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1. BACKGROUND 

A. THE NEED FOR ACTION 

THE JUSTIFICATION FOR THE INITIAL PROPOSAL 

1. In 1985, the Commission White Paper on completing the internal market stated: 
"Differences in intellectual property laws have a direct and negative impact on 
intra-Community trade and on the ability of enterprises to treat the common 
market as a single environment for their economic activities /.../ The picture has 
recently been further complicated by the need to adapt existing trademark systems 
to technological change in a number of areas including /.../ biotechnology /.../ 
The Commission accordingly intends to propose to the Council measures 
concerning patent protection of biotechnological inventions ... "(l) 

As a result of intensive scientific research and major discoveries over the past four 
decades in molecular biology, biotechnology has emerged as one of the most 
promising and crucial technologies. Modern biotechnology constitutes a growing 
range of techniques, procedures and processes, such as cell fusion, r-DNA 
technology, biocatalysis, that can be substituted for and complement classical 
biotechnologies of selective breeding and fermentation. It is science-based, the 
scientific input being the most crucial element of the technology trajectory. The 
gap between developments in basic science and their research and development 
applications is small and diminishing. The impact of the processes, techniques and 
hardware represented by biotechnology is felt across a number of sectors: health 
care, agriculture, environmental protection, foodstuffs and industry. 

2. Consequently, when publishing its initial proposal in 1988(2), the Commission 
noted: "The primary purpose of the modern patent system is to promote technical 
innovation as the major factor of economic growth by encouraging inventive 
activity through rewarding inventors for their creative efforts. The patent system 
thus secures costly investment in research and development and industrial 
exploitation of research results. Simultaneously, the patent system encourages an 
early and beneficial dissemination of knowledge in the field of activity involved 
which, without such protection, might be kept secret"(3). 

3. The initial proposal highlighted a number of specific problems regarding the 
application of the patent system to biotechnology. These concerned the 
interpretation to be given to the conventional patent-law concepts to be applied 
from now on to biological material that is self-reproducible or reproducible within 
a biological system. In other words, how should animate material be treated 
compared with inanimate material? The questions raised concerned the definitions 
of the terms "subject-matter of the patent", "invention", "novelty", "adequacy of 
description", "scope of protection", etc. 

(i) 

(2) 

(3) 

Commission White Paper for the European Council in Milan (28-29 June 1985) 
"Completing the internal market", COM(85) 310 final of 14 June 1985, paragraph 145 
et seq. 
COM(88) 496 final - SYN 159, 17 October 1988; OJ No C 10, 13.1.1989, p. 3. 
Op. cit., paragraph 11, p. 6. 



(4) 

(5) 

(6) 

The applicable patent law is based on the Convention on the unification of certain 
points of substantive law on patents for invention, concluded in Strasbourg at the 
Council of Europe on 27 November 1963. Among other things, the Convention 
defines the conditions governing patentability and determines a number of 
exceptions to patentability(4). The content of the Convention was incorporated into 
the Convention on the grant of European patents, concluded in Munich on 
5 October 1973. Seventeen European countries are now party to the 
Munich Convention (referred to below as the European Patent Convention - EPC), 
fourteen of which are Member States(5) 

The Member States' laws on patents for invention have gradually been harmonized 
in line with the EPC, i.e. they have incorporated the content of the Convention. 
This process is the result of a Declaration on the adjustment of national patent 
law, adopted by the governments of the Member States when the Agreement 
relating to Community patents was signed(6). 

Thus the Member States' laws on patents for invention and the EPC contain 
provisions written over thirty years ago, at a time when the scope offered by 
biotechnology could not be imagined. 

In the absence of a clear response to the questions outlined above, uncertainty will 
increase. That uncertainty will hamper the free movement of biotechnological 
products and investment in research and development for new biotechnological 
products and processes. How can we be certain that the Member States' patent 
offices will all react in the same way when confronted with patent applications 
relating to the same biotechnological invention? And how can we be sure that the 
national courts to which relevant questions may be referred will all reach the same 
decision - for example, as regards the scope of protection offered by a patent. 

Consequently, the Commission's initial proposal contained a number of definitions 
and rules of interpretation designed to clarify exactly what is patentable and what 
is not, and to resolve the problems of demarcation with plant variety rights. The 
proposal also contained provisions whereby patent offices would have had to 
follow a uniform practice as regards granting patents and assessing applications. 
Lastly, the scope of protection conferred by a patent for a biotechnological 
invention was defined. 

The conditions are: novelty, involvement of an inventive step, and industrial application. 
The exceptions are: ordre public or morality, plant or animal varieties, and essentially 
biological processes for the production of plants or animals. 
Finland will be acceding to it very shortly. 
The first version of the Convention for the European Patent for the common market, 
known as the Community Patent Convention (CPC), was signed in Luxembourg on 
15 December 1975. It now forms part of the Agreement relating to Community patents, 
concluded in Luxembourg on 15 December 1989, which has not yet entered into force 
(OJ No L 401, 30.12.1989, p 1). 



9. The initial proposal was, therefore, largely technical in character. Not that the 
ethical dimension was ignored but, at that time, it appeared that the exclusion from 
patentability of inventions the publication or exploitation of which would be 
contrary to public policy or morality, which was common to all the 
Member States' legislation on patents for invention and to the EPC(7), met the need 
to take into account the ethical dimension of biotechnological inventions. Further 
harmonization of national laws did not appear justified, given that they were 
already based on a common principle and that each case had to be assessed on its 
merits*50. 

REJECTION OF THE INITIAL PROPOSAL 

10. On 1 March 1995 the European Parliament concluded the codecision procedure by 
rejecting the joint text, approved by the Conciliation Committee on 
23 January 1995, for a European Parliament and Council Directive on the legal 
protection of biotechnological inventions(9). The measure is thus deemed not to 
have been adopted, and the legal environment regarding biotechnological 
inventions is unchanged. 

THE CURRENT SITUATION WITHOUT A DIRECTIVE: GREATER LEGAL UNCERTAINTY 

11. The vote on 1 March 1995 shows that the plenary sitting of the 
European Parliament was, ultimately, not able to accept the outcome of the 
negotiations within the Conciliation Committee00* The Commission has, therefore, 
to acknowledge that the issues raised by the legal protection of biotechnological 
inventions have still not been resolved in a sure and uniform manner for all 
Member States. The legal uncertainty that constituted the justification for the 1988 
proposal remains. 

12. National patent offices and the national courts may always refer to existing 
legislation that indisputably applies to biotechnological inventions. No 
technological field is excluded a priori from patentability, provided that the 
conditions governing protection are satisfied. The vote on 1 March may not, 
therefore, be interpreted as requiring a moratorium - either de jure or de facto. 

13. But patent law now appears even more incomplete and uncertain than in 1988, and 
it is not realistic to hope that this can always be remedied through an unambiguous 
and equitable interpretation shared by all the courts in all the Member States. The 
most important thing is to assess the ethical dimension of certain biotechnological 
inventions which, unless otherwise clarified by the legislature, could turn out to 
be a Pandora's box from which emotive issues are constantly likely to emerge. 

14. Matters will not resolve themselves with time. An increasing number of patent 
applications, including in genetic engineering, are being deposited and granted. 
Consequently, there will be more and more questions to resolve. The 
European Patent Office's statistics are illuminating in this respect (see Annex). 

(7) Article 53(a). 
(8) The classic example of an invention that must be excluded on grounds of public policy 

or morality is the letter-bomb. 
(9) C4-0042/95 - 94/0159(COD), doc PE-CONS 3606/1/95, 21.2.95, OJ No C 68, 20.3.95, 

p. 26. 
See paragraphs 27 to 32 below for a summary of the joint text. (10) 



15. Reference to the European Patent Office's activities is justified because, even if -
by definition - a directive harmonizing Member States' legislation may not directly 
influence the EPC and the European Patent Office's rulings, Article 2(2) of the 
EPC states that nThe European patent shall, in each of the Contracting States for 
which it is granted, have the effect of and be subject to the same conditions as a 
national patent granted by that State, unless otherwise provided in this 
Convention." Also, Article 138 of the EPC states, among other things, that 
"(1) Subject to the provisions of Article 139, a European patent may only be 
revoked under the law of a Contracting State, with effect for its territory, on the 
following grounds: (a) if the subject-matter of the European patent is not 
patentable within the terms of Articles 52 to 57' ..."(ll). 

16. Consequently, the Commission has been forced to acknowledge that it is no use 
believing that, in the absence of harmonization of national laws on patents for 
invention, the EPC and the rulings of the European Patent Office would prove 
sufficient. 

17. Nor does the case-law of the European Patent Office yet appear to be very firmly 
established, and it will take several more years before it can become the first point 
of reference(12). 

18. At present, therefore, it cannot be claimed that all European patents granted arid 
entering the national stage in the designated Contracting States will be interpreted 
in the same way, regardless of the national court involved. Not only must a 
decision be taken as to whether an invention may be patented or not; the precise 
scope of the protection conferred by a patent must also be ascertained if the holder 
institutes infringement proceedings. In the absence of clear reference points, 
national courts may react differently. At present, national courts are accustomed 
to deferring judgment pending the European Patent Office's final decisions. But 
that will take a long time yet and will not, ultimately, be binding on national 
courts: the latter will always be free to decide on the basis of the interpretation 
they regard as correct. 

19. As a result of this uncertainty and confusion, some national legislatures may wish 
to react by adopting differing national legislative solutions. The objective of 
harmonizing Member States' legislation in order to ensure the smooth functioning 
of the internal market so as to promote a more competitive economy could thus 
be directly called into question once again(13). 

(11) Article 139 of the EPC concerns rights of earlier date or the same date. Articles 52 to 57 
lay down the conditions governing patentability. Article 53 stipulates the exceptions to 
patentability: "European patents shall not 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" 

(12) For example, on 29 July 1995 the President of the EPO referred a point of law to the 
EPO's Enlarged Board of Appeal in order to ensure uniform application of the law and, 
in particular, of Article 53(b) EPC (OJ EPO 9/95, p. 595). 

(13) Commission White Paper Growth, competitiveness, employment, Bulletin EC, 
Supplement 6/93, p. 14, Making the most of the single market. Paragraphs 35 and 36 of 
the Court of Justice's judgment in Case C-350/92, supplementary protection certificate for 
medicinal products. 



20. The Commission is also obliged to note that the French legislature has introduced 
a new law: Law No 94-653 of 29 July 1994 on respect for the human body(14). 
Article 7 of the Law amends the first two subparagraphs of Article L611-17of 
the intellectual property code: nThe following shall not be patentable: (a) 
Inventions whose publication or implementation would be contrary to "ordre 
public" or morality, provided that the implementation of such an invention is not 
considered so contrary merely on the grounds of a legislative or regulatory 
provision; consequently, the human body, its elements and products and knowledge 
relating to the overall structure of a human gene or element thereof may not, as 
such, form the subject-matter of patents. " 

THE NEED FOR FURTHER COMMUNITY ACTION 

21. Following the vote by the European Parliament on 1 March 1995, the objective 
of harmonizing national patent law - by introducing provisions to ensure the free 
movement of biotechnological products and the smooth functioning of the internal 
market - still remains to be achieved as regards the legal protection of 
biotechnological inventions. Thus practical shape has still not been given to this 
measure, which was announced by the White Paper on completing the internal 
market. 

22. The observations made in 1988 with regard to the shortcomings of the legal 
environment for biotechnological inventions are all the more valid today. The 
evident legal uncertainty is bound to prevent the necessary answers being given 
to the questions now arising with increased urgency. 

23 French Law No 94-653 of 29 July 1994 is a sign that the Member States' 
legislatures will not be able to put up with the current situation for very much 
longer. 

24. It should also be noted that economic forecasts regarding the world market for 
biotechnological products have become more specific and refined since the initial 
proposal was published. In 1988, following a study carried out in 1986, the 
world market by the year 2000 was estimated to be worth USD 40 billion(15). 
According to the latest estimates, the world market in the year 2000 is valued at 
ECU 83.3 billion (see Annex). Accordingly, the Molitor group stresses that: 
"The Commission should put forward as soon as possible a new proposal for the 
legal protection of biotechnological inventions in order to avoid further increasing 
the gap between the legislative framework for investment in the EU and its main 
competitive countries"™'. 

25. The industry that invests the most in perfecting new products based on 
biotechnologies is the pharmaceutical industry. In this connection, the Commission 
should mention Council Regulation (EEC) No 1768/92 of 18 June 1992 
concerning the creation of a supplementary protection certificate for medicinal 
products. The Regulation is designed precisely to promote, in Europe, the long and 
costly research involved in perfecting medicinal products. The aim is to provide 
equitable compensation for the effective reduction in the protection offered by the 
patent, which is caused by granting authorization to place medicinal products on 
the market.(17) The supplementary protection certificate for medicinal products 

(14) French Official Gazette of 30 July 1994. 
(15) COM(88) 496, op. cit., paragraph 19, p. 8. 
(16) Report of the group of independent experts on legislative and administrative simplification, 

Brussels, 21.6.1995, COM(95) 288 final/2, proposal 5, p. 18. 
(17) OJ No L 182, 2.7.1992, p. 1. The fourth recital of the Regulation refers to the present 

situation leading to a lack of protection which penalizes pharmaceutical research. 



confers the same rights as conferred by the basic patent (Article 5 of Regulation 
1768/92). It would be paradoxical to accept a measure which, while designed to 
increase the European pharmaceutical industry's competitiveness, merely confirms 
a system of protection that - as regards medicinal products made using 
biotechnological processes - will become increasingly unsatisfactory unless it is 
clarified and adjusted. 

26. A number of medicinal products are indeed being produced using biotechnology 
(see figures quoted in the Annex), as is noted in Council Regulation (EEC) 
No 2309/93 of 22 July 1993 laying down Community procedures for the 
authorization and supervision of medicinal products for human and veterinary use 
and establishing a European Agency for the Evaluation of Medicinal Products. 
Part A of the Annex to the Regulation specifically refers to the possibility that 
certain medicinal products may be derived from elements of the human body and 
points out that some biotechnological processes make it mandatory for the 
Community to grant authorization for placement on the market(18). The industry 
therefore needs to know to what extent it will be able to protect its investments 
in perfecting new medicinal products. 

B. ASSESSMENT OF THE JOINT TEXT APPROVED BY THE CONCILIATION 
COMMITTEE ON 23 JANUARY 1995 

27. The conciliation procedure was initiated because, on 19 September 1994, 
the Council was unable to accept the amendments supported by the 
European Parliament at second reading(19). 

28. On 23 January 1995 the Conciliation Committee approved a joint proposal. 
Discussion centred on new wording for the tenth recital of the Council's common 
position (which became the twelfth recital of the joint text). It had to be 
determined whether the words "as such" in point (a) of the second subparagraph 
of Article 2(3) differentiated sufficiently between a discovery and an invention as 
regards body elements of human origin:(20) "On this basis, the following inter alia 
shall be unpatentable: (a) the human body or parts of the human body as such ...". 
Eventually a compromise was reached within the Conciliation Committee: the 
words "as such" were retained in the twelfth recital, which was reworded. But 
there is still some doubt, since the Council and the European Parliament have 
made contradictory statements regarding the interpretation of that recital. 

(18) 

(19) 

(20) 

OJ No L 214, 24.8.1993, p. 1. The Annex is on page 21, and Part A refers to recombinant 
DNA technology, controlled expression of genes coding for biologically active proteins 
in prokaryotes and eukaryotes including transformed mammalian cells, and hybridoma and 
monoclonal antibody methods. Part B of the Annex lists the types of medicinal products 
that may be placed on the market once the Commission has granted authorization. The list 
includes new medicinal products derived from human blood or human plasma 
The opinion (first reading) was delivered on 29.10.1992, OJ No C 305, 23.11 1992. The 
Commission presented an amended proposal on 16.12.1992, COM(92) 589 SYN 159, 
OJ No C 44, 16.2.1993, p. 36. The Council adopted a common position on 7.2.1994 
(Common position (EC) No 4/94, OJ No C 101, 9.4.1994, p. 65). The Commission 
communicated its views on the common position to the European Parliament on 
17.2.1994, SEC(94) 275 final - COD 159. The three amendments supported by Parliament 
at the second reading are included in Parliament's decision of 5.5.1994, OJ No C 205, 
25.7.1994, p. 307. The Commission's opinion on those three amendments is given in 
document COM(94) 245 final - COD 159, 9.6.1994. 
See explanatory memorandum to the report by Parliament's delegation to the 
Conciliation Committee, 23.2.1995, PE 211.520/def. 
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29. The other problem to which a solution seemed to have been found in the joint text 
was the deletion of "automatic" in the thirteenth recital (which became the 
fifteenth recital of the joint text). That recital explained the limits of the exception 
to patentability in point (b) of the second subparagraph of Article 2(3) regarding 
"processes for modifying the genetic identity of the human being contrary to 
human dignity". The thirteenth recital of the common position stated that, even if 
it were possible to obtain a patent for a process for modifying the genetic identity 
of the human being, "that would in no way imply automatic recognition of the 
patentability and legitimacy of what is known as germ line gene therapy ...". The 
use of the adjective "automatic" could suggest that there might be non-automatic 
cases permitting recognition of the patentability and legitimacy of what is known 
as germ line gene therapy(21). 

30. The Conciliation Committee also brought point (c) of the second subparagraph of 
Article 2(3), which concerns the exclusion from patentability of transgenic animals 
where certain conditions are not met, into line with the fifteenth recital of the 
common position (which became the seventeenth recital of the joint text). The aim 
was to incorporate into the article itself the criterion of proportionality set out in 
the recital, in order to assess correctly the acceptability of the "suffering or 
physical handicaps inflicted on the animals" in relation to the substantial benefit 
represented by the invention. 

31. The Commission should point out that the criterion of proportionality is justified 
particularly in view of Council Directive 86/609/EEC of 24 November 1986 on 
the approximation of laws, regulations and administrative provisions of the 
Member States regarding the protection of animals used for experimental and other 
scientific purposes(22). 

32. Lastly, the European Parliament's delegation to the Conciliation Committee 
stressed the need to provide for a derogation in respect of breeding stock, 
analogous to that provided for in respect of farmers in Article 12 of the common 
position. By way of compromise, the Commission had proposed a declaration 
[unofficial translation]: "Once a provision has been introduced, under Community 
law concerning the production of animal varieties, that will enable farmers to use 
protected livestock for breeding purposes on their own farms in order to replenish 
their stock, the Commission undertakes to take due account of that provision with 
a view to incorporating a corresponding derogation into the Directive." 

(21) 

(22) 

The purpose of this therapy is to remedy genetic changes that cause serious diseases, 
thereby preventing them from being passed on to future generations (Opinion No 4 of the 
Commission's group of advisers on biotechnological ethics, "The ethical aspects of gene 
therapy"). 
OJ No L 358, 18.12.1986, p. 1. Article 3 of the Directive states that: "This Directive 
applies to the use of animals in experiments which are undertaken for one of the following 
purposes: 
(a) the development, manufacture, quality, effectiveness and safety testing of drugs, 

foodstuffs and other substances or products: 
(i) for the avoidance, prevention, diagnosis or treatment of disease, ill-health or other 

abnormality or their effects in man, animals or plants; 
(ii) for the assessment, detection, regulation or modification ofphysiological conditions 

in man, animals or plants; 
(b) the protection of the natural environment in the interests of the health or welfare 

of man or animal. " 



C. THE LEGAL BASIS 

33. Since the objectives of the present proposal are the same as those of the original 
1988 proposal, namely to ensure the free movement of patented biotechnological 
products by harmonizing Member States' laws so as to clarify the legislative 
environment for such products, the Commission proposes retaining Article 100a 
of the EC Treaty as the legal basis(23). 

34. In drawing up the proposal, the Commission took due account of the provisions 
of Article 7c of the Treaty and noted that there is currently no need to lay down 
special provisions or to provide for exceptions. 

35. Similarly, the Commission examined the question of the high level of protection 
required with regard to health, safety, environmental protection and consumer 
protection under Article 100a(3) of the Treaty. In this connection the Commission 
wishes to emphasize, in particular, that harmonization of national laws on patents 
for invention may be carried out only in accordance with a legal framework that 
already exists or is to be devised concerning health, safety, environmental and 
consumer protection(24). A patent for invention does not confer the right to exploit 
an invention without restriction. A patent merely enables the holder to prohibit 
third parties from using the invention without authorization. In terms of 
competition rules, a patent confers a purely negative right of exclusion and not a 
positive right of exploitation. 

The proposal takes into account the Community's international commitments and, 
in particular, is compatible with Articles 27 and 30 of the Agreement on 
trade-related aspects of intellectual property rights, annexed to the Agreement 
establishing the World Trade Organization* \ 

The proposal is also compatible with the Convention on Biological Diversity, in 
particular Article 16(5)(26> 

(23) Paragraph 59 of Court of Justice Opinion 1/94 of 15 November 1994. Paragraph 33 of 
Court of Justice judgment in Case C-350/92, op. cit. 

<24) For example, Directive 90/219/EEC of 23 April 1990 on the contained use of genetically 
modified micro-organisms and Directive 90/220/EEC of 23 April 1990 on the deliberate 
release into the environment of genetically modified organisms (OJ No L 117, 8.5.1990), 
Regulation (EEC) No 2309/93 of 22 July 1993 laying down Community procedures for 
the authorization and supervision of medicinal products for human and veterinary use and 
establishing a European Agency for the Evaluation of Medicinal Products (OJ No L 214, 
24 8.1993), Directive 90/679/EEC of 26 November 1990 on the protection of workers 
from risks related to exposure to biological agents at work (OJ No L 374, 31.12.1990) as 
amended by Directive 93/88/EEC of 12 October 1993 (OJ No L 268, 29.10.1993). 

(25) Council Decision 94/800/EC of 22 December 1994 concerning the conclusion of the 
agreements reached in the Uruguay Round multilateral negotiations (1986-1994) 
(OJNoL336, 23.12.1994, p. 1). 

(26) Council Decision 93/626/EEC of 25 October 1993 concerning the conclusion of the 
Convention on Biological Diversity (OJ No L 309, 13.12.1993, p. 1). 
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II. THE MAIN POINTS OF THE NEW PROPOSAL 

A. INVENTIONS AND DISCOVERIES 

36. The essential aim of the new proposal is to clarify the distinction between what 
is patentable and what is not. In other words, its purpose is to confirm that 
discoveries may not be regarded as patentable inventions. Clarification has 
proved necessary following the discussions regarding the twelfth recital of the 
Conciliation Committee's joint proposal, which concerned the patentability of 
inventions "incorporating industrially applicable elements obtained in a technical 
manner from the human body in such a way that they can no longer be ascribed 
to a particular individual"127'. 

37. Clearly, on no account may harmonization of national laws on patents for 
invention depart from the basic principles of patent law. In order to qualify for 
protection, the conditions governing patentability - novelty, involvement of an 
inventive step, and potential for industrial application - must be satisfied(28). The 
consistent application of patent law highlights two further conditions deriving 
directly from the essential requirement to comply with the three conditions 
governing patentability: 

the invention must be such that a person skilled in the art can reproduce it 
(on the information contained in the patent application), and 

the invention must be of a technical nature, in the sense that it must relate 
to a technical field, must concern a technical problem and must possess 
technical characteristics that can be set out in the form of claims that define 
the subject-matter for which protection is sought. 

38. The patent law currently applicable in Europe, whether it be the Convention on 
the grant of European patents (EPC) or the Member States' laws, does not define 
an invention as such: an invention is identified by reference to the conditions listed 
in the previous paragraph. However, the patent law currently applicable in Europe 
does contain a non-exhaustive list of what may not be regarded as an invention: 
the exclusions are either abstract in character (e.g. discoveries, scientific theories, 
etc.), or non-technical (e.g. aesthetic creations or presentations of information). 
Thus an invention must be both practical and technical. 

39. Accordingly, as regards the concept of a discovery, the Directives on the 
examinations carried out by the European Patent Office contain an interpretation 
based on the consistent application of patent law in Europe: "If a man finds out 
a new property of a known material or article, that is mere discovery and 
unpatentable. If however, a man puts that property to practical use he has made 
an invention which may be patentable. For example, the discovery that a 
particular known material is able to withstand mechanical shock would not be 
patentable, but a railway sleeper made from that material could well be 
patentable. To find a substance freely occurring in nature is also mere discovery 
and therefore unpatentable. However, if a substance found in nature has first to 
be isolated from its surroundings and a process for obtaining it is developed, that 
process is patentable. Moreover, if the substance can be properly characterised 
either by its structure, by the process by which it is obtained or by other 
parameters and it is 'new ' in the absolute sense of having no previously recognised 

(27) Doc. PE-CONS 3606/1/95, 21.2.1995, p. 4. 
(28) Article 1 of the Strasbourg Convention clearly states that: "... An invention which does 

not comply with these conditions shall not be the subject of a valid patent." 
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existence, then the substance per se may be patentable"(29). 

40. Scientific theories constitute a general instance of discovery: for example, while 
the physical theory of semi conductivity is not patentable, new semiconductor 
devices and processes för their manufacture may well be. 

41. To sum up, it is fair to say that an invention is something that provides a technical 
solution to a technical problem. The technical solution may include elements that 
are excluded from patentability, but that will entail the whole invention being 
unpatentable only where the application for protection confines itself to elements 
that are excluded from patentability (30) The essential factor is the technological 
contribution, given that this constitutes the human input and that the same result 
cannot possibly be achieved simply through the interplay of the laws of nature. 

42. Assessment of the technological contribution is carried out objectively under patent 
law. The benchmark for assessing the extent of this contribution is the state of the 
art as comprised by "everything made available to the public by means of a 
written or oral description, by use, or in any other way, before the date of filing 
of the European patent application'0^. 

43. In accordance with the principles explained above, a element of the human body 
that has not been obtained with the aid of a technological process, but simply 
detached, removed or collected, may not be regarded as a patentable invention. 
Thus a limb, an organ or a bodily fluid (e.g. sperm, blood, tears or sweat) cannot 
be patentable. Regardless of whether the limb, organ or bodily fluid concerned 
ranks as a discovery, the question arises as to what constitutes the technical 
solution applied to a technical problem Moreover, that question must be answered 
with reference to the state of the art. In this instance, a sensible answer to these 
questions that refers to technology is not possible. 

44. The question as to the patentability of sequences of nucleotides of human origin 
must be understood in the light of the above-mentioned principles. Clearly, DNA -
which is made up of some three billion basic pairs (adenine (A) with thymine (T) 
guanine (G), with cytosine (C)) - is not patentable in its natural state in the human 
body, since it is a naturally occurring substance. But what about individual genes? 

45. DNA is the chemical basis for some 100 000 genes in the genetic code. The order 
in which the basic pairs occur constitutes the genes' coded information. All the 
genes gather together in the form of chromosomes representing the genetic 
inheritance of a cell or of a living organism. That inheritance is passed on to 
descendent cells and organisms. 

46. A cell's DNA is an inert store of information that does not renew or destroy itself. 
When a gene's information is to be expressed, it must first be copied in the form 
of a messenger RNA molecule. Proteins are the decoding products of these 
RNAm's. The genetic information is expressed in the course of the line of descent 
from gene to RNAm to protein. Proteins are the molecules that actually carry out 
the genes' instructions The code that makes it possible to determine a protein's 
structure (the ami no-acid sequence) functions according to a system of universal 
correspondence. This applies equally to bacteria and mammals, one amino acid 
corresponds to three successive bases. Nature has selected just twenty amino acids 
as the building blocks of life, and these are present in all living organisms. 

(29) 

(30) 

(31) 

Guidelines for Examination in the European Patent Office, Part C, Chapter IV, point 2.3. 
Article 52(4) EPC, which has been incorporated into legislation in all the Member States. 
Article 54(2) EPC, which has been incorporated into legislation in all the Member States. 
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47. The points set out in the preceding three paragraphs are laws of nature that cannot 
possibly be covered by patent law. Beyond that, in the case of genes the question 
is whether the conditions governing patentability may be satisfied as regards 
certain products or processes related to the processes of life itself. 

48. The answer is provided by the conditions governing patentability set out in 
paragraph 37 and the Directive on the examination referred to in paragraph 39: if 
the coding region of a gene is identified(32), if a process for obtaining it is 
perfected, if it can be distinguished by its structure*34* and if this biological 
material provides a technical solution to a technical problem(35), then it is 
patentable. Clearly, all these operations are highly technical and can be carried out 
only in accordance with the laws of nature applicable in the case concerned, just 
as the new molecules that go to make up patentable medicinal products are subject 
to the laws of organic chemistry applying to compounds of carbon. 

49. The state of the art regarding DNAc provides an objective criterion. The additional 
DNA containing the copy of the genes' coding regions in the form of RNAm is 
cloned in bacteria. Those bacteria may constitute a genomic bank or a bank of 
DNAc. Those banks provide an accurate measure of the state of the art so that an 
assessment can be made as to whether the conditions of novelty, involvement of 
an inventive step, and industrial application have been met. 

50. Accordingly, since nucleic acids obtained from the human body do not have a 
specific technical purpose, they cannot be patented. How are the criteria inventive 
step and industrial application to be applied to the subject-matter of an application 
for a patent for invention if there is no ready measure of their extent? An 
invention is deemed to involve an inventive step if "having regard to the state of 
the art, it is not obvious to a person skilled in the art". Industrial application is 
deemed to be possible if the invention "can be made or used in any kind of 
industry, including agriculture". If the specific technical purpose of an invention 
is not known, then these two conditions cannot be satisfied because there is no 
state of the art against which to make an assessment. 

51. As regards the conventional principles of patent law, there is thus no difficulty in 
distinguishing between a discovery and an invention with reference to elements of 
human origin. Elements isolated from the human body by means of a technical 
process are artificial and thus qualify as inventions, since they are technical 
solutions invented by man in order to solve technical problems. Nature is 
incapable of producing this type of element by itself. The techniques employed in 
order to isolate such elements from the human body work only by means of 
human intervention. 

(32) 

(.«.«) 

(34) 

(35) 

In a gene there is only one part that provides the code for the protein. There are other 
parts that regulate expression, known as regulatory or instigator regions and located 
mainly upstream from the coded messages defining the structure of the coded protein 
With the aid of restricting enzymes and the PCR technique, enabling a specific region of 
a whole genome to be detected on the basis of a single cell by replicating it in large 
quantities in vitro. 
That is to say the succession of ATGC bases determined by sequencing. 
For example, if the coded protein is known, recombinant bacteria can be cloned (i.e. 
bacteria carrying extraneous DNA and capable of breeding in the form of colonies), along 
with DNAc (copies of RNAm from cells representing genuinely functional genetic 
information) in order to obtain a recombinant protein. The recombinant protein is artificial, 
as is the DNAc taken as a basis. In the case in point, the technical solution to a technical 
problem is the possibility of reproducing ex vivo a substance that nature normally 
produces only via human beings: e.g. erythropoietine, factor VIII, etc. 
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52. In the course of the discussions within the Conciliation Committee, Parliament 
stressed that the words "as such" - the aim of which was to distinguish the natural 
elements of the human body to be excluded from patentability - gave the 
impression of making discoveries patentable, which they cannot be. Accordingly, 
in order to clarify the question of the patentability of elements of human origin, 
it appears sensible not to include the words "as such" in the present proposal. At 
the same time, a clarification has been included in order to highlight the technical 
possibilities offered by an invention in respect of a element of human origin. 

53. The technical discussion concerning the difference between a discovery and an 
invention as regards elements of human origin took place against the background 
of interpretative guidelines as to exclusion from patentability on grounds of being 
contrary to public order or public morality. But the aspects explained above make 
it possible to establish that this question of difference is a technical one. Thus 
patent law may not, in itself, affect the fundamental principle excluding all rights 
of ownership in respect of the human being. A gene or a cell, in their natural state, 
must be excluded from patentability because they cannot be regarded as patentable 
inventions. In this respect, patent law does not have to adopt an ethical stance for 
reasons of public policy or morality. It has only to observe its own principles. In 
the Commission's view, in the interests of clarity the rule of law relating to this 
question of excluding from patentability elements of the human body that cannot 
be regarded as inventions should be tackled within a more appropriate framework. 
Thus the conventional system of patent law established by the laws of all the 
Member States and by the EPC will be observed. 

B. A CLEAR EXCLUSION FROM PATENTABILITY OF GERM LINE GENE THERAPY ON 
HUMANS 

54. Point (b) of the second subparagraph of Article 2(3) of the Conciliation 
Committee's joint text excluded from patentability "processes for modifying the 
genetic identity of the human being contrary to human dignity". Two criticisms 
were made of this Article. Firstly, it was considered that it would introduce an 
exception to the exclusion provided for by Article 52(4) of the EPC, under which 
methods for treatment of the human or animal body by surgery or therapy and 
diagnostic methods practised on the human or animal body are not to be regarded 
as inventions which are susceptible of industrial application. Secondly, the article 
was criticized for not adopting a clear stance on principle against germ line gene 
therapy. 

55. As regards this position of principle against germ line gene therapy that should 
have been or should be taken when harmonizing national laws on patents for 
invention in respect of biotechnological inventions, the Commission can only 
emphasize that patent law cannot allow itself to adopt a position on principle 
erga omnes. Two important recent statements by committees on ethics serve to 
stress the complexity of the issue and the difficulty of taking a final decision(36). 
While it may not be possible to adopt an ethical stance on principle that may 
extend beyond the scope of a directive harmonizing legislation on biotechnological 
inventions, there is no doubt that the present proposal may clearly exclude from 
patentability germ line gene therapy on humans.. 

(36) Opinion No 4 of the Commission's group of advisers on biotechnological ethics, regarding 
ethical aspects of gene therapy, and the August 1994 report by the sub-committee on 
human gene therapy of the UNESCO International Bioethics Committee, concerning 
therapeutic applications of genetic engineering. 
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C. FARMER'S PRIVILEGE AS REGARDS BREEDING STOCK 

56. The Conciliation Committee's joint text did not provide for the direct introduction 
into patent law of farmer's privilege as regards breeding stock: it referred to the 
future introduction of Community legislation on animal variety rights, which 
would include a derogation similar to that contained in Article 14 of 
Council Regulation (EC) No 2100/94 of 27 July 1994 on Community plant variety 
rights(37). Consequently, when the time came the Commission would have been in 
a position to propose a specific derogation to be incorporated into legislation on 
patents for invention, as had been done for the product of a harvest in Article 12 
of the Conciliation Committee's joint text. 

57. To clarify the situation, the Commission proposes that preferential treatment for 
farmers in respect of breeding stock be introduced directly into patent law. 

D. NEW PRESENTATION 

58. In order to make the proposal for a Directive clearer, it seems appropriate to alter 
its structure. Definitions are now given at the beginning of the text, followed by 
provisions on patentability. In accordance with the structure of Member States* 
legislation and the EPC, the first description given is of what may not be regarded 
as a patentable invention. The extent of, and exclusions from, patentability are 
then specified. Finally, exclusion from patentability on grounds of public policy 
or morality is clarified. 

HI. EXAMINATION OF THE PROVISIONS 

Article I 

59. This Article now comprises two paragraphs 

The first is taken over from Article 1 of the Conciliation Committee's joint text 
(referred to below simply as the joint text)(38). It states that the proposal fits into 
the existing framework of legislation on patents for invention and is not intended 
to introduce patent law applying specifically to living matter. 

The second is taken over from Article 18 of the joint text. It seems appropriate to 
point out at the beginning of the proposal that patent law may on no account 
depart from the general common law on monitoring the applications of research 
and exploitation or the commercialization of its results. 

Article 2 

60. This Article is new and not taken over directly from the joint text. 

It contains three definitions. 

The first defines biological material as any material containing genetic information 
that is self-reproducible or reproducible within a biological system. This is taken 
over from Article 2(2) of the joint text. 

(37) OJNoL227, 1.9.1994, p. 1. 
(38) Doc. PE-CONS 3606/1/95, 21.2.1995. 
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The second defines a microbiological process as any process involving or 
performed upon or resulting in microbiological material. A process consisting of 
a succession of steps is to be treated as a microbiological process if at least one 
essential step of the process is microbiological. This definition is taken from the 
second sentence of Article 5(1) and from Article 5(2) of the joint text. 
Microbiological material, therefore, means any biological material made up of 
micro-organisms or cellular or subcellular biological material derived from plants, 
animals or the human body. 

The third defines an essentially biological process for the production of plants or 
animals as any process which, taken as a whole, exists in nature or is not more 
than a natural plant or animal breeding process. This definition is based on the 
third sentence of Article 6 of the joint text. 

Article 3 

61. This Article comprises two paragraphs. 

The first stipulates that the human body and its elements in their natural state are 
not to be considered patentable inventions. It places point (a) of the second 
subparagraph of Article 2(3) of the joint text in a technical context. Article 3 of 
the proposal is thus intended to fit in with the conventional system of patent law. 

The words "as such", which gave rise to the difficulty in interpretation regarding 
the distinction between a discovery and an invention in relation to elements of the 
human body, have not been included. 

The first paragraph states that "The human body and its elements in their natural 
state are not to be considered patentable inventions." The phrase in italics draws 
the distinction between a discovery and an invention. As already explained above 
(paragraph 51), patentability applies to something that is artificial in the sense that 
it is a technical solution to a technical problem and has been invented by man. 
Conversely, a discovery concerns something natural. The need to draw a clear 
distinction provides the justification for referring, in the second paragraph, to a 
technical process in contrast to what is natural. Thus the words "in their natural 
state" are used to stress that elements of the human body are to be treated as 
discoveries and not to be considered as inventions. 

The second paragraph stipulates that biological material of human origin may form 
the subject-matter of an invention. 

This provision is necessary in order to make clear that elements of human origin 
must satisfy the conditions governing patentability before they can be considered 
inventions. 

The clearest way of highlighting the requirement for there to be an invention is to 
stress the fundamental principle of patent law: in order to qualify for protection, 
the subject-matter must constitute a technical solution to a technical problem. It 
thus proves essential to stress the industrial application requirement. Ail technical 
activity is covered, since patent law defines the condition as follows: "An invention 
shall be considered as susceptible of industrial application if it can be made or 
used in any kind of industry, including agriculture. " 

The industrial application of an invention is specified in the description that must 
be submitted when the patent application is filed. The description must be 
sufficiently clear and comprehensive for someone skilled in the art to be able to 
carry it out. Accordingly, it must: 

specify the technical field to which the invention relates; 
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indicate the previous state of the art; 

explain the invention such that the technical problem and the solution can 
be understood; 

specify in detail at least one way of making or doing the thing invented. 

Descriptions of nucleotide and amino-acid sequences in patent applications have 
now been standardized under World Intellectual Property Organization (W1PO) 
standard ST.23(39). 

There is thus no problem in affirming that patent law places at the disposal of all 
interested parties the scientific information relating to the invention. All patent 
applications are published. Consequently, obtaining a patent can in no way be 
taken as indicative of a wish to stifle research. Patent law is absolutely clear on 
this point, since it states that it does not extend to "acts done for experimental 
purposes relating to the subject-matter of the patented invention'K40\ 

An element of human origin that is capable of industrial application must be 
"isolated from the human body or otherwise produced by means of a technical 
process". This form of words has been chosen in order to show, as clearly as 
possible, that the patentable element is no longer in its natural state in the human 
body.(41) It is the result of an artificial process. 

The restricting enzymes technique, which enables a nucleotide sequence to be 
isolated from the genetic code, and ACP, which enables a nucleotide sequence to 
be replicated in vitro in a large quantity, can work only after human intervention. 
The wording "isolated from the human body or otherwise produced by means of 
a technical process" should therefore be taken in the context of these two 
techniques. 

The second paragraph ends with the words "even if the structure of that element 
is identical to that of a natural element". This wording is taken from the twelfth 
recital of the joint text, and was suggested by Parliament's delegation to the 
Conciliation Committee. It needs to be included in the main body of the text 
because the chemical structure of an element isolated from the human body by 
means of a technical process that may form the subject-matter of an invention 
capable of industrial application might be identical to the chemical structure of the 
element such as it occurs naturally inside the human body. This is so in the case 
of enzymes, for example. 

Article 4 

62. The first paragraph is based on Article 2(1) of the joint text, and states that 
biological material is patentable. 

The second paragraph is based on Article 3 of the joint text. It confirms that plants 
and animals and elements thereof are to be patentable as biological material. There 
is one exception, however: plant and animal varieties as such, in accordance with 
Article 53(b) of the EPC. 

(39) 

(40) 

(41) 

Supplement No 2 to EPO Official Journal No 12/1992. 
Article 27(b) of the Luxembourg Agreement relating to Community patents. The 
Agreement has not yet entered into force, but this Article has been incorporated into 
legislation in all the Member States. 
See earlier in paragraph 61. 
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Article 5 

63. This Article is based on the first sentence of Article 5 of the joint text. It states 
that microbiological processes and products obtained by means of such processes 
are to be patentable. The latter point was not included in the joint text, but it is 
helpful to follow the wording of Article 53(b) of the EPC (which has been 
incorporated into legislation in all the Member States). 

Article 6 

64. This is based on the first sentence of Article 6 of the joint text, and states that 
essentially biological processes for the production of plants or animals are not to 
be patentable. 

Article 7 

65. This is based on Article 4 of the joint text. 

It states that uses of plant or animal varieties and processes for their production, 
other than essentially biological processes for the production of plants or animals, 
are to be patentable. 

Article 8 

66. This is based on Article 7 of the joint text. 

It states that the subject-matter of an invention concerning a biological material 
is not to be considered a discovery or lacking in novelty merely on the grounds 
that it formed part of a naturally existing material. This Article merely emphasizes 
the need for an invention to be a technical solution to a technical problem. In 
order not to be regarded as a discovery (see paragraph 32 of this Explanatory 
Memorandum) or as lacking novelty, it must constitute a technical advance. The 
invention may be based on something that already existed in nature which it 
transforms and distinguishes. . 

Article 9 

67. This is based on points (b) and (c) of the second subparagraph of Article 2(3) of 
the joint text. 

It concerns exclusions from patentability on grounds of public policy or morality. 
The aim is to establish two general guidelines (rather than three, as there were in 
the joint text - see paragraph 53) on which to base future interpretations of this 
possibility for exclusion. Such interpretation should be a genuine reflection of the 
ethical dimension of biotechnological inventions. 

Point (a) restates, in simplified form, point (b) of the second subparagraph of 
Article 2(3) of the joint text. 

Its purpose is to reflect the detailed discussions held on the scope of the joint text 
as regards the exclusion from patentability of processes that alter the genetic 
identity of human beings. 

To that end, it is proposed to exclude directly from patentability "methods of germ 
line gene therapy on humans," i.e. therapy that could alter reproductive cells 
capable of transmitting genetic material to descendants. 

Point (b) is identical to point (c) of the second subparagraph of Article 2(3) of the 
joint text. 
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Article 10 

68. This is based on Article 9 of the joint text. 

The first paragraph stipulates that the protection conferred by a patent on a 
biological material possessing, as a result of the invention, specific characteristics 
is to extend to any biological material derived from that biological material 
through multiplication or propagation in an identical or different form and 
possessing the same characteristics. 

The second paragraph provides for the same extent of protection as regards a 
process enabling a biological material to be produced possessing, as a result of the 
invention, specific characteristics. 

Article II 

69. This is based on Article 10 of the joint text. 

It states that the protection conferred by a patent on a product containing or 
consisting of genetic information is to extend to all material in which the product 
is incorporated and in which the genetic information is contained and expressed. 

It should be noted at this point that the concept of genetic information 
automatically makes reference to a material substratum on which it is based, 
namely deoxyribonucleic acid. The order in which the four bases A T G C occur 
constitutes the genes' coded information Such information cannot be considered 
to be the same as the scientific information contained, for example, in scientific 
publications. But the dissemination of knowledge through the publication of a 
patent application contributes to the expansion of scientific knowledge concerning 
biotechnology. 

Article 12 

70. This is based on Article 11 of the joint text. 

It states that the protection referred to in Articles 10 and 11 is not to extend to 
biological material obtained from the multiplication or propagation of biological 
material marketed in the territory of a Member State by the holder of the patent 
or with his consent, if the multiplication or propagation necessarily results from 
the application for which the biological material was marketed, provided that the 
obtained material is not subsequently used for other multiplication or propagation. 

Article 13 

71. The first paragraph is based on Article 12 of the joint text. 

It provides for a derogation from Articles 10 and 11 as regards the scope of the 
protection conferred by a patent on a biotechnological invention. 

The derogation concerns the sale, to farmers, of patented propagating material. 
Farmers are authorized to use the product of their harvests for propagating 
purposes on their own farms.. JhQ scope of this derogation and detailed rules 
governing it are confined to those of the corresponding Community plant variety 
rights, i.e. Article 14 of Regulation (EC) No 2100/94 of 27 July 1994. 
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The second paragraph is new. 

It introduces a derogation from Articles 10 and 11 in respect of the sale, to 
farmers, of patented breeding stock. Farmers are to be authorized to use the 
protected livestock for breeding purposes on their own farms, in order to replenish 
their numbers. 

The third paragraph is also new. 

It concerns the extent and the conditions of the derogation in respect of breeding 
stock. Since there are, as yet, no specific Community provisions concerning animal 
variety rights, the extent and conditions are to be determined by national laws, 
regulations and practices. 

Article 14 

72. This is based on Article 13 of the joint text. 

It introduces a system of compulsory cross-licensing where a breeder cannot 
acquire or exploit a variety right without infringing a prior patent, and vice versa. 

Two conditions have to be met when submitting a licence application to the 
competent authority in the Member State concerned: 

the applicant must demonstrate that he has applied unsuccessfully to the 
holder of the patent or of the plant variety right to obtain a contractual 
licence, and 

that exploitation of the plant variety or the invention constitutes significant 
technical progress. 

Article 15 

73. This is based on Article 14 of the joint text. 

It concerns the deposit of, and access to, a biological material which is not 
available to the public and which cannot be described in a patent application in 
such a manner as to enable the invention to be reproduced by a person skilled in 
the art. 

In this case, the written description of the invention must be supplemented by a 
physical component accessible at least to the international depositary authorities 
which acquired this status by virtue of Article 7 of the Budapest Treaty of 
28 April 1977 on the International Recognition of the Deposit of Micro-organisms 
for the Purposes of Patent Procedure 

At 15 April 1995, 35 countries were party to the Budapest Treaty, including 12 
Member States (Ireland, Luxembourg and Portugal are not yet party to it). 
Recognition has been accorded to 28 international depositary authorities, including 
12 in the Member States. 

Article 16 

74. This is based on Article 15 of the joint text. 

It concerns the re-deposit of a biological material which ceases to be available 
from the recognized depositary institution, either because that institution has lost 
its status or because the biological material is no longer "live". 
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Article 17 

75. This is based on Article 16 of the joint text. 

It confirms that, if the subject-matter of a patent is a process for obtaining a new 
product, the reversal of the burden of proof also applies to biotechnological 
inventions. 

Anyone other than the holder of the patent will be required to prove that he has 
not made the new product by means of the patented process. 

The principle of reversal of the burden of proof is set out in Article 35 of the 
Community Patent Convention and must be regarded as a fundamental principle 
of European patent law on which the Directive has to be based. 

Article 18 

76. This is based on Article 19 of the joint text. 

It is the standard final provision regarding the bringing into force, by 
Member States, of the laws, regulations and administrative provisions necessary 
to comply with the Directive The deadline for doing so will be stipulated at the 
appropriate stage. 

Article 19 

11. This is based on Article 20 of the joint text. 

It states that the Directive is to enter into force on the day of its publication in the 
Official Journal of the European Communities, in accordance with Article 191 of 
the Treaty. 

Article 20 

78. This is based on Article 21 of the joint text. 

It states that the Directive is addressed to the Member States. 

79. Article 8 of the joint text has not been incorporated into the draft proposal. 

It concerned the patentability of processes comprising a succession of steps, one 
or more of which involve a method of treatment of the animal body by surgery or 
therapy or a diagnostic method practised on the animal body. 

The original purpose of this Article was to provide for very specific cases 
involving the transfer of embryos between animals. It has since become clear that 
this is not a biotechnological problem. 

80. Nor has Article 17 of the joint text been incorporated. 

It laid down transitional provisions regarding the derogation in respect of the sale, 
to a farmer, of propagating material by the holder of a patent or with his consent. 
The transitional arrangements have since been superseded by the full entry into 
force, on 27 April 1995, of Council Regulation (EC) No 2100/94 on Community 
plant variety rights. 
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ANNEX 

INFORMATION ON THE INDUSTRIES USING BIOTECHNOLOGY 

While the actual economic prospects of the biotechnology product market have not 
immediately matched the hopes pinned on the industrial openings for applications 
of this new technology, the forecasts for the year 2000 show the market really 
taking off (see following table in billions of ecus, source: CEFIC-SAGB, 1994): 

Current 
market 

Market in 
2000 

Medicinal 
products 

1.2 

23.9 

Chemicals 

0.1 

14.6 

Agriculture & 
foodstuffs 

2.4 

40.0 

Environment 

0.4 

2 

Plant 

1.0 

2.8 

Total 

5.1 

83.3 

The data available for the medicinal products sector make it possible to assess more 
accurately the position of European firms compared with their competitors from the 
United States and Japan The following table lists the world's top 15 
"biopharmaceutical" firms by turnover generated from medicinal products 
manufactured using biotechnological processes and products under licence (source: 
Datamonitor, 1994): 

Company 1993 sales 1993 sales 
(own products) (+products under 

$ millions licence) 
$ millions 

Amgen 1.306 2.208 
Eli Lilly 8310 896 
Novo Nordisk 797_ 1.003 
J&J 625 625 
Schering-Plough 597 597 
S-B 479 479 
Genentech 457 1.773 
Chugai 404 404 
Sankyo 377 _377 
Pharmacia •• 336 336 
Merck & Co 290 290 
Roche 250 250 
Ares-Serono 199 199 
Genzyme 125 125 
Hoechst 121 | 121 

As can be seen from the above table, seven US firms are among the top 15, with four 
among the top five: Amgen, Eli Lilly, J&J, Schering-Plough, Genentech, Merck & Co, 
and Genzyme. 
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The six European firms are Novo Nordisk, S-B, Pharmacia, Roche, Ares-Serano and 
Hoechst. 

Two Japanese firms are listed: Chugai and Sankyo. 

• The following table showing the number of entities involved at the clinical and 
post-clinical development stages in the fields of biotechnology and immunology 
highlights the lead that the United States has over the rest of the world 
(source: Heinz Redwood, 1993): 

Origin No. of entities No. of entities 
(clinical stage) (post-clinical stage) 

United States 101 29 
Japan 12 16 
Europe 46 10 
Other 16 6 
Total 175 I 61 ~~ 

Expressed in percentages, the picture is as follows: 

Origin No. of entities 
(clinical stage) 

No. of entities 
(post-clinical stage) 

United States 58% 48% 
Japan 7% 26% 
Europe 26% 16% 
Other 9% 10% 
Total 100% 100% 

The above figures show the leading position held by the United States. A similar 
picture emerges if we look at the European Patent Office (EPO)'s figures for the 
number of biotechnology patent applications it received and the number of such 
patents it granted between 1990 and 1994: 
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Applications for a European patent in the field of biotechnology: 

Origin 
EPO 
member 
countries 
Japan 
U n i t e d 
States 
Other 
Total 

1990 
176 

75 
146 

30 
427 

1991 
199 

73 
195 

23 
490 

1992 
266 

73 
219 

40 
598 

1993 
231 

59 
342 

49 
681 

1994 
247 

69 
262 

42 
620 

Total 
1119 

349 
1164 

184 
2816 

Expressed in percentages: 

Europe 
39.7% 

United States 
41.3% 

Japan 
12.4% 

Other 
6.6% 

The aggregate percentages for all fields of technology over the same period are as 
follows: 

Europe 
48.60% 

United States 
28% 

European patents grant 
Origin 
EPO 
member 
countries 
Japan 
U n i t e d 
States 
Other 
Total 

1990 
36 

33 
38 

1 
108 

Japan 
19.40% 

Other 
4% 

ed in the field of biotechnology: 
1991 
44 

41 
62 

3 
150 

1992 
54 

41 
77 

5 
177 

1993 
93 

46 
76 

8 
223 

1994 
106 

40 
114 

11 
271 

Total 
333 

201 
367 

28 
929 

Expressed in percentages: 

Europe 
35.8% 

United States 
39.5% 

Japan 
21.6% 

Other 
3.1% 
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The aggregate percentages for all fields of technology over the same period are as 
follows: 

Europe 
54.2% 

United States 
23% 

Japan 
19.8% 

Other 
3% 

The above figures show that United States firms have a much stronger presence on the 
European biotechnology market than in all other fields of technology. 

• As regards European firms' presence on the United States market, a study published 
in March 1995 by Pharmaceutical Research and Manufacturers of America entitled 
"Biotechnology drug research has come of age" states that 140 patents relating to 
genetic-engineering medicinal products were granted by the United States Patent and 
Trade Mark Office in 1994. The breakdown of those patents by country of origin 
was as follows: 

United 
States 

109 

Europe 

16 

Japan 

10 

Other 

5 

Total 

140 
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Ehdotus 
EUROOPAN PARLAMENTIN ja NEUVOSTON DIREKTIIVIKSI 

bioteknologian keksintöjen oikeudellisesta suojasta 

EUROOPAN PARLAMENTTI ja EUROOPAN UNIONIN NEUVOSTO, jotka 

ottavat huomioon Euroopan yhteisön perustamissopimuksen ja erityisesti sen 100 a 
artiklan, 

ottavat huomioon komission ehdotuksen(1), 

ottavat huomioon talous- ja sosiaalikomitean lausunnon(2), 

toimivat Euroopan yhteisön perustamissopimuksen 189 b artiklassa määrättyä menettelyä 
noudattaen(3), 

sekä katsovat, että 

1) bioteknologialla ja geenitekniikalla on yhä tärkeämpi asema monilla teollisuuden 
aloilla ja bioteknologian keksintöjen suojaaminen tulee varmasti olemaan olennaisen 
tärkeätä yhteisön teolliselle kehitykselle, 

2) erityisesti geenitekniikan alalla tutkimus- ja kehitystyö vaatii huomattavan suuria 
ja riskialttiita investointeja, joiden kannattavuus voidaan taata ainoastaan riittävällä 
oikeudellisella suojalla, 

3) ilman tehokasta ja yhdenmukaistettua suojaa kaikissa jäsenvaltioissa on vaarana, 
ettei yhteisössä tehdä tällaisia investointeja, 

4) Euroopan parlamentin hylättyä sovittelukomitean hyväksymän yhteisen luonnoksen 
Euroopan parlamentin ja neuvoston direktiiviksi bioteknologian keksintöjen 
oikeudellisesta suojasta*4' Euroopan parlamentti ja neuvosto ovat todenneet, että 
bioteknologian keksintöjen oikeudellinen suoja ei voi jäädä nykyiseen tilaansa, 

5) bioteknologian keksintöjen suojaa koskevassa jäsenvaltioiden lainsäädännössä ja 
käytännössä on eroavuuksia; tällaiset erot ovat omiaan aiheuttamaan kaupan esteitä 
sekä muodostumaan siten esteeksi sisämarkkinoiden moitteettomalle toiminnalle, 

6) tällaiset oikeudellisen suojan erot voivat kasvaa sitä mukaa, kun jäsenvaltiot ottavat 
käyttöön uutta lainsäädäntöä ja erilaisia hallintokäytäntöjä sekä kansalliset 
oikeuskäytännöt kehittyvät eri tavoilla, 

7) bioteknologian keksintöjen oikeudellista suojaa koskevan kansallisen lainsäädännön 
epäyhdenmukainen kehitys yhteisön alueella saattaa haitata kauppaa, tämä 
puolestaan voi vaikuttaa kielteisesti tällaisten keksintöjen teolliseen edelleen 
kehittämiseen ja sisämarkkinoiden moitteettomaan toimintaan. 

a) 
(2) 

(3) 

(4) 
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8) bioteknologian keksintöjen oikeudellinen suoja ei edellytä erillisen lainsäädännön 
aikaansaamista, jolla korvattaisiin kansallinen patenttilainsäädäntö; kansallinen 
patenttilainsäädäntö muodostaa edelleen olennaisen perustan bioteknologian 
keksintöjen oikeudelliselle suojalle; sitä on kuitenkin mukautettava ja täydennettävä 
tietyiltä osilta, jotta siinä otettaisiin riittävästi huomioon sellaisen teknologian 
kehitys, johon sisältyy biologista materiaalia, mutta joka kuitenkin täyttää 
patentoitavuuden edellytykset, 

9) jäsenvaltioiden lainsäädännön yhdenmukaistaminen on tarpeen myös kansallisen 
lainsäädännön tietyistä kansainvälisistä patentteja ja kasvilajikkeita koskevista 
sopimuksista peräisin olevien tiettyjen käsitteiden selventämiseksi, jotka ovat 
aiheuttaneet epävarmuutta mahdollisuuksista suojata kasviainekseen liittyviä ja 
tiettyjä mikrobiologiaan liittyviä bioteknologisia keksintöjä; kyse on sellaisista 
käsitteistä, kuten patentoitavuuden poissulkeminen kasvilajikkeilta ja eläinroduilta 
tai olennaisesti biologisilta menetelmiltä kasvien ja eläinten tuottamiseksi, 

10) yhteisön bioteknologian keksintöjen suojaamisesta annetun lainsäädännön kehys 
voidaan rajata siten, että siinä määritellään tietyt periaatteet, joita sovelletaan 
biologisen materiaalin patentoitavuuteen sellaisenaan, periaatteet, joiden 
tarkoituksena on erityisesti määritellä tarkasti ero tiettyjen ihmisestä saatuihin 
kudoksiin liittyvien keksintöjen ja löytöjen välillä, patentin bioteknologian 
keksinnölle antaman suojan laajuus, mahdollisuus käyttää talletusjärjestelmää 
täydentämään kirjallista kuvausta, käänteinen todistustaakka sekä mahdollisuus 
hankkia pakkolupa, johon ei liity yksinoikeutta, kasvilajikkeiden ja keksintöjen 
välisestä riippuvuudesta, 

11) keksinnön patentti ei oikeuta haltijaa toteuttamaan keksintöään, vaan rajoittuu 
antamaan haltijalle oikeuden kieltää kolmansilta keksinnön hyväksikäyttö teollisiin 
ja kaupallisiin tarkoituksiin; näin ollen patenttioikeus ei voi vaikuttaa kansalliseen 
ja yhteisön lainsäädäntöön, joka valvoo tutkimusta ja sen tulosten käyttöä tai kaupan 
pitämistä, erityisesti suhteessa kansanterveyden, turvallisuuden, ympäristönsuojelun, 
eläintensuojelun, geneettisen monimuotoisuuden ja tiettyjen eettisten normien 
kunnioittamisen vaatimuksiin, 

12) kansallinen tai eurooppalainen patenttioikeus (Miinchenin sopimus) ei periaatteessa 
sisällä kieltoja tai rajoituksia, jotka olisivat esteenä biologisen materiaalin 
patentoitavuuden e, 

13) olisi tarkennettava, että ihmisruumiiseen ja sen kudoksiin niiden luonnollisessa 
tilassa liittyvät tiedot ovat peräisin tieteellisistä löydöistä eikä niitä voida siten pitää 
patentoitavina keksintöinä; tästä seuraa, että patenttioikeus ei voi loukata sitä eettistä 
perusperiaatetta, joka kieltää kaikki ihmiseen liittyvät omistusoikeudet, 

14) merkittävä edistys sairauksien hoidossa on jo nyt ollut mahdollista ihmisen 
kudoksista valmistettujen lääkkeiden tai muuten saatujen lääkkeiden avulla sekä 
sellaisten lääkkeiden avulla, jotka on tuotettu teknisellä menetelmällä, jonka 
tarkoituksena on tuottaa rakenteeltaan ihmisruumiissa luonnostaan olevien kudosten 
rakennetta muistuttavia kudoksia; tämän vuoksi patenttijärjestelmän avulla olisi 
kannustettava tällaisten kudosten tuottamiseen tähtäävää tutkimusta; 

15) tämän vuoksi on tarpeen todeta, että teollisuuden käyttöön soveltuvan, ihmisen 
ruumiin kudoksista valmistettuun tai muuten teollisella menetelmällä tuotettuun 
kudokseen perustuva keksintö on patentoitavissa, vaikka tällainen kudos olisi 
samanlainen verrattuna luonnolliseen kudokseen, on kuitenkin selvää, ettei minkään 
patentin voida tulkita ulottuvan ihmisen ruumiin kudokseen sen luonnollisessa 
ympäristössä, johon keksinnön kohde perustuu, 
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16) tällaista ihmisen kudoksista valmistettua tai muuten saatua kudosta ei voida pitää 
patentoitavuuden alueelle kuulumattomana samalla tavoin kuin luonnollisessa tilassa 
olevaa ihmisen ruumiin kudosta, toisin sanoen sitä ei voida kohdella samalla tavoin 
kuin löytöä, sillä valmistettu kudos on tulos teknisistä menetelmistä, joita on 
käytetty sen tunnistamiseen, puhdistamiseen, luokittelemiseen ja lisäämiseen 
ihmisen ruumiin ulkopuolella, joita vain ihminen voi toteuttaa ja joita luonto ei itse 
pysty toteuttamaan, 

17) on tarkennettava patentavoitavuuden ulkopuolelle jättämistä kasvilajikkeiden ja 
eläinrotujen osalta, tämä koskee näitä lajeja ja rotuja sellaisenaan ja sen vuoksi se 
ei vaikuta sellaisilla menetelmillä, joissa on ainakin yksi pääasiallisesti 
mikrobiologinen vaihe, saatujen kasvien tai eläinten patentoitavuuteen riippumatta 
siitä biologisesta materiaalista, johon tällaista menetelmää sovelletaan, 

18) on otettava huomioon ihmisen väliintulo ja tällaisen väliintulon vaikutukset 
aikaansaatuun tulokseen, jotta voitaisiin määritellä patentoitavuuden ulkopuolelle 
kuuluvat pääasiallisesti biologiset menetelmät kasvien tai eläinten tuottamiseksi, 

19) kansallisten keksintöjen patentoinnista annettu lainsäädäntö sisältää patentoitavuuden 
perusteita ja patentoitavuuden esteitä koskevia säännöksiä, erityisesti sellaisia 
säännöksiä, joiden mukaan patenttia ei myönnetä sellaisille keksinnöille, joiden 
julkistaminen tai hyödyntäminen olisi yleisen järjestyksen tai moraalin vastaista, 

20) tämän direktiivin säännöksiin olisi sisällytettävä tällainen viittaus yleiseen 
järjestykseen tai moraaliin erityisesti sen korostamiseksi, että jotkut bioteknologian 
keksintöjen sovellusten seuraukset tai vaikutukset voivat loukata niitä, 

21) tällaisen loukkauksen mahdollinen olemassaolo olisi tutkittava tapauskohtaisesti 
arvioimalla siihen liittyviä arvoja ja punniten keksinnöstä saatavaa hyötyä ja siihen 
liittyviä mahdollisia riskejä ja tarvittaessa ottaen huomioon oikeusjärjestelmän 
perusarvoille perustuvat väitteet, 

22) tämän direktiiviin olisi myös sisällytettävä ohjeellinen luettelo keksinnöistä, joita 
ei voi patentoida, yleisohjeeksi kansallisille tuomioistuimille ja patenttivirastoille, 
ja jossa tehdään yleisin suuntaviivoin viittauksia yleiseen järjestykseen tai moraaliin, 

23) tällainen eettisten ja moraalisten näkökohtien laaja huomioon ottaminen 
bioteknologian keksintöjen patentoitavuuden tarkastelussa on välttämätöntä tämän 
tieteenalan tutkimuskohteen - elävän materiaalin - ja tarkasteltavina olevien 
keksintöjen usein huomattavien seurausten vuoksi; tällainen huomioon ottaminen 
ei kuitenkaan muuta patenttioikeuden luonnetta ensisijaisesti teknisenä 
lainsäädäntönä eikä korvaa sitä lainmukaisuuden tarkastamista, jota bioteknologian 
keksinnöille vaaditaan niiden kehittämisen alusta lähtien tai niitä kaupan pidettäessä 
erityisesti turvallisuuden osalta, 

24) ottaen huomioon sikiögeeniterapian esiin tuomien uusien kysymysten merkittävyys 
ja kiistelty luonne on tärkeätä poistaa yksiselitteisesti ihmisen sikiögeeniterapian 
hoitomenetelmien patentoitavuus, 
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25) menetelmät, jotka muuttavat eläinten geneettistä identiteettiä ja jotka todennäköisesti 
aiheuttavat niille kärsimyksiä tai fyysisiä vammoja ilman huomattavaa hyötyä 
ihmiselle tai eläimelle, ja tällaisilla menetelmillä tuotettavat eläimet on vastaavasti 
jätettävä patentoitavuuden ulkopuolelle siltä osin kun kyseisille eläimille aiheutetut 
kärsimykset ja fyysiset vammat eivät ole kohtuullisessa suhteessa tavoitteeseen 
nähden, 

26) ottaen huomioon, että patentin tarkoituksena on antaa keksijälle ajallisesti rajoitettu 
yksinoikeus luovan toimintansa tuloksiin ja siten edistää keksintötoimintaa, 
patentinhaltijalla on oltava oikeus kieltää patentoidun itsestään lisääntyvän 
materiaalin käyttö vastaavanlaisissa tilanteissa, joissa voitaisiin kieltää patentoitujen 
muulla tavoin kuin itsestään lisääntyvien tuotteiden käyttö, se tarkoittaa itse 
patentoidun tuotteen valmistamista, 

27) on tarpeen tehdä ensimmäinen poikkeus patentinhaltijan oikeuksiin silloin, kun 
patentinhaltija itse myy viljelijälle maatalouden käyttöön suojatun keksinnön 
sisältävää lisäysaineistoa tai myynti tapahtuu hänen suostumuksellaan; tämän 
ensimmäisen poikkeuksen on annettava viljelijälle mahdollisuus käyttää satonsa 
tuotetta omalla tilallaan tapahtuvaan myöhempään lisäämiseen tai monistamiseen, 
ja tämän poikkeuksen laajuus ja sen edellytykset on rajoitettava neuvoston 
asetuksessa (EY) N:o 2100/94(5) säädettyyn laajuuteen ja sen edellytyksiin, 

28) viljelijältä voidaan vaatia vain yhteisön kasvinjalostajanoikeuden mukaista korvausta 
edellytyksenä yhteisön kasvinjalostajanoikeuksille antamaan suojaan sisältyvän 
poikkeuksen soveltamiseksi, 

29) patentinhaltija voi kuitenkin puolustaa oikeuksiaan viljelijää vastaan, joka käyttää 
poikkeusta väärin, tai sellaista jalostajaa vastaan, joka on kehittänyt kasvilajikkeen, 
johon suojattu keksintö sisältyy, jos jalostaja ei noudata velvoitteitaan, 

30) toisen poikkeuksen patentinhaltijan oikeuksiin on sallittava maanviljelijälle 
mahdollisuus, että hän käyttää suojattua karjaa jalostukseen omalla tilallaan karjansa 
uudistamiseksi, 

31) tämän toisen poikkeuksen laajuus ja sen edellytykset on säänneltävä kansallisessa 
lainsäädännössä, määräyksissä ja käytännössä, jos eläinrotujen jalostamisesta ei ole 
yhteisön lainsäädäntöä, 

32) geenitekniikalla tuotettujen kasvien uusien ominaisuuksien hyödyntäminen on 
taattava jäsenvaltioissa maksua vastaan pakkoluvan muodossa silloin, kun yleinen 
etu vaatii kyseisen suvun tai lajin osalta sen kasvilajikkeen hyödyntämistä, jolle 
lupaa pyydetään, ja kasvilajike edustaa merkittävää teknistä kehitystä, ja 

33) uusista kasvilajikkeista peräisin olevien, geenitekniikalla tuotettujen kasvien uusien 
ominaisuuksien hyödyntämisen alalla on taattava käyttö maksua vastaan pakkoluvan 
muodossa silloin, kun yleinen etu vaatii sellaisen keksinnön hyödyntämistä, jolle 
lupaa pyydetään, ja keksintö edustaa merkittävää teknistä kehitystä, 

(5) EYVL N:o L 227, 1.9.1994, s.l 
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OVAT ANTANEET TÄMÄN DIREKTIIVIN 

1 LUKU 

Patentoitavuus 

1 artikla 

1. Jäsenvaltioiden on suojattava bioteknologisia keksintöjä kansallisella 
patenttilainsäädännöllään. Jäsenvaltioiden on tarvittaessa mukautettava kansallista 
patenttilainsäädäntöään tämän direktiivin säännösten huomioon ottamiseksi. 

2. Tämä direktiivi ei rajoita tutkimuksen valvontaa ja tutkimustulosten käyttöä tai 
kaupan pitämistä koskevan kansallisen tai yhteisön lainsäädännön soveltamista. 

2 artikla 

Tässä direktiivissä tarkoitetaan 

1. 'biologisella materiaalilla' kaikkea materiaalia, joka sisältää geneettistä tietoa ja 
pystyy itse lisääntymään tai jota voidaan lisätä biologisessa järjestelmässä; 

2 'mikrobiologisella menetelmällä' kaikkia menetelmiä, joissa käytetään 
mikrobiologista materiaalia tai joiden kohteena on mikrobiologinen materiaali tai 
joilla tuotetaan mikrobiologista materiaalia. Monivaiheista menetelmää pidetään 
mikrobiologisena menetelmänä, jos ainakin yksi sen olennainen vaihe on 
mikrobiologinen; 

3. 'kasvien ja eläinten jalostukseen tarkoitetuilla olennaisesti biologisilla 
valmistusmenetelmillä' kaikkia menetelmiä, jotka kokonaisuudessaan esiintyvät 
eivätkä ole enemmän kuin yksi luonnollinen kasvien tai eläinten 
j alostamismenetelmä. 

3 artikla 

1. Luonnollisessa tilassa olevan ihmisen ruumiin tai sen kudosten ei katsota olevan 
patentoitavia keksintöjä. 

2. Sen estämättä, mitä 1 kohdassa säädetään, teolliseen käyttöön soveltuvan ihmisen 
kudoksista valmistettuun tai muuten teollisella menetelmällä saatuun kudokseen 
perustuvan keksinnön kohde on patentoitavissa, vaikka tällainen kudos olisi 
rakenteeltaan samanlainen kuin luonnollinen kudos. 

4 artikla 

1 Keksinnön kohteelta ei saa evätä patentoitavuutta yksinomaan sillä perusteella, että 
se koostuu biologisesta materiaalista; tai siinä käytetään biologista materiaalia taikka 
siihen sovelletaan biologista materiaalia 

2. Patentoitavissa on biologinen materiaali, mukaan lukien kasvit ja eläimet, kuten 
myös kasvien ja eläinten osat, jotka on jalostettu muulla kuin olennaisesti 
biologisella menetelmällä, lukuun ottamatta kasvilajikkeita ja eläinrotuja 
sellaisenaan. 

5 artikla 

Mikrobiologiset menetelmät ja näillä menetelmillä saadut tuotteet ovat patentoitavissa. 
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6 artikla 

Olennaisesti biologiset menetelmät kasvien tai eläinten tuottamiseksi eivät ole 
patentoitavissa. 

7 artikla 

Patentoitavissa on kasvilajikkeiden ja eläinrotujen käyttö sekä menetelmät niiden 
tuottamiseksi, lukuun ottamatta kasvien ja eläinten tuotantoon tarkoitettuja olennaisesti 
biologisia jalostusmenetelmiä. 

8 artikla 

Biologiseen materiaaliin liittyvän keksinnön kohdetta ei voida pitää löytönä tai katsoa, 
että se ei ole uusi yksinomaan sillä perusteella, että se on luonnossa olevaa materiaalia. 

9 artikla 

1. Keksinnöt, joiden hyödyntäminen olisi vastoin yleistä järjestystä tai moraalia, eivät 
ole patentoitavia, jos hyödyntämistä ei pidetä patentoitamattomana yksinomaan sillä 
perusteella, että se on kielletty lainsäädännössä tai hallinnollisella määräyksillä. 

2. Edellä 1 kohdan mukaisesti seuraavat keksinnöt eivät ole patentoitavissa: 

a) ihmiseen kohdistuvat hoitomenetelmät, joissa käytetään sikiögeeniterapiaa; 

b) menetelmät, joilla muutetaan eläinten geneettistä identiteettiä ja jotka 
todennäköisesti aiheuttavat eläimille kärsimyksiä tai fyysisiä vammoja ilman, 
että siitä on huomattavaa etua ihmiselle tai eläimelle, sekä tällaisilla 
menetelmillä tuotetut eläimet, sikäli kuin eläimille aiheutettu kärsimys tai 
ruumiilliset vammat eivät ole kohtuullisessa suhteessa tavoitteisiin nähden 

II LUKU 

Suojan laajuus 

10 artikla 

1. Patentin antaman suojan biologiselle materiaalille, jolla on tiettyjä erityispiirteitä, 
perustuessa keksintöön käsittää se kaiken biologisen materiaalin, joka on saatu 
lisäyksellä tai monistamisella samanlaisessa tai erilaisessa muodossa ja jolla on 
samat piirteet. 

2. Patentin antaman suojan biologiselle materiaalille, jolla on tiettyjä erityispiirteitä, 
valmistusmenetelmän perustuessa keksintöön käsittää tämä menetelmällä 
välittömästi saadun biologisen materiaalin ja samat erityispiirteet omaavan 
biologisen materiaalin, joka on saatu lisäyksellä tai monistamisella samanlaisessa 
tai erilaisessa muodossa välittömästi saadusta biologisesta materiaalista. Tämä suoja 
ei vaikuta siihen kasvilajikkeiden ja eläinrotujen patentoitavuuden poissulkemiseen, 
josta säädetään 4 artiklan 2 kohdassa. 

11 artikla 

Patentin antama suoja geneettistä tietoa sisältävälle tai siitä koostuvalle tuotteelle käsittää 
kaiken materiaalin, jossa tuote on osana ja johon geneettinen tieto sisältyy ja jossa se 
ilmenee, jollei 3 artiklan 1 kohdasta muuta johdu. 
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12 artikla 

Edellä 10 ja 11 artiklassa tarkoitettu suoja ei koske sitä biologista materiaalia, joka on 
saatu sen biologisen materiaalin monistamisella tai lisäyksellä, jonka patentinhaltija on 
saattanut tai hänen suostumuksellaan on saatettu markkinoille jonkin jäsenvaltion alueella, 
jollei monistaminen tai lisäys aiheudu välttämättömästä käytöstä, jota varten biologinen 
materiaali on saatettu markkinoille edellyttäen kuitenkin, ettei näin saatua materiaalia 
käytetä edelleen monistamiseen tai lisäykseen. 

13 artikla 

1. Poiketen siitä, mitä 10 ja 11 artiklassa säädetään, patentinhaltijan suorittama 
taihänen suostumuksellaan tapahtuva lisäysaineiston myynti maanviljelijälle 
maatalouden käyttöön merkitsee sitä, että viljelijä saa käyttää sadosta saamaansa 
tuotetta monistamiseen tai lisäykseen omalla tilallaan; tämän poikkeuksen 
laajuus ja edellytykset vastaavat 27 päivänä heinäkuuta 1994 annetun neuvoston 
asetuksen (EY) N:o 2100/94 14 artiklaa. 

2. Poiketen siitä, mitä 10 ja 11 artiklassa säädetään, patentinhaltijan suorittama tai 
hänen suostumuksellaan tapahtuva jalostuskarjan myynti maanviljelijälle merkitsee 
sitä, että maanviljelijä saa käyttää suojattua karjaa jalostamiseen omalla tilallaan 
karj an sa uudi stami seksi. 

3. Edellä 2 kohdassa säädettyjen poikkeusten laajuutta ja edellytyksiä ohjaava 
kansallinen lainsäädäntö, määräykset ja käytäntö. 

UI LUKU 

Pakkolupa 

14 artikla 

1 Jos jalostaja ei voi hankkia tai hyödyntää kasvinjalostusoikeutta loukkaamatta 
aiempaa patenttia, hän voi hakea asianmukaista korvausta vastaan pakkolupaa 
patentilla suojatun keksinnön muulla kuin yksinoikeudella tapahtuvaa käyttöä 
varten, jos lupa on tarpeen suojattavan kasvilajikkeen hyödyntämistä varten. 
Jäsenvaltioiden on säädettävä, että jos tällainen lupa myönnetään, patentinhaltija on 
oikeutettu vastavuoroiseen lupaan käyttää suojattua lajiketta kohtuullisen 
edellytyksin. 

2. Jos bioteknologisen keksinnön patentinhaltija ei pysty hyödyntämään patenttiaan 
loukkaamatta aiempaa kasvinjalostajanoikeutta, hän voi hakea asianmukaista 
korvausta vastaan pakkolupaa kyseisen oikeuden suojaaman lajikkeen muulla kuin 
yksinoikeudella tapahtuvaa käyttöä varten, jos lupa on välttämätön hänen 
keksintönsä hyödyntämisen kannalta. Jäsenvaltiot voivat edellyttää, että jos tällainen 
lupa myönnetään, kasvinjalostajanoikeuden haltijalla on oikeus vastavuoroiseen 
lupaan käyttää suojattua keksintöä kohtuullisin edellytyksin. 

3. Edellä 1 ja 2 kohdassa tarkoitettujen luvanhakijoiden on osoitettava, että: 

a) he eivät ole onnistuneet tekemään sopimusta patentinhaltijan tai 
kasvinjalostajan oikeuden haltijan kanssa käyttöluvasta, 

b) sellaisen kasvilajikkeen tai keksinnön hyödyntäminen, jota varten lupaa 
haetaan, on yleisen edun mukaista ja lajike tai keksintö edustaa huomattavaa 
teknistä kehitystä. 
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4 Jokaisen jäsenvaltion on nimettävä lupien myöntämisestä vastaava viranomainen tai 
vastaavat viranomaiset. Lupa myönnetään pääasiallisesti käytettäväksi markkinoilla 
siinä jäsenvaltiossa, joka sen myöntää. 

IV LUKU 

Biologisen materiaalin tallettaminen, saatavuus ja uudelleen tallettaminen 

15 artikla 

1. Jos keksintö käsittää sellaista biologista materiaalia tai koskee sellaisen biologisen 
materiaalin käyttöä, joka ei ole yleisesti saatavilla ja jota ei voida esittää 
patenttihakemuksessa siten, että alan ammattilainen voi kuvauksen perusteella 
käyttää keksintöä, kuvausta on pidettävä patenttioikeutta sovellettaessa 
riittämättömänä, jollei: 

a) biologista materiaalia ole talletettu hyväksyttyyn talletuslaitokseen viimeistään 
sinä päivänä, jona patenttihakemus on tehty. Hyväksyttävinä laitoksina on 
pidettävä ainakin niitä kansainvälisiä talletusviranomaisia, jotka ovat 
saaneet tämän aseman 28 päivänä huhtikuuta 1977 tehdyn mikro-organismien 
tallettamisen kansainvälistä tunnustamista patentinhakumenettelyä varten 
koskevan Budapestin sopimuksen, jäljempänä 'Budapestin sopimus', 
7 artiklan mukaisesti 

b) tehty hakemus sisällä niitä talletetun biologisen materiaalin ominaisuuksien 
kannalta tärkeitä tietoja, jotka hakijalla on ollut käytettävissään, 

c) patenttihakemuksesta ilmenee talletuslaitoksen nimi ja talletuksen numero. 

2. Talletetusta biologisesta materiaalista voivat saada näytteen: 

a) patenttihakemuksen ensimmäiseen julkaisemiseen asti ainoastaan ne, joilla on 
siihen oikeus kansallisen patenttioikeuden nojalla, 

b) hakemuksen ensimmäisen julkaisemisen ja patentin myöntämisen välisenä 
aikana kaikki, jotka näytettä pyytävät tai jos patentinhakija sitä pyytää vain 
riippumaton asiantuntija, 

c) patentin myöntämisen jälkeen kaikki näytettä pyytävät, että patentti kumotaan 
tai mitätöidään. 

3. Näyte toimitetaan ainoastaan, jos sitä pyytävä henkilö sitoutuu patentin 
voimassaoloaikana olemaan: 

a) luovuttamatta biologisen materiaalin näytettä tai mitään siitä saatavaa 
materiaalia kolmannen käyttöön ja 

b) käyttämättä biologisen materiaalin näytettä tai mitään siitä saatavaa 
materiaalia muuhun kuin tutkimustarkoituksiin, jollei patentinhaltija tai 
patentinhakija nimenomaan luovu oikeudestaan vaatia tällaista sitoumusta. 

4. Jos hakemus hylätään tai peruutetaan, näytteen saanti voidaan hakijan pyynnöstä 
rajoittaa koskemaan vain riippumattomia asiantuntijoita kahdenkymmenen vuoden 
ajaksi patenttihakemuksen tekopäivästä. Tällöin sovelletaan 3 kohdan säännöksiä. 

5. Edellä 2 kohdan b alakohdassa ja 4 kohdassa tarkoitettuja patentinhakijan pyyntöjä 
voidaan esittää ainoastaan siihen päivään asti, jolloin teknisten valmistelujen 
patenttihakemuksen julkistamiseksi katsotaan tulleen loppuun suoritetuksi. 
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16 artikla 

1. Jos 15 artiklan mukaisesti talletettu biologinen materiaali ei ole enää saatavilla 
hyväksytyssä talletuslaitoksessa, materiaalin uudelleentallettaminen on sallittava 
samoilla ehdoilla kuin Budapestin sopimuksessa on määrätty. 

2. Jokaista uutta talletusta on seurattava hakijan allekirjoittama lausunto, jossa 
vakuutetaan uudelleen talletetun biologisen materiaalin olevan samaa kuin alunperin 
talletettu materiaali. 

V LUKU 

Todistustakka 

17 artikla 

1. Jos patentin kohteena on menetelmä uuden tuotteen tuottamiseksi, muun kuin 
patentinhaltijan valmistamaa tuotetta on pidettävä patentoitua menetelmää 
käyttämällä saatuna, jollei toisin todisteta 

2. Siinä tapauksessa, että toisin todistetaan, on otettava huomioon vastaajan 
oikeudellinen etu suojella valmistus- ja liikesalaisuuksiaan. 

VI LUKU 

Siirtymä- ja loppusäännökset 

18 artikla 

1. Jäsenvaltioiden on saatettava tämän direktiivin noudattamisen edellyttämät lait, 
asetukset ja hallinnolliset määräykset voimaan ennen 1 päivää tammikuuta 2000. 
Niiden on ilmoitettava tästä komissiolle viipymättä. 

Näissä jäsenvaltioiden antamissa säädöksissä on viitattava tähän direktiiviin tai niitä 
virallisesti julkaistaessa niihin on liitettävä viittaus tähän direktiiviin. Jäsenvaltioiden 
on säädettävä siitä, miten viittaukset tehdään. 

2 Jäsenvaltioiden on toimitettava tässä direktiivissä tarkoitetuista kysymyksistä 
antamansa kansalliset säännökset kirjallisina komissiolle. 

19 artikla 

Tämä direktiivi tulee voimaan kahdentenakymmenentenä päivänä sen jälkeen, kun se on 
julkaistu Euroopan yhteisöjen virallisessa lehdessä 

20 artikla 

Tämä direktiivi on osoitettu kaikille jäsenvaltioille. 

Tehty Brysselissä, 

Euroopan parlamentin puolesta Neuvoston puolesta 
Puhemies Puheenjohtaja 
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FINANCIAL STATEMENT 

TITLE OF MEASURE 

Proposal for a European Parliament and Council Directive on the legal protection of 
biotechnological inventions. 

DESCRIPTION 

The purpose of the measure is to harmonize national laws on patents for biotechnological 
inventions, with a view to achieving uniform practices by patent offices and uniform 
national case-law. Harmonization is necessary in order to ensure the free movement of 
biotechnological products and the proper functioning of the internal market 

The measure has no financial implications for the Community budget. 
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IMPACT OF THE PROPOSAL 
ON BUSINESSES 

(and particularly SMEs) 

1. WHY IS COMMUNITY LEGISLATION NECESSARY? 

In order to harmonize, at Community level, Member States' legislation on the legal 
protection of biotechnological inventions, with a view to achieving the following 
objectives: 

(a) to improve the operation of the internal market for patented biotechnological 
products, so as to ensure their free movement; 

(b) to prevent distortions of competition for firms using biotechnology; 

(c) to ensure that research and development in biotechnology enjoy appropriate legal 
protection thanks to harmonization of Member States' legislation; 

(d) to improve the competitiveness of industry using biotechnology; 

(e) to take due account of the ethical dimension of biotechnological inventions. 

2. WHICH INDUSTRIES WILL BE AFFECTED? 

(a) The measure will benefit manufacturers of biotechnological products, and 
particularly firms that base their activities on research. 

(b) According to a study published by Ernst & Young in 1995, 485 firms would be 
affected in Europe. Of those, 81% employ less than 50 people, and 45% were 
founded after 1986. They cover a wide range of activities: pharmacy, chemicals, 
agriculture, foodstuffs, the environment and plant. While investment in the 
research and development of new biotechnological products is high, the return 
on that investment is uncertain because the legal protection offered by the 
system of patents for invention is not as clear-cut as in other areas of 
technology. The proposed measure is such that it would apply to all firms using 
biotechnology, whatever their size. 

(c) There is no reason to suppose that particular geographical areas will benefit 
more than others from the measure. 

3. WHAT MUST BUSINESSES DO IN ORDER TO COMPLY WITH THE 
MEASURE? 

The firms affected will not be required to take any special steps in order to benefit 
from the planned legislative harmonization. 

4. WHAT ARE THE LIKELY ECONOMIC EFFECTS OF THE MEASURE? 

(A) ON EMPLOYMENT 

Clarifying the legislative environment for biotechnological inventions will 
provide innovative firms in the various industries using biotechnology with an 
incentive to continue or even increase their investment in research Establishing 
an appropriate legal framework for the protection of biotechnological 
inventions will encourage innovation. Consequently, the boost given to 
employment will be most noticeable in the research field. 
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(B) ON INVESTMENT AND THE ESTABLISHMENT OF NEW BUSINESSES 

Harmonization of legal protection for biotechnological inventions should enable 
the firms concerned to feel far more certain about recouping their costs and 
investment. Once it is clear that patent law also applies in full to 
biotechnological products, patent holders will realize that the possible return 
on sums invested in perfecting such products enjoys a much greater legal 
guarantee. Patent law does not, of course, guarantee that there will be a market 
for any given product, but at least research findings cannot be turned to 
advantage by those not involved in making the necessary initial investment. 
This is a powerful incentive for setting up new businesses in order to undertake 
leading-edge research in biotechnology and then market the results. The sector's 
great promise is borne out by Ernst & Young's figures, which show that many 
of the firms concerned are newly established and small. 

(C) ON THE COMPETITIVENESS OF BUSINESSES 

The Commission White Paper Growth, competitiveness, employment - The 
challenges and ways forward into the 21st century(1) places special emphasis 
on the responsibility of governments and the Community in creating an 
environment that is as conducive as possible to businesses' competitiveness. 
Firms using biotechnology must be able to contribute increasingly to the 
European Union's balance of payments surplus. In order to do so, they need to 
be able to occupy a position that accurately reflects both their domestic and 
international competitiveness, so as not to be left behind by developments in 
other parts of the world. 

5. DOES THE PROPOSAL CONTAIN MEASURES THAT TAKE PARTICULAR 
ACCOUNT OF SMEs? 

The harmonization measures contained in the proposal are not particularly designed 
to assist small and medium-sized enterprises, although they will be able to benefit 
equally from them. 

6. CONSULTATION 

In drawing up the proposal, the Commission departments consulted widely with the 
sectors concerned and with various interest groups In line with the wishes expressed 
by Parliament, the purpose of the consultations was to ensure that the legislation 
governing patents for invention would be clear and unambiguous, that it would 
contain precise definitions, and that it would distinguish clearly between unpatentable 
discoveries and patentable inventions. 

The Commission departments were in contact with, or received written submissions 
from: the European Patent Office (EPO), the Union of Industrial and Employers' 
Confederations of Europe (UNICE), the European Board of Chemical Industry 
Federations (EBCIF), the European Federation of Pharmaceutical Industry 
Associations (EFPIA), the European Secretariat of National Bioindustry Associations 
(ESNBA), the Seed Committee of the Common Market (CÖSEMCO), Greenpeace, 
the Chartered Institute of Patent Agents, the Animal Cell Technology Platform 
(ACTEP), the Green Industry Biotechnology Platform (GIBiP), the Senior Advisory 
Group on Biotechnology (SApB), the Agence Nationale pour la Valorisation de la 
Recherche (ANVAR), Friends of the Earth (Europe), the Bioindustry Association 
(BIA) and the British Union fpr the Abolition of Vivisection (BUAV). 

(i) Bulletin of the European Communities, Supplement 6/93. 
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