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THE RELATIONSHIP BETWEEN LAW AND BIOMEDICAL SCIENCES
IN THE CONTEXT OF THE ART. 53 (A) OF THE EUROPEAN PATENT
CONVENTION

The problem, relevance and novelty of the research

Scientific progress has a growing influence on different fields of reality, including law*. For
this reason, judges, when resolving disputes, and legislators, when preparing a new
legislative proposals, have to consider not only strictly legal questions, but also those,
closely related to other branches of science and technology, and regulate objects or
processes comprehensible to only a small circle of specialists of a certain field.

To date, it was possible to perform the afore-mentioned actions by way of employing
existing legal regulation and established legal categories, however, with the situations
determined by the scientific and technological progress becoming more and more complex,
the question arises as to whether the ability of the contemporary legal system to respond to
these advancements can be considered sufficient’. One of the legal fields, recently more
and more challenged by the scientific progress, is patent law?, which, despite the fact, that it
encompasses a narrow part of the regulation related to the scientific research and new

technologies, is considered to have a significant impact on the development of innovations,

! See e.g. JASANOFF, S. The Idiom of co-production. In JASANOFF, S. States of Knowledge. The co-production of
science and social order. London: Routledge. 2004, p. 1-12, p. 2; FAULKNER, A., LANGE, B., LAWLESS, C.
Introduction: Material Worlds: Intersections of Law, Science, Technology and Society. Journal of Law and Society, vol.
39, No. 1, 2012, p. 1-19, p. 1-2; ROMEO-CASABONA, C. M. Criminal Policy and Legislative Techniques in Criminal
Law on Biotechnology. Revue internationale de droit penal, 2011, vol. 82, nr. 1, p. 83-108; MURPHY, T., O CUINN,
G. Works in progress: new technologies and the European Court of Human Rights. Human Rights Law Review, 2010,
No. 10 (4), p. 601-638.

% See e.g. BROWNSWORD, R. Lost in Translation: Legality, Regulatory Margins, and Technological Management.
Berkeley Technology Law Journal, 2011, No. 26, p. 1322-1366, p. 1325; KERSTEN, J. Das Klonen von Menschen.
Eine verfassungs-, europa- und vélkerrechtliche Kritik. Tibingen: Mohr Siebeck, 2004, p. 30.

¥ See e.g. HELLSTADIUS, A. A Quest for Clarity: Reconstructing Standards for the Patent Law Morality Exclusion.
[interactive]. Stockholm: Stockholm  University, 2015 [Accessed 22 September 2015]. <http://su.diva-
portal.org/smash/get/diva2:805837/FULLTEXTO1.pdf#page=106&zoom=auto,553,457>, p. 54.
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because, due to the potential economical benefit, which can be gained from patents, it
incentivises the creation of new inventions or the improvement of the existing ones”.
According to the international agreements and the provisions of certain national patent
laws, patents cannot be granted in respect of inventions, whose exploitation is not in
accordance with ordre public® or morality®. The European Patent Convention (EPC or
Convention)’ is not an exception, since its Art. 53 (a) indicates that patents shall not be
granted for inventions the commercial exploitation of which would be contrary to ordre
public® or morality®. This means, that even if all patentability requirements'® indicated in the
Art. 52 (1) EPC are fulfilled, a patent may still not be granted if an invention falls under the
exception of the Art. 53 (a) EPC. This, in particular, is relevant for the biotechnological
inventions, the patentability of which, when compared to that of other scientific and
technological inventions, is usually disputed on the basis of the afore-mentioned
provision*!, and forms the bulk of the case law of the EPO regarding the interpretation and

application of the provision of the Convention analysed in this work.

* See e.g. HELLSTADIUS, A. A Quest for Clarity<...>, p. 81; BRAENDLI, P. The future of the European patent
system. International Review of Intellectual Property and Competition Law, 1995, No. 26(6), p, 813-828, p. 820;
European Patent Office Organization for Economic Co-operation and Development, Bundesministerium flr Wirtschaft
und Arbeit. Intellectual Property as an Economic Asset: key issues in valuation and exploitation. International
Conference. 2005. [interactive]. [Accessed 22 March 2017]. <https://www.oecd.org/sti/sci-tech/35213963.pdf>.

® In the Lithuanian version of this doctoral thesis, the term ‘vieSoji tvarka’ as it is in the Lithuanian version of the
European Patent Convention. Lithuanian ‘vie$oji tvarka’ in English would mean ‘public order’.

% See e.g. Agreement on Trade-Related Aspects of Intellectual Property Rights, Annex 1C to the Agreement
establishing the World Trade Organization of 15 April 1994. Valistybés Zinios, 2001, No. 46-1620, Part 2 of Article 27
(This guideline allows the member states not to grant legal protection to the said inventions); 16 December 1980
Germany’s Patent Act (last amended on 19 October 2013). Bundesgesetzblatt, Part 1 Article 2 (1): “patents shall not be
granted in respect of inventions the commercial exploitation of which would be contrary to "ordre public" or morality”
(,,Fur Erfindungen, deren gewerbliche Verwertung gegen die 6ffentliche Ordnung oder die guten Sitten verstolRen
wiirde, werden keine Patente erteilt*); Patent Law of the Republic of Lithuania. Valstybés zinios, 1994, No. 8-120,
Article 5 Part 1 page 3: “Patents shall not be granted for: <...> 3) inventions the commercial exploitation of which
would be contrary to public interests, principles of morality and humanity*.

7 29 November 2000 Convention of the Grant of European Patents (European Patent Convention). Valstybés Zinios,
2004, No. 147-5326.

® The category “ordre public” is referred to as (i) ordre public (English); (i) gute Sitten (German); (iii) ordre public
(French) in the three official languages of the European Patent Convention. The term “ordre public” is used in this
dissertation.

% 29 November 2000 Convention <...>.

1029 November 2000 Convention <...>, Article 52 (1): ,, patents shall be granted for any inventions, provided that they
are new, involve an inventive step and are susceptible of industrial application “.

1 pILA, J.; TORREMANS, P. L. C. European Intellectual Property Law. Oxford: Oxford University Press, 2016, p.
156-157.
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Although currently there are not many decisions made by the European Patent Office
(EPO or Office) to provide legal protection for inventions, on the basis of the Art. 53 (a)
EPC, the existing ones are quite different, as there is no consensus on the content of the
categories of morality and ordre public and their relationship, nor on the standards and tests
that would be suitable for assessing the commercial exploitation of inventions on the basis
of the provisions of the said Convention. Also, due to the rapid development of science and
technology, the knowledge these fields provide, which is necessary for the assessment of the
commercial exploitation of inventions, is changing rapidly*?. Therefore, the content of
Art. 53 (a) EPC and the interpretation and application of this provision to inventions, in
particular to those from the biotechnological field, are unclear and difficult to predict.

All this is a problem, because the protection of legitimate expectations, legal certainty
and legal security is not guaranteed for those whose interests are influenced by the granting
of patents for biotechnological inventions. This situation adversely affects the
competitiveness of business entities and research organizations, the development of their
activities, as well as public access to the results of scientific progress, which can be crucial
for the health and well-being of individuals. This reduces not only the support for granting
exclusive rights to specific inventions, but also the confidence in the benefits of the entire
patent system and its transparency in the eyes of the inventors and developers and of those
who use them. In this context, it is not surprising that the debate about patenting of
biotechnological inventions in the European patent system is considered to be the most
prominent in the world™. Non-governmental organizations, individual activists, including
environmentalists, patients, animals rights defenders and scientists'®, get involved in this

process, in addition, protests are taking place or other forms of unrest occur®.

12 For more details see chapter: ,,1.4 Case Law of European Patent Office in with regard to the Article 53 (a) of EPC*

13 GRUSZOW, L. Types of invention in the field of genetic engineering, arising in the pratice of the European Patent
Office. I§ STERCKX, S. (red.) Biotechnology, Patents and Morality. Second edition. Aldershot, Burlington, USA,
Singapore, Sydney: Asgate, 2000, p. 207-216, p. 207.

1 PATHARSARATHY, S., WALKER, A. Observing the Patent System in Social and Political Perspective: A Case
Study of Europe. In OKEDWI, R. L., BAGLEY, M. A., Patent Law in Global Perspective. New York: Oxford
University Press. 2014, p. 321-343, p. 332.

> See e.g. SCHUBERT, S. Europe halts decisions on stem-cell patents. Nature, 2005, p.720-721, p.721;
SCHIERMEIER, Q. Germany challenges human stem cell patent awarded 'by mistake'. Nature, 2000, p. 3-4, p. 3;
PARTHASARATHY, S. Co-producing knowledge and political legitimacy. Comparing life form patent controversies
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The search for the solution to this problem is complicated, due to the wording of the
afore-mentioned EPC provision, which reveals the position of the European patent system™®
with regard to the national legal systems. The second part of the said Art. 53 (a) EPC states,
that “[commercial] 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”'’. This provision
indicates that, according to the Art. 53 (a) EPC, the granting of a European patent or refusal
to do that, does not depend on the national legal systems of the Contracting States (also
Member States) of the European Patent Organization (EPOrg)*®, because a prohibition in
the legal system(-s) of one or few members is not a sufficient precondition to regard
commercial exploitation of an invention as being against ordre public and (or) morality®.
This position is also confirmed by the case law of the Boards of Appeal of the European
Patent Office (EPO Board(-s) of Appeal or Board(-s))®. Hence, the fact that, according to
the legal norms of the Contracting States, an exploitation of an invention is allowed or
prohibited, is not a sufficient criterion per se when deciding on the granting of exclusive
rights to an invention in compliance with the Art. 53 (a) EPC.

All the discussed above allows to agree with a widely recognized position in the legal
doctrine, that at least for now, the European patent system, built on the basis of the EPC, is

an autonomous legal order?, formally independent of its Contracting States’ national legal

in Europe and the United States. From HILGARTNER, S.; MILLER, C. A.; HAGENDIJK, R. (eds.) Science and
Democracy. Making knowledge and making power in the biosciences and beyond. New York: Routledge, 2015, p. 80.
16 The term "European patent law" in this dissertation study is used to describe the system established on the basis of the
EPC.

1729 November 2000 Convention <...>.

8 \/ISSER, D. The Annotated European Patent Convention 1973. Veldhoven: H. Tel. Publisher B.V., 2006, p. 61.

19 BEYLEVELD, D.; BROWNSWORD, R. Mice, Morality and Patents: The Onco-mouse Application and Article
53(a) of the European Patent Convention. London: Common Law Institute of Intellectual Property, 1993, p. 74.

20 Breast and Ovarian Cancer/ UNIVERSITY OF UTAH, case No. T 1213/05, para. 55. EPO‘s Boards of Appeal also
states that “The second half-sentence of Article 53(a) EPC contains the qualification "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".
This qualification makes clear that the assessment of whether or not a particular subject-matter is to be considered
contrary to either "ordre public" or morality is not dependent upon any national laws or regulations. Conversely and
by the same token, the Board is of the opinion that a particular subject-matter shall not automatically be regarded as
complying with the requirements of Article 53(a) EPC merely because its exploitation is permitted in some or all of the
Contracting States. Thus, approval or disapproval of the exploitation by national law(s) or regulation(s) does not
constitute per se a sufficient criterion for the purposes of examination under Article 53(a) EPC.* (Plant Cells/Plant
Genetic Systems, case No. T 0356/93, para. 7.). Also see: Breast and Ovarian Cancer, case No. T 1213/05, para. 55.
“'European Patent Organization’s official website. Information about the European Patent Convention.
<https://www.epo.org/law-practice/legal-texts.html> [Accessed 26 November 2016]; Breast and Ovarian Cancer/
UNIVERSITY OF UTAH, case No. T 1213/05, para. 55; SCHNEIDER, I. Governing the patent system in Europe: the
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systems and even the legal order of the European Union (Union or EU), including the
European Parliament and the Court of Justice of the European Union (CJEU or Court of
Justice)?®. The politics and the operations of the EPOrg depend on the EPO itself and its
Administrative Council, comprised of representatives of the Contracting States?®. Thus,
currently, the EPOrg has a significant power to shape the patent policy, as well as to define
the ,,European public interest, and the meaning of Europe itself**. Hence, while evaluating
the opportunities of granting a European patent for a particular invention under the
Art. 53 (a) EPC, the interpretation of the content of the latter legal norm and its application
in this legal system should be carried out autonomously.

On the other hand, EPOrg Opposition Division in its case law has indicated, that
concepts ordre public and morality must be evaluated “primarily by looking at laws or
regulations which are common to most of the European countries”?. This position not only
contradicts the afore-discussed autonomy, but can be also regarded as problematic to
implement, due to the fact, that it is difficult to find an agreement among the 38 Member
States?® on how Art. 53 (a) of the Convention should be interpreted and applied. The latter
pursuit of the said case law of the EPO Opposition Division to respect the national laws of
the EPO member states, in the case of the interpretation and application of Art. 53 (a) EPC,
reflects a process with a long tradition?’, which is older than the EU and its predecessor

European Economic Community (hereinafter EEC)®®, and which seeks to create a unified

EPO’s supranational autonomy and its need for a regulatory perspective. Science and Public Policy, 2009, No. 36 (8),
p. 619-629, p. 619.

?2 For more on the relationship between the European patent system and the legal order of the EU see “1.3. Relationship
between Article 53 (a) of the European Patent Convention and the Biotechnology Directive®.

2 PATHARSARATHY, S., WALKER, A. Observing the <...>, p. 330.

* PATHARSARATHY, S., WALKER, A. Observing the <...>, p. 330

%5 European Patent Office Opposition Division. Decision as of 16 January 2003, application No. 85304490.7, para. 9.3.
%6 As of 12 March 2017 the Contracting States of the European Patent Convention are: Albania, Austria, Belgium,
Bulgaria, Croatia, Cyprus, Czech Republic, Denmark, Estonia, Finland, France, Germany, Greece, Hungary, Iceland,
Ireland, Italy, Latvia, Lichtenstein, Lithuania, Luxembourg, Macedonia, Malta, Monaco, Netherlands, Norway, Poland,
Portugal, Romania, San Marino, Serbia, Slovakia, Slovenia, Spain, Sweden, Switzerland, Turkey, United Kingdom.
Information of the European Patent Organization. <https://www.epo.org/law-practice/legal-texts.html> [Accessed 12
March 2017].

2"HILTY, R. M., et al. The Unitary Patent Package: Twelve Reasons for Concern [interactive. Accessed: 2018 m. June
12th]. Access online: <http://pubman.mpdl.mpg.de/pubman/item/escidoc:1621166:13/component/escidoc:2052742/MPI
-IP_Twelve-Reasons_2012-10-17.pdf>, p. 1.

%8 BRINKHOF, J., OHLY, A. Towards a Unified Patent Court in Europe. I8 PILA, J.; OHLY, A. The Europeanization
of Intellectual Property Law. Oxford: Oxford University Press, 2013, p. 199-216, p. 199-200.
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patent system in Europe®. This explains why, even though it is not autonomous, the
European patent system seeks to provide an interpretation of Art. 53 (a) EPC, which would
not fundamentally oppose the majority of EPO member states’ patent laws or their
prevailing attitudes. Thus, in assessing the commercial exploitation of inventions on the
basis of the provisions of the Convention, even within the autonomous European patent
system, there exists a certain aspiration for a “unified standard”®.

In this context, in order to clarify the interpretation and application of Art. 53 (a) of the
Convention with regard to granting legal protection to biotechnological inventions, it is first
of all necessary to look at the basis on which the EPO could rely, and which would allow
for the preservation of the previously discussed autonomy of the European patent law with
regard to other legal systems, and at least to a certain extent, ensure that the EPO member
states maintain a common approach to the patenting of the afore-mentioned inventions.

Since the terms “morality” and “ordre public” are used in Art. 53 (a) EPC, its
interpretation and application should be regarded as heavily influenced by religious,
philosophical and value-based beliefs®*, the author of this dissertation believes that relying
on the tradition common to the most of the EPO member states, which is generally regarded
as ““a phenomenon that shapes our everyday behaviour, regardless of which culture and time

32 can contribute to the interpretation and application of the afore-mentioned

we are in
provision of the Convention. As indicated by J. G. A. Pocock, the main feature of society is
tradition, which is the transfer of a formed behaviour or lifestyle to those who are starting or
developing their social dependence®. Therefore, turning to tradition, the analysis of its
origin and development, can provide means for dealing with contemporary deficiencies, or

explain the reasons behind the formation of a certain current situation.

%% The pursuit of unity in the legal framework for European patents can be seen from the start of its creation. (see:
MCMAHON, A. An Institutional Examination of the Implications of the Unitary Patent Package for the Morality
Provisions: a Fragmented Future too Far? International Review of Intellectual Property and Competition Law. 2017,
No. 48, p. 42-70, p. 47-48). A unified patent package, created after many unsuccessful attempts and even covering only
part of the EPA member states belonging to the EU, can also be seen as an illustration of this partnership.

% SOMMER, T. Can Law Make Life (too) Simple? Copenhagen: DJOF Publishing, 2013, p. 199.

3! GERVAIS, D. The TRIPS Agreement, Drafting History and Analysis.Third Edition. London: Sweet&Maxwell,
Thompson Reuters, 2008, p. 46.

32 JONUTYTE, J. Tradicijos sqvokos kaita. Vilnius: Vilniaus universitetas, 2011, p. 7.

% POCOCK, J. G. A. Political Thought and History. Essays on Theory and Method. Cambridge: Cambridge University
Press, 2009, p. 187.
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A concrete afore-mentioned basis could be the Western legal tradition, which, like
every legal tradition is characterized by its own unique legal institutions, values and
concepts that are passed on from generation to generation®*. The Western legal tradition has
been chosen for this doctoral research:

1. Due to its proximity to the EPOrg: the origins of this organisation lie in the states
that since the old times are regarded as being part of the Western legal tradition®.
Moreover, currently, the majority of the EPOrg members belong specifically to
this tradition®.

2. Due to the fact, that in disputes over patent granting based on the Art. 53 (a) EPC,
parties often use the interpretation of the latter EPC provision from the

perspective of the “Western society”’

, Whereas the EPO Board of Appeal has

also indicated that the interpretation of the Art. 53 (a) EPC should be performed

from the perspective of “the culture inherent in European society and

civilisation”®, which can be identified as the Western legal tradition.

3. Due to the recent tendency to analyse the Western legal tradition, believing, that a
deeper understanding of it may aid in explaining the legal, social and economic
aspects of life in the modern Western society, and because of the latter belief, in

the last years, there have been a number of works of good quality created*’.

% BERMAN, H. J. Teisé ir revoliucija: vakary teisés tradicijos formavimasis. Vilnius: Pradai, 1999, p. 15.

% Belgium, France, Germany Luxembourg, Netherlands, Switzerland and the United Kingdom were the first to join the
European Patent Organization on 7 October 1977. European Patent Organization official website. European Patent
Organization’s information on Contracting States. <https://www.epo.org/law-practice/legal-texts.html> [Accessed 26
November 2016]. The aforementioned stated are classified as having belonged to the Western legal tradition from
ancient times. See e.g. GOLDMAN, D. B. Globalization and the Western Legal Tradition. Cambridge: Cambridge
University Press, 2007, p. 4.

% As of 12 March 2017 the Contracting States of the European Patent Convention are: Albania, Austria, Belgium,
Bulgaria, Croatia, Cyprus, Czech Republic, Denmark, Estonia, Finland, France, Germany, Greece, Hungary, Iceland,
Ireland, Italy, Latvia, Lichtenstein, Lithuania, Luxembourg, Macedonia, Malta, Monaco, Netherlands, Norway, Poland,
Portugal, Romania, San Marino, Serbia, Slovakia, Slovenia, Spain, Sweden, Switzerland, Turkey, United Kingdom.
Information of the European Patent Organization. <https://www.epo.org/law-practice/legal-texts.html> [Accessed 12
March 2017].

3" See e.g. Leland Stanford, 16 August 2001. Opposition Division decision, application No. 88312222: , unethical in
Western society*.

%8 Plant Genetic Systems, case No. T 0356/93, para. 6.

% KAR, R. B. Western Legal Prehistory: Reconstructing the Hidden Origins of Western Law and Civilization. Illinois
Public Law and Legal Theory Research Papers Series, No. 13-27, 2012, p. 1499-1702, p. 1505, quotation from Rafael
La Porta et al., Legal Determinants of External Finance, 52 J.FIN. 1131, 1131-32 (1997); Juan C. Botero et al., The
Regulation of Labor, 119 Q.J.ECON. 1339 (2004); Rafael La Porta et al., The Quality of Government, 15 J.L.ECON. &
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4. Due to the recent encouragement of regional discussion in the sphere of legal
science about different areas of law, including patent law*.

5. Due to the fact, that despite the harmonization of national and regional patent
systems and the similarities among the main patent systems in the world, it is
argued, that, due to the events related to the World War Il in Europe, the
European patent system is characterized by a unique history, exceptional political
and social context, that plays a key role in shaping its policies and practice®.
Additionally, in comparison with other regional patent systems, the European one
is characterized by different problems*.

6. Due to the proximity of the discussed legal tradition to the Republic of
Lithuania® and, to the author of this doctoral research.

This dissertation is based on the concept and features of the Western legal tradition,
which was formulated by H. J. Berman in his influential and widely recognized** work
“Law and Revolution: The Formation of the Western Legal Tradition”*.

When analysing the issues of invention patenting from the perspective of the

Art. 53 (a) EPC, it is also important to note that until the late 80s of the 20" century the

ORG. 222 (1999); Paul G. Mahoney, The Common Law and Economic Growth: Hayek Might be Right, 30 J. LEGAL
STUD. 503 (2001).

0 See: GOLD, E. R. Patents and human rights: a heterodox analysis. Global Health and the Law, 2013, p. 185-198,
p. 193; VAN OVERWALLE, G. Gene Patents and Human Rights. I§ TORREMANS, P. Intellectual Property Law and
Human Rights edition: 3rd revised edition. Alphen aan den Rijn: Kluwer Law International, 2015, p. 871-914, p. 875.
' PATHARSARATHY, S., WALKER, A. Observing the <...>, p. 321. Also in the context of human rights, see: VAN
OVERWALLE, G. Gene Patents <...>, p. 874.

*2 E.g., countries, that are considered to be a part of the Western world, have a lot of concerns regarding the protection
of human-related inventions, whereas for the developing countries, that are solving the problems of food supply, regard
the patents for plant-related inventions as the essential ones (BROWNSWORD, R. Ethical Pluralism, and the
Regulation of Modern Biotechnologies, from MURPHY, T. New Technologies and Human Rights. Oxford: Oxford
University Press, 2009, p. 20-70, p. 46).

3 Western legal tradition is regarded as important to the Republic of Lithuania, which is considered to be part of it
(MACHOVENKO, J. XIlI-XX a. Lietuvos teisinés sistemos istorija: habilitacijos procedirai teikiamy mokslo darby
apzvalga. Socialiniai mokslai, teisé (01S). Vilnius, 2009, p. 4, MACHOVENKO, J. Modernieji valstybés konstituciniai
pamatai bendravalstybinése LDK privilegijose. Teisé, t. 94, 2015, p. 41-58, p. 42-43; MACHOVENKO, J. Lietuvos
vieSosios teisés iki XVIII a. pabaigos istorijos tyrimy buklé ir perspektyvos. Teis¢, 2011, t. 79, p. 22-34, p. 31,
MACHOVENKO, J. Teisés istorija. Vilnius: Registry centras, 2013, p. 32; DVORNIK, F. Western and Eastern
Traditions of Central Europe. The Review of Politics, t. 9, nr. 4, 1947, p. 463-481, p. 478; BAUBLYS, L. Antikiné
teisingumo samprata ir jos jtaka Vakary teisés tradicijai. Vilnius: Mykolo Romerio universitetas, 2005, p. 9).

* See: KAR, R. B. Western Legal Prehistory <...>, p. 1516.

** BERMAN, H. J. Teisé ir revoliucija <...>, p. 15-27.
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afore-mentioned provision was not relevant®®. The peak of the activity concerning the
application of this legal provision, which was referred to as “the fossil of patent law”,
occurred, approximately, in 1980 and is associated with the progress of biomedical
sciences?’. Currently, even after many years since the beginning of a more active
application of the discussed EPC provision, during the procedures, taking place before the
EPO Divisions on the basis of the Art. 53 (a) EPC, the inventions whose conformity is most
frequently evaluated with regard to ordre public and morality are the biotechnological
ones*. This evaluation inevitably requires the knowledge of the field of biomedical
sciences.

With regard to this, the second important aspect of this dissertation is that, in the
interpretation and application of Art. 53 (a) of the Convention, European patent law, as part
of the Western legal tradition, acts not in isolation, but rather in conjunction with
biomedical sciences, that by providing European patent law with the knowledge necessary
for the assessment of the commercial exploitation of biotechnological inventions, can
influence decisions in this field of law and determine its further development. Biomedical
sciences, therefore, are relevant in the interpretation and application of Art. 53 (a) EPC and,
thus, are considered to be an important element of this dissertation.

In this case, not only is the European patent law affected by biomedical sciences, but

the former can also influence the development of this field of science. Economic arguments

* SCHNEIDER, 1. Exclusions and Exceptions to Patent Eligibility Revisited: Examining the Political Functions of the
“Discovery” and “Ordre Public” Clauses in the European Patent Convention and the Arenas of Negotiation. 1§ Synbio
and Human Health, 2014, p. 145-173, p. 146; PARTHASARATHY, S. Co-producing <...>, p. 74.

* HELLSTADIUS, A. 4 Quest for Clarity <...>, p. 25 citing according to Karnell Gunnar, 'En genteknologiskt
vitaliserad patentrattsfossil? — Forbudet mot patentering av Uppfinning vars utnyttjande skulle strida mot goda seder
eller allmén ordning”, NIR 2/1990, 179-193.

8 performing a search in the EPO Board of Appeal Decisions database and selecting the criteria: (i) EPC article —
“53 (a)”; (ii) decision types — ,,all“; (iii) Technical Boards of Appeal — “all*, 40 results are found, only 3 of which are
not related to biotechnology: (i) Euthanasia Compositions/MICHIGAN STATE UNIV, case No. T 0866/01; Application
No. 92902903.1, published as No. W09211009; the patent contained claims for a pharmaceutical composition: a
solution intended for providing euthanasia in a lower mammal (ii) no name, case No.T 0149/11; Application
No. 97202226.3, published as No. EP0819381; the patent contained claims for a method and device for processing a
slaughtered animal or part thereof in a slaughterhouse; (iii) no name, case No. T 0385/09; Application No. 00946559.2,
published as No. W0O0110197; the patent contained claims for a method of cooling animals such as cows in which a
liquid reduced to a fine spray is applied to the animals and air is blown over the wetted animals.
(<https://www.epo.org/law-practice/case-law-appeals/advanced-search.html> [ Accessed 26 March 2017]).
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as well as those of property theory deriving from the concept of natural law* are considered
one of the essential reasons for the establishment of this system®. Each patent system,
including the one analysed in this dissertation, has a strong economic function: the grant of
a patent means that its holder, during the period of time when the patent is valid, having the
exclusive right to prohibit third parties from using patented technology, may gain economic
benefit®!, which is one of the factors driving the patent holders or other stakeholders to
further develop innovations. Thus, such an exclusive right is based on one of the objectives
of patent law: the promotion of scientific and technological progress, as is reflected in
other international legal acts™.

While the positive impact of patents on innovation in different areas of technology and
industry is valued differently, in the sphere of economics, for years, the consensus has
prevailed that patents particularly encourage innovations in biotechnology and
pharmaceuticals®, which fall into the field of biomedical sciences®. The importance of
patents in the afore-mentioned fields of biomedical sciences is also reflected in the EPO
statistics: according to the publicly available data, in the last four years, biotechnological

and pharmaceutical inventions have been in the top ten most patented areas of technology®®.

%9 See: LIM, W. Towards Developing a Natural Law Jurisprudence in the U.S. Patent System. Santa Clara High
Technology Law Journal, 2003, vol. 19, nr. 2, p. 561-625; MENELL, P. S. Intellectual Property: General Theories
[interactive] [Accessed: 26 March 2016 ] Access online: <http://levine.sscnet.ucla.edu/archive/ittheory.pdf>.

% See: HALL, B. H.; HARHOFF, D. Recent Research <...>; STRAUS, J. Ordre public and morality <...>, p. 19.

>l O‘CONNELL, D. Harvesting External Innovation: Managing External Relationships and Intellectual Property.
Surrey, Burlington: Routlege, 2016, p. 43.

52 17 May 2016, Final Report of the Expert Group on Patent Law in the Field of Development and Importance of
Biotechnology and Gene Technology, [interactive] [Accessed 21 January 2017]. Access online:
<http://ec.europa.eu/DocsRoom/documents/18604/attachments/1/translations/>, p. 163.

5% See: 15 April 1994 The World Trade Organization's Agreement on Trade-Related Aspects of Intellectual Property
Rights <...>, 7 str.; Agreement on a Unified Patent Court. [interactive] [Accessed 6 June 2018]. Access online:
<https://www.unified-patent-court.org/sites/default/files/upc-agreement.pdf>. Ratified by the Law of the Republic of
Lithuania on the ratification of the Agreement on the Single Patent Court. Valstybés Zinios, 2016, nr. 26446, preamble.
* HALL, B. H.; HARHOFF, D. Recent Research <...>; ARORA, A.; CECCAGNOLI, M.; COHEN, W. M. R&D and
the patent premium. International Journal of Industrial Organization, 2008, nr. 26, 1153-1179; MANSFIELD, E.
Patents and Innovation: An Empirical Study. Management Science, 1986, t. 32, nr. 2, 173-181; MAZZOLENI, R.,
NELSON, R. R. Economic Theories about the Benefits and Costs of Patents. Journal of Economic Issues, vol. XXXII,
nr. 4, 1998, p. 1031-1052, p. 1038.

*® See chapter: “2.1. The Concept and the State of Biomedical Sciences in the 21st Century*.

% Annual Reports (2014, 2015, 2016, 2017). Statistics at a glance. Europos patenty tarnybos informacija [interactive]
[Accessed 3 December 2016] Access online: <https://www.epo.org/about-us/annual-reports-statistics/annual-
report.html>. On the EPT website, statistics on the areas of technology, of which inventions are patented most
frequently are available from 2014.
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Also, despite the fact that the Examining Guidelines of the European Patent Office
(the Guidelines for Examination) expressly state that the EPO does not examine the
economic impact of the granting or non-granting of patents®, in reality this aspect is
important for patent holders, users, as well as for the general public. This is evidenced by
the use of Art.53 (a) EPC as a means of blocking the patenting of biotechnological
inventions®, which depending on national legislation may not have prohibiting effect, but
may reduce the interest in research in a particular field of biomedical sciences. This
situation reveals that due to the afore-mentioned economic function of patents, decisions
made by the EPO may influence the development of the biomedical sciences.

Based on the fact that (a) in approximately the last 30 years in the European patent
system, when solving the patenting of inventions in the field of biomedical sciences,
problems related to ordre public and (or) morality are, compared with inventions from other
areas of science and technology, most actively analysed, and the fact that (b) the importance
of granting patents to the development of biomedical sciences is widely recognized, it can
be concluded that the interpretation and application of Art. 53 (a) EPC to biotechnological
inventions is a relevant issue that affects not only legal but also economic and biomedical
science progress-related processes in Europe.

All the discussed above suggests, that the European patent law has the potential to
affect the progress of biomedical sciences, whereas the knowledge acquired in the
development of this field of science may be used by the patent law, when analysing the
issues of granting legal protection to inventions, including those cases where the provisions
of the Convention, investigated in this dissertation, are applicable. This allows to presume a
reciprocal link between European patent law and biomedical sciences in cases when

Art. 53 (a) EPC is interpreted and applied. It is precisely the nature of this relationship that

°" Guidelines for Examination in the European Patent Office, November 2017, part G-lI, 4.1.3 [Interactive]
[Accessed: 26 June 2018]. Access online: <https://www.epo.org/law-practice/legal-
texts/html/guidelines/e/g_ii_4 1 3.htm>. However, within the theory of patent law there is a unanimous agreement on
the importance of the economic functions of patents (see: HALL, B. H.; HARHOFF, D. Recent Research <...>, p. 541-
565).

% STERCKX, S. European patent law and biotechnological inventions. I§ STERCKX, S. Biotechnology, Patents and
Morality. Second edition. Aldershot, Burlington, USA, Singapore, Sydney: Asgate, 2000, p. 1-112, p. 11.
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may lead to a decision on the grant of a patent to a specific biotechnological, or other
invention from the sphere of biomedicine, on the basis of the provision at hand.

In view of the discussed aim of the European patent law to reconcile its autonomy with
the unity of the Member States of the EPO, as well as the dynamic development of
biomedical sciences and their ability to present radically new or even hardly perceivable
knowledge along side the inventions, it can be stated that, the application and interpretation
of Art. 53 (a) EPC, which is based on ordre public and (or) morality, depend on a variety of
factors: the autonomy of the European patent system and the aim of the coherence among
the Member States of the EPO, the novelty, comprehensiveness and reliability of the
knowledge of the biomedical sciences, the content of the invention, and so on. It is therefore
almost impossible to find a single interpretation and application of the legal norms of the
Convention at hand, which would be appropriate for all cases.

In this context, it can be understood that the disclosure of the relationship between the
European patent law and the biomedical sciences and the identification of its features, for
the granting of protection of biotechnological or other inventions in the field of biomedical
sciences, on the basis of Art. 53 (a) EPC, would allow to predict trends of the application
and interpretation of the above-mentioned provision. It could better protect legitimate
expectations and provide more legal certainty and assurance for those, to whose interests the
granting of these patents is essential.

The influence of biomedical sciences as well as of other scientific fields on the legal
system currently is a relevant topic not only in foreign countries, but also in the Republic of
Lithuania, thus, this research direction is increasingly receiving more and more attention in
the Science Centre of History of Law of the Vilnius University Faculty of Law®’. The
importance of the field of biomedical sciences in the Republic of Lithuania is illustrated by

the recently developed tool CRISPR/Cas9 enabling the editing of a genome, the creation of

% This can be illustrated by the doctoral dissertation “Legal science in the face of the paradigm of old and new
science” defended at the Vilnius University Faculty of Law by D. Valanc¢iené on 27 March 2015, which aims to define,
how and to what extent the paradigm shift in science manifests in the legal science and science in general, as well as to
provide insights for the future development of the legal science
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which was also significantly influenced by the team of the Department of Protein-Nucleic
Acids Interactions of the Vilnius University Institute of Biotechnology, led by V. Sik3nys®.

This dissertation is important, because, according to the publicly available databases,
this is the first doctoral legal research in Lithuania in the field of patent law during the entire
period of the Independence of the Republic of Lithuania®’. The novelty of this research is
also evident from the fact that it is not limited to a single recent branch of law, i.e. patent
law, but an important part of the research deals with the complex analysis of the Art. 53 (a)
EPC from the perspectives of general legal theory®, history of law and philosophy of law.

In addition, the natural sciences, including biomedical sciences, in this research are
perceived as a tradition®®. This approach means, that this doctoral thesis advocates for a
position64, which states that not only law, but also sciences, including the biomedical
sciences, can also develop and change gradually, i.e. cumulatively, meaning that revolutions
are not always necessary in this field, and that the fundamental agreements on the essential
questions of the scientific community also play an important role®. It is through the concept
of biomedical sciences as a tradition, the aim is to analyse its relationship with the European
patent system, in particular, with the provision of the Art. 53 (a) EPC, which is regarded as

a part of the Western legal tradition.

% | EDFORD, H. The unsung heroes of CRISPR. Nature, t. 353, 2016, p. 342344,

81 A search for dissertations in Lithuania on the topic of patent law conducted through: Lithuanian ETD informational
system. < https://aleph.library.lt/F?func=find-b-0&local_base=etd01> [Accessed 11 October 2016]; In the Electronic
Catalogue of Martynas Mazvydas National Library of Lithuania.
<https://Inb.libis.It/searchRezGroupBy.do?groupBy=1&catalog=false&doSearch=1&mainCqlQuery=title%20all%20pa
tent&resld=> [Accessed 11 October 2016]; In the database of the Research Council of Lithuania.
<http://www.Imt.It/lIt/paslaugos/disertacijos/d-db.html> [Accessed 11 January 2017].

62 Cf. KURIS, E.Grynoji teisés teorija, teisés sistema ir vertybés: normatyvizmo paradigmos isikis. From
KELSEN, H. Grynoji teisés teorija. Vilnius: Eugrimas, 2002, p. 11-41, p. 24: ,,In trying to construct a general concept
of law, the theory of law (from the point at which it separated from political and morality philosophy) took three
destinations: modified doctrines of inherent rights, legal positivism (the product of which is analytical jurisprudence)
and sociology of law (including legal realism)*“. According to Kiiris, it is a simplified view.

% Term “tradition (Latin traditio — a teaching, a saying handed down from earlier times) — it is the preservation and
passing on of customs, rituals, imagery, symbols from generation to generation. (VAITKEVICIUTE, V. Tarptautiniy
fodziy Zodynas. Vilnius: Zodynas, t. 11, 2000, p. 603).

® KUHN, T. S. The Essential Tension: Selected Studies in Scientific Tradition and Change. Chicago: The University
Chicago Press, 1977.

% KUHN, T. S. The Structure of Scientific Revolutions. Chicago, London: University Chicago Press, 1970, p. 94. Also
see: C