by the European
Economic Community, (189) which states that the institutions of the Community may stipulate in their rules
of procedure which of the official and working languages are to be used in specific cases. In implementation of that provision, Article 4 of the Rules of Procedure of the Commission states that ‘The agenda and the
necessary working documents shall be circulated to the
Members of the Commission within the time-limit and
in the working languages prescribed by the Commission in accordance with Article 24’, which latter provision requires the Commission to determine rules to give
effect to the Rules of Procedure. Those implementing
rules provide that the working documents relating to an
agenda are to be sent to the Members of the Commission in the languages fixed by the President taking account of the minimum needs of the members. The proPage 30 of 35
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posal for the Directive was presented to the Members
of the Commission in English, French and German and
- as is customary - sent to the other institutions in all
the official languages.
225. I would accordingly reject the argument that the
Directive was not properly adopted since it was based
on an unlawful proposal by the Commission.
Conclusion
226. It follows, for the reasons I have given, that this
action must, in my opinion, fail. But the action may not
have been fruitless. It is clear, I think, that it was
prompted by understandable concerns, reflecting a general awareness that the irresponsible pursuit of biotechnological research may have consequences which are
ethically unacceptable. Although some of the grounds
of challenge were of a purely technical character, those
concerns were central. The action may not have been
fruitless in that it may have shown that those concerns
can and should be allayed.
227. Thus the Directive is concerned in particular
with the patentability of biotechnological inventions
and not with their use. Within that framework, there are
adequate moral safeguards going in some respects beyond mere application of the existing criteria for patentability. The fact that the ethical criteria for patentability are not exhaustively defined, far from undermining the moral safeguard, enhances it since future developments will continue to be governed by those criteria
even if not currently foreseeable. Biotechnological inventions which are contrary to human dignity consequently neither are now nor can in the future be patentable in accordance with the Directive.
228. The action moreover highlights the importance
of regulating at national level the use of biotechnological material, precisely because such use, since it falls
outside the parameters of patentability, is not - indeed
cannot be - regulated by the Directive. In particular,
adequate provision must be made for ensuring that the
principle of informed consent is respected whenever
material is taken from human beings which might be
used for scientific or technological purposes.
229. It is not therefore the Directive itself which is
objectionable as a result of what it contains or what it
omits. It is of course crucial that its implementation be
carefully controlled to ensure especially that the moral
safeguard is fully transposed and assiduously observed.
I am satisfied however that the Community legislative
framework itself is not illegal.
230. In the result I am of the opinion that:
(1) The action should be dismissed;
(2) The Kingdom of the Netherlands should be ordered to pay the costs of the European Parliament and
of the Council;
(3) The interveners should bear their own costs.
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