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1. INTRODUCTION 

 

“ A country without a patent office and good patent laws is just a crab and can’ t travel 

anyway but sideways and backwards.”    

Mark Twain, A Connecticut Yankee in King Arthur’s Court, 1889 

 

1.1 EARLY OWNERSHIP 

 

That is mine that is yours; the right to ownership has by modern world been established 

through law.1 The concept of ownership is however something that came to be as early as the 

beginning of mankind.  For instance the caveman did not need the knowledge of law to know 

his axe belonged to him and that no one had the right to take it from him, the nature of 

ownership was commonly accepted by the people around him.2   

 

As man evolved so did science and with that came inventions. It is deeply human to want 

acknowledgment for ones work and the result of such. The right to ownership naturally 

extended to include inventions3, and as this developed the concept of intellectual property 

right (e.g. patent) likely came to be. 

 

The evolution of ownership has during time evolved from tangible to also include intellectual. 

What is considered to be patentable inventions has as well changed over time. Today it is 

possible to separate genes from plants, which differs from traditional breeding as it is a 

biotechnological invention.  As will be shown further below traditional breeding is within 

exclusion to patentability as well as gene modified plants and animals. Genetic inventions are 

on the other hand now considered to be a technical solution to a problem, i.e. patentable 

technology. 

  

                                                
1 For example the right to own property has been established in Article 17 in the Universal declaration of Human 
rights. 
2 Koktvedgaard, Mogens and Levin, Marianne, Lärobok i Immaterialrätt, Eight edition, 2004, p. 24 p 
3 Koktvedgaard, Mogens and Levin, Marianne, Lärobok i Immaterialrätt, Eight edition, 2004, p. 24 p 
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1.2 SCOPE OF THE STUDY  

 

The European Patent Convention4 (EPC) introduced European patent protection and contains 

regulations on patentability. Article 53b EPC holds exceptions to patentability, thus plant and 

animal varieties cannot be granted patents by filling a European Patent Application. Directive 

98/44/EC on the legal protection of biotechnological inventions came to be after a proposal 

from the Commission. The biotech Directive clarifies the legal protection of biotechnological 

inventions.5 According to Article 4.1.a of the Directive plant and animal varieties shall not be 

granted patents. With the current development within e.g. the pharmaceutical industry, the 

interpretation of the Articles may very well be of importance. This developed an ambition to 

further examine the meaning of the wording in the Articles. What constitutes as plant and 

animal varieties? Are there specific criteria as to what is patentable as well as what is not 

patentable regarding plant and animal varieties? Is the exception broad or narrow? Therefore 

the question to be answered by this study is as follows. What is the scope of the exclusion in 

Article 4 in Directive 98/44/EC as well as in Article 53b in the European Patent Convention? 

 

1.3 METHOD AND MATERIAL  

 

The problems relating to the definition of plant and animal varieties have become more 

obvious in the latest years; however the concept has been around for some time. The latest 

case law from the European Patent Office, introduced the interpretation problem of the 

concept of animal and plant varieties and the differences between those. Differences in the 

interpretation of the relevant terms are not very clear, but may in fact be considered vague. 

However, there is more legislation concerning the concept of plant varieties than animal 

varieties, this may be because plant refining is not a new phenomenon. As there is more 

legislation concerning plant varieties, interpretation may be less of a problem regarding the 

definition. Doctrine, that has been critically used, provides suggestions of interpretation as 

well as presenting problems emanating from case law development. 

                                                
4 Convention on the Grant of European Patents of 5 October 1973  
5 Directive 98/44/EC of the European Parliament and of the Council of 6 July 1998 on the legal protection of 
biotechnological inventions, recital 4. 
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2. THE PATENTABILITY OF PLANTS AND ANIMALS 

 

2.1 PATENT IN GENERAL 

 

“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.”6  One can logically assume that if there had been no possibility to issue patents, 

i.e. protect inventions; we would not be where we are today concerning development in some 

technical fields. Intellectual property rights are very much an economic issue; companies 

invest money on research not only because of the goodness in their hearts, they are naturally 

hoping for a profit and the patenting of their invention protects them from others making a 

profit of the same.  

  

2.2 HARMONIZATION IN THE FIELD OF THE PATENTABILITY OF 
PLANTS AND ANIMALS 
 

2.2.1 EUROPEAN HARMONIZATION  
 

In 1973 the European Community (EC) initiated negotiations on the European Patent 

Convention, and in 1977 it entered into force.7 8 The Strasbourg Convention came to be 

earlier than the European Patent Convention, however it was not ratified until after the EPC 

and its system was operative, and is now binding but superfluous.9 As previously stated the 

EPC is not exclusive to the European Union (EU), in addition to the 25 member states of the 

EU; Bulgaria, Lichtenstein, Monaco, Switzerland and Turkey are also signatories to the 

Convention. The purpose of the European Patent Convention is to centralize the patent 

application process and to make the procedure more available financially. There is no such 

thing as a European Patent, however through a single patent application one can be granted a 

                                                
6 Opinion of Mr Advocate General Jacobs delivered on 14 June 2001, case C-377/98, [2001] ECR I-07079, 
paragraph 19 
7 Note that even though the EC initiated the Convention it is completely independent and is not a part of the 
European Union. 
8 Koktvedgaard, Mogens and Levin, Marianne, Lärobok i Immaterialrätt, Eight edition, 2004, p. 48  
9 Prime, Terence, European Intellectual Property Law, 2000, p. 175 
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patent in as many joined countries as the applicant wants, instead of applying for a separate 

patent in each country. A granted European patent application gains the same legal position, 

in every country, as if it was issued by the national patent authority. The European Patent 

Office (EPO) is the organisation administrating and issuing the patents in question.10 The core 

Article for this study in the European Patent Convention is Article 53b, which states 

exclusions to patentability for animal and plant varieties. 

 

The first proposal for a biotech Directive was drafted in 1985; this was however rejected in 

1995 by the European Parliament. This initiative was a step towards harmonization of patent 

in the biotechnology field.11 The reason for its rejection was that there were no guiding ethical 

principles in the first draft, and also that the Directive proposed a much broader definition of 

biotechnology than the now existing.12 The second draft was made in swift time and was 

adopted in 199813, with an implementation period of two years.14 Note that Directive 

98/44/EC has not yet been implemented by the majority of the member states of the European 

Union. The biotech Directive may be considered to be more of a political statement than a 

legal source. The protection of biotechnological inventions in the Directive is subject to 

several exclusions, this may be seen as an attempt to please the Community as a whole as it 

shows that not everything can be patentable, thus making progress in this field at a slower rate 

acceptable to more member states. The core Article in the Directive, for this study, is 

Article 4.1.a, regarding exceptions to patentability for plant and animal varieties. 

 

For some time negotiations have been undergoing regarding a Community patent that will 

cover the entire European Union territory.15 Directive 98/44/EC concerning biotechnological 

inventions might be seen as an effort to harmonize the legislation in the patent area, whilst the 

negotiations on a Community patent are still running, although the two are independent from 

each other. Due to difficulties in the negotiations such a patent is, if at all possible, not doable 

in the near future.16  

                                                
10 Koktvedgaard, Mogens and Levin, Marianne, Lärobok i Immaterialrätt, Eight edition, 2004, p. 48 p 
11 Nott, Robin, ”You Did It!” : The European Biotechnology Directive At Last, EIPR Vol 20, Issue 9 September 
1998, p. 347 
12 Chahil, Ravinder, The Biotechnology Directive, A Directive Without a Direction, Patent World, No. 135, 
September 2001, p. 28 
13 Nott, Robin, ”You Did It!” : The European Biotechnology Directive At Last, EIPR Vol 20, Issue 9 September 
1998, p. 347 
14 OJ8-9/1999-Notice dated 1 July 1999 concerning the amendment of the Implementing Regulations to the 
European Patent Convention 
15 Koktvedgaard, Mogens and Levin, Marianne, Lärobok i Immaterialrätt, Eight edition, 2004, p. 48 p 
16 Koktvedgaard, Mogens and Levin, Marianne, Lärobok i Immaterialrätt, Eight edition, 2004, p. 50 
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Regarding the suggestion of a Community patent one must take into consideration that the 

European Union is a union with 25 member states and there are more to come. The area of 

biotechnology is a complex one which is closely connected with people’s etical and moral 

beliefs. All together the European Union consists of millions of people, who all have different 

opinions. For some a compromise is out of the question and all voices must be heard in the 

European Parliament, therefore a harmonization in the area may not be doable in the future, if 

ever. As there are difficulties in other areas as well, for member states of the European Union 

to come to an agreement, for instance the new Constitution which several member states 

rejected, the notion of a Community patent is distant. Such difficulties are probably an issue 

of the States’  sovereignty and the States’  unwillingness to give that up. 

 

After the two contradicting cases of Plant Genetic Systems and ONCO-mouse17 there was 

confusion on how to interpret the European Patent Convention. One possibility is that this 

confusion resulted in the European Union deciding to clarify the matter with Directive 

98/44/EC.18  The European Union was also very anxious to promote innovation within its 

borders and the problems in the biotechnology area were a concern. Therefore, the biotech 

Directive was issued as a strategy to promote such innovations.19 As the biotechnological 

field has advanced in recent years the EU surely did not want to fall behind nations outside 

the Union in its efforts to provide adequate protection for new inventions. 

 

The Community’s reaction to the biotech Directive has been fierce. The Netherlands even 

tried to have the Directive annulled in 2000, the European Court of Justice did however not 

rule in their favour.20 During the last years the Commission has brought proceedings before 

the Court against quite a few member states, because of their failure to properly implement 

the Directive. The member states have ignored the time-limit for the implementation period 

and neglected to implement the Directive,21 despite the fact that the Commission sent a formal 

                                                
17 The two cases are explained further under 2.3.1.1. and 2.3.2.1. 
18 http://www.pmac.net/eulegis.htm, 11.14.2005 
19 Chahil, Ravinder, The Biotechnology Directive, A Directive Without a Direction, Patent World, No. 135, 
September 2001, p. 25 
20 C-377/98 Kingdom of the Netherlands v. European Parliament and Council of the European Union 
[2001]ECR I-07079 
21 See for example C-456/03 Commission of the European Communities v. Italian Republic,[2005] ECR 00000, 
C-5/04 Commission of the European Communities v. Federal Republic of Germany, Official Journal C 006, 
08/01/2005 p. 0018-0018, C-4/04 Commission of the European Communities v. Republic of Austria, Official 
Journal C 006, 08/01/2005 p. 0018-0018 
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letter of notice at the end of the period to the member states which had not yet at the time 

implemented the Directive.22 Today a number of member states have implemented the 

Directive and these are: Denmark, Greece, Ireland, Finland, the United Kingdom, Spain23 and 

Sweden.24 From this one can conclude that so far the biotech Directive does not have a lot of 

support from the majority of the member states. This may be because of the controversy of 

biotechnology. 

 

Interesting is the fact that both Ireland and Spain have implemented the biotech Directive, 

countries in which quite a few people are catholics. The Vatican has always had very strong 

opinions about science; therefore it is interesting that especially Ireland and Spain have 

implemented the Directive. For the European Union to move forward in its development it is 

of course of great importance that the member states contribute to this development. 

Naturally, the implementation of the Directive in question would be a step in the right 

direction to harmonize the different legal systems in an important and largely increasing field. 

The biotech Directive does however consist of several exclusions and these might undermine 

the legal force of the Directive and therefore only be considered as a political statement, 

meant to give the pretence that this field of patent is Community harmonized and under 

control. The political discussion being set aside, the biotech Directive is a step in the right 

direction towards future harmonization. The legal issues in the European Union are certainly 

made easier if as much legislation as possible is harmonized, however as the Directive consist 

of several exclusions from patentability it may therefore not have as much legal significance 

as sought. Time will tell if the Directive will undermine the possibility of a Community patent 

or if it will in fact facilitate the creation of such a patent. 

 

In accordance with Directive 98/44/EC regulations have been implemented to the Convention 

on the grant of European Patents. Rule 23c states that biotechnological inventions shall also 

be patentable if they concern: b) “plants or animals if the technical feasibility of the invention 

                                                
22 Written Question, E-0544/02 by Elly Plooij-van Gorsel (ELDR) to the Commission. Implementation of 
Directive 98/44/EC on the legal protection of biotechnical inventions. 
23 http://europa.eu.int/scadplus/leg/en/lvb/126026a.htm, report last updated 03.02.2003, 11.14.2005 
24 Prop. 2003/04:55 Gränser för genpatent m.m. – genomförande av EG-direktivet om rättsligt skydd för 
biotekniska uppfinningar and Beslut i korthet, Torsdag 1 april 2004 - Skydd för biotekniska uppfinningar 
(LU18), http://www.riksdagen.se/Webbnav/index.aspx?nid=7175&nr=18&utsk=LU&rm=2003/04, 24.01.2006 

�
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is not confined to a particular plant or animal variety” .25 In this way case law as well as the 

Directive have been integrated into the legislation. Furthermore it is also stated in Rule 23b 

(1) that the biotech Directive shall be used as an additional source of interpretation: “For 

European patent applications and patents concerning biotechnological inventions, the relevant 

provisions of the Convention shall be applied and interpreted in accordance with the 

provisions of this chapter. Directive 98/44/EC (…) shall be used as a supplementary means of 

interpretation.”  The European Patent Office has taken measures to ensure as much 

harmonization as possible of European patent law, as the European Union is working towards 

the same goal, further progress in this area will positively be made over time. 

 

The European Patent Convention has been amended to fulfil the provisions in Directive 

98/44/EC; even though it is separate from the European Union. The European Patent Office 

implemented these requirements to keep the uniformity in European patent law.26 Even 

though member states have chosen not to yet adopt the biotech Directive, it is likely that the 

Directive still has some effect since it has been implemented in the EPC, and especially since 

it has been acknowledged27 as a supplementary means of interpretation for European patent 

applications and patents concerning biotechnological inventions. Moreover, the Directive 

clearly has legal effect in the member states that have implemented it. The Directive was not 

approved by all member states, and even though the member states are bound by the principle 

of loyalty it is to be expected that Directive 98/44/EC will be further discussed, but eventually 

the Directive will be implemented in all member states. 

 

Even though much progress has been made in the patent field concerning biotechnology, e.g. 

the making of the biotech Directive, European harmonization regarding patent law is still on 

the agenda. One possible way to move forward is to establish a common court in the 

European Union for future harmonization, which would be done by issuing a Community 

patent.28 Such a judicial may facilitate the interpretation of the Directive. 

 

                                                
25 Implementing Regulations to the Convention on the Grant of European Patents of 5 October 1973 as last 
amended by Decision of the Administrative Council of the European Patent Organisation of 9 December 2004. 
26 OJ8-9/1999-Notice dated 1 July 1999 concerning the amendment of the Implementing Regulations to the 
European Patent Convention 
27 Rule 23b (1) EPC 
28 Dr. Kur, Annette, A New Framework for Intellectual Property Rights – Horizontal Issues, 35 IIC 2004, p. 2 p 
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2.2.2 INTERNATIONAL HARMONIZATION 
 

International exchange should not be at the expense of the inventor, therefore there has always 

been a need for an efficient international system for the legal protection in the field of 

intellectual property right. This was acknowledged at an early stage, thus it is not surprising 

that the main international convention in the area is from the late 1800s. The Paris Convention 

for the Protection of Industrial Property came into force 1883, for the protection of e.g. patent, 

and is close to global. The Paris Convention is administrated by the World Intellectual 

Property Organisation (WIPO), an organ of the United Nations.29 The main purpose of the 

Convention is to ensure the holder of an intellectual property right, in a member country of 

the Convention, to attain full legal protection in other member countries.30 The Paris 

Convention may be considered to be vague in its wording, and mostly overall; more precise 

regulations can be found in other sources of law.  

 

In 1994 the Trade Related Aspects of Intellectual Property Rights agreement 

(TRIPs-agreement) was adopted within the frame of the World Trade Organization (WTO). 

The agreement was initiated in part to resolve the issue with the inefficiency with intellectual 

property rights protection in developing countries.31 With the making of the agreement the 

international standard for minimum protection of intellectual property rights has been 

increased to a fairly advanced level.32 Through the TRIPs-agreement a coherent intellectual 

property rights protection has been attained, and this protection is close to global. The 

agreement maintains the same level of legal protection as the latest version of the Paris 

Convention, but has in some aspects more concrete and further going standards.33 Article 

27.3 b in the TRIPs-agreement also deals with exclusions from patentability, worth noticing is 

that members are obliged to ensure protection for plant varieties and that animal varieties are 

not mentioned in the Article. Also notice the difference from the European Patent Convention 

and Directive 98/44/EC, as the TRIPs-agreement merely states possible exclusions from 

patentability and it is up to its members to decide the level of protection. 
                                                
29 Koktvedgaard, Mogens and Levin, Marianne, Lärobok i Immaterialrätt, Eight edition, 2004, p. 39 p and 
Bernitz, Ulf, Karnell, Gunnar, Pehrson, Lars, Sandgren, Claes, Immaterialrätt och otillbörlig konkurrens, Eight 
edition, 2004, p. 8 p 
30 Bernitz, Ulf, Karnell, Gunnar, Pehrson, Lars and Sandgren, Claes, Immaterialrätt och otillbörlig konkurrens, 
Eight edition, 2004, p. 8 
31 Bernitz, Ulf, Karnell, Gunnar, Pehrson, Lars and Sandgren, Claes, Immaterialrätt och otillbörlig konkurrens, 
Eight edition, 2004 p. 10 pp 
32 Dr. Kur, Annette, A New Framework for Intellectual Property Rights – Horizontal Issues, 35 IIC 2004, p. 5 
33 Bernitz, Ulf, Karnell, Gunnar, Pehrson, Lars and Sandgren, Claes, Immaterialrätt och otillbörlig konkurrens, 
Eight edition, 2004 p. 10 pp 
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Article 27 in the TRIPs-agreement states that: “Members may also exclude from patentability: 

(…) (b) 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. However, Members shall provide for the protection of plant varieties either by 

patents or by an effective sui generis system or by any combination thereof. (…)”  

 

Since the TRIPs-agreement is international and not restricted to the European Union, however 

naturally applicable in the Union, the Article will not be further investigated in this study.  

 

The European Union with its member states are part of the TRIPs-agreement, and the 

European Court of Justice has found itself competent to give preliminary rulings regarding the 

interpretation of the regulations in the agreement within the Union. Furthermore, as all 

member states are members of the TRIPs-agreement, naturally all harmonization must be in 

accordance with the agreement.  

 

2.3 EUROPEAN LEGISLATION CONCERNING ANIMAL AND PLANT 

VARIETIES 

 

Article 53b in the European Patent Convention states that, European patents shall not be 

granted in respect of plant or animal varieties or essentially biological processes for the 

production of plants or animals. Directive 98/44/EC on the legal protection of 

biotechnological inventions states the same thing in Article 4.1., but partially in other 

wording: plant and animal varieties shall not be patentable and neither shall essentially 

biological processes for the production of plants or animals.  

 

Important to note is that animals and plants per se are not within Article 4 according to the 

second paragraph in the Article34 of Directive 98/44/EC and neither are they within the 

Article 53b exception: “no general exclusion of inventions in the sphere of animate nature can 

                                                
34 “ Inventions which concern plants or animals shall be patentable if the technical feasibility of the invention is 
not confirmed to a particular plant or animal variety.”  
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be inferred from the EPC” as stated in CIBA-GEIGY.35 The fact that animals and plants per se 

are not within the Articles is quite logical; the terms animals and plants include basically 

everything in nature, and the objective of the exclusion is only to exclude plant and animal 

varieties. 

 

2.3.1 PLANT VARIETIES                                                                                                                 

 

The definition on plant varieties is according to Article 2.3 in Directive 98/44/EC found in 

Article 5 of Regulation (EC) No 2100/94. 

 

“Article 5 

Object of Community plants variety rights 

 

1. Varieties of all botanical genera and species, including, inter alia, hybrids between genera 

or species, may form the object of Community plant variety rights. 

 

2. For the purpose of this Regulation, “variety”  shall be taken to mean a plant grouping within 

a single botanical taxon of the lowest known rank, which grouping , irrespective of whether 

the conditions for the grant of a plant variety right are fully met, can be: 

-defined by the expression of the characteristics that results from a given genotype or 

combination or genotypes, 

-distinguished from any other plant grouping by the expression of at least one of the said 

characteristics, and  

-considered as a unit with regard to its suitability for being propagated unchanged. 

 

3. A plant grouping consists of entire plants or parts of plants as far as such parts are capable 

of producing entire plants, both referred to hereinafter as “variety constituents” . 

 

                                                
35 Paterson, Gerald, The European Patent System: the law and practice of the European Patent Convention, First 
edition, 2001, p. 440 
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4. The expression of the characteristics referred to in paragraph 2, first indent, may be either 

invariable or variable between variety constituents of the same kind provided that also the 

level of variation results from the genotype or combination of genotypes.” 36 

 

Statements made in the recital to Directive 98/44/EC further supplement this not completely 

objective biological definition. Recital 31 of the Directive states that: “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” . A variety is further defined by “ its whole genome and 

therefore possesses individuality and is clearly distinguishable from other varieties”  in recital 

3037. Together, these two statements should allow patentability of an invention which consists 

of a discrete genetic modification to a plant; such engineering should be applicable to all 

plants within a species, because it is not likely to be confined to a particular variety within a 

species of plants. However, recital 32 narrows down the patentability of plants by stating that 

if the genetic engineering is confined to a particular plant variety and a new variety is bred; it 

will be excluded from patentability.38 From interpreting recital 31 one can however come to 

the conclusion that the European Community wishes to ensure a complete protection for plant 

varieties; if a plant variety cannot gain variety protection it should gain patent protection. 

 

It may be considered that the concept of plant variety is clear and definable, however there are 

still difficulties, as certain terms in the legal sources are difficult to interpret in conjunction 

with each other. For instance “A species is generally defined as a group of living organisms 

which are capable of sexual reproduction with each other.”  There are plants that reproduce 

asexually, and would therefore not constitute plant varieties according to the definition of 

species.39  

 

                                                
36 Council Regulation (EC) No 2100/94 of 27 July 1994 on Community plant variety rights. 
37 The genome of an organism is the whole hereditary information of an organism that is encoded in the DNA, 
including genes. (Wikipedia) 
38 Dr Schertenleib, Denis, The Patentability and Protection of Living Organisms in the European Union, EIPR 
Vol 26, Issue 5, May 2004, p. 205 
39 Dr Schertenleib, Denis, The Patentability and Protection of Living Organisms in the European Union, EIPR 
Vol 26, Issue 5, May 2004, p. 204 pp 
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As mentioned above regulations have been implemented to the Convention on the grant of 

European patents, and Rule 23b provides a definition to the term plant variety essentially in 

the same wording as Article 5 in Regulation (EC) No 2100/94. 40   

 

“Plant varieties”  as a concept is also defined in the revised International Convention for the 

protection of New Varieties of Plants, 1991, (the UPOV Convention). When creating the 

definition for the European Patent Convention, the Board of Appeal has based itself on this 

definition.41 Note that the concept is defined in significantly identical terms as in Regulation 

No 2100/94. Here one may draw the conclusion that the definition of plant variety is uniform 

worldwide as the relevant legislation is in accordance with one another. 

 
Of importance is to notice that under the UPOV Convention further protection for plant 

varieties is available for signatories to the Convention. Even though a plant qualifies as a 

plant variety and falls within the exclusion in the European Patent Convention and Directive 

98/44/EC it can still be protected by the creation of special plant breeder’s right.42 This 

indicates that the protection for plants in general is broad as there are two means of protection 

available. Notice the huge difference between plant and animal varieties; there is no further 

protection for animal varieties.  

 

For the varieties stated in Article 5 of Regulation (EC) No 2100/94 to be entitled for plant 

breeder’s right protection three criteria must be met; distinctness, uniformity and stability (the 

so called DUS criteria). These criteria may also be used to decide what constitute as a plant 

variety. 43 The definitions for the criteria are found in Articles 7, 8 and 9 of the Regulation, 

and the definitions can also be found in the UPOV Convention. 

 

Article 7 stipulates that “A variety shall be deemed to be distinct if it is clearly distinguishable 

by reference to the expression of the characteristics that results from a particular genotype or 

combination of genotypes, from any other variety whose existence is a matter of common 

knowledge on the date of application determined pursuant to Article 51.(…)”  The criteria of 

                                                
40 Definition found in full text above under 2.3.1. 
41 Paterson, Gerald, The European Patent System: the law and practice of the European Patent Convention,  
2001, p. 442 and Prime, Terence, European Intellectual Property Law, 2000, p. 181 
42 Prime, Terence, European Intellectual Property Law, 2000, p. 181 
43 Westerlund. Li, Biotech Patents, Equivalency and Exclusions under European and U.S. Patent Law, 2001, 
p. 327 
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distinctness refers to the comparison of varieties with one another, when at least one 

difference from similar plants is present the distinctness criteria is fulfilled.44  

  

Article 8 states that “A variety shall be deemed to be uniform if, subject to the variation that 

may be expected from the particular features of its propagation, it is sufficiently uniform in 

the expression of those characteristics which are included in the examination for distinctness, 

as well as any others used for the variety description.”  From the wording of the Article the 

conclusion can be made that there is no absolute uniformity requirement. The variation scope 

differs depending on variety category because of biology; one plant variety may show 

differences from another plant within the same variety.45 

 

According to Article 9 “A variety shall be deemed to be stable if the expression of the 

characteristics which are included in the examination for distinctness as well as any others 

used for the variety description, remain unchanged after repeated propagation or, in the case 

of a particular cycle of propagation, at the end of each such cycle.”  In order to fulfil the 

stability criteria the heritable characteristics must remain the same. This may present a 

problem as plants tend to degenerate.46 

 

2.3.1.1 Case law 

 

The following cases are previous to Directive 98/44/EC, the exception is the NOVARTIS II47 

case which was decided in 1999; however the interpretation of the variety exclusion does not 

appear to have changed noticeably after the biotech Directive. The cases do shed some light 

on the interpretation of plant variety, much of the conclusions of case law can partially be 

found in the Directive, e.g. animals and plants are not per se within the exclusion. As 

mentioned above the biotech Directive has been implemented into the European Patent 

Convention, last amended in December 2004, and one might presume that case law later than 

                                                
44 Westerlund. Li, Biotech Patents, Equivalency and Exclusions under European and U.S. Patent Law, 2001, 
p. 329 
45 Westerlund. Li, Biotech Patents, Equivalency and Exclusions under European and U.S. Patent Law, 2001, 
p. 331 
46 Westerlund. Li, Biotech Patents, Equivalency and Exclusions under European and U.S. Patent Law, 2001, 
p. 332 
47 G 1/98 NOVARTIS II OJ EPO 2000, 111 [2000] 
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that is in conformity with the Directive. Naturally all the cases give guidance on how to 

interpret the European Patent Convention.  

 

In the case CIBA-GEIGY48 the term plant varieties was first defined as a multiplicity of plants 

which were largely the same in their characteristics and remained the same within specific 

tolerances after every propagation49 cycle.50 The claims for plant propagating material in the 

case were refused by the first instance because the subject-matter was excluded under Article 

53b of the European Patent Convention. However the Board of Appeal concluded that only 

plants which are characterised by their genetically determined peculiarities are prohibited 

from patentability under Article 53b EPC.51 Important to note is that the case concerned plants 

treated in a specific way with chemical agents to make them resistant to herbicides, thus not 

constituting a genetic invention; therefore the subject matter was not within the exclusion of 

Article 53b EPC.52 

 

The Technical Board of Appeal further developed its case law in LUBRIZOL53 stating that 

“Hybrid seed and plants from such seed, lacking stability in some trait of the whole 

generation population, cannot be classified as plant varieties within the meaning of Article 

53(b) EPC”. In other words the hybrid54 plant at issue was outside the exclusion of Article 

53b as it was created by a multi-step process and it would not breed true in nature. The 

subject-matter concerned a process of rapidly developing high purity hybrids and hybrid seeds 

in increased yields. The Examining Division refused the claims under Article 53b EPC 

because the subject-matter of the claims constituted essentially biological processes for the 

production of plants. The Board overruled the reasons for its decision and concluded that; 

what decides if a process is essential biological is the totally of human intervention and its 

impact on the results achieved. The Board found the process to be patentable. Additional 

product claims directed to the hybrid seeds and plants were put forth in the appeal stage. The 

Technical Board of Appeal concluded that the hybrid seeds and plants were patentable since 

                                                
48 T 49/83 CIBA-GEIGY OJ EPO 1984, 112 [1979-85] 
49 Propagation is to produce a new plant by means of seeds, grafting or cuttings or other methods. (Wikipedia) 
50 Case Law of the Boards of Appeal of the European Patent Office, Fourth Edition 2001, p. 35 
(http://db1.european-patent-office.org/dwl/legal/case_law/clr_all_en.pdf) 
51 Holtz, Catarina, The Outer Limits of Patentability – Biotechnology, p. 25, NIR 1996, Issue 1 
52 Dworkin, Gerald, Protection of Animal Breeding and Animal Varieties, p. 224, NIR 1992, Issue 2 and Dr 
Moufang, Rainer, Protection for Plant Breeding and Plant Varieties, p. 345, NIR 1992, Issue 3      
53 T 320/87 LUBRIZOL OJ EPO 1990, 771 [1990] 
54 A hybrid is an intermediate plant resulting from crossing two or more different biotypes of the same species 
or bio-types from two different species. (Wikipedia) 
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they did not fulfil the criterion of stability and were therefore not considered to be plant 

varieties.55 In other words; for a plant to be considered a plant variety it must show capacity to 

survive on it’s own without human interference, thus it must be stable. If a plant is not stable 

it does not constitute a plant variety. In the case the Board concluded that the subject-matter 

lacked stability and was therefore not within the exclusion. Note that this case was decided 

prior to Regulation 2100/94 in which the DUS criteria are explained. One might come to the 

conclusion that the reasons for the decision influenced the European Community to legislate 

these criteria.    

 

In the Plant Genetic Systems56 case the Technical Board of Appeal concluded that claims to 

genetically modified plant cells and to the process of producing genetically modified plants 

are patentable, however claims to genetically modified plants themselves are not patentable.57 

As the Board held in this case plant cells as such that culture much like bacteria and yeasts, 

thanks to modern technology, do not fall under the definition of a plant or a plant variety. This 

conclusion was confirmed in NOVARTIS II58 where it was stated that plant cells should be 

treated like micro-organisms.59 The Board widened the term “micro-organisms”, in Plant 

Genetic Systems, to include not only bacteria and yeasts, but also fungi, algae, protozoa and 

human, animal and plant cells, i.e. all generally unicellular organisms unseen to the naked 

eye, which can be propagated and manipulated in a laboratory, this including plasmids and 

viruses.60 One could logically assume that this is a huge benefit for e.g. the pharmaceutical 

industry.  

 
The aim of the patented invention in the Plant Genetic Systems case was to develop plants and 

seeds which were resistant to a particular class of herbicides, thereby enabling selective 

protection against weeds and fungal diseases. The Technical Board of Appeal referred to the 

ONCO-mouse61 decision where it was stated that animal varieties should be patentable if they 

are the product of a microbiological process within Article 53b EPC second half-sentence. 

Thus if an animal variety is considered to be a product of a microbiological process it is 

                                                
55 Dr Moufang, Rainer, Protection for Plant Breeding and Plant Varieties, p. 332 p, NIR 1992, Issue 3      
56 T 356/93 PLANT GENETIC SYSTEMS OJ EPO 1995, 545 [1995] 
57 http://www.pmac.net/eulegis.htm, 11.14.2005 
58 G 1/98 NOVARTIS II OJ EPO 2000, 111 [2000] 
59 Case Law of the Boards of Appeal of the European Patent Office, Fourth Edition 2001, p. 35 
(http://db1.european-patent-office.org/dwl/legal/case_law/clr_all_en.pdf) 
60 Case Law of the Boards of Appeal of the European Patent Office, Fourth Edition 2001, p. 37 
(http://db1.european-patent-office.org/dwl/legal/case_law/clr_all_en.pdf) 
61 T 19/90 HARVARD/ONCO-mouse OJ EPO 1990, 476 [1990] 
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patentable. Furthermore, it was stated in the ONCO-mouse case that the second half-sentence 

of Article 53b EPC is an exception to the exclusion from patentability in the first 

half-sentence in the same provision. However, there is no definition of the concepts 

“microbiological processes”  and “the products thereof”  in the European Patent Convention. 

The Board concluded that the proper course of action was to interpret Article 53b EPC second 

half-sentence as follows; the concept of microbiological processes refer to processes in which 

micro-organisms as defined above or their parts, are used to make or modify products or in 

which new micro-organisms are developed for specific use. Therefore the concept of “the 

products thereof”  under Article 53b EPC includes products which are made or modified by 

micro-organisms as well as new micro-organisms as such. Even though patent was granted in 

the ONCO-mouse, the outcome of Plant Genetic Systems differed. The fact that one was 

granted a patent and not the other created confusion as the outcome of the two cases was 

contradictory.  The Board further concluded that a method which can only be used on a 

specific variety is non-patentable, whilst a method which can be used on several varieties can 

be patentable irrespectively if it results in plant varieties. This also created confusion and 

discussion. What is really the difference between the two, and why is either of the two 

patentable if the method results in varieties?  

 

Note that the result of Plant Genetic Systems is not in line with Directive 98/44/EC. If the 

case had been decided subsequent to the Directive the outcome most probably would have 

been different, this conclusion can be made when reading Article 4 in conjunction with 

Recitals 29 to 32.62 

 

After the Plant Genetic Systems case was decided the President of the European Patent Office 

referred a question to the Enlarged Board of Appeal.63 The question was raised because the 

President deemed it necessary to clarify if the ruling in Plant Genetic Systems was 

contradictory to the rulings in CIBA-GEIGY and ONCO-mouse. The question reads as 

follows: “Does a claim which relates to plants or animals but wherein specific plant or animal 

varieties are not individually claimed contravene the prohibition on patenting in Article 53 (b) 

EPC if it embraces plant or animal varieties?”  The Board held the question to be inadmissible 

because in the Plant Genetic Systems case the claimed genetic modification itself made the 

                                                
62 Nott, Robin, ”You Did It!” : The European Biotechnology Directive At Last, EIPR Vol 20, Issue 9 September 
1998, p. 348 
63 G 3/95 Inadmissible referral OJ EPO 1996, 167 [1996] 
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modified or transformed plant a plant variety within the meaning of Article 53b EPC, and that 

finding was not in conflict with the other two decisions. Thus the question in Plant Genetic 

Systems was not whether the invention constituted a plant variety but if the invention resulted 

in one.  

 

NOVARTIS II concerned a case of transgenic plants which was referred to the Enlarged Board 

of Appeal by the Technical Board of Appeal. The referring Board made a distinction between 

a substantive and a literal approach when considering the condition in Article 53b EPC. 

However, the Enlarged Board of Appeal concluded that it is clear that it is not the wording but 

the substance of a claim which is the deciding factor when assessing the subject-matter to 

which a claim is directed. The Board further stated that since the product claim lacked 

identification of specific varieties, the subject-matter of the claimed invention was neither 

limited nor directed to a variety or varieties. In other words the subject-matter of a claim 

covering but not identifying plant varieties is not a claim to a variety or varieties.  

 

Interesting to note is that in NOVARTIS II the Enlarged Board of Appeal referred to doctrine 

and declared that varieties have been generally considered to be the result of the breeding 

process. Thus varieties are the result of processes of selection and crossing, and that includes 

modern technique such as cell fusion which does not occur under natural conditions. By this 

the Board stressed that since plant varieties are excluded from patentability, the conditions 

under which they are excluded is the only question to be answered. In other words the 

producer of a genetically engineered plant variety does not obtain a privileged position in 

relation to breeders of plant varieties resulting from traditional breeding.  

  

One can logically come to the conclusion, as stated above, that the definition of plant varieties 

is quite clear to skilled to a certain extent as the definition can be found in several sources of 

law.  However there are still bound to be some controversy as to the term’s precise meaning. 

This may be due to the human factor; an inventor trying to merit a patent on a plant variety 

will of course argue that the definition should be interpreted narrowly. This is a common 

dilemma in all areas of law. 

 

The meaning of animal varieties is on the other hand more difficult to establish since animals 

are quite a bit more complex. It is also reasonable that there are more legislation in the area of 

plants since crossbreeding has been done for quite some time and in contrast to animals there 
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is an established market for this. Crossbreeding concerning animals has as well been done for 

quite some time. However, until recently there was no demand for protection for animals, but 

as the possibility to genetically modify animals became a reality such a demand became 

evident. 

  

2.3.2 ANIMAL VARIETIES 

 

An animal is defined as “any living organism distinguished from plants by the lack of 

chlorophyll, the lack of a cell wall, limited growth, mobility and greater irritability” .64 An 

animal’s body structure and its function are determined by its DNA. A big difference between 

animals and plants is that nearly all animals need a partner to reproduce, and from one 

generation to the next animals will evolve. An animal population must be significantly 

distinguishable from other animals of the same species in order to qualify as a breed. This 

distinction leads to legal problems when applying the variety exclusion.65 It would not be 

possible to apply the DUS criteria on animal varieties, because of nature’s development; the 

stability criteria would not be considered to be fulfilled. Animals must distinguish from each 

other to qualify as a breed and that would fulfil the criteria of distinctiveness, however not the 

uniformity and the stability criteria.  

    

Directive 98/44/EC does not contain a definition of animal varieties, nor does the European 

Patent Convention. An explanation to why there is no definition in the Directive can be that at 

the time of the drafting, the main difficulties under the EPC was with the patentability of 

transgenic plants, but not with animals.66 It appears that the meaning of animal varieties 

should correspond mutatis mutandis to the definition of plant varieties.67 One can then come 

to the conclusion that everything stated above about plant varieties should also be said about 

animal varieties.  

 

                                                
64 Westerlund. Li, Biotech Patents, Equivalency and Exclusions under European and U.S. Patent Law, 2001, p. 
374, referring to McGraw-Hill Dictionary of Scientific and Technical Terms, 1989, Fourth  edition 
65 Westerlund. Li, Biotech Patents, Equivalency and Exclusions under European and U.S. Patent Law, 2001, 
p. 374 p (partly indirect source) 
66 Dr Schertenleib, Denis, The Patentability and Protection of Living Organisms in the European Union, EIPR 
Vol 26, Issue 5, May 2004 p. 205 
67 Paterson, Gerald, The European Patent System: the law and practice of the European Patent Convention,  
2001, p. 447 
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Important to note concerning animal varieties are Article 6 of the biotech Directive and Rule 

23d of the European Patent Convention. The Article in the Directive states that 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 should be considered contrary to ordre public or morality and thus not patentable. 

The wording in the European Patent Convention may however be of a wider scope; Rule 23d 

states that patent shall not be granted to inventions which concern such processes or result of 

processes as referred to above.68 One can reasonably assume that these regulations can further 

narrow the scope of patentability of animals compared to plants.  

 

The principle of mutatis mutandis can however, as Westerlund argues not be fully applied, 

had that been the case the result would not have been realistic. The definition of animal 

variety could then have been, as Westerlund proposes: “An animal variety is an organism 

grouping – consisting of entire animals or parts of animals capable of producing entire 

animals – within a single botanical taxon of the lowest known rank, with the biological 

capability of being distinct, uniform and stable.”  The biological inability of animals to satisfy 

these criteria (the DUS criteria) would mean in this sense that animals would never be 

considered to be a variety and therefore patentable. Animals are in constant development as a 

result of nature’s mutation; the strongest survives.69 As exemplified this question of providing 

a clear definition of animal varieties, as the one of plant varieties which one may say is quite 

satisfactory, is one of controversy. The DUS criteria would certainly provide a definition, but 

not a definition that can be accepted, as animals cannot fulfil the criteria of stability and 

therefore cannot be considered to be a variety. Surely this “solution”  to the definition problem 

cannot have been what the legislators of this exclusion to patentability intended. One might 

also question if this is the intent with case law from the European Patent Office. It would be 

against all rules of logic to narrow down the meaning of animal variety to that extent as the 

exclusion for animal varieties would have no judicial effect and clearly that cannot have been 

the intent with the exclusion.  

 

                                                
68 Dr Schertenleib, Denis, The Patentability and Protection of Living Organisms in the European Union, EIPR 
Vol 26, Issue 5, May 2004 p. 205 
69 Westerlund. Li, Biotech Patents, Equivalency and Exclusions under European and U.S. Patent Law, 2001, 
p. 390 pp 
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A taxon is not a true biological classification, unlike a species70. Bearing this in mind, a subset 

of individuals which are grouped according to their phenotypic71 or genetic similarities, 

within a species, would constitute a variety. This definition would be practicable when 

dealing with sexual reproduction, but when dealing with organisms which are capable of 

asexual reproduction such as micro-organisms and certain animals it would not.72 Therefore, 

interpreting case law and regulations relating to plants mutatis mutandis to animal varieties at 

all times would not be possible. 

 

In view of the different wording in the equally binding languages of the European Patent 

Convention the meaning of the term animal variety is less than clear. The English term is 

“variety” , the French term is “race animale” , whilst the German term is “Tierarten” . The three 

terms refer to different “ levels”  of animals and experts in the field do not agree on which term 

is more correct than the others. Some hold that the German term is correct, others that the 

French version is binding since the original version of the Strasbourg Convention73 was 

written in French, however the latter argument is not a strong one since the languages are, as 

previously stated, equally binding. As these three languages all are official languages, they are 

all authentic74; this creates confusion as to the meaning of the term animal variety.75 From a 

linguistic point of view the phrases in Article 53b of the European Patent Convention supports 

the conclusion that animals per se are not within the Article. Further down in Article 53b the 

term animal is also used and there is no logic in using different expressions for the same 

subject-matter; and therefore the legislators cannot have intended to give the term animal 

varieties the same meaning as the term animals. If the purpose of Article 53b EPC had been to 

exclude animals as such from patent protection the term animals would logically have been 

used.76 

 

                                                
70 “A species is generally defined as a group of living organisms which are capable of sexual reproduction with 
each other.”  
71 “The phenotype of an individual organism is either its total physical appearance and constitution, or a specific 
manifestation of a trait, such as size or eye color, that varies between individuals.”  (Wikipedia) 
72  Dr Schertenleib, Denis, The Patentability and Protection of Living Organisms in the European Union, EIPR 
Vol 26, Issue 5, May 2004 p. 204 
73 Westerlund. Li, Biotech Patents, Equivalency and Exclusions under European and U.S. Patent Law, 2001, 
p. 382, The Strasbourg Convention never achieved a separate legal existence, it was signed 1964 and brought 
into force 1980. By this time the European Patent Convention and its system were operative, however the 
definitions and thinking in the Strasbourg Convention formed a background for the thinking that went into the 
EPC. (Prime, Terence, European Intellectual Property Law, 2000, p. 175) 
74 Article 177 (1) EPC 
75 Prime, Terence, European Intellectual Property Law, 2000, p. 182 
76 Westerlund. Li, Biotech Patents, Equivalency and Exclusions under European and U.S. Patent Law, 2001, 
p. 382 
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One might find it strange that there is no clear definition of the term animal varieties, given 

that the issue is of great importance as to the development within biotechnology. Existing case 

law only provides limited assistance, and this became quite clear in the ONCO-mouse77 

litigation. The Examining Division ruled that the mouse was not patentable according to 

Article 53b EPC, whilst the Technical Board of Appeal did not agree and ruled that the 

question to be answered was whether the mouse was in fact an animal variety or if it was 

considered to simply be an animal and qualify as patentable. Thus the ONCO-mouse decision 

recognised a distinction between animal and animal variety. The ruling of this case has been a 

subject for debate; to what extent can biotechnological inventions be taken without interfering 

in other areas such as the protection of animals from animal cruelty.    

  

Animal cells which can be refined more or less like bacteria and yeasts, thanks to modern 

technology, are not covered by the patent exception in Article 4.2 in Directive 98/44/EC. As 

well as plant cells, animal cells are rather considered to be microbiological products in a 

broader sense by the present practice of the European Patent Office.78 This narrows down the 

scope of the term animal varieties to not include the above stated. As a clear definition cannot 

be found in Directive 98/44/EC or in the European Patent Convention, the case law of the 

European Patent Office is the source that one can find, if not a clear definition of the term 

animal variety, at least, a guideline in which direction the interpretation is heading.  

 

This revolutionary area of biotechnological inventions concerning the patentability of animals 

and the treatment of such is still relatively new79 and at the time the European Patent 

Convention was drafted development in this field that has occured since could not have been 

foreseen. This may even be true about Directive 98/44/EC as there is uncertainties in doctrine 

as to how one should interpret the relevant Article for this study. This uncertainty is mainly 

regarding the interpretation of the term “variety” ; however it seems to be the general opinion 

that the exclusion shall be interpreted narrowly. For example doctor Moufang expresses that a 

broad interpretation of the exclusion in Article 53b EPC cannot be accepted by misgivings of 

a general nature.80  

 

                                                
77 T 19/90 HARVARD/ONCO-mouse OJ EPO 1990, 476 [1990] 
78 See T 356/93 PLANT GENETIC SYSTEMS OJ EPO 1995, 545 [1995] and G 1/98 NOVARTIS II OJ EPO 2000, 
111 [2000] 
79 Kinkeldey, Ursula, The Patenting of Animals, 24 IIC 1993, p.781 
80 Kinkeldey, Ursula, The Patenting of Animals, 24 IIC 1993, p.783 p 
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As previously stated81 the Board of Appeal has based its definition of plant varieties on the 

UPOV Convention. The variety concept does not cover plants which are not reproduced in a 

stable manner; by comparison the same should apply to animals to some extent. Animals that 

have been cross breeded cannot be guaranteed to pass on their new characters to their 

younglings, thus they cannot constitute an animal variety because they are not stable. One can 

argue that they would not be excluded from patent protection because of this unstableness.82 

However, no animals are stable because of their constant development and that would 

logically mean that the concept of animal variety would have a too narrow scope. Therefore it 

is against the rules of logic that the stability criteria should apply to animals as well. 

                                                
81 See 2.3.1. PLANT VARIETIES  
82 Westerlund. Li, Biotech Patents, Equivalency and Exclusions under European and U.S. Patent Law, 2001, 
p. 375 (partly indirect source) 
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2.3.2.1 Case law 
 

The meaning of animal varieties has never been fully defined for the purposes of the 

European Patent Convention, nor has the question as to whether a true animal variety could be 

patentable been answered. It is today possible to produce a true animal variety through 

cloning, however in line with Directive 98/44/EC such animal would not be patentable since it 

would be an invention confined to a single variety.83 The following case law shed some light 

on the interpretation of animal varieties. 

 

In ONCO-mouse84 the Technical Board of Appeal stated the general principle that the 

exclusion in Article 53b of the European Patent Convention applies to certain categories of 

animals but not to animals as such. When coming to this conclusion the Board took notice of 

the fact that animals have no other industrial property right unlike plant varieties. The term 

animal varieties in this case were interpreted quite narrowly.85  

 

As it was stated in ONCO-mouse, the term animal varieties should be interpreted narrowly. 

One might come to the conclusion that the DUS criteria might be applicable to the term 

animal variety since case law has shown that the term should be interpreted narrowly. Is it 

even possible to satisfy the DUS criteria and constitute as an animal variety? If so, applying 

the DUS criteria on animal varieties could create the narrow interpretation the European 

Patent Office has intended. However it is highly unlikely that it is possible to constitute as an 

animal variety in accordance with the DUS criteria and that would strip the exclusion of all its 

judicial force as nothing would be considered to be an animal variety.  

 

The subject-matter in the ONCO-mouse case concerned a method for producing an oncogenic 

test animal and a transgenic non-human mammalian human which cells contained an active 

oncogene sequence. The Board held that although the invention was only described in relation 

to mice, claims to non-human mammals should also be permissible. The Board further 

discussed the problem with the three texts of Article 53b in the European Patent Convention, 

                                                
83 Dr Schertenleib, Denis, The Patentability and Protection of Living Organisms in the European Union, EIPR 
Vol 26, Issue 5, May 2004 p. 211 
84 T 19/90 HARVARD/ONCO-mouse OJ EPO 1990, 476 [1990] 
85 Case Law of the Boards of Appeal of the European Patent Office, Fourth Edition 2001, p. 36 
(http://db1.european-patent-office.org/dwl/legal/case_law/clr_all_en.pdf) 
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when doing so they dismissed the Examining Divisions interpretation of the Article. The 

Examining Division included animals as such in the Article, and the Board of Appeal was 

unable to accept this interpretation. The term “Tierarten”  is broader than the other two terms 

“animal varieties”  and “race animales”  and the Board concluded that the phrases were not 

intended to cover animals as such. If that had been the intent the legislators would have used 

the same phrases when referring to animals in the same Article, and not “Tiere” , “animals”  

and “animaux” . Furthermore, the Board contradicted the Examining Division decision and 

ruled that the question to be answered was whether the subject-matter was considered to be an 

animal variety or not. As a result the decision of the Examining Division was set aside and the 

case was remitted for further prosecution. As pointed out in the discussion regarding the Plant 

Genetic Systems case the Board in the ONCO-mouse decision further concluded that 

microbiological processes and the products thereof provides an exception to the animal and 

plant variety exclusion, i.e. the second part of Article 53b provides an exception to the first 

part of the same Article. 

 

In its judgement the Technical Board of Appeal concluded that the legal framework in the 

ONCO-mouse was Article 53b in the European Patent Convention and Rule 23c (b) EPC. By 

virtue of Rule 23b (1) EPC Directive 98/44/EC shall be used as a supplementary means of 

interpretation. This indicates that the two legal systems, that of the European Union and that 

of the European Patent Office, are closely connected even though they are separate from each 

other.  

 

The ONCO-mouse case concerned transgenic non-human mammalian animals for 

experimental or testing purposes, an issue that is closely connected to the exception of ordre 

public and morality in Article 53a EPC. It was questioned whether the patent application was 

contrary to the regulation of ordre public and morality, but the Board concluded that the 

application was in accordance with the regulation. The patent application was questioned by 

for example Greenpeace, and started a public discussion, mostly amongst animal activists. In 

this case the Board concluded Article 53a EPC not to be applicable as the animals’  suffering 

was of minor importance to the progress that was being made for mankind. 
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3. CONCLUSION 
 

Due to the lack of a clear definition of the terms plant and animal varieties one might argue 

that there is also a lack of legal certainty in this field. Case law from the European Patent 

Office clarifies the matter to some extent; however it does not provide a clear definition. 

When interpreting case law it is important to remember that animals have no other industrial 

property rights protection unlike plant varieties, and therefore the scope of the animal 

varieties exclusion is narrower than that of plant varieties.  

 

A clear distinction was however made in the ONCO-mouse decision as the Technical Board 

of Appeal acknowledged a distinction between animals and animal varieties, thus animals are 

not within the exclusion per se. This is also stated in the biotech Directive, and is likewise 

applicable to plants and plant varieties. Furthermore, bacteria, yeasts, fungi, algae, protozoa 

and human, animal and plant cells, i.e. all generally unicellular organisms unseen to the naked 

eye, which can be propagated and manipulated in a laboratory, this including plasmids and 

viruses, should not be considered to be animal varieties, but micro-organisms. This should 

apply mutatis mutandis to plants. This is a clear distinction from what is not considered to be 

defined as plant and animal varieties, and it contributes in a significant way to the 

establishment of a clearer definition. Compared to animal varieties there is legislation 

concerning the definition of plant varieties, however the concept is merely defined to a certain 

extent. The reason for the lack of legislation concerning the definition of animal varieties 

might be because animals are of a more complex area than plants, and therefore it may be 

more difficult to find an acceptable definition.  

 

In the ONCO-mouse decision a reference was made to Plant Genetic Systems and as the 

principle of mutatis mutandis should also apply to animals; the reasoning in the two cases 

should logically apply to both plant and animal varieties. The outcomes were however 

different, patent was granted in the ONCO-mouse contrary to Plant Genetic Systems, and that 

became an issue of discussion. As a result the Enlarged Board of Appeal had to defend the 

outcome of Plant Genetic Systems. The Board concluded that there was never a question of 

disagreement between the judgements, as the question in Plant Genetic Systems was not 

whether the invention constituted a plant variety but if the invention resulted in one. This may 

be considered to broaden the exclusion for plant varieties. 
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From interpreting case law one can conclude that the most important part of a patent claim is 

its substance and not its wording, however this may not always be the case as the claims can 

be altered to circumvent the exclusion. The general opinion is that the exclusion from 

patentability should be interpreted quite narrowly; however the scope of the exclusion varies 

from plant to animal variety. Legislation does provide a definition of plant varieties, however 

no objective biological definition can be found. Thus in some aspects the definition cannot be 

applicable. From case law one can conclude that if a plant is not stable, it does not constitute a 

variety and would therefore be outside the exclusion and thus be patentable. Furthermore, it is 

stated that the European Patent Office does not distinguish between plants that have been bred 

traditionally and plants that have been genetically modified.  

 

Due to the ONCO-mouse decision and its legal result a new type of conflict between on the 

one hand patentability and on the other people’s beliefs occurred. One must remember that 

not everyone thinks of biotechnology as a benefit of the 21st century, there are people who do 

not support biotechnology in any manner, but might actually want to banish the concept of 

biotechnology in general. How much consideration should the European Patent Office or the 

European Union take when discussing interpretation of existing legislation or future 

legislation? 

 

The effect of the exclusion for plant and animal varieties can be seen in case law, as it 

clarifies to some extent what is not considered to be plant and animal varieties. However, a 

clear interpretation cannot be seen and therefore the scope of the exclusion in Article 4 in 

Directive 98/44/EC and in Article 53b in the European Patent Convention cannot be 

completely determined. One possibility of this may be the lack of an acceptable definition, 

and this creates problems concerning legal certainty. Legislation will always be one step 

behind technical development as situations that have not yet occurred cannot always be 

foreseen by the legislators. As case law shows a narrow interpretation of the variety exclusion 

one might say that legislation is on the same path as technology development, however often 

one step behind. This may slow down the commercialisation of inventions as inventors may 

hesitate to release their inventions on the market if adequate protection is not available.  

 

The swift development of biotechnology suggests that the patentability of plants and animals 

will be assessed on other grounds in the future. As biotechnology is an area which is strongly 
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progressing, the acceptance of new controversial inventions may be wider and with that 

society’s morality will probably not be as much of an obstacle as we have seen in the past. 
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