Wolrad Prinz zu Waldeck undPyrmon
Martin J. Adelmann 4
Robert Brauneis
Josef Drexl

Ralph Nack

Editors

MPI Studies on Intellectual Property, Competition and Tax Law: 6

Patents and
Technological Progress
in a Globalized World

Liber Amicorum Joseph Straus

@ Springer



Max Planck Institute for Intellectual Property,
Competition and Tax Law







Wolrad Prinz zu Waldeck und Pyrmont
Martin J. Adelman < Robert Brauneis
Josef Drexl + Ralph Nack

(Editors)

Patents and Technological
Progress in a Globalized World

Liber Amicorum Joseph Straus

@ Springer



Wolrad Prinz zu Waldeck und Pyrmont

Max Planck Institute for Intellectual Property,
Competition and Tax Law

Marstallplatz 1

80539 Munich

Germany

w.waldeck@miplc.de

Professor Robert Brauneis

The George Washington University Law School
2000 H Street, NW

Washington, DC 20052

USA

rbrauneis@law.gwu.edu

Dr. jur. Ralph Nack

Bird & Bird

Pacellistrafle 14

80333 Munich
Ralph.Nack@twobirds.com

ISBN 978-3-540-88742-3
DOI10.1007/978-3-540-88743-0
Library of Congress Control Number: 2008938335

© 2009 Springer-Verlag Berlin Heidelberg

Professor Martin J. Adelman

The George Washington University
Law School

2000 H Street, NW

Washington, DC 20052

USA

madelman@law.gwu.edu

Professor Dr. jur. Josef Drexl

Max Planck Institute for Intellectual
Property, Competition and Tax Law
Marstallplatz 1

80539 Munich

Germany

josef.drexl@ip.mpg.de

e-ISBN 978-3-540-88743-0

This work is subject to copyright. All rights are reserved, whether the whole or part of the material is
concerned, specifically the rights of translation, reprinting, reuse of illustrations, recitation, broad-
casting, reproduction on microfilm or in any other way, and storage in data banks. Duplication of
this publication or parts thereof is permitted only under the provisions of the German Copyright
Law of September 9, 1965, in its current version, and permission for use must always be obtained
from Springer-Verlag. Violations are liable for prosecution under the German Copyright Law.

The use of general descriptive names, registered names, trademarks, etc. in this publication does not
imply, even in the absence of a specific statement, that such names are exempt from the relevant
protective laws and regulations and therefore free for general use.

Cover design: WMX Design GmbH, Heidelberg

Printed on acid-free paper

987654321

Springer.com



Preface

On December 14, 2008, Joseph Straus will celebrate his 70 birthday, which is the
occasion and reason for the present liber amicorum honouring his lifelong dedica-
tion to and achievements in research and teaching in the field of intellectual prop-
erty, especially patent law. Friends, colleagues, and pupils in more than 15 different
countries in Asia, America and Europe have written 60 articles providing legal, eco-
nomic and policy perspectives on the challenges raised by ‘Patents and Technolog-
ical Progress in a Globalized Economy’.

Among the many issues addressed in this book are fundamental questions of sub-
stantive patent and utility model law (chapter 1); the relationship of exclusive rights
and competition, focussing both on inherent limitations of intellectual property law
(chapter 2) and limitations imposed by competition laws (chapter 3); the rapid devel-
opment of specific technical fields such as biotechnology (chapter 4); employee
invention law (chapter 5); questions of procedure, enforcement and liability (chapter
6); the relationship of intellectual property law to unfair competition law (chapter 7);
the need for territorially limited IP laws to address trans-national circumstances
(chapter 8); recent developments in national IP and competition law (chapter 9) and
public policies in intellectual property law (chapter 10). The overall theme reflects
Joseph Straus’s pronounced interest in the patent system and the challenges that it
faces, both on a national and international level, an interest and expertise which is
evidenced by his many publications in the field (listed in chapter 11).

It is the authors’ sincere hope that Joseph Straus will take pleasure in reading
these articles, and that the articles will provide stimulation and inspiration for his
further academic work, even though, or perhaps especially because, he may not
fully agree with some of the conclusions or proposals. It is the heartfelt wish of the
contributors and the editors that Joseph Straus enjoy many further years of fruitful
scholarly pursuits, and that he remain active on the international patent scene and
continue to speak out on the needs of intellectual property.

Munich/Washington, August 2008 The Editors



A Portrayal of Joseph Straus

Rainer Moufang

1. Introduction

On December 15, 2008, one day after his actual birthday, an outstanding patent
scholar is celebrating his 70th birthday. This is unlikely to be a very private party. An
impressive number of friends and colleagues are expected to gather the very same
day in his academic home, the Max Planck Institute at Munich’s Marstallplatz, in
order to congratulate and pay tribute to this distinguished grandmaster of intellectual
property law. In addition, following the venerable tradition of civil law countries to
honor great legal scholars with a liber amicorum, a mélange or a Festschrift, some
of us have taken the opportunity to contribute to the present birthday gift.

The picture of a person which we keep in our minds is often formed in those
moments where he or she impressed or touched us the most. When we think of
Joseph Straus, it may well be that we hear his calm voice in a big conference amphi-
theatre presenting the fruits of a deep and thorough analysis comprising one or more
‘legal discoveries’; that we see him in the center of a heated public discussion on the
merits of patent protection expanding persuasive arguments with patience but firm-
ness; that we observe him motivating students or collaborators with fine humor; or
that we listen to very personal advice in his office long after usual working hours.

Nevertheless, it is the panegyrist’s task to present the person to be honored in a
more objective manner. Thus an attempt is made in the following to give account of
the main stages and achievements in Joseph Straus’ academic career and to review
the leitmotivs of his work. It is obvious that, due to the vast amount of noteworthy
items, a selection has to be made and that also this picture is incomplete.

2. Joseph Straus’ career

1. Joseph Straus was born in Trieste, is of Italian nationality and has Slovenian roots.
After having received his Law Diploma in 1962 from the University of Ljubljana, he
managed to be accepted as the first Ph.D. candidate of Friedrich-Karl Beier, the Max
Planck Institute’s spiritual father and long-time managing director. His doctoral the-
sis, completed in 1968 at the University of Munich and published as volume no. 19
of a prestigious collection of monographs, the Schriftenreihe zum gewerblichen
Rechtsschutz, focused on the law of competition in (former) Yugoslavia.' After sev-
eral years as an attorney in private practice in Tel Aviv, New York and Munich,
Joseph Straus decided to return to science and to accept Prof. Beier’s invitation to

' STRAUS, Das Wettbewerbsrecht in Jugoslawien — Eine entwicklungsgeschichtliche und syste-

matische Darstellung mit Hinweisen auf das deutsche Recht, Cologne etc. 1970.
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join the research staff of the Max Planck Institute as head of department in 1977.
This was the beginning of an intense and trusting collaboration between both
scholars on many occasions, including research management and preparation of
expert opinions. The academic tandem co-authored numerous articles and studies,
the most important of them being a monograph on the legal protection of scientific
research results’ which contained a critical analysis of the Geneva Treaty on the
International Recording of Scientific Discoveries and made several suggestions for
accommodating scientists’ needs for protection within patent law. In the same years,
Joseph Straus was responsible for the research on various topics such as European
patent law, the Yugoslavian IP system and patent information. In addition he suc-
cessfully managed the Max Planck Institute’s library, the world’s most complete
collection of books and journals in the field of intellectual property — a small detail
which shows a characteristic feature: to be prepared to commit himself, whenever
necessary, also to time-demanding and energy-consuming duties even though they
might promise only little reward.

2. In the last two decades of the past century, the luminosity of his scientific oeuvre
continued to increase. Although he wrote on many other subjects as well — ranging
from issues of patent and employees’ inventions law to issues of copyright and per-
formers’ rights — his principal field of research should become the complex interface
of biotechnology and patent law. From the perspective of a young Ph.D. student
making his first steps in the same area, it was fascinating to watch with a mixture of
admiration and incredulity how fast Joseph Straus accumulated a vast treasury of
knowledge about most of the ramifications of the interface and soon became its
leading international expert. Not afraid to tread on uncharted territory and instilled
by a genuine interest, he entered into a fruitful dialogue with molecular biologists,
plant and animal breeders, ethicists and economists. As a result he was able to
properly analyze highly sophisticated interdisciplinary issues and to contribute
essentially to the development of the international debate and legislative policy in
this area. In recognition of these achievements, he inter alia received the Science
Award 2000 of the Foundation for the German Science (Stifterverband fiir die
Deutsche Wissenschaft).

In the same period, Joseph Straus considerably expanded his teaching activities
and became a truly international lecturer. He finished his habilitation at the Univer-
sity of Ljubljana which appointed him as a full Professor of Intellectual Property
Law in 1986: a wise decision which would benefit numerous Slovenian students for
more than three decades. In 1991, following the example of his predecessor Frie-
drich-Karl Beier, Joseph Straus started to teach patent law at the Ludwig Maximil-
ian University of Munich and to fuel the interest of his audience - which was regu-
larly composed not only of law students, but also of future chemists, biologists and
physicists —in it so strongly that some of them chose it as their profession and began

2 BEIER/STRAUS, Der Schutz wissenschaftlicher Forschungsergebnisse — Zugleich eine Wiirdi-
gung des Genfer Vertrages iiber die internationale Eintragung wissenschaftlicher Entdeckun-
gen, Weinheim etc. 1982.
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careers as IP lawyers and patent attorneys. Since 1987, he furthermore developed a
strong personal bond with the prestigious Cornell University at Ithaca, New York:
after having spent a sabbatical leave at Cornell at the invitation of the agricultural
economist William Lesser, he accepted the proposal of law professor John Barcelé
and Dean Russell Osgood to lecture in the law school’s international speakers pro-
gram and later to teach a course on international IP in the law school curriculum.
His course was very popular among regular Cornell J.D. students and the growing
number of international students at Cornell. As a Visiting Professor, he continued to
offer the course for almost ten years.

Joseph Straus also played an increasingly active role in national and interna-
tional IP associations as well as in scientific organizations which entrusted him with
key functions. He inter alia became President of the International Association for
the Advancement of Teaching and Research in Intellectual Property (ATRIP),
Chairman of the Programme Committee and two Special Committees of the Inter-
national Association for the Protection of Industrial Property (AIPPI) and Chairman
of the Humane Genome Organisation (HUGO).

Notwithstanding all these achievements and the growing international reputa-
tion, Joseph Straus also experienced difficult moments in these years: things did not
develop that well on the home front. Due to the prolonged uncertainty after the
retirement of F. K. Beier, the Max Planck Institute had to endure stormy weather
and even its future was at stake. This caused deep concerns about the future of
patent law research in Germany and comprehensible personal disappointment to a
man who had proven his loyalty to the Institute on numerous occasions.

3. However, with the beginning of this millennium new perspectives arose when the
Max Planck Society endorsed a large-size vision for the Institute preserving and
strengthening, on the one hand, its key pillars composed of the different branches of
industrial property and copyright and expanding, on the other hand, its research into
the fields of antitrust, tax, and accounting law. In its new building at one of Munich’s
most beautiful locations between the Hofgarten and the Marstallplatz, the rebaptized
Max-Planck-Institute for Intellectual Property, Competition and Tax Law marched
to a new horizon with a board of five directors. Together with his colleagues
Gerhard Schricker, Josef Drexl, Reto Hilty and Wolfgang Schon, Joseph Straus,
who had meanwhile been appointed Scientific Member of the Max Planck Society
and Professor of Law at the University of Munich, set out to restructure the research
agenda of the Institute and to conceive innovative projects. Hard-working, patient
and efficient also in his function as the Institute’s Managing Director from 2002 to
2004, he succeeded to rebuild and strengthen the Institute’s vast international net-
work of national and foreign scholars — inter alia the MPI’s Alumni Association was
founded in 2002 — and to attract and motivate a team of bright collaborators, super-
vising numerous Ph. D. candidates. Patent law research once again became a center
of gravity, a highly appropriate development for an institute geographically located
so close to major players in the field such as the German and the European Patent
Offices.
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One of Joseph Straus’ greatest deeds is his leading role in establishing and man-
aging the Munich Intellectual Property Law Center (MIPLC). Jointly administered
by the Institute and three academic partner institutions, i.e. the George Washington
University Law School, the Technical University of Munich and the University of
Augsburg, the Center is providing postgraduates in the framework of a one year
program with the necessary knowledge and skills to deal with intellectual property
in a global context at the most sophisticated level. The courses which cover all areas
of IP law but also include topics from related fields such as economics and business
administration are given in English by the members of the MIPLC faculty, an inter-
national network of IP scholars and experienced practitioners. Since the birth of the
Center in 2003, Joseph Straus has served as Chairman of its Managing Board. His
tireless efforts, his intimate knowledge of foreign, in particular US, university cur-
ricula and the selection of highly diligent collaborators as program directors proved
to be decisive factors. The Center’s international focus and optimal working condi-
tions comprising individual one-to-one tutorial sessions have made it a full success.
Five classes have already finished the course which usually culminates in a solemn
graduation ceremony in Augsburg’s Gold Hall.

Since 2002, Joseph Straus has also served as the Marshall Coyne Visiting Pro-
fessor of International Law at the George Washington University Law School.
Every spring, he has traveled to Washington, D.C. to teach a popular course in
Chemical and Biotech Patent Law, or to co-teach that course with Professor Martin
Adelman, the Co-Director of the Intellectual Property Law Program at George
Washington. In his capacity as the Marshall Coyne Visiting Professor, he has also
given a number of well-received lectures on intellectual property law and interna-
tional trade.

Amazingly, besides all these efforts, Joseph Straus has continued to publish
a wealth of articles and studies — his current bibliography contains more than
300 entries —, to edit or co-edit several periodicals such as GRUR, GRUR Int. and
IIC as well as collections of monographs and commentaries, to act as consultant to
numerous national bodies and international organizations, and to give an excep-
tional number of lectures around the globe, inter alia in his functions as a Visiting
Professor of the Graduate Institute of Intellectual Property in Taipeh and as a Dis-
tinguished Visiting Professor of Law at the University of Toronto.

His outstanding personality and work is reflected by an impressive quantity of
high honors and awards. Joseph Straus received two doctors honoris causa from the
University of Ljubljana and the University of Kragujevac, the Grand Cross of
Merits of the Federal Republic of Germany, the International Venice Award for
Intellectual Property and Medals of Merits from AIPPI and ATRIP. He became
Honorary Professor of two Chinese Universities (Tongji University, Shanghai and
Huazhong University of Science and Technology, Wuhan) and Honorary Director
of their Intellectual Property Institutes. Furthermore, he is Member of Honor of
AIPPI as well as Member of several European Academies of Sciences and Art.
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3. Leitmotivs in the work of Joseph Straus

1. Most of us are familiar with the fundamental debate on the merits of intellectual
property protection in general and of the patent system, in particular. It overshad-
ows many specific issues such as the adequate treatment of innovations in biotech-
nology or software development. It is at the core of the proper evaluation and
worldwide implementation of the TRIPS agreement. And it forms the decisive
albeit sometimes implicit basis on which intellectual property scholars and practi-
tioners perform their daily work. Whenever Joseph Straus contributed to this debate
—and he did so on countless occasions —, he did not hide his conviction that the pat-
ent system may serve as an essential and highly useful market-economy tool in fos-
tering innovation, facilitating technology transfer and disseminating valuable infor-
mation. Far from the uncritical belief, this view was always rooted in an extensive
study of modern investigations and an immense knowledge of economic and polit-
ical facts. He has shown that the famous position taken 50 years ago by the econo-
mist Fritz Machlup — according to whom there was no direct and conclusive evi-
dence on the social value of the patent system and that the safest policy conclusion
was to ‘muddle through’, either with a patent system, if it already existed, or with-
out it, if it did not yet exist — is nowadays hardly tenable and that, although there
may not be mathematical certainty, the reached degree of plausibility of overall
social benefits is extremely high. Being well aware of the problems caused by the
recent dramatic increase of patent applications worldwide, he has refused to accept
its negative label ‘global warming of patents’ with plain words:?

It is not greenhouse gases that are at stake, rather it is the fuel that powers the engine
moving the global economy. As with all fuels, it will surely contain some debris,
which has to be filtered out in order to optimize the combustion performance of the
engine. The latter is definitely in need of fine lubricants.

As the final caveat demonstrates, Joseph Straus has never neglected the need for a
careful balancing of the patent system, which should take the interest of society at
large into account and must tailor the scope of protection in a manner commensu-
rate with the inventor’s genuine contribution in order to avoid stifling overprotec-
tion.

2. In the last thirty years, the landscape of the international patent system has radi-
cally changed. At the beginning of this period, worldwide patent law harmoniza-
tion appeared to be intrinsically linked to the venerable Paris Convention and the
conception of patent law as it had evolved in Western industrialized countries was
under heavy pressure. Its beneficial role for economic development had been
questioned by an influential UNCTAD study and demands for restrictive measures
such as compulsory licensing and domestic working of patents were on the interna-
tional agenda. In addition, socialist countries firmly advocated the grant of inven-

3 STRAUS, Is There a Global Warming of Patents?, 11 JWIP 58, at 60 (2008).
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tor’s protection certificates* as an alternative ‘non-capitalist’ way of promoting
innovation.

Yet the international standstill was rapidly overcome 15 years ago when the
GATT negotiations of the Uruguay round led to the establishment of the WTO and
to the conclusion of the TRIPS agreement setting high standards of protection in all
fields of intellectual property. This international treaty is a cornerstone of today’s
globalized research, development, production, and trade> and its far-reaching impli-
cations for patent law occupied Joseph Straus’ attention for more than a decade.’ As
usual, his approach has been positive and realistic.

On the one hand, he has demonstrated that the TRIPS ‘marriage of convenience’
— i.e. the exchange of higher patent standards for developing countries’ access to
technology — is successful and, due to inbuilt flexibilities, offers opportunities for
all players in the global economy. Availability of effective patent protection in a
given country should therefore not be viewed as the scapegoat for increased social
costs, but as a comparative patenting advantage especially evident in countries
where further key factors such as skilled human resources or lower operating costs
are present.

On the other hand, his thorough analysis has also revealed a number of short-
comings and weaknesses, making him a passionate advocate of TRIPS-plus harmo-
nization, if possible within the framework of the Substantive Patent Law Treaty
(SPLT) negotiations. He finds it difficult, if not impossible, to justify in the age of
globalization that a patent application for the same invention can lead to different
results in different countries. Since harmonization of substantive patent law would
be a precondition for enhanced cooperation between examining patent offices, it is
his belief that, by reason of the ever-growing global expansion of industrial research
and development, the system designed to protect inventions must also become
increasingly global.”

3. The regional patent law harmonization and unification process in Europe has
been a further research priority of Joseph Straus. His profound inside knowledge,
acquired at a time when the European patent system was still in its infancy, has
enabled him not only to assume the Herculean task of editing and contributing to a
monumental commentary on the EPC, the Miinchner Gemeinschaftskommentar,

It was Joseph Straus who, to the surprise of many, discovered striking similarities between this
model and the principles of employees’ inventions law of Western countries.

See STRAUS, Bargaining Around the TRIPS Agreement: The Case for Ongoing Public-Private
Initiatives to Facilitate Worldwide Intellectual Property Transactions, 9 Duke Journal of Com-
parative & International Law 91-107 (1998).

6 Seee. g. the fundamental article STRAUS, Bedeutung des TRIPS fiir das Patentrecht, 1996 Ge-
werblicher Rechtsschutz und Urheberrecht, Internationaler Teil (GRUR Int.) 179-205 = Impli-
cations of the TRIPS Agreement in the Field of Patent Law in: BEIER/SCHRICKER (eds.), From
GATT to TRIPS — The Agreement on Trade-Related Aspects of Intellectual Property Rights,
Weinheim etc. 1996, p. 160-215.

See STRAUS/KLUNKER, Harmonisierung des internationalen Patentrechts, 2007 GRUR Int. 91-
104 = Harmonisation of International Patent Law, 38 IIC 907-936 (2007).
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but also to give invaluable advice to the European Patent Office on numerous occa-
sions, e.g. as a member of its Standing Advisory Committee and of the Research
Advisory Board of the European Patent Organisation’s Research Fund.

Albeit clearly recognizing the achievements brought about by the current sys-
tem compared to the pre-regional multitude of purely national patent procedures,
Joseph Straus has continuously encouraged European decision-makers to take fur-
ther steps forward. In a highly influential study prepared in connection with the EC
Commission’s 1996 Green Paper on Innovation, he critically analyzed the state of
the patent system in the European Union, identified a number of important deficien-
cies compared to the legal situation in the United States and Japan, and came up
with far-reaching and partly provocative suggestions.® In order to overcome the
potential fragmentation of the EU internal market, he called for a truly operational
Community patent and for the transfer of the EPC system to the Community legal
order, making the EPO an EU institution. He also considered an increase in flexibil-
ity of the legislative framework necessary for adjusting European patent law to the
dynamics of technological and scientific development. Further proposals were
aimed at reducing the costly translation requirements, establishing an integrated
European court system which should include the boards of appeal of the EPO and
have a common appeal court, and offering small and medium sized enterprises a
reduction of patent fees similar to that provided under US patent law. While not all
these suggestions have yet become reality, they certainly strengthened the will of
the decision-makers in reaching out for substantial improvement, leading to inter-
governmental conferences in 1999 and 2000, to the successful conclusion and rati-
fication of the London Translation Agreement, to the elaboration of a draft Euro-
pean Patent Litigation Agreement (EPLA) and last but not least to the EPC revision
2000 which recently entered into force.

4. A great many of Joseph Straus’ publications focus on the patent law challenges
created by modern biotechnology. Two important studies mark the beginning of the
international debate in this area. One of them is a report’ to the OECD, the first
international organization to take up the subject. The second one equally became an
IP bestseller translated into several languages.'® It was written by Joseph Straus in
1985 in only one month — a most remarkable feat — born of a ‘working vacation’,

STRAUS, The Present State of the Patent System in the European Union — As Compared with the
Situation in the United States of America and Japan, Luxembourg 1997.
BEIER/CRESPI/STRAUS, Biotechnology and Patent Protection — An International Review,
OECD, Paris 1985 = Biotechnologie et protection par brevet: Une analyse internationale,
OCDE, Paris 1985 = Biotechnologie und Patentschutz — Eine internationale Untersuchung der
OECD, Weinheim etc 1986 = Baiotekunoroji to tokkyo hogo — Kokusaiteki rebyii Hatsumei
Kyokai, Tokyo 1987.

STRAUS, Industrial Property Protection of Biotechnological Inventions — Analysis of Certain
Basic Issues, WIPO, Geneva 1985 = La protection par le moyen de la propriété industrielle des
inventions biotechnologiques — Analyse de certaines questions fondamentales, OMPI, 1985 =
La proteccion de las invenciones biotecnoldgicas por la propiedad industrial — Anélisis de
ciertas cuestiones basicas, OMPI 1986 = Gewerblicher Rechtsschutz fiir biotechnologische
Erfindungen — Analyse einiger Grundsatzfragen, Cologne etc. 1987.
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which he spent in the headquarters of WIPO in Geneva following an invitation of
his unforgotten friend Ludwig Béumer, and initiated the extensive discussion of so-
called Suggested Solutions in several WIPO conferences. Since that time, the inter-
face of patent law and biotechnology has remained a hot spot of intellectual prop-
erty law, continuously generating a multitude of complex issues, involving further
branches of law and other disciplines including natural sciences and ethics. Joseph
Straus has dealt with almost all of them.

In 1998 the EU adopted the Directive on the Legal Protection of Biotechnolog-
ical Inventions, its first and hitherto sole patent law directive, which considerably
harmonized the national laws plus the EPC in this area and developed them fur-
ther. The legislative history was long and cumbersome, and the text shows obvious
signs of a political compromise. Even after its enactment the Directive remained
highly controversial, resulting in a challenge before the European Court of Justice
and a protracted implementation process. Joseph Straus has contributed to this
important piece of European IP legislation from the very beginning, when, as a
consultant to the EC Commission, he worked out the explanatory memorandum of
the first draft Directive. Later, he explained and defended the Directive’s principles
and provisions within the EU Council and before the EU Parliament. Finally, in the
course of the implementation process, he provided several national governments
and legislators with invaluable advice.

European patent law contains specific exclusions for certain ‘macrobiological’
inventions, i.e. plant and animal varieties as well as essentially biological processes
for the production of plants or animals. Joseph Straus has indefatigably criticized
these provisions, which were drafted at a time when the achievements of modern
biotechnology were not yet visible on the horizon, as major stumbling blocks for
the adequate protection of innovations in plant and animal genetic engineering.
While the European legislator did not abolish them completely, their negative
impact has been nowadays considerably reduced by limiting interpretative provi-
sions. In its Novartis decision'! the Enlarged Board of Appeal of the EPO followed
suit, after a referral by the competent Technical Board of Appeal which appears to
have been persuaded to question its own prior case law in particular by the argu-
ments developed by Joseph Straus in his function as legal expert of the patent appli-
cant.'?

The issues surrounding the patenting of plants are further complicated by the
existence of the plant breeders’ rights system established under the international
umbrella of the Union pour la Protection des Obtentions Végétales (UPOV). Joseph
Straus is among the few specialists who are intimately familiar with the intricate
interface between the two protection schemes'®. He most actively participated in the

' G 1/98, 2000 OJ EPO 111 — Transgenic Plant/NOVARTIS II.

12 See STRAUS, Volkerrechtliche Vertrage und Gemeinschaftsrecht als Auslegungsfaktoren des
Europiischen Patentiibereinkommens — Dargestellt am Patentierungsausschluss von Pflanzen-
sorten in Art. 53 (b), 1998 GRUR Int. 1-15.

3 See e.g. STRAUS, The Principle of ‘Dependence’ under Patents and Plant Breeders’ Rights,
1987 Ind. Prop. 433-443 = Le principe de la ‘dépendance’ dans le droit des brevets et le droit de
I’ obtenteur, 1987 Prop. Ind. 473-484.
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UPOV revision conference in 1991'* which, inter alia, led to the abolition of the
double protection prohibition and to an overall strengthening of the sui generis sys-
tem, particularly by the introduction of the concept of essentially derived varieties,
which made cosmetic breeding dependent from the original innovation. In order to
promote a fruitful coexistence of both systems, he also extensively dealt with the
legislative policy key question as to whether and to what extent exemptions and
limits foreseen under the plant breeders’ rights system should have an impact on the
right holder’s prerogatives under patent law.'> In fact, European law currently
shows a clear tendency towards convergence of the systems at the level of preroga-
tives, due to specific cross-linking provisions on dependency licensing in favor of
competing innovators and the transfer of important right limitations such as the
farmer’s privilege from the plant breeders’ right system to the patent system. The
future will show whether a further fine-tuning of the interface is needed.

In the area of microbiological inventions, patent law has developed the rather
original solution to accept the deposit of biological material in recognized deposi-
tary institutions as a supplement to the written disclosure in the patent specification.
This has raised the controversial issue of when and under which conditions the pub-
lic should be able to gain access to the deposited material which may amount to a
mini-factory of its own and constitute valuable and reproducible tangible property.
The current deposit rules in Europe embrace a balanced solution which was heavily
influenced by the proposals made by Joseph Straus in a major study completed in
1989.16

Ethical issues of modern biotechnology have frequently invaded the patent ter-
ritory. Emotional public debates were stirred in particular as soon as protection was
sought for embryonic stem cells, genetically engineered animals prone to develop
cancer or other controversial inventions. Joseph Straus has made significant contri-
butions to these debates by analyzing the issues at stake in a serious and objective
manner.!” When the EPO received heavy criticism for the granting of the contro-
versial Edinburgh patent and was even bricked up by Greenpeace activists, he
immediately responded by drawing a fair picture of the problems in a major Ger-
man newspaper. The article was reprinted in a special edition of the EPO’s internal

V. PECHMANN/STRAUS, Die Diplomatische Konferenz zur Revision des Internationalen Uber-
einkommens zum Schutz von Pflanzenziichtungen, 1991 GRUR Int. 507-511.

See e.g. STRAUS, Measures Necessary for the Balanced Co-Existence of Patents and Plant
Breeders’ Rights — A Predominantly European View, Doc. WIPO-UPOV/Sym/02/7.
STRAUS/MOUFANG, Hinterlegung und Freigabe von biologischem Material fiir Patentierungs-
zwecke — Patent- und eigentumsrechtliche Aspekte, Baden-Baden 1989 = Deposit and Release
of Biological Material for the Purposes of Patent Procedure — Industrial and Tangible Property
Issues, Baden-Baden 1990.

See e.g. STRAUS, Zur Patentierbarkeit von embryonalen Stammzellen nach europédischem
Recht, in: HONNEFELDER/STREFFER (eds.), Jahrbuch fiir Wissenschaft und Ethik, Vol. 9 (2004),
p.- 111-129.
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magazine and thus helped to give back some orientation to the rather confused EPO
staff.!®

A further hot topic has been the patenting of genes. Although there is currently
a large consensus in international patent practice that the making available of a
DNA sequence is more than a mere discovery and that human and other genes can
in principle be the subject-matter of industrial property rights, a lot of difficulties
arise when applying the patentability requirements and tailoring the appropriate
scope of protection. Here, Joseph Straus has repeatedly admonished not to over-
stretch the system. The Intellectual Property Rights Committee of the Human
Genome Organisation (HUGO), which he chaired for more than a decade, has
opposed the patenting of short sequences from randomly isolated portions of genes
encoding proteins of uncertain functions and has urged all large-scale sequencing
centers to immediately release all human genome sequence information in order to
guarantee their rapid publication and free availability. In his endeavor to find a bal-
anced solution for the patenting of genes, he even dared to question the principle of
absolute product protection, which may be viewed as one of the holy cows of patent
law. He furthermore chaired an OECD expert group which in 2006 successfully
developed detailed principles and best practices for the licensing of genetic inven-
tions in order to ensure that therapeutics, diagnostics and other products and serv-
ices employing genetic inventions are made readily available on a reasonable basis.

5. The preceding example already indicates a further leitmotiv in Joseph Straus’
work: the patent system should accommodate the needs of scientists in academia
and non-university research institutions — whom he rightly views as a precious and
increasingly economically important potential for innovation — in the best possible
way. An early study!® devoted entirely to this subject already contains several
important proposals, one of them being the plea for more flexibility in the require-
ment that the disclosure of an invention has to enable the skilled person to carry it
out at the filing date of the patent application. On other occasions, he analyzed the
metes and bounds of the experimental use exemption, inter alia advocating that it
should be broadly applied in order not to block the making of improvement inven-
tions,? but opposing its simple extension to commercial activities related to pat-
ented research tools.

However, the most striking illustration of his concern for a protection system
which is fair to scientists is his life-long battle for the reintroduction of a novelty
grace period into the European patent system. The novelty requirement is strict and
absolute; an inventor who makes the invention public before filing a patent applica-

18 STRAUS, Gerit das Patentrecht auBer Kontrolle? Missverstindnisse bei der Emparung iiber eine
Entscheidung des Europidischen Patentamts, Frankfurter Allgemeine Zeitung of 6 March 2000,
No. 55, pp. 10-11 = Patent Law Getting Out of Hand? Misconceptions in the Outcry Against a
Decision of the European Patent Office, Special edition of the Gazette of the EPO, May 2000,
pp- 8-11.

19 BEIER/STRAUS, supra note 2.

20 STRAUS, Zur Zulissigkeit klinischer Untersuchungen am Gegenstand abhiingiger Verbesse-
rungserfindungen, Festschrift fiir Karl Bruchhausen zum 65. Geburtstag, 1993 GRUR 306-317.
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tion loses the right to a patent. In contrast to US patent law and to the legal situation
as it is existed in Germany before European patent law harmonization, there is no
general grace period protecting the inventor for a limited period of time against own
pre-publications. Although inventors in industry may be able to cope to some extent
with such a legal environment, inventors in universities and publicly funded
research organizations are often caught in a trap. Joseph Straus has analyzed the
pros and cons of the grace period most thoroughly,?' undertaking and organizing
fact-finding missions in many European research centers.?> When returning from an
AIPPI Congress in the early 1980s, Joseph Straus had great hopes that the grace
period would soon return on an international level. Unfortunately, these hopes have
not yet materialized. The international grace period became the nucleus and booster
of the draft SPLT, but it is still being used as a bargaining chip in these multinational
negotiations. Nevertheless, it is not yet too late for European law-makers to realize
the harmfulness of postponing necessary improvements of domestic patent systems.

4. Last but not least ...

Some of us have had the chance to work closely together with Joseph Straus, at
times even in the framework of a common research project. Although we have
learned much from him as a scholar, we have probably learned more from him as a
person. We could in particular discover that it is no contradiction to have a discern-
ing independent mind and to be an excellent team player, to work extremely hard
and to spend many hours in relaxed discussions with colleagues and friends, to have
an enormous patience and to be goal-oriented at the same time, and to have a deep
passion for a fascinating branch of law and to be genuinely interested in its ‘human
environment’.

We are grateful for all this and wish Professor Joseph Straus a Happy Birthday,
many more years of actively stimulating the international patent scene and perhaps
a little bit more time for his wonderful family — his wife Hildegard, his son Alexan-
der, his daughter Isabella and his grandchildren.

21 See in particular STRAUS, Grace Period and the European and International Patent Law —
Analysis of Key Legal and Socio-Economic Aspects, Munich 2001.

22 STRAUS, The Significance of the Novelty Grace Period for Non-Industrial Research in the
Countries of the European Economic Community, Luxembourg 1988.
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Prior Art from the Internet — A Potential Further
Reason for Branching off a Utility Model from a
Pending Patent Application

Alexander Klicznik

1. Introductory Remark

One of the many topics Joseph Straus has been ardently devoted to for many years
is the quest for an introduction of a grace period' into the European Patent Conven-
tion (EPC) and for a reintroduction into the German Patent Act. In this context, he
also drew attention to the fact that a grace period was maintained in the German
Utility Model Act, whereas it had been abandoned from the German Patent Act —in
spite of very positive experiences over many years — when the German Patent Act
was brought in line with the Strasbourg Convention® and the EPC.? Joseph Straus
thus highlighted a major difference between the definition of the state of the art
according to the European Patent Law and the German Utility Model Law. This
contribution focuses on and outlines the further discrepancies in this regard and
concludes that the existing differences are amplified in respect of disclosures on the
Internet, such as a webpage or an electronic database accessible via Internet.
Although there is still no explicit jurisprudence in this regard, there are good
reasons that such Internet disclosures will not be considered as relevant prior art in

' When delivering a recent speech before WIPO, Joseph Straus defined the notion ‘General

Grace Period’ as ‘a specific period of time preceding the filing of a patent application, during
which disclosures by any means (in writing, orally, by use, on exhibitions, efc.) of the invention
for which the patent application is filed by the inventor or his/her successor in title do not con-
stitute prior art in respect of the patent application at hand’, ¢f. STRAUS, Grace Period — First
Real Chance after Seventy Years, slide presentation given during the WIPO Open Forum on the
Draft SPLT, Geneva, March 3, 2006, available at <http://www.wipo.int/export/sites/www/
meetings/en/2006/scp_of_ge_06/presentations/scp_of_ge_06_straus.ppt.> (as of April 2008)
Convention on the Unification of Certain Points of Substantive Law on Patents for Invention,
also called Strasbourg Convention, entered into force on August 1, 1980 and aims at harmoniz-
ing the national patent laws of the European signatory states.

Cf. STRAUS, Grace Period and the European and International Patent Law, pages 48, 49, and 15
et seq.: The six months grace period in the German Utility Model Act was even calculated
from the priority date as the relevant date. Insofar, the provision stipulating the grace period
had even been improved. With respect to the national patent acts, Germany and the United
Kingdom — two countries with a well-established patent tradition and with patent offices that
performed a substantive examination of the patent application — had a period of grace included
in their patent acts before it had to be abandoned in the process of the European harmonization
of the patent acts; cf. BUSSE/KEUKENSCHRIJVER, Section 3 PatG, Rn. 203; ¢f. KLUNKER/PRINZ
7ZU WALDECK, Diskussionsforum iiber den Entwurf des ‘Abkommens zur Harmonisierung
materieller Fragen zum Patentrecht* (Substantive Patent Law Treaty — Splt) vom 1.-3. Mirz
2006 in Genf, 2006 GRUR Int. 577, 582.
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the context of the utility model law at all and will therefore further widen the ‘gap’
which is responsible for the fact that the utility model is such a popular tool and a
dangerous weapon in the hands of an attacker.

2. Utility Models — A Significant Gap with Respect to the
Relevant State of the Art

2.1 Utility Models

Protection of ‘small’ inventions — where the term for protection is shorter than the
term for a patent and no substantive examination is required — can be obtained in a
large number of countries today such as in the majority of the European countries
and in Latin America but also in Japan, China and Australia.* Apart from Australia,
the countries with a common law tradition refrained from offering utility model
protection, though.’ The various laws establishing a utility model exhibit profound
differences and these differences sometimes manifest themselves with respect to the
relevant state of the art.® The majority of the European countries make use of a def-
inition of the state of the art that does not differ from the definition as used in the
EPC.” Considerable differences with respect to the definition of the state of the art
according to the utility model law exist in Germany, Hungary and Spain.® The fol-
lowing remarks refer to the German Utility Model law.

2.2 Narrower Definition of the State of the Art in the German Utility
Model Act as compared to Patent Law

2.2.1 Relevant State of the Art According to European Patent Law

2.2.1.1 Means of Disclosure

The relevant state of the art according to European patent law is defined in Article
54 (2) EPC:

The state of the art shall be held to comprise 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 the European patent application.

Cf. the most recent overview in SEGADE, Utility Models — Lostin Translation, 2008 IIC 135, 136.
> Id.

As with respect to a patent, the subject of the utility model must be new and inventive in view
of the state of the art.

Cf. GOEBEL, Schutzwiirdigkeit kleiner Erfindungen in Europa — die materiellen Schutzvoraus-
setzungen fiir Gebrauchsmuster in den nationalen Gesetzen und dem EU-Richtlinienvorschlag,
2001 GRUR 916: Similar definition of the state of the art as used in the EPC and Strasbourg
Convention in Bulgaria, Finland, Greece, Ireland, Italy, Yugoslavia, Croatia, Poland, Portugal,
Slovakia, Slovenia and the Czech Republic. No protection similar to a utility model available in
the United Kingdom, Iceland, Latvia, Lithuania, Luxemburg, Norway, Romania, Switzerland
and Sweden.

The German and Hungarian Utility Model Acts have the same definition of the state of the art.
In Spain, with respect to a utility model only disclosures in Spain are relevant, cf. GOEBEL, Id.
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It follows that all disclosures of the invention without any restriction with respect to
time, place or manner are considered.” Every verifiable fact that can convey infor-
mation can be a means of disclosure of the prior art.!? Every medium can be a carrier
of a relevant disclosure of the prior art.!! The disclosure can be in any language, pro-
vided that it can be read by a skilled person.'? The disclosure can also be contained
in a software code.'? In addition, the information can be carried on an information
carrier or it can be without an information carrier.'*

2.2.1.2 Fictitious State of the Art
The fictitious state of the art is regulated in Article 54(3) EPC:

Additionally, the content of European patent applications as filed, the dates of filing of
which are prior to the date referred to in paragraph 2 and which were published on or
after that date, shall be considered as comprised in the state of the art.

2.2.1.3 Non-Prejudicial Disclosures in case of Evident Abuse

Non-prejudicial disclosures are regulated in Article 55 (1) EPC:

For the application of Article 54, a disclosure of the invention shall not be taken into
consideration if it occurred no earlier than six months preceding the filing of the
European patent application and if it was due to, or in consequence of:

(a) an evident abuse in relation to the applicant or his legal predecessor, or [...]

The scope of this provision is very narrow and has been even further restricted by
the jurisprudence of the Enlarged Board of Appeal of the EPO and the Federal
Supreme Court. '3

So-called concept of absolute novelty, cf. KRASSER, Patentrecht, Sth ed., 2004, Section 17 L. 1,

280.

BOSSUNG, Das der ‘Offentlichkeit zuginglich Gemachte* als Stand der Technik — Neues Patent-

recht auf ungeklérter Grundlage?, 1990 GRUR Int. 690, 695.

" ROGGE, Gedanken zum Neuheitsbegriff nach geltendem Patentrecht, 1996 GRUR 931, 932;
KRASSER, supra note 10, § 16 IV. 1., at 256

"2 ROGGE, id.; Benkard, Patentgesetz, Section 3, Rn. 37, 59, 63; EPO, Guidelines for the Exami-
nation, C IV. 5.

13 ROGGE, id.; EPO, T 164/92, Ground No. 7 of the Decision, OJ EPO 1995, 305 = 1995 GRUR

Int. 704 — Elektronische Rechenbausteine, Programmlisten/BOSCH, einschrinkend EPO T

461/88, 6.3 of the reasons for the decision, OJ EPO 1993, 295 = GRUR Int. 1993, 689 —

Maschine mit Mikrochip/HEIDELBERGER DRUCK (here, it would have been technically

feasible to code the programme of a microchip, however, under the circumstances given — in

particular in view of costs versus benefit considerations, people would have refrained from

examining the microchip further).

Cf. HELD/LOTH, Methoden und Regeln zur Beurteilung der Neuheit im Patentrecht (Q 126).

Bericht fiir die deutsche Landesgruppe, 1995 GRUR Int. 220, 221.

15 EPO, Enlarged Board of Appeal in G 2/99, 2001 IIC 673 = 2001 Grur Int. = 2001 Official Jour-

nal EPO 83 — Six-Month Grace Period/DERWERT; Federal Supreme Court, 1996 GRUR 349 —

Corioliskraft II; for the practical scope of application of the provision see KLICZNIK, Neuartige

Offenbarungsmittel des Standes der Technik im Patentrecht, 2007, 186.
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2.2.2 Relevant State of the Art According to the German Utility Model Law
The state of the art is defined in Section 3(1) German Utility Act: 16

The subject matter of a utility model shall be considered to be new if it does not form
part of the state of the art. The state of the art comprises any knowledge made
available to the public by means of a written description or by use within the territory
to which this Law applies before the date relevant for the priority of the application.
Description or use within the six months preceding the date relevant for the priority of
the application shall not be taken into consideration if it is based on the conception of
the applicant or his predecessor in title.

2.2.2.1 Means of Disclosure

The relevant state of the art with respect to the Utility Model Act is therefore nar-
rower in regard of the means of disclosure. According to the German Utility Model
Act, only written descriptions (anywhere in the world) and public prior uses in Ger-
many are considered. Any prior use abroad, oral descriptions, or making available
in any other way do not fall under the scope of the definition.

2.2.2.2 No Fictitious State of the Art

The prior art with respect to the Utility Model Act is further restricted in regard of
the fictitious state of the art. Whereas applications which were filed before the rele-
vant date, but published only after the relevant date, are considered with respect to
assessing the novelty of the invention according to the EPC, the Utility Model Act
does not have such a provision. Only in cases, where a prior patent or a prior utility
model is directed at the identical subject matter, the cancellation of the utility model
can be accomplished according to sections 13 (1), 15 (1) Nr. 2 Utility Model Act.
Cancellation of the utility model will be accomplished if the claims are essentially
the same (prior claims approach). Apart from that, the contents of the application
are ignored. With respect to the fictitious prior art according to the European Patent
Convention and the German Patent Act, the whole contents of the prior application
are considered to be relevant (whole contents approach).

2.2.2.3 Grace Period

According to Section 3 (1), 3rd sentence, of the German Utility Model Act, the
grace period — not limited to cases of evident abuse — precedes the Paris Convention
priority date. In comparison to Article 55 EPC, the scope of application of this pro-
vision is therefore much wider.

2.3 Utility Model as an Effective Instrument

The differences with regard to the state of the art mentioned above are one reason
why the utility model is popular. In this context, it is important to note that pursuing
patent protection does not hinder the patent applicant from pursuing protection by a

16" An English translation of the German Utility Model Act is available at <http://www.wipo.int/
clea/docs_new/pdf/en/de/de015en.pdf.> (as of April 2008).
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utility model for the same invention at the same time. In addition, the decision to
apply for registration of a utility model can be (and often is) made at a very late
stage since a patent applicant has the option to derive a utility model from its pend-
ing patent application (so-called branching-off of a utility model).!”

In view of the differences with respect to the prior art, the branching-off of a util-
ity model can be particularly tempting, if a pending patent application receives a
negative examination report based on prior art which would not be relevant under
the Utility Model Act. The patent applicant can then pursue the claims in an una-
mended form as a request for registration of a utility model.

Even if the examiner does not rely on pieces of prior art that are not relevant under
the Utility Model Act, the branching-off of a utility model is nevertheless an option
that is followed by many applicants. It provides for the following advantages:

— In doing so, the applicant can bridge the considerable time gap between apply-
ing for the patent and the decision of the patent office that a patent is granted or
not. The utility model is registered if the application for the utility model is in
accordance with some formal requirements. There is no substantive examina-
tion. Therefore, a utility model can be obtained within a short period of time. If
the formal requirements are met, the utility model will be registered within a
period of six to eight weeks after the application.'®

— When branching off a utility model, the applicant usually has already a more or
less exact idea of the characteristics of the embodiment that he would like to
attack. The applicant for the utility model — who is entitled to fully exploit the
whole contents of the pending patent application — will therefore be able to tailor
claims of the utility model so that they reflect the attacked embodiment as closely
as possible.'” Furthermore, the applicant can pay tribute to the jurisprudence of
the infringement courts on claim interpretation. If the utility model is derived
from a European patent application and the language of the application is not Ger-
man, a translation of the description into German must be filed. Also in this
respect, it is helpful if the translation is made in view of the attacked embodiment.

— Indeed, a published patent application already provides for a claim for a reason-
able compensation.?’ However, going beyond this, the registered utility model

Branching off a utility model under the requirements of Section 5 (1) German Utility Model
Act: “Where an applicant has already sought, at an earlier date, a patent with effect in the Fed-
eral Republic of Germany for the same invention, he may file together with the utility model
application a declaration claiming the date of filing relevant for the patent application. Any
priority right claimed in respect of the patent application shall also apply to the utility model
application. The priority right under the first sentence may be exercised up to the expiration of
two months from the end of the month in which processing of the patent application or any
opposition procedure is terminated, at the latest, however, by the end of the tenth year from the
date of filing the patent application.’

BENKARD/GOEBEL, Patentgesetz, 10th ed. 2006, Vorbem. Gebrauchsmustergesetz, number 3, at
the end.

19 Cf. Federal Supreme Court, 2003 GRUR 867 — Momentanpol.

In case of a European patent application which is not drafted in German, the applicant will only
be entitled to receive a reasonable compensation after a German translation of the claims has
been published or has been served on the alleged infringer, ¢f. 11 § 1 a (2) IntPatUG.
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provides for unrestricted protection: The owner of the utility model has a full
claim for damages and can also seek an injunction.?' The utility model can be the
basis for a preliminary injunction, too.

3. New Information and Communication Technologies

In light of the new information and communication technologies, the differences
with respect to the definition of the state of the art under patent law and under utility
model law might become even more important. Over the last twenty years, tremen-
dous progress with respect to information and communication technologies has
been accomplished. In particular, the World Wide Web as the most prominent Inter-
net service has quickly grown into a huge and heterogeneous information source.
Electronic databases are widely used today and can in the majority of cases also be
accessed via the Internet, in particular from a World Wide Web browser. A different
Internet service — Usenet news — has already become out of fashion.?? However, in
the beginning and mid-nineties, it was a frequently used instrument of those being
involved in research and development and therefore also a place where new ideas
and new technical solutions were published for the first time. In addition, email has
become part of the daily lives of everybody.

All of these new information sources mentioned are certainly suited to disclose
technical information for the first time. They also bring about new — and sometimes
unique — problems: In general, the exact time of publication is difficult to be deter-
mined.? In addition, it is hard to determine what exactly the content of this publi-
cation was and whether the content was modified later.”* Further uncertainty exists
with respect to the question what the requirements for the public availability of a
web page are.?> In his study regarding the grace period, Joseph Straus has already

2l The compensation claim can only be aimed at the entity that actually makes use of the teaching.

The claim for full damages can also be directed at a legal representative of this entity such as a
president, Geschiftsfiihrer and so on.

Usenet news is a distributed Internet discussion system. Users read and post public messages
(called articles or posts, and collectively termed news) to one or more categories, known as
newsgroups. Usenet resembles bulletin board systems (BBS) in most respects, and is the pre-
cursor to the various web forums which are widely used today as part of the World Wide Web.
The probative value of the Internet Archive under <www.archive.org> has not been given much
credit in recent case law, cf. Federal Patent Court, 2003 GRUR 323 — Computernetzwerk-Infor-
mation, EPO, T 1134/06, reason of the decision No. 3.2. In favor of awarding more probative
value to the Internet Archive KLICZNIK, supra note 15, at 271, 272, 276, 277, 283. For further
means of evidence, ¢f. KLICZNIK, id., at 267 et seq.

VERHULST/RIOLO, Prior Art Disclosure on the Internet: A European Perspective, Part 2: The
Internet as Prior Art, Patent World (February 2000), 16, 17; Straus, supra note 2, at 73, item
18.2; critical with respect to the probative value of prior art from the Internet, Federal Patent
Court, 2003 GRUR 323 — Computernetzwerk-information; Federal Patent Court, 17 W (pat) 47/
00, not published; MELULLIS in: BENKARD, Patentgesetz, § 3 PatG, Rn. 62c; EPO T 1134/06.
Is it required that the page is indexed by a search engine? Is it sufficient if the page is hyper-
linked to another publicly available page? Or would it even be sufficient if somebody — who
enters the URL of the webpage — gets to the page? Cf. for these questions KLICZNIK, supra
note 15, at149 et seq.

22
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25
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dealt with the challenges that these disclosures pose in patent granting, opposition
and nullity proceedings. With respect to the patent system, he set forth that — in par-
ticular in the light of a standard of proof on the ‘balance of probabilities’ — ‘any pre-
filing disclosure of the applicant or his predecessor in title, but also any post-filing
disclosure in relation to later filings of improvement inventions, will become a pure
lottery’.2® This was considered an argument in favor of the introduction of a grace
period into the European Patent Law.

The next chapter will focus on the question if Internet disclosures — in particular
WWW pages — can be classified as written descriptions and will therefore have to
be taken into account in the prior art according to the utility model law.

4. Internet Disclosures as Written Descriptions?

In view of the remarks made in Chapter 2 above, there can be only little doubt that
electronic disclosures — such as electronic databases accessible via WWW, web
pages, Usenet news postings, and emails — in principle fall under the definition of
the state of the art according to the patent law. Whether an Internet disclosure can be
classified as a written description or as a making available in any other way does not
have any implication with respect to patent law.

The situation is different with respect to utility models. Since according Section
3(1), 2nd sentence, Utility Model Act, only written descriptions and a prior use in
Germany are comprised in the state of the art but not in making it available in any
other way, the question whether Internet disclosures can be classified as written
descriptions becomes a decisive question.

4.1 Grammatical and Systematic Interpretation of the Term ‘Written
Description’

Both definitions of the state of art — according to the German Patent Act and accord-
ing to the Utility Model Act — make use of the term ‘written description’. In the
former Utility Model Act 1968, the term ‘public printed publication’ was used
instead of ‘written description’. The old wording (Section 1(2) Utility Model Act
1968) read as follows:

They are only considered as new to the extent as — at the time of application — they are
not already described in a public printed publication and are not publicly used within
this country.

The terminology ‘public printed publication’ is consistent with the terminology
used in the old Section 2, 1st sentence, of the German Patent Act 1968 where it read:

An invention is not considered as being new, if — at the time of application — it is
described in public printed publications of the last hundred years or is publicly used in
such a manner that — in the aftermath — the use by others skilled in the art seems
possible.

26 Cf. STRAUS, supra note 2, at 74, item 19.
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After the EPC and the Strasbourg Convention came into force, the definition of the
prior art according to the German Patent Act was brought in line with the definition
of the prior art according to the Strasbourg Convention. The term ‘public printed
publication’ was changed into ‘written description’ and the further definition was
amended so that the definition of the prior art corresponded to the definition given
in Article 54 (2) EPC.

The German lawmaker then decided that the terminology used in the German
Utility Model Act should be harmonized with the terminology as used in the defini-
tion of the prior art given in the revised German Patent Act. However, in view of the
shorter term of the utility model in comparison to the patent (maximum term of
10 years instead of 20 years), the lawmaker felt that it was justified that the defini-
tion of the prior art was narrower, i.e. not comprising any oral descriptions, no pub-
lic prior use abroad and no making available in any other way.?’ Therefore, the law-
maker had the definition of the prior art according to the Patent Act on its mind
when drafting the provision. This speaks in favor of the interpretation that the term
‘written description’ is meant to mean the same in the context of the Patent Act and
in the context of the Utility Model Act.

It further shows that it was a purposeful decision of the lawmaker to exclude oral
descriptions and public use abroad from the prior art. The same is true for the mak-
ing available in any other form. In the EPC and — in consequence — also in the Ger-
man Patent Act the term ‘making available in any other form” was introduced into
the provision in order to pay tribute to technological progress bringing about new
ways to disclose a technical teaching.?® The fact that these disclosures in any other
form were excluded speaks against taking into account Internet disclosures in the
state of the art according to the Utility Model Act.

Nevertheless, a different intention of the regulation could allow for different
interpretations of the term ‘written description’ in patent law and in utility model
law. However, the motivation of the lawmaker drafting Section 3 Utility Model Act
does not suggest such a different interpretation of the terms.

The differences in the definition of the prior art can be understood in view of the
fact that the utility model was intended to provide for simple, fast and cheap protec-
tion for technical inventions.?® This was accomplished by not providing for a sub-
stantive examination of the utility model. It was assumed that this lack of substan-
tive examination would, however, add to legal uncertainty. As a counter measure,
inventions for methods — validity and scope of protection of method inventions
were considered as difficult to be assessed — were excluded from the subject matter
where a utility model could be obtained.*

27 Cf. BT-Ds. 10/3902, page 20; GOEBEL in: BENKARD, Patentgesetz, § 3 GebrMG, Rn. 7.

28 Cf. VAN EMPEL, The Granting of European Patents, 1975, 37; LOTH, Neuheitsbegriff und. Neu-
heitsschonfrist im Patentrecht, 1988, 185; Mes, Patentgesetz, § 3 PatG, Rn. 20; Guidelines for
the examination at the EPO, DV 3.1.1.

BENKARD/BRUCHHAUSEN Vorbem. GebrMG, Rn. 4; MULLER, Novellierter Gebrauchsmuster-
schutz — Bemerkungen zum Bericht iiber die Tiatigkeit des Unterausschusses fiir Gebrauchs-
musterrecht, 1979 GRUR 29; 1979 GRUR 453.

Cf. PIETZCKER, Bericht iiber die Tatigkeit des Unterausschusses fiir Gebrauchsmusterrecht,
1979 GRUR 29.

29

30
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The different definition of the prior art according to the utility model law was
meant to provide a simple, fast and cheap protection with as much of legal certainty
as possible: Oral descriptions and prior use abroad tend to bring about evidentiary
problems.“ Therefore, they are not taken into consideration.

Webpages retrieved from the Internet, databases accessed via Internet, Usenet
News postings tend to display very similar evidentiary problems. In establishing
their publication date, the Internet Archive can be of help. However, the probative
value of Internet Archive is highly disputed.*? Other means of evidence are witness
statements of people having viewed or having downloaded the webpage at a certain
time, web administrators, etc.> Assuming that Internet disclosures are not com-
prised in the prior art according to the Utility Model Act is therefore also in accord-
ance with the motivation of the lawmaker to focus on means of disclosure that are
less likely to cause evidentiary problems.

Therefore, also with respect to the intention of the rule defining the prior art with
respect to utility model law, an interpretation where ‘written description’ does not
include Internet disclosures seems justified.

4.2 Jurisprudence
4.2.1 Jurisprudence Explicitly Regarding the Utility Model Law

4.2.1.1 Federal Supreme Court ‘Profilkriimmer’

In the decision Profilkriimmer, the Federal Supreme Court raised the question
whether oral explanations given during a public prior use of a device could be used
for supplementing the prior use and would therefore have to be taken into account in
the prior art according to the Utility Model Act.** The Federal Supreme Court came
to the conclusion that the facts had not fully been investigated by the appeal court
and therefore remitted the matter to the appeal court. The appeal court was
instructed to consider this question if it should become decisive.

The Federal Supreme Court already gave some guidance setting forth that acts
could be comprised by the definition of the prior art according to Section 3(1) Util-
ity Model Act if they very closely resembled a ‘written description’ so that discrim-
inating it from a written description would not be justified.>> However, according to
the Federal Supreme Court, the fundamental decision of the lawmaker — that only
written disclosures are comprised in the prior art — must not be circumnavigated.*¢

4.2.1.2 Federal Patent Court 5 W (pat) 413/02

In a further decision dealing explicitly with the interpretation of the term ‘written
description’ according to the Utility Model Act, the Federal Patent Court had to

31 TRUSTEDT, Gebrauchsmuster, 1980 GRUR 877, 878.

Cf. See supra note 23.

Cf. See supra note 23.

3% Federal Supreme Court, 1997 GRUR 360 — Profilkriimmer.
3 1d.

3% 1d.
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answer the question whether slides displayed during an oral presentation outside
Germany could be classified as a written description and thus had to be taken into
account in the prior art according to the Utility Model Act.’” The Federal Patent
Court sets forth that, indeed, the oral presentation had received a ‘written charac-
ter’. However, according to the Federal Patent Court, this description has not been
made available to the public. The court sets forth:

One could imagine that the visual representation of information is equivalent to a
description conveyed by a text of words. The subject of the invention can — in a
particular case — be conveyed by means of a drawing. However, also in such a case, a
document as such must be made available to the public. The mere public availability of
the presentation where slides were simultaneously displayed is not sufficient. The
intention of Section 3 (1) Utility Model Act — to avoid difficult and time-consuming
evidentiary circumstances in the case of a dispute (no investigation of a prior use in a
foreign country, no investigations with respect to prior descriptions other from written
ones) — speaks in favor of this conclusion.

4.2.2 Jurisprudence Regarding Patent Law

In the decision T 522/94, the technical board of appeal 3.2.5 had to assess whether
the opponent had sufficiently substantiated the grounds of appeal.®® The opponent
had relied on two brochures but had failed in substantiating how these brochures
had become available to the public. In particular, it had not been clarified whether
the document had been handed over to a member of the public or if it could only
be looked at by a member of the public for a limited time. The board set forth in
ground 28 of the decision:

On the basis of the statements contained in the notice of opposition, it is not even
possible to qualify the booklets pursuant to Article 54(2) EPC either as written
documents which were put to one or more members of the public so that they came
into possession of it or as piece of the state of the art having been made available to the
public ‘in any other way’, e.g. that a member of the public could inspect by reading
and handing them back to the provider. In the latter case, it would not be the document
which was made available to the public but the knowledge obtained by the reader
under the specific circumstances of the case. This could make a considerable
difference as far as the content of that piece of prior art is concerned. A written
document in the possession of the public can be thoroughly analyzed as there is ample
opportunity to read it again and again. In the latter case, the content of the state of the
art is determined by what the memory of the reader could retain from a single reading
which itself depends upon the specific circumstances (restriction of time, detracting
circumstances, efc.).

4.3 Conclusion: Requirements for Written Descriptions

In the light of the remarks given above, it seems that a disclosure must fulfill four
requirements in order to be qualified as a written description:

37 Federal Patent Court, 5 W (pat) 413/02: Decision can be retrieved via the database Juris.
38 Cf. T 522/94, 1998 OJ EPO 421 = 1998 GRUR Int. 884 — angetriebenes Pfannentransport-
fahrzeug/TECHMO.
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1. The information must be embodied in a carrier (document). Information without
this kind of embodiment — e.g. the spoken word — cannot represent a written
description. The carrier can be analyzed again and again so that there are no
uncertainties with respect to the information content of a disclosure that is phys-
ically embodied in a carrier.

2. This document (carrier of the written description) must exhibit some stability.
The carrier of the written description must be suited for a durable display of the
information. In accordance with this requirement, the Federal Supreme Court
speaks of a fixation in writing.

3. The information must be contained in letters, images or symbols and must be
perceivable visually or by touching the characters (e.g. braille), i.e. it must be
subjected to immediate perception.

4. The carrier of the written description (the document) must be passed **over to a
member of the public. It is not sufficient if the members of the public merely
have the chance to read the document but do not receive physical control of the
document.*

4.3.1 Embodiment of a Physical Carrier

A static webpage is stored as an electronic file on a web server. The information is
therefore physically embodied in the data store of this web server. Usually, this data
store is the hard disk of the server computer.

A typical hard disk design consists of a spindle which holds one or more flat cir-
cular disks called platters for recording the data. The platters are made from a non-
magnetic material, usually aluminum alloy or glass, and are coated with a thin layer
of magnetic material.*! The magnetic coating is segmented into small logical units
(blocks and sectors). An electromagnetic reading head can read out the several sec-
tors and also give them a new polarization.*? In addition to computer hard disks,
other magnetic, optical, magnet optical or electronic storage media are available
and in use.*® All such storage media can serve as the physical carrier of the informa-
tion contained in the static webpage. The information contained in a static webpage
is therefore embodied in a physical carrier.

The situation is different if the webpage is dynamically generated, which means
only raw data are stored at the web server. If a particular information request is
received, the information is assembled from the raw data and the webpage is gener-
ated only in this very moment. Before the request was received, no copy of the web-
page as such existed and was stored at the web server. The information contained in
the webpage is therefore not embodied in a physical carrier. The web access of elec-
tronic databases is usually organized in such a manner that the response to an infor-

3 Federal Supreme Court, 1997 GRUR 360 — Profilkriimmer.

0 Federal Patent Court 5 W (pat) 413/02; EPO T 522/94.

41" A hard disk has furthermore a motor, a mobile writing and reading head, control electronics and
an interface to the computer.

42 Cf. <http://de.wikipedia.org/wiki/Festplatte> (as of April 2008).

4 Cf. <http://de.wikipedia.org/wiki/Speichermedium> (as of April 2008).
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mation request is dynamically generated. It is concluded that dynamically generated
webpages are not written descriptions and should not be taken into account in the
state of the art as defined under the Utility Model Act.

4.3.2 Permanency of the Carrier

A static webpage, stored on the server computer in some storage medium is — in
principle — stable. Information stored on such an information carrier can be read for
several years.

The actual time of permanency of storage media in use today can only be
roughly estimated. Magnetic storage media are prone to two sources of dangers. On
the one hand, they can be demagnetized in external magnetic fields and, on the other
hand, chemical reactions can modify the storage material so that it can not longer be
read out.** High temperatures during an operation add to the deterioration of the
material. *

It is assumed that the time of permanency for magnetic tapes amounts to
30 years,*® for the more stable magnetic hard disks the time of permanency is prob-
ably in the order of 50 years.*’ Under permanent operation, the life span of hard
disks is apparently significantly smaller, though, amounting to three to four years.*
The life span of CD-ROMS and DVDs is estimated to be 25 to 100 years,*’ micro-
chips roughly 20 years>® and magneto-optical disks 30 to 100 years.>!

The life span of modern storage media is therefore in the same order of magni-
tude as it is for classical print media which are in use today. The time of permanency
for newsprint is estimated at 10 to 20 years, for printed books it is between 100 and
200 years and for books made of acid-free paper at several hundred years.>?

The modern carriers of information are therefore sufficiently stable.

4.3.3 Immediate Perceptibility

A webpage with text and images is visually perceptible. However, the information
embodied in the carrier is not subject to an immediate perception by the eye. Rather,

* Due to the humidity of the air, hard disks are prone to oxydation and hydrolysis, cf. TIECK, Halt-

barkeit von Datentréigern, available at <http://www.medienportal.biz/_pdf/Haltbarkeit_von_
Datentraegern.pdf> (as of April 2008).

Cf. TIECK, supra note 44. Dissolution of the material is detrimental for the proper functioning of
the reading head, ¢f. ZIMMER, Das grofle Datensterben, in Die Zeit 1999 Nr. 47 of November
18, 1999.

Cf. <http://de.wikipedia.org/wiki/Langzeitarchivierung> (as of April 2008).

CAPURRO, Vom Buch zum Internet. Nachhaltige Wissenstradierung, available at <http://www.
capurro.de/nachhal.htm; other estimates are more moderate> (as of April 2008), cf. e.g.
CHRIST, Haltbarkeit von Daten, available at <http://www.christm.ch/software/sicherheit/daten-
haltbarkeit.htm> (as of Aprl 2008).

BURGDORF, Laserlicht brennt Daten in die Festplatte, Handelsblatt Nr. 49 of March 10, 2004, 8.
Cf. <http://de.wikipedia.org/wiki/Langzeitarchivierung> (as of April 2008).

Cf. CAPURRO, supra note 47.

Cf. CHRIST, Haltbarkeit von Daten, available at <http://www.christm.ch/software/sicherheit/
datenhaltbarkeit.htm> (as of April 2008).

Cf. <http://de.wikipedia.org/wiki/Langzeitarchivierung> (as of April 2008).
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technical equipment is needed, such as a computer and a screen. In contrast to this,
a written description on paper is an immediate subject to perception by the reader.

According to several authors, the compulsory use of technical support equip-
ment for reading out the information contained in the carrier does apparently not
prejudice that the disclosure is classified as a written description. Schulte is of the
opinion that a text on a microfilm is a written description.53 However, such a text on
a microfilm cannot be recognized with the naked eye. Rather, for reading the text, a
reading device is required which projects the text onto a screen. Loth favors an
interpretation of the term ‘written description’ which also comprises sound carriers
and — in general — carriers of digital data.>*

With respect to digital storage media, however, an immediate perception of the
information is not possible. Rather, the digital data must first be read out, computed
and brought onto a display. Only then can the information contents be grasped by
the reader. This difference seems significant for three reasons:

1. To be able to read a traditional paper document, only the document itself is
needed. In the case of a carrier of digital data, it will not be sufficient to only
have the carrier of the digital information. Rather more, specific hardware and
software is needed for reading out the digital data from the carrier.”> In view of
the fact that product cycles are in the order of three to five years,>® it is not cer-
tain that a specific data format is still maintained after a couple of years. There-
fore there is an additional risk — which is not present in the case of traditional
written descriptions on paper — that an appropriate hardware and software will
no longer be available.

2. Looking at a traditional written description on paper, one can usually detect
whether the document has undergone some manipulation or not. In case of a car-
rier of digital data carrier, manipulation cannot be easily detected, neither on the
carrier itself nor in the representation of the screen. This does negatively impact
the probative value of such a carrier of digital data in comparison to a traditional
paper document.

3. A further peculiarity of digital data is that damage of a very small amount of bits
can already cause the whole data stored on the carrier not to be interpreted in a
correct manner.>’ With respect to a traditional written description on paper, this
will not be the case. If a small portion of the document is damaged the bulk of
the document can nevertheless be read.

4.3.4 Physical Embodiment Must be Passed over to Member of the Public

If a webpage is requested by the user via its WWW browser, the physical embodi-
ment of the information will not be passed over from the webserver to the

SCHULTE, Patentgesetz, § 3, Rn. 20.

LoTH, Gebrauchsmustergesetz, § 3, Rn. 30.

Cf. ZIMMER, Das grofle Datensterben, supra note 45.
5 Id.

T Id.
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browser.>® In a standard operation, a new permanent physical embodiment of the
information will not be created at the browser, either.”>”

If the browser requests a webpage, a copy of the electronic file will be stored in
the browser cache. However, the copy of the webpage will not be stored perma-
nently on the user’s computer. Rather, the copy will be abandoned as soon as other
webpages are requested by the browser. Therefore, information is not passed over
permanently. In the case of an email, however, the electronic data are transferred
into the sphere of the addressee and a copy is stored at a mail store at a mail server.

With respect to webpages, the situation seems similar to the situation where a
brochure is shown to some members of the public but not handed over to the mem-
bers of the public on a permanent basis. The EPO board of appeal concluded that the
brochure was not a written description but a way of making the information availa-
ble in a different form.®® Furthermore, the situation is similar to the case of the slide-
show where the Federal Patent Court reached the conclusion that the slides that
were presented only once are not a written description.®!

One might raise the objection that the inspection time is significantly longer
with respect to a webpage: As long as computer and browser are switched on, the
user can study the webpage carefully over a longer period of time. Furthermore,
there is a high likelihood that the webpage can still be retrieved another day, so that
the user has the option to again view the webpage in case something was not
entirely clear to him. The situation can therefore also be compared to a book from a
library that must be returned to the library after a certain time but that — in theory —
could be borrowed from that library again. However, there is certainly no guarantee
that a webpage that can be accessed today will also be accessible with the same con-
tents the next day. Therefore, it seems justified to assume that here is a further sig-
nificant difference as compares to traditional paper documents.

4.4 Conclusion

Dynamically generated webpages show no embodiment of the information in a car-
rier and are therefore — already for that reason — not written descriptions. Further-
more, all webpages — static and dynamically generated — are not subject to immedi-
ate perception, since the digital data must first be transformed by hardware and
software. Furthermore, the carrier of the information is not handed over to a mem-
ber of the public. Whether the possibilities to inspect the webpage can nevertheless
be compared to a document that is handed over to a member of the public can at
least be debated. Therefore, there are good reasons militating for classifying as
making information available in any other form and not as written description. This
means that they are not comprised by the definition of the state of the art according
to the Utility Model Act.
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The hard disk remains at the server computer.

Proxies or gateways are not taken into account here.

% T 522/94, Ground of the Decision No. 28, OJ EPO 1998, 421 = GRUR Int. 1998, 884 —
angetriebenes Pfannentransportfahrzeug/TECHMO.

61 Federal Patent Court, supra note 37.
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The Utility Model — A Useful Model?

Karsten Koniger

Joseph Straus, having spent decades studying the field of intellectual property pro-
tection, has always advocated the development of an international patent system.
However, to my knowledge, he has never advocated, at least not with the same
intensity, the German concept of a utility model for technical inventions. This fact
alone is reason enough to take a closer look at the role and justification of utility
models.

1. ‘Utility models’ in International Intellectual Property Law

The term ‘utility model” pretends to be English. However, the intellectual property
laws of England and the United States do not know ‘utility models’. In Germany,
the term ‘utility model’ was introduced by the enactment of the Gebrauchsmus-
tergesetz (‘Act on Utility Models’) of 1891. Apparently, the word ‘utility’ was cho-
sen to express the difference of the ‘beauty model’ or ‘taste model’, meaning the
design right, which protects the appearance of a product.'

The utility model was internationally recognized by being introduced into the
Paris Convention as ‘modele d’utilité’2 by the Revision Conference of Washington
in 1911.% However, the Paris Convention does not explain what a utility model
might be. A hint can be found in Article 4 E. It reads:

‘(1) Where an industrial design is filed in a country by virtue of a right of priority
based on the filing of a utility model, the period of priority shall be the same as that
fixed for industrial designs.

(2) Furthermore, it is permissible to file a utility model in a country by virtue of a right
of priority based on the filing of a patent application, and vice versa.’

Paragraph 2 shows that the utility model in terms of the Paris Convention has simi-
larities to the patent.* However, as Paragraph 1 shows, a utility model application
can also give rise to the right of priority of a (later filed) industrial design.

! GOEBEL, Der erfinderische Schritt nach § 1 GebrMG, 24 (2005).

The authentic language of the Paris Convention is French, Art. 29(1)(c).

Cf. STRAUS, Der Beitrag Deutschlands zur Entwicklung des internationalen gewerblichen
Rechtsschutzes, 2003 Gewerblicher Rechtsschutz und Urheberrecht, Internationaler Teil
(GRUR Int.) 805, 807.

Confusingly the Paris Convention seems to use the term ‘modele d’utilité’ not only for the
right, i.e. corresponding to ‘patent’, but also for the subject matter of the right (¢f. Art. 11(1)),
i.e. corresponding to ‘invention’. Thus, according to the Paris Convention’s terminology the
utility model protects a utility model.
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The Patent Cooperation Treaty applies for utility models, too. The applicant of
an international patent application may indicate that his international application is
for the grant of a patent and a utility model, if possible, under the national law of the
respective designated state (Articles 43, 44).

The TRIPS Agreement,5 however, does not mention utility models. Accord-
ingly, the TRIPS Agreement does not oblige the WTO-members to introduce utility
models.

As indicated by Joseph Straus, today’s discussion on the issue of international
harmonization of utility model law is perhaps best demonstrated by the develop-
ments within the International Association for the Protection of Industrial Property
(AIPPI). AIPPI was not able to achieve agreement or adopt resolution at their exec-
utive Committee Meeting in Copenhagen in 1994, and neither at the Congress of
Montreal in 1995.5

Today a significant number of countries and regions provide the option of utility
model protection in addition to or as an alternative to patent protection.’ In its basic
definition, which may vary from one country to another, a utility model is similar to
a patent. As the patent, it is an exclusive right registered for an invention, which
allows the right holder to prevent others from commercially using the protected
invention, without his authorization, for a limited period of time. In most countries
where utility models are available, the main differences between utility models and
patents seem to be the following: The requirements for acquiring a utility model
may be less stringent than for patents. For example, the requirement of ‘inventive
step’ or ‘non-obviousness’ may be lower. The patent offices do not examine appli-
cations as to substance prior to registration. This means that the registration process
is often significantly simpler and faster, taking only a few months. The maintenance
fees are lower. The maximum term of protection for utility models is shorter than
for patents (usually between 7 and 10 years).

2. The Developments on the Level of the European Union

In Europe, there is neither a ‘European utility model’ corresponding to the Euro-
pean patent granted by the European Patent Office nor a ‘Community utility model’
corresponding to the Community Design registered by the European Union. There
are only national utility model systems that are not harmonized. The United King-

> STRAUS, Implications of the TRIPS Agreement in the Field of Patent Law, in: BEIER/

SCHRICKER (Eds.), From GATT to TRIPs, 160 (1996).

Cf. STRAUS, The Present State of the Patent System in the European Union, As Compared with
the Situation in the United States of America and Japan, 51 (1997).

According to WIPO’s website http://www.wipo.int/sme/en/ip_business/utility_models/
where.htm (August 13, 2008): Australia, Argentina, Armenia, Austria, ARIPO, Belarus, Bel-
gium, Brazil, Bulgaria, China, Colombia, Costa Rica, Czech Republic, Denmark, Estonia,
Ethiopia, Finland, France, Georgia, Germany, Greece, Guatemala, Hungary, Ireland, Italy,
Japan, Kazakhstan, Kenya, Kyrgyzstan, Malaysia, Mexico, Netherlands, OAPI, Peru, Philip-
pines, Poland, Portugal, Republic of Korea, Republic of Moldova, Russian Federation, Slovakia,
Spain, Tajikistan, Trinidad & Tobago, Turkey, Ukraine, Uruguay and Uzbekistan.
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dom has no utility model law at all. A national utility model right conferred by the
law of a Member State of the European Union provides protection only on the terri-
tory of that state. Given the differences that exist at present, companies have to
familiarize themselves with a number of different systems and have to get expen-
sive advice in each of the European countries concerned. This is not only true for
companies who seek utility model protection in several European countries, but
also for companies who want to sell products in several European countries.

In 1995 the European Commission, the executive branch of the European
Union, that is responsible for proposing legislation, presented a ‘Green Paper’ on
“The Protection of Utility Models in the Single Market’.® The Purpose of the Green
Paper was to stimulate a debate on the need for Community action in this area, and
to propose various options for a possible Community initiative. Among the options
were the approximation of the national systems of protection and the creation of a
Community system of protection. As a result, in 1997 the European Commission
submitted a Proposal for a European Directive ‘approximating the legal arrange-
ments for the protection of inventions by utility model’.? The European Parliament
adopted a legislative resolution on the proposal, and on June 28, 1999, the European
Commission presented an amended proposal.'® Pursuant to Article 1 (1) of this
amended proposal, utility model protection should cover ‘new inventions involving
products or processes that involve an inventive step and are suitable for industrial
application’. Article 6 of this amended proposal read as follows:

Article 6
Inventive step

1. For the purposes of this Directive, an invention shall be considered as involving an
inventive step if, compared with the state of the art, it presents an advantage and is not
very obvious to an expert in the field.

2. The advantage referred to in the previous paragraph must be a practical or technical

advantage for the use or manufacture of the product or process in question, or another
benefit to the user, such as an educational advantage or an entertainment value.

The word ‘very’ in ‘not very obvious’ was to indicate that the inventive step is not
as great as that required for a patent.!! Pursuant to Article 15(3) of the amended pro-
posal the ‘competent authority’ should not carry out any examination to establish
whether the requirements of novelty, inventive step and industrial application have
been met, i.e. the harmonized national utility model had to be registered without
examination. However, Article 6 (4) of the amended proposal read as follows:

8 Document COM(95) 370 final of July 19, 1995.

® Document COM(97) 691 final, submitted on December 12, 1997, [1998] OJ C 36/13 of Febru-
ary 3, 1998.

European Commission, Amended Proposal for a European Parliament and Council Directive
approximating the legal arrangements for the protection of inventions by utility model, Docu-
ment COM(1999) 309 final, submitted on June 28, 1999, [2000] OJ C 248 E/56 of August 29,
2000.

" Id,at7.
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In the provisions which they adopt in order to comply with this Directive, Member
States shall provide that a search report is compulsory in the event of legal proceedings
being brought to enforce the rights conferred by the utility model, unless it has already
been subject of a previous search report.

Thus, the proprietor who wanted to enforce his utility model by means of legal pro-
ceedings, had to request (and pay) a search regarding the state of the art by the ‘com-
petent authority’. The enforcement — the purpose of any intellectual property right —
was not possible before the Patent Office finished its search report.

Work on this amended proposal was suspended in March 2000, ‘because of the
difficulty of reaching agreement on some basic problems raised by the proposal and
the priority which the majority of the Member States attached to a Community
patent.'> However, in 2001 the European Commission started a consultation on the
possibility of a Community utility model.'> Nevertheless, progress has not been
reported. In 2005, the European Commission announced that it would withdraw its
proposal for a (harmonizing) Directive on utility models.'* Therefore, a harmoniza-
tion of the national utility model systems is not on the European Union’s agenda
anymore.

The European Council Regulation concerning custom’s action against goods
suspected of infringing certain intellectual property rights'> does not apply for
(national) utility models.

Also with respect to criminal sanctions the European Union is not seeking har-
monization: In 2007, in the context of the deliberation of a European directive on
criminal measures aimed at ensuring the enforcement of intellectual property rights,
the European Parliament agreed that such a directive should not apply for utility
models. '

In the absence of any unification of the law, therefore, the holder of such right
can prevent third parties from importing protected goods that have been produced
and marketed without his consent. Thus the intellectual property rights conferred by
the Member States can of their nature be used to hinder the free movement of goods.
Given the differences that exist at present, companies have to familiarize them-
selves with a number of different systems or take expensive advice in each of the
Member States concerned regarding unexamined utility model rights.

12 European Commission, Document SEC(2001)1307 dated March 1, 2002. Waiting for the
Community Patent requires having a lot of patience. See STRAUS, supra note 6, at 51 (1997);
SCHNEIDER, Die Patentgerichtsbarkeit in Europa — Status quo und Reform 14 et seq. (2005).

13 European Commission Staff Working Paper dated July 26, 2001, Document SEC(2001) 1307.

'* Document COM(2005) 462 final of September 27, 2005; formally withdrawn on March 17,
2006, [2006] OJ C 64/3 of March 17, 2006.

15" Council Regulation (EC) No 1383/2003 of July 22, 2003.

European Parliament legislative resolution of April 25, 2007 on the amended proposal for a

European directive on criminal measures aimed at ensuring the enforcement of intellectual

property rights (COM (2006)0168), Document P6_TA(2007)0145.
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3. The Situation in Germany

In Germany on December 31, 2006, there were 104,117 utility models in force,
compared to 467,166 patents.!” Pursuant to the German Act on utility models, util-
ity models are registered for inventions. The invention should be new, involve an
inventive step and be susceptible of industrial application. (These qualities of the
invention, however, are not examined before registration.) As in patent law, Article
52(2) EPC, certain subject matter is not regarded as an invention within that mean-
ing.'® There is one fundamental difference as to protectable subject matter between
patent law and German utility model law: Utility models are not registered in
respect of methods.

As to novelty and inventive step, the ‘state of the art’ in terms of German utility
model law is different from the ‘state of the art’ in terms of patent law. The state of
the art in terms of the German utility model law comprises knowledge made avail-
able to the public by written description (anywhere) or by use in Germany before
the date of filing. It does not comprise oral description and public prior use outside
Germany.'® Thus, the state of the art in terms of German utility model law is limited
compared to the state of the art in terms of German and European patent law which
comprises ‘everything made available to the public by means of a written or oral
description, by use, or in any other way’.2? However, more important is the fact that
the German utility model law provides a grace period:>! A disclosure of the inven-
tion shall not be taken into consideration if it occurred no earlier than six months
preceding the filing and is based upon a description or use by the applicant. These
differences between German patent law and German utility model law are due to
fact that the provisions in the German Act on Utility Models concerning the novelty
requirement have outlasted the reforms of patent law in the course of international
harmonization.** In this respect, one could consider the German utility model law as
a museum for German patent law — showing that some things were better in the
past.”

A utility model application looks like a patent application: claims, description
and possibly drawings. It is filed with the German Patent and Trademark Office.
The utility model is registered without examination as to the novelty and inventive
step. The German Patent and Trademark Office publishes a utility model specifica-

17 Jahresbericht des Deutschen Patent- und Markenamts (Annual Report of the German Patent and
Trademark Office) 2006, 63, 60, 17.

Regarding the question of patentable subject matter see NACK, Die patentierbare Erfindung
unter den sich wandelnden Bedingungen von Wissenschaft und Technologie, 147 (2002).

Cf. KLICZNIK, Neuartige Offenbarungsmittel des Standes der Technik im Patentrecht, 125
(2007), discussing the classification of e.g. publications in the internet.

20 Article 54(2) EPC.

2l In this respect Joseph Straus acknowledges the German utility model law, see STRAUS/KLUN-
KER, Harmonisation of International Patent Law, 38 IIC 907, 934 (2007).

E.g. by the Strasbourg Convention of November 27, 1963, on the Unification of Substantive
Law on Patents for Invention.

STRAUS, Grace Period and the European and International Patent Law, IIC Studies, Vol. 20,
2001.
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tion which, regarding its structure, is identical to a patent specification. The maxi-
mum term of protection is 10 years from the application date.

Upon registration the utility model gives rise to injunctive relief. The extent of
protection is determined by the claims according to the same rules that apply for
patents.24

A German utility model right can also be created by ‘branching off” from a Ger-
man or European patent application or even from a granted German or European
patent as long as the opposition proceedings are pending. The following example
may illustrate this: Someone files an opposition to a European patent granted by the
European Patent Office. The Opposition Division of the European Patent Office is
convinced that, having regard to the state of the art, the invention was obvious to a
person skilled in the art, and revokes — five years after the application date — the
European patent. The (former) patent proprietor — using the specification of the
revoked patent — applies for a German utility model and claims as a filing date the
filing date of the European patent application. The novelty grace period is applica-
ble, too.

The utility model is registered without examination. According to the German
law this utility model registration gives rise to injunctive relief for the proprietor if
the utility model is infringed.

At the request of the applicant or any other interested party the German Patent
and Trademark Office conducts a search regarding the state of the art. The request
can be made at any time. However, this search by the Patent Office is not a precon-
dition for injunctive relief. The search report contains the numbers of the documents
found and symbols indicating if the Patent Office deems the documents relevant.
However, no reasons are given. The numbers of the documents found are published
in the utility model register, which is available online. In 2006, the number of utility
model applications being 19,766, the number of search requests was 2,952 regard-
ing applications and 445 to registered utility models.?

In utility model infringement litigation, the defendant can allege nullity of the
utility model as a defence. Unlike under German patent law, this defence is admis-
sible, i.e. the defendant is not forced to file a separate nullity action before another
court or authority (the Patent Office or the Federal Patent Court). This admissibility
of the nullity defence corresponds to the non-examination before registration. How-
ever, the defendant bears the burden of proof.26 Thus, it is the defendant who has to
make the effort to prove that the invention did not meet the requirement of inventive
step.

The German Act on Utility Models also provides for custom’s actions against
goods ‘evidently’ infringing a utility model.?” It is, however, unclear how the Ger-

2 German Federal Supreme Court (Bundesgerichtshof, BGH), May 31, 2007, X ZR 172/04, 2007
Gewerblicher Rechtsschutz und Urheberrecht (GRUR) 1059 — Zerfallszeitmessgerdit.

> Jahresbericht des Deutschen Patent- und Markenamts (Annual Report of the German Patent and
Trademark Office) 2006, 63, 60, 17.

26 Cf. LoTH, Gebrauchsmustergesetz, 544 (2001).

27§ 25a GebrMG (Gebrauchsmustergesetz — Act on Utility Models); for details see LOTH, id.
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man legislator considered it possible that the customs authorities adjudge the valid-
ity of a utility model, i.e. if its subject matter involves an inventive step.

Furthermore, the German Act on Utility Models provides for criminal measures:
It threatens the infringer with imprisonment for up to five years. However, no case
of imprisonment is reported. It is unclear how the German legislator thought a crim-
inal court would decide on the validity of a utility model.

3.1 The Justification for the German Utility Model System

In 1985, in its proposal for a new Act on Utility Models (which was later enacted)
the German Government had given the following reasons for the utility model:

The utility model is mainly to quickly and inexpensively make available a manageable
(easy to handle) industrial property right for sole inventors and small and medium-
sized enterprises for their everyday life inventions.

These reasons given by the German government reflect what had been claimed for
nearly one hundred years to be the advantages of the utility model compared to the
examined patent. The concept of the utility model was supported by (parts of) the
Max Planck Institute, t00:>°

[TThere will still be a need for a minor industrial property right for individual
inventors, small and medium-sized industry, and for short-lived inventions which need
immediate protection against imitation. This must be an entitlement which can be
acquired simply and cheaply, for which a costly and lengthy preliminary examination
of protectability would be prohibitive.*°

3.2 Is There an Inner Correlation between the Supposed Features of
the Utility Model?

Until quite recently (see below), the main features and aims of the utility model
were, according to the legislator’s given reasons, supposed to be:

(1) protection for technical inventions which involve only a small inventive step,
(2) protection to be obtainable simply,
(3) protection to be inexpensive,

(4) protection to be obtainable rapidly.

The correlation between the lower degree of inventiveness, i.e. a low threshold for
protection, and the shorter term of protection seems plausible. The correlation
between a lower degree of inventiveness, however, and the waiver of examination
appears unclear. One could just as well argue that the determination of a small
inventive step is more difficult, so that primarily small inventions should be exam-

2 Document BT-Drs. 10/3903 dated September 26, 1985, at 16.

2 BEIER, Gebrauchsmusterreform auf halbem Wege: Die iiberholte Raumform, 1986 GRUR 1, 2.

39" BEIER, The Future of Intellectual Property in Europe — Thoughts on the Development of Patent,
Utility Model and Industrial Design Law, 32 IIC 157, 166 (1991).
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ined before their registration which gives rise to injunctive relief. Especially for
competitors it might be more difficult to adjudge if a certain small invention is pro-
tected or not.

The correlation between the lower degree of inventiveness and the lower costs,
however, on closer examination, appears questionable. Does the law want to sub-
sidize ‘small’ inventions at the expense of ‘big’ inventions? The reason for this cor-
relation seems to be the widespread belief that small inventions are made by small
companies whereas big inventions are made by big companies. And, of course, the
legislator wants to encourage small companies. In 2001, for example, the European
Commission published a ‘Staff Working Paper’ in which it is stated:

Moreover, because of their limited financial and human resources, these [small and
medium-sized] companies’ research and development activities often lead to technical
inventions involving only a minor inventive step which do not necessarily meet the
conditions for patent protection.’!

To me it is unclear on which evidence such assumptions are based.*> The question,
whether a person finds a technical solution that is not obvious to a person skilled in
the art, should hardly depend on the size of the company for which the person works.

3.3 The Abandonment of the ‘Lower Threshold’ Doctrine by the
German Federal Supreme Court

All the discussed — anyway doubtable — correlations of the lower threshold for pro-
tection and the other features of the utility model are now challenged by a ruling of
the German Federal Supreme Court. In the year 2006, the German Federal Supreme
Court held that regarding the requirement of inventive step in utility model law the
same principles apply as in patent law.>* Thus, apart from the different definition of
the state of the art (e.g. oral description, prior use outside Germany, grace period)
only those inventions can be protected by a German utility model that would meet
the requirements of patentablilty, too.

This decision can be regarded as a revolution insofar as the fundamental justifi-
cation of the utility model, namely to provide protection for technical inventions
that do not meet the criteria of patentability, was disregarded. The Court stated that
it could not find a capable criterion for (utility model) protectability that lies
between non-obviousness in the sense of patent law and novelty. Thus, an invention
that is obvious will not be protectable neither by a patent nor by a utility model —
except that the state of the art in the sense of utility model law differs relevantly
from the state of the art in the sense of patent law.

3
32

European Commission Staff Working Paper, dated July 26, 2001, Document SEC(2001) 1307.
According to Goebel, the unpublished study by the ifo Institut Miinchen ‘Die wirtschaftliche
Bedeutung des Gebrauchsmusterschutzes fiir Unternehmen in der Europiischen Union,
Abschlussbericht im Auftrag der Europédischen Kommission, GD XV, erstellt von Giinter Weit-
zel (1994) did not supply evidence, either. See GOEBEL, supra note 1, at 150.

3 German Federal Supreme Court (Bundesgerichtshof, BGH) June 20, 2006, X ZB 27/05, 2006
GRUR 842 — Demonstrationsschrank.
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3.4 Is the German Utility Model Manageable?

As mentioned above, the German legislator had the idea that the utility model was,
compared to the patent, manageable, i.e. easy to handle. In the legal literature, one
can find the imagination that the utility model was an intellectual property right
‘geared towards inexperienced applicants’.>*

In reality, however, the utility model application is as difficult as a patent appli-
cation. Moreover, unlike in the patent granting procedure it is not possible to correct
certain mistakes. The German utility model application has the same structure as a
patent application: claims, description and possibly drawings. The scope of protec-
tion is determined by the claims as it is for patents.®® This structure requires that a
utility model application is written by a person that is as competent as an educated
patent agent.*® There are two legal commentaries on the German Act on Utility
Models, which both comprise nearly one thousand pages each. This fact alone may
show that utility model law is not geared towards inexperienced applicants.

An inexperienced inventor who writes and files a utility model application by
himself — no matter how valuable his or her invention is — will most probably end up
with a registered but worthless utility model.>” Although not creating any protec-
tion, the publication of the utility model will most likely make it impossible to get
protection by an improved second application. The competitors will be informed
about the applicant’s invention ‘for free’. The idea that a utility model application
needs less care and competence than a patent application, can have fatal conse-
quences especially for sole inventors. ‘Inexperienced applicants’, towards whom
the utility model system is supposed to gear, must be warned of filing a utility model
application by themselves.

The non-examination of utility model applications can also lead to peculiar reg-
istrations. For example, the claims of the German utilty model No. 20 2006 008
809.1 read as follows:

Schutzanspriiche [Claims]

1. Folgende Schutzanspriiche sind gekennzeichnet durch: [Following claims are
characterized by]

2. Die Darreichungsform des Honigs in Scheiben (variabel in Dicke und Form) [The
presentation form of the honey in slices (variable in thickness and form)]

3. Das Beimengungsverhiltnis an Verdickungsmittel [The mixture ratio on thickening
agent]

It is hard to imagine how a court would construe these ‘claims’. Whatever the inven-
tion might have been — this utility model will most probably not give rise to an

3 Cf. KERN, Towards a European Utility Model Law, 25 IIC 627, 637 (1994).

35 German Federal Supreme Court, May 31, 2007, X ZR 172/04,2007 GRUR 1059 — Zerfallszeit-
messgerdit.

Cf. BAYER, Der Patentanwalt — Stellung und Funktion im Rechtssystem, 122 (2002).

Cf. NEWMAN, Circuit Judge, United States Court of Appeals for the Federal Circuit, in Hilton
Davis Chemical v. Warner-Jenkinson Co. Inc., 62 F.3d 1512, 1536 (Fed. Cir. 1995) regarding
the general difficulty in drafting claims.

36
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injunction granted by a court. It might, however, discourage inexperienced compet-
itors.

3.5 Is the German Utility Model Cheaper than a Patent?

3.5.1 The Costs Paid by the Applicant

The application fee for a German utility model is 40 Euros. The application fee for
a German patent application is 60 Euros (50 Euros when filed online). The fee for
the (optional) state-of-the-art search for the utility model is 250 Euros. The fee for
the examination of a German patent application is 350 Euros. The request for this
examination (of the German patent application), however, can be made within
7 years from the filing date. The total maintenance fees for the utility model for
10 years are 1,090 Euros. The total maintenance fees for the first 10 years of a Ger-
man patent or patent application are 1,420 Euros. Thus, the differences between the
German utility model and the German patent application as to official fees are rather
symbolic.

The significant costs for the utility model application and the patent application
are the attorney’s fees, anyway. As shown above, a utility model application should
be written by a specialized person like a patent agent. Even in case of a ‘simple’
invention, it will be hard to find a German patent agent who writes a utility model
application for less than 2,000 Euros. The time and effort required by the patent
agent, and thus the costs, for the drafting of the patent application and the utility
model application should be identical. The utility model might be cheaper insofar as
there are not office actions that need to be responded to by the patent agent. The
response to office actions in the course of the granting procedure should not be
regarded as burdensome duties, but as opportunities to draft useful claims. As
shown above, especially if the applicant is inexperienced, the risk is high that the
first draft of the claims fails.

The German utility model, supposed to be inexpensive, can even become an
extremely expensive experience for the applicant when somebody else files a
request to cancel the utility model. Such a request can be filed by any person at
any time. As in German civil proceedings, the losing party has to bear the costs
including the costs incurred by the other party.® These costs can easily add up to
10,000 Euros. By contrast, in German and European patent opposition proceedings
each party bears its own cost.>

Thus, from the financial point of view, there should be no reason for an applicant
to prefer a German utility model to a (German) patent application. Besides, German
patent law provides legal aid* for poor applicants in the granting procedure and
even the assignment of counsel to the assisted applicant.*!

38§ 17(4) GebrMG.

» § 62 PatG (Patentgesetz — Patent Act); Article 104 EPC.
40§ 129 PatG.

4§ 133 PatG.
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Regarding the costs and the value of utility models the costs of enforcement
have to be considered, too. An inventor who has to avoid the costs for a patent agent
will hardly seek the help of lawyers to enforce his utility model. In addition, there is
the risk of failed litigation. Thus, without sufficient resources to pursue lengthy lit-
igation, probably against wealthier organizations, the value of a registered right is
limited, anyway.

3.5.2 The costs paid by the competitors

The German utility model causes not only costs that have to be paid by the appli-
cant. Probably higher are the costs that have to be paid by competitors who are con-
fronted with the registration of the unexamined right. This confrontation can be
caused by freedom-to-operate searches by the competitor, or by warning letters
received by the proprietor of the utility model. Also, advertising with the claim
‘protected by utility model” is allowed.*? Since the utility model has not been exam-
ined by the Patent Office, the competitors are forced to examine the validity of the
often unclear claims. These costs are especially high for small and medium-sized
enterprises (SME) who are not used to receiving warning letters. They need more
(expensive) advice. The German law provides, under certain circumstances, a dam-
age claim in case of an unjustified warning letter.*> Most companies, however, want
to avoid lengthy litigation. Thus, especially the SMEs can be discouraged by unjus-
tified warning letters — and might stop selling or producing the alleged infringing
products because they think they do not have sufficient resources for lengthy litiga-
tion. In other cases, companies cannot sell their products anymore because their
customers, like trading companies, received warning letters and thus do not want to
buy the product from the company anymore. Thus, in many cases, SMEs are not the
beneficiaries of the fact that the utility model is unexamined, but the victims.

3.6 Injunctive Relief upon Registration

3.6.1 The rights conferred by the registration of a German utility model

The German utility model is registered within a few months after the application
date. In this respect, the utility model meets the expectations of the German legisla-
tor. The registration gives rise to injunctive relief.

Apparently, there are no statistical data available about the number of German
utility model infringement lawsuits. The number of new patent infringement cases
in Germany in the year 2000 was 579.* Considering the fact that the number of pat-
ents in force in Germany is about five times as high as the number of utility models,
one could estimate that the number of utility model infringement cases per year is
about 100. Another indication of the number of infringement conflicts is the number
of cancelation proceedings. In the year 2006, 230 motions for cancelation of a util-

42 Cf. BUHRING, Gebrauchsmustergesetz, 712 (7th ed. 2007).

s Cf. German Federal Supreme Court (Bundesgerichtshof, BGH), July 15, 2005, GSZ 1/04, 2005
GRUR 882 — Unberechtigte Schutzrechtsverwarnung.

4 SCHNEIDER, supra note 12.
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ity model were filed with the Patent Office.*> Considering these numbers, it can be
assumed that the number of infringement conflicts that lead to legal proceedings is
less than 300 per year.

Although the law provides injuctive relief upon registration, the probability that
a German court would grant a preliminary injunction based on a utility model is
very low. The courts know about the nature of the utility model as an unexamined
right. Thus, the German courts in most cases would grant in injunction only after
proceedings on the merits. In reality, this means that it would take at least half a
year, more realistically one year, until a first decision is rendered.*®

Besides such factual obstacles to quick protection, the fact that the registration
without examination gives rise to injunctive relief seems inconsistent, considering
the rights that are conferred by a published (European) patent application.

3.6.2 The rights conferred by a published European patent application

The European Patent Office publishes a European patent application after the
expiry of a period of eighteen months from the date of priority, or at the request of
the applicant, before the expiry of that period.*’ Pursuant to Article 67(1) EPC,
from the date of such publication, a European patent application provisionally con-
fers on the applicant such protection as an examined and granted European patent in
the contracting states designated in the application as published, i.e. the same rights
as would be conferred by a national patent granted in those states. Pursuant to Arti-
cle 67(2) EPC, however, contracting states may confer protection which is less than
that of a national patent. That protection may not be less, though, than that which
would result from publication of an unexamined national patent application. The
applicant must at least be given the right to claim compensation reasonable in the
circumstances from an unauthorised user. This means, the contracting states are not
obliged to confer injunctive relief if their national law does not provide injunctive
relief in case of an infringement of a national patent application. Apparently, all the
contracting states have chosen to lower the level of protection of a European patent
application to the level of the national patent application.*® This implicates that e.g.
in Germany, the UK and the Netherlands there is no injunctive relief in case of an
infringement of a European patent application. Most of the national laws of the con-
tracting states provide only compensation, whereby often the court hearing the
infringement stays proceedings until the patent is granted*’. Obviously, the majority
of the European national legislators were skeptical to provide injunctive relief as
long as the European patent application has not been examined and found to meet
the criteria of novelty and inventive step.

° Jahresbericht des Deutschen Patent- und Markenamts (Annual Report of the German Patent and
Trademark Office) 2006, 63, 60, 17.

By that time, the examination of a patent application could be finished.

7 Article 93 EPC.

48 EUROPEAN PATENT OFFICE, National Law relating to the EPC, 59-65 (13th ed. 2006).

“ 1d.
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In view of this valuation of an unexamined European patent application by the
German legislator it is questionable why the applicant is given the opportunity to
have a utility model registered and to seek injunctive relief.

4. Conclusion

The German utility model does not meet the expectations the German legislator
apparently had. Apart from rare exceptions, the German utility model does not pro-
vide protection for technical inventions that do not meet the criteria of patentability.
The German utility model application is as difficult to handle as a patent applica-
tion. The fact that the German utility model gives rise to injunctive relief without
examination seems inconsistent with the fact that the publication of a European pat-
ent application does not. Utility models cause a lot of legal uncertainty for compet-
itors, especially for SMEs.

There certainly is a need for harmonization of utility model law in Europe. One
element of such a harmonization, however, should be that a utility model may not
give rise to injunctive relief unless it has been examined.



Nonobviousness in German Patent Nullity Proceedings'

Hans-Georg Landfermann

1. Introduction

In Germany, the Federal Patent Court (Bundespatentgericht) has exclusive jurisdic-
tion on actions aiming at the revocation of a patent. This is true not only for national
German patents, but also for the German part of a European ‘bundle of patents.” The
main ground on which such actions are based is the lack of an inventive step, in
other words the lack of the requirement that that the patented invention was not
obvious to a person skilled in the art. The decisions in these nullity proceedings are
subject to an appeal to the Federal Supreme Court (Bundesgerichtshof). This paper
in honor of Professor Straus shall give an impression on how the two German
courts, in deciding patent nullity matters, handle this central notion of nonobvious-
ness. Special regard will be given to the following questions:

— Are the standards in determining nonobviousness in the German Courts diver-
gent from those in the European Patent Office?

— Can the burden of proof help to solve the difficult question of nonobviousness?

— Should the actual power of control of the Federal Supreme Court be restricted?

2. Statistics of Nullity Proceedings

The great importance of patent nullity proceedings in Germany may be illustrated
by some figures:

Actions on Revocation of a Patent at the Federal Patent Court
Year Number of Actions Filed
2000 189
2001 166
2002 163
2003 181
2004 200
2005 225
2006 221
2007 234

This paper is a revised version of a report given to the members of the Boards of Appeal of the
European Patent Office on May 17, 2006. Later developments have been included.
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Of course, one decisive factor for the high number of nullity proceedings is the Ger-
man rule that infringement and nullity are to be asserted in different proceedings
(Trennungsprinzip). A party confronted with an action on infringement of a patent
and wishing to question the validity of the patent has to start a separate action on rev-
ocation. Another factor might be that parties wishing to attack parallel national pat-
ents or a European Patent valid in a number of countries choose the German Federal
Patent Court to test the validity of the patent protection. The inclusion of Technical
Judges in the Nullity Senates of this court allows a decision without external
experts; by this, the proceedings become cheaper and quicker. In fact, many actions
on revocation at the Federal Patent Court are brought by foreign parties attacking the
German part of a wider reaching patent protection.

On the other hand, in relation to the sum of all patents granted with validity in
Germany, the total number of the actions on revocation is small. It is far below 1%,
regardless of whether you consider the figures of one special year or the number of
all patents granted and all actions filed since World War II.

Figures derived from an internal study presented in 2006 by Judge Baumgdrmer
of the Federal Patent Court show the growing percentage of actions on revocation
directed against European patents (compared with all actions on revocation includ-
ing those concerning German patents):

Actions on Revocation of a European Patent at the Federal Patent Court

Year Number of New Actions

2000 108 (55 % of all new actions)
2001 106 (65 %)

2002 99 (61 %)

2003 127 (71 %)

2004 146 (74 %)

2005 161 (71 %)

This tendency is easy to explain: It is not indicating a higher quality of German pat-
ents, but it simply corresponds to the fact that the number of valid European patents
in Germany grows much quicker than the number of national German patents. In
the year of 2007, for example, the German Patent and Trademark Office granted
17,739 patents,” whereas in the European Patent Office the number of granted pat-
ents was 54,699, of which 53,934 (98,6 %) were effective in Germany.3 At the end
of 2007, there were 131,362 German patents in force, whereas the number of Euro-
pean patents effective in Germany had risen to 501,199.*

2 German Patent and Trademark Office (GPTO), Annual Report (2007), at 109, available at
<http://presse.dpma.de/presseservice/publikationen/jahresberichte/index.html> (as of July
2008).

EPO, Annual Report (2007), at 72, available at <http://www.epo.org/about-us/office/annual-
reports/2007.html> (as of July 2008).

4 GPTO, Annual Report (2007), supra note 2, at 110.
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The results of the nullity proceedings are published every year in the Annual
Report of the Federal Patent Court and, in greater detail, in the march-issue of the
Blatt fiir PMZ of the German Patent and Trademark Office. They differ rather sub-
stantively from year to year. But in a generalized way, the following can be stated:

About one third to one half of the actions on revocation at the Federal Patent
Court are finished without judgment, e.g., by withdrawal of the action after an out-
of-court arrangement between the parties. Looking at the judgments, one half to two
thirds of them state the nullity or partial nullity of the patent — a rather high rate of
success of the plaintiffs at the first instance! By far, most of these revoking deci-
sions are based on lack of an inventive step. This has been my experience during
five years as presiding judge of a Nullity Senate, and it is confirmed by others:
Brinkhof and Schutjens report that during the years 1983 to 1992, the German
Federal Patent Court revoked the German part of European patents fully or partly in
24 cases and that 16 of these decisions (66%) were based on lack of an inventive
step. >

A great percentage of the judgments of the Federal Patent Court are subject to an
appeal. In 2007, for example, the Court issued 103 judgments in nullity proceed-
ings, and 62 appeals were launched against such decisions. Generally, about half of
the appeals are withdrawn — reasons may be a settlement by the parties or the course
of the appeal proceedings showing that the appeal will have had no success.

In about half of the remaining cases, the decision of the Federal Patent Court is
maintained and in the other half it is changed. This seems to be a very high percent-
age of change; it is to be considered, however, that the judgment of the Federal
Supreme Court may be based on new facts and on new motions of the parties.®
I may mention also that the year of 2006, looked at separately, shows quite a differ-
ent picture: out of a total of thirteen judgments of the Federal Supreme Court in nul-
lity proceedings, ten upheld the decision of the Federal Patent Court. In 2007, the
situation was less extreme: fourteen nullity decisions of the Federal Patent Court
were upheld, eight were changed by the Federal Supreme Court.

Are European patents more likely to be revoked than German patents? The
study of Judge Baumgdrtner points in this direction. According to his research
concerning the years 1986 to 2005, the Federal Patent Court had issued in total
1,239 judgments in nullity proceedings. 582 of these judgments concerned Euro-
pean patents; 415 of them (71%) were revoked in total or in part. Out of the remain-
ing 657 judgments concerning German patents only 387 (59 %) stated the nullity or
partial nullity of the patent.

This could be an indication that the standards of the European Patent Office are
divergent from those of the Federal Patent Court, to a higher degree than the stand-
ards of the German Patent and Trademark Office are. And since in most of the cases,

BRINKHOF/SCHUTIJENS, Revocation of European Patents 25 (1994). — Cf. WINKLER, Bundespat-
entgericht/Bundesgerichtshof — Das Nichtigkeitsverfahren im Wandel, 2007 VPP-Rundbrief
149: ‘Im Streit ist fast immer die Patentfdhigkeit, meist die Erfindungshohe ..."

See infra under 6.
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the inventive step is the decisive issue, it is not improbable that there are differences
in the evaluation of nonobviousness.

3. Different Ways to Define the Inventive Step

The interpretation of the difficult term “nonobviousness” must start from the word-
ing of the statutes. Sentence 1 of Article 56 of the European Patent Convention
gives the following rule:

An invention shall be considered as involving an inventive step if, having regard to the
state of the art, it is not obvious to a person skilled in the art.

The equally binding German text of this provision is identical with Section 4 of the
German Patent Act.

During the decades of practical application of these texts, many ‘sub-rules’ have
been developed by German courts with the aim to define the inventive step in a
more specific way for different types of inventions.” The leader in these efforts is of
course the Tenth Civil Senate of the Federal Supreme Court, which has the highest
instance not only for patent nullity matters but also in patent infringement proceed-
ings. The Tenth Senate permanently observes and takes into account the develop-
ments in the decisions of the Boards of Appeal of the European Patent Office and in
the jurisprudence of foreign countries.

The examiners of the European Patent Office as well as those of the German
Patent and Trademark Office rely, when assessing the inventive step, on Guidelines
for Examination. The respective section is especially detailed in the European
Office,® whereas the section of the German guidelines on the inventive step seems
rather short, taken the enormous practical importance of the notion.’ For the courts,
these guidelines are of course not binding. Quite the contrary, the guidelines try to
explain how the legal rule is interpreted by the courts and, in case of the European
guidelines, by the Boards of Appeal.

For example, the guidelines of the German office refer to a decision of the Fed-
eral Supreme Court concerning computer-implemented inventions: if an invention
consists of technical and non-technical aspects, it is not correct to separate the tech-
nical aspects from the others and to assess the inventive step only with regard to the
technical aspects.!® A decision of the Federal Patent Court is cited to show that non-
technical aspects may, however, be neglected if they neither directly nor indirectly
contribute to the technical aspect of the claimed subject matter.!!

Cf. TILMANN, Neue Uberlegungen im Patentrecht, 2006 Gewerblicher Rechtsschutz und Urhe-
berrecht (GRUR) 824, 826.

Guidelines for examination in the European Patent Office (status December 2007), Part C
Chapter IV, 22- 33.

9 2004 Blatt fiir Patent-, Marken- und Zeichenwesen (BL.f.PMZ) 69, 74.

101992 Blatt fiir Patent-, Marken- und Zeichenwesen (BLf.PMZ) 255 = 117 BGHZ 144 — Tauch-
computer.

2002 Mitteilungen der deutschen Patentanwilte (Mitt.) 275 = 45 Entscheidungen des Bun-
despatentgerichts (BPatGE) 133 — Elektronischer Zahlungsverkehr.
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In a similar way, the guidelines of the European Patent Office cite decisions of
the Boards of Appeal. It is stated, for example, with reference to a decision of a
Technical Board of Appeal: if a claim consists of a ‘combination of features’ and
each feature taken by itself is obvious, the combination may nonetheless involve an
inventive step if the functional interaction between the features produces a synergis-
tic effect.!”

3.1 The Construction of the Patent Claim as Often Decisive Element

The judge called to decide on the validity of a patent claim has to, at first, find out
what the content of the claim is. He has to interpret the meaning of the wording of
the claim, taking into account all parts of the patent specification, especially the
description and the drawings. In many cases, this construction of the claim is deci-
sive for the outcome of the revocation proceeding. If elements important for the
nonobviousness of the invention are not clearly laid down in the wording of the
claim, the prospects for the owner of the patent are bad. During revocation proceed-
ings, there is no possibility to redraft the wording of the patent just to make the
sense clear; a limitation of the claim, however, is possible and sometimes useful.l3

3.2 Important Criteria in the Practice of the Federal Patent Court

When the content of the patent claim has been ascertained, the next step usually
consists in comparing this content with publications showing the state of the art,
sometimes with prior use asserted by the plaintiff. Did the state of the art at the time
of the patent application or the date of priority make the subject-matter of the patent
claim obvious to a person skilled in the art? Could a person skilled in the art, even
without concrete indications, find the solution of the patent claim on the basis of his
or her knowledge and experience?

To answer these questions, a somewhat loose approach is usual: the aspects in
favor of an inventive step are opposed to other aspects questioning it.

In the practice of the Federal Patent Court, aspects in favor of an inventive step
are, for example:

— The state of the art had been unchanged for many years before the patent was
applied for.

— The development on the technical field involved pointed to another direction.

— More than two documents had to be combined to get to the core of the invention.

Arguments against an inventive step are, among many others:

— The invention was just a simplification of a known construction; a person skilled
in the art will always try to find solutions which are less complicated and less
costly.

12T 389/86, 1988 OJ EPO 87.
13" German Federal Supreme Court (Bundesgerichtshof, BGH), 2005 GRUR 145 — Elektronisches
Modul; KEUKENSCHRIJVER, Patentnichtigkeitsverfahren 87 (2nd ed. 2005).
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— The solutions of the invention were state of the art in other technical fields with
similar problems.

— A part of a known construction was replaced by another part with similar func-
tions and equally known to a person skilled in the art.

3.3 Possible Reasons for Different Standards in the EPO and the
German PTO

The criteria of the Federal Patent Court for the assessment of the inventive step cor-
respond, to a very large extent, to those of the German Patent and Trademark Office.
This is guaranteed by the fact that the Technical Judges of the court are recruited
exclusively out of the examiners of the German office and that, on the other hand,
some judges of the court return to the office to take over leading functions within
the patent divisions.

Such close relationship does not exist between the Federal Patent Court and the
European Patent Office, in spite of many personal contacts and informal exchanges
of opinions, facilitated by the fact that both institutions are situated in Munich. In
consequence, it is more difficult to keep unitary standards for the evaluation of pat-
entability.

One field may be mentioned on which the European Patent Office seems to pro-
ceed in a different way compared with the German Patent and Trademark Office
and the Federal Patent Court:

For German examiners evaluating inventiveness and for the judges of the Fed-
eral Patent Court, it is clear that not only the documented state of the art and, where
required, prior use is to be taken into consideration but also the knowledge and the
abilities of which an average person skilled in the art (‘Durchschnittsfachmann’)
disposed at the date of priority of the patent. It is often difficult, of course, to ascer-
tain this knowledge and ability. The Federal Supreme Court, too, has insisted on the
necessity of this consideration: The inventive step is missing not only if the solution
of a technical problem is obvious because of incitements taken from the state of the
art, but also if it is obvious on the basis of the practical experience of an average per-
son skilled in the art.'* In consequence, it is laid down in the German Examination
Guidelines that the documented state of the art must be connected with the abilities
of a person skilled in the art. In the guidelines of the European Office, it is also
stated that the assessment of the inventive step must be based on the knowledge and
ability of a person specialized in the respective technical field; other passages, how-
ever, seem to indicate that the ‘person skilled in the art’ as ‘ordinary practitioner’ is
restricted to ‘normal means and capacity for routine work and experimentation’ and
that ‘obvious’ is just that ‘which does not go beyond the normal progress of tech-
nology but merely follows plainly or logically from the prior art.’

Another factor contributing to this divergence might be that it is much easier to
have a clear picture of an ‘average person skilled in the art’ on a certain technical

14" Cf. German Federal Supreme Court (Bundesgerichtshof, BGH), 2003 GRUR 693 — Hochdruck-
reiniger.
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field if one restricts the view to Germany only and does not include other European
countries with different professional educations and industrial trainings.

3.4 New Developments

An additional reason for the tendency of German institutions to have a higher level
of inventive step than the European office has been a differentiation of German leg-
islation. The German law on Utility Models describes the necessary inventive step
with another formula (‘erfinderischer Schritt’) than the expression in the Patent Act
(‘erfinderische Tdtigkeit’). According to the explanation in the governmental draft
of the Law on Utility Models, this difference in terms shall indicate that a lower
degree of inventiveness is sufficient for a utility model compared with a patent.'>
The guidelines of the German Patent and Trademark Office for the examination of
patents mention this and induce the examiners to reserve a low degree of inventive-
ness for utility models and to require, for the grant of a patent, a somewhat higher
degree.

However, in a decision of 2006, the Federal Supreme Court has questioned this
differentiation. It has stated that the different descriptions of the inventive step in
the Patent Act on the one side and in the Law on Utility Models on the other must be
interpreted to indicate the same degree of inventiveness.'® This decision has been
criticized by some authors,!” but it seems probable to me that it will be accepted by
the courts and the Patent and Trademark Office; the application of law gets much
easier without the two-step approach to nonobviousness. Therefore, this reason for
a divergence in the practice of German and European examination will probably be
absent in future.

A striking example illustrates the existence of divergent views on nonobvious-
ness, especially on the influence of the knowledge and abilities of a person skilled in
the art, in the European Patent Office on the one hand and in the German Patent and
Trademark Office and the Federal Patent Court on the other. At the same time, this
case seems to show another new development: an approximation of the position of
the Federal Supreme Court to that of the European Patent Office.

An action on revocation was filed at the Federal Patent Court against the Euro-
pean patent EP 0 677 379 concerning an ‘apparatus for converting sheet-like stock
material into cut sections of dunnage’ — in simplified words, a machine producing
protective cushioning material for packaging purposes. As shown in Fig. 3 of the
patent specification, the machine mainly consisted of:

15 BT-Drs. 10/3903, 18.

16 German Federal Supreme Court (Bundesgerichtshof, BGH), June 20, 2006, 168 Entscheidun-
gen des Bundesgerichthof in Zivilsachen (BGHZ) 142 = 2006 GRUR 842 — Demonstrations-
schrank.

7 Cf e.g. HUTTERMANN/STORZ, 2006 Neue Juristische Wochenschrift (NJW) 3178-3180;
GOEBEL (former Presiding Judge of the Senate for Utility Models of the Federal Patent Court)
2008 GRUR 301-312. — Defending the decision: KEUKENSCHRIJVER (judge at the Tenth Panel
of the Federal Supreme Court), 2007 VPP-Rundbrief 82—89.
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(1) a pulling assembly (54, 126) which pulls the sheet-like stock material into the
machine;

(2) amotor (55) which powers the pulling assembly;

(3) afunnel-shaped forming assembly (52) pressing the stock material together and
forming a strip of dunnage out of it;

(4) a cutting assembly (56) which cuts the continuous strip of dunnage;

(5) amotor (57) transferring rotational motion to the cutting assembly;

(6) aframe (36) within which the mentioned parts of the machine are fixed.
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The state of the art at the date of priority included a similar machine (US Patent
4,699,609) which was different from the subject-matter of the European patent in
two aspects:

(1) the cutting assembly was powered not by a rotating motor, but by a solenoid
with plunger and lever;

(2) the motors powering the pulling assembly and the cutting assembly were
mounted outside the frame.

According to the description of patent EP 0 677 379, the changes to the known con-
struction should solve the problem of providing the flexibility necessary to accom-
modate different packaging requirements. By giving a compact configuration to the
machine, it should be made possible to position it in a horizontal, a vertical or an
angular orientation.

The company of the inventors had applied for a European patent in 1991. This
had been followed by an application for a German utility model. The utility model
had been registered in 1994 but had been cancelled one year later on the request of
a competitor. On appeal, the Senate for Utility Models of the Federal Patent Court
had confirmed the cancellation.'® It had argued, in agreement with the cancellation
division of the Patent and Trademark Office, that the replacement of a solenoid by
a rotating motor and the space-saving placement of the motors were part of the
knowledge and ability of an average person skilled in the art. Even the low degree
of inventiveness considered necessary for a utility model was stated to be lacking.

In 1998, the European Patent Office nonetheless granted the patent, and it
upheld the patent also in opposition and appeals proceedings. The Board of Appeals
argued that the state of the art gave no indication for the new construction. The opin-
ion of the Federal Patent Court on the corresponding utility model was not men-
tioned in the written reasons of the decision.

The action on revocation of the patent at the Federal Patent Court was success-
ful. The First Nullity Senate stated in 2003 that the two changes in the construction
did not involve an inventive step, neither taken separately nor viewed in combina-
tion.'” Both changes were within the knowledge and abilities of a person skilled in
the art, and it could not be established that there was a synergistic or surprising
effect in the combination of both measures.

On appeal, the Federal Supreme Court changed the decision of the Federal Pat-
ent Court.”” The attacked patent was considered to be valid. The Federal Supreme
Court stressed the advantages of the patented construction with regard to the flexi-
ble positioning of the machine and the absence of indications for this construction in
the state of the art. In the text of the decision, there is no reference at all to the argu-
ment that the changes in the construction were within the knowledge and ability of
a person skilled in the art.

18 June 11, 1997, 5 W (pat) 422/96.

19 German Federal Patent Court (Bundespatentgericht), August 19, 2003, 1 Ni 7/02.

20 German Federal Supreme Court (Bundesgerichtshof, BGH), February 19, 2008, X ZR 186/03,
available at <www.bundesgerichtshof.de> (as of July 2008).
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4. Procedural Questions in Nullity Proceedings

The example given to show the different assessments of inventiveness illustrates at
the same time an important procedural rule: the Nullity Senates of the Federal Pat-
ent Court and the Federal Supreme Court are not bound by preceding decisions dur-
ing the procedure of granting the patent. Even if the existence of an inventive step,
with regard to a patented invention, has been examined and accepted in opposition
and appeals proceedings, and even if the parties bring no new material during the
revocation procedure, the courts in nullity proceedings have to consider and to
decide all aspects of the question again. The Federal Supreme Court has empha-
sized this rule in a 1998 decision and only added the remark that a preceding deci-
sion of the European Patent Office in opposition proceedings on the same subject-
matter should be taken into consideration as an expert opinion of substantial
weight.?!

Some other procedural rules are important for the assessment of the inventive
step:

The control of the validity of the patent in nullity proceedings is restricted by the
right of the parties to limit the subject-matter in litigation. If the plaintiff starts an
action on revocation only against some of the claims of a patent, only these claims
can be revoked. If the patent owner defends only some of the claims of the patent in
litigation, only these claims can be upheld as valid. The claims which are attacked
and not defended must be revoked without any examination of the court.

Furthermore, the subject-matter of the proceedings is restricted by the rule that
only those grounds of nullity are examined on which the plaintiff bases the action.
If the plaintiff attacks a patent on the ground of extension beyond the content of the
application — Art. 138(1) lit. c EPC/Section 21(1) No.4, Section 22(1) German Pat-
ent Act —, the Nullity Senate will not consider if there is an inventive step justifying
the grant of the patent. However, the different requirements of the patentability
listed in Art. 52(1) EPC and Section 21 German Patent Act, namely novelty, inven-
tive step and industrial application, are supposed to be one single ground of nullity.
If the plaintiff asks for revocation because of lack of novelty, the ground for nullity
he asserts is lack of patentability, and the court will therefore also examine if the
documents to which the plaintiff refers to establish the lack of novelty will justify
revocation for obviousness.

For the subject-matter restricted in this way, Section 87(1) German Patent Act
determines:

‘The Patent Court explores the facts of the case ex officio. It is not bound to the
submissions of the parties and the evidence referred to by them.’

However, it is not the usual practice of the Nullity Senates of the Federal Patent
Court to conduct own searches. In the great majority of cases, only the material
brought by the parties is considered. The justification for proceeding this way is the

21 German Federal Supreme Court (Bundesgerichtshof, BGH), May 5, 1998, 1999 Gewerblicher
Rechtsschutz und Urheberrecht, Internationaler Teil (GRUR Int.) 65, 67 — Regenbecken.
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argument that the parties of a proceeding on revocation can be expected to do a com-
plete search of the relevant facts.

What may arrive is that the court considers documents not mentioned by the par-
ties but contained in the files of the examination or the opposition procedure of the
patent office. This is of course an exceptional case; the Federal Supreme Court even
had to expressly confirm that this practice is permitted under Section 87(1) Patent
Act.??

An important consequence of the principle that the court explores the facts of the
case ex officio is the rule that the parties may bring new material at any time of the
first-instance proceedings. If the Nullity Senate summons a final oral hearing, the
parties are not hindered in making new submissions one day before or even during
the hearing. Because the court and the other party need time to consider the new
submission, this may create the necessity of a second oral hearing. Here lies a weak
point of the actual rules of procedure.?

It is not rare that the success of an action on revocation depends on whether or
not certain facts can be ascertained. The plaintiff may have submitted that a prior
use of the patented invention would lead to a lack of novelty or inventive step, and
the patent owner may have contested such prior use. In such case, the court will take
the evidence offered by the plaintiff or by both parties for the existence or non-exist-
ence of the alleged facts. Sometimes many witnesses will have to be heard with
regard to events which may have taken place years or decades earlier. If the plaintiff
does not succeed in convincing the court of the facts establishing the prior use, the
patent cannot be revoked on this basis. It turns against the plaintiff if the facts on
which he bases the action in revocation cannot be ascertained. In this sense, the
plaintiff has the burden of proof (materielle Beweislast).

5. Inventive Step and Burden of Proof

It is tempting to use the concept of burden of proof in a wider understanding. Is the
court justified in arguing: The plaintiff was not able to convince us that the inven-
tive step was missing and therefore the patent will not be revoked? Is there a pre-
sumption of nonobviousness in favor of the patent owner?

In the deliberation of a Nullity Senate at the end of a nullity proceeding, when it
has been elaborated what is the correct interpretation of the attacked patent claims
and which documents or other material were at the disposal of a person skilled in the
art at the date of priority of the patent, the decisive question normally remains
whether on the basis of this material the subject-matter of the claims was obvious.
This is a question of evaluation often difficult to answer. In the Nullity Senates of
the Federal Patent Court, three technical judges and two legal judges have to find
the correct answer, if necessary by majority vote of four against one or three against
two. But if the opinions are divided, is it not the best solution to state that a lack of

22 German Federal Supreme Court (Bundesgerichtshof, BGH), 2004 Mitteilungen der deutschen
Patentanwilte (Mitt.) 213 — Gleitvorrichtung.
23 Cf. WINKLER, supra note 5, at 151-152 and 154.
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the inventive step cannot be ascertained and that in consequence, the patent remains
valid? There is even a nice Latin expression for this: the action on revocation is dis-
missed because of a ‘non liquet.”

In United States law, there is the express rule: ‘A patent shall be presumed
valid.”** In Germany, the Federal Supreme Court has stated, in more than one deci-
sion the following:

Once a patent has been granted conforming to the rules, the legal position acquired by
the patent owner can be taken away only if it can be established beyond doubt that this
position has been obtained against the law.?

Other formulas of the same court especially refer to the question of nonobviousness:

The subject-matter of claim 1 ... is patentable because it cannot be determined that it
was obvious, having regard to the state of the art (Art. 56 EPC).%

Considering the result of the oral hearing, the Senate is not convinced that the subject-
matter of claim 1 ..., having regard to the state of the art, was obvious to a person
skilled in the art and therefore did not involve an inventive step.?’

All these wordings, it seems to me, document efforts to solve the question of validity
or inventive step with a wide notion of burden of proof. To which strange results
such efforts may lead is illustrated by the following formula, this time used by a Sen-
ate of the Federal Patent Court:

If there are doubts that an invention, having regard to the state of the art, is obvious to
a person skilled in the art, the invention evidently is not obvious with regard to the
state of the art and is therefore considered to involve an inventive step.?®

What is evident here is the danger of circular reasoning.

For a correct approach, ascertaining facts and deciding questions of law must be
clearly separated. The facts submitted as the basis for an action on revocation or as
the basis for a defense against such action must be proved. If the court, having taken
the evidence offered, is not convinced that these facts are true, they are considered
to be nonexistent. The party relying on these facts bears the burden of proof. But if
a question of law has to be decided, it is not legitimate to argue: ‘The plaintiff did

24 35 U.S.C. Section 282, first sentence.

25 German Federal Supreme Court (Bundesgerichtshof, BGH), 1991 Blatt fiir Patent-, Marken-
und Zeichenwesen (BL.f£.PMZ)159, 161 — Haftverband, further decisions: 1991 GRUR 522, 523
— Feuerschutzabschluss; 1984 GRUR 339, 340 — Uberlappungsnaht.

26 German Federal Supreme Court (Bundesgerichtshof, BGH), 2007 GRUR 1055, 1058 — Papier-
maschinengewebe.

27 German Federal Supreme Court (Bundesgerichtshof, BGH), September 7, 2004, X ZR 186/00,
17 — Tintenversorgungstank, available at <www.bundesgerichtshof.de> (as of July 2008).

28 German Federal Patent Court (Bundespatentgericht), 1997 GRUR 523 — Faksimile-Vorrich-
tung.
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not convince the court that the law is in his favor.”* The question of law must be
decided by the court — how difficult the problem may be.

The separation of facts and law in assessing nonobviousness is not easy. But it is
the Tenth Senate of the Federal Supreme Court itself that has elaborated the differ-
ence between questions of law and questions of fact in many decisions. The focus of
this jurisdiction is not the burden of proof, but the delimitation between the issues
with regard to which an expert may be heard — questions of fact — and the problems
reserved to the decision of the court — questions of law.** But many of these deci-
sions concern the inventive step.

As questions of fact are treated by the Tenth Senate, e.g.:

— Which publications and which public use existed at the date of priority?*!
— Which knowledge, abilities and experience were at the disposal of persons work-
ing on a certain technical field at this time?>?

As questions of law have been categorized by the Tenth Senate:

— How are the claims of the patent to be interpreted?®
— Who can be assumed to be the average person skilled in the art in relation to the
subject matter of a certain patent?>*

And, the decisive question:
— Was the invention obvious to this person?

With regard to this question, the Tenth Senate has stated:

Whether the subject-matter of an invention is, having regard to the state of the art,
obvious to a person skilled in the art, is not a question of fact but a question of law. ...
The assessment [of the inventive step] is therefore not the task of the expert, but as an
act of evaluating cognition it lies within the responsibility of the court ... In doing this
the court has to consider all facts which are apt — directly or indirectly — to give
indications as to the preconditions of finding the solution of the invention.*®

2 A limited exception to this rule is the application of the law of a foreign country, cf: Section 293

German Code of Civil Procedure and German Federal Supreme Court (Bundesgerichtshof,

BGH), 2007 Monatsschrift fiir Deutsches Recht (MDR) 487.

Cf. MEIER-BECK, ‘Der gerichtliche Sachverstindige im Patentprozess’, 2005 Festschrift

50 Jahre VPP, 356-371.

31 Cf. German Federal Supreme Court (Bundesgerichtshof, BGH), 2004 GRUR 411, 412 —Diabe-
héiltnis.

32 German Federal Supreme Court (Bundesgerichtshof, BGH), 2007 GRUR 410, 413 — Ketten-
radanordnung; 2006 GRUR 131, 133 — Seitenspiegel.

3 German Federal Supreme Court (Bundesgerichtshof, BGH), 2007 GRUR 410, 412 — Ketten-
radanordnung; 2006 GRUR 131, 133 — Seitenspiegel.

34 Cf. German Federal Supreme Court (Bundesgerichtshof, BGH), 2001 GRUR 770, 773 — Kabel-
durchfiihrung Il — and MEIER-BECK, supra note 30, at 362.

35 German Federal Supreme Court (Bundesgerichtshof, BGH), 2004 GRUR 411, 413 - Dia-
behdltnis.

3 German Federal Supreme Court (Bundesgerichtshof, BGH), 2006 GRUR 663, 665 — Voraus-
bezahlte Telefongesprdche.
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Taking account of this separation of facts and law, the following formula for the
evaluation of nonobviousness in nullity proceedings seems adequate:

Once a patent has been granted conforming to the rules, it can be revoked only if the
facts on which the action on revocation is based are established to the full conviction
of the court and if the legal evaluation of these facts leads to the result that the
conditions for the ground of revocation alleged by the plaintiff are fulfilled.

6. The Appeals Proceeding at the Federal Supreme Court

When considering an appeal in nullity matters, the Federal Supreme Court is not
restricted to the legal aspects of the case. The Tenth Senate has the power to review
all facts; it has to accept new submissions of the parties, with regard to facts and
law. The parties may introduce new motions and they may ask for the hearing of
new witnesses. The appeal in nullity matters leads to a review of facts and of law
(Berufung). Unlike all other civil proceedings at the Federal Supreme Court, it is
not a mere control of law (Revision).

The procedural rules to be observed during the first-instance proceeding are, in
principle, also applicable to the appeals proceeding.?” There is one important excep-
tion: the Federal Supreme Court is authorized to reject late submissions concerning
new facts and new evidence if these submissions are presented the first time at the
oral hearing and are not motivated by submissions of the other party.*® The German
Civil Procedure Code contains, since the reform of 2001, in Section 531 far-reach-
ing restrictions to the presentation of new means of attack and defense in appeals
proceedings; this provision, however, is considered to be inapplicable in nullity pro-
ceedings; this may be justified with the principle of exploration ex officio in these
proceedings and because of the special rules on late submissions set forth in Section
117 German Patent Act.*’

Although the procedural rules applicable to the appeals proceeding are nearly
identical to those for the first instance, the course of the proceeding in practice is
very different. The Tenth Senate is not endowed with technical judges. If, as in most
cases, the decisive issue is the inventive step, an outside expert regularly is
appointed to illuminate the facts connected with this issue. As such experts, the
court chooses ‘with priority the directors of institutes of scientific and technical uni-
versities.”*® These eminent scholars will often have difficulties in assessing the
knowledge and ability of an average person skilled in the art at a time years ago. But
this general assessment is not the task of the expert. The Tenth Senate usually asks
him or her to answer a long catalogue of detailed questions referring to all kind of
facts which might be relevant. The written expertise is given to the parties and dis-
cussed with them, normally in presence of the expert, at the oral hearing. The final
evaluation of the inventive step is reserved to the court.

37 Supra under 4.

3% German Patent Act Section 117 I, I1.

3 Cf. BUSSE/KEUKENSCHRIJVER, Patentgesetz, Section 117 note 1 (6th ed. 2003).
40 KEUKENSCHRIJVER, Patentnichtigkeitsverfahren 133 (2nd ed. 2005).
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The appointment of an independent outside expert, not often easily found, and
the detailed and careful scrutinizing of the cases by the Tenth Senate lead to a rather
high duration of the proceedings. The average length of a second-instance nullity
proceeding has risen to about four years.*! It is growing continuously since there are
more incoming cases every year than finished proceedings. In 2007, for example,
62 appeals in patent nullity matters were filed, but only 49 second-instance nullity
proceedings were ended.*? The average length of the first-instance nullity proceed-
ings at the Federal Patent Court has also grown during the last years: 21,7 months in
2007 compared to 19,0 months in 2005.%

The Tenth Senate itself has submitted proposals to shorten the appeals proceed-
ings by changing the applicable procedural law. The German Federal Ministry of
Justice has entered into a discussion with the interested circles on these and other
proposals with the same aim.

A clear solution would be to restrict the possibility to invoke the Federal
Supreme Court in Nullity Proceedings to a control of law, a Revision instead of a
Berufung. This would correspond to the usual role of a country’s highest civil court.
It would disburden the Tenth Senate from hearing witnesses and from appointing
experts to explore controversial facts of the case. The Senate would keep the power
to revise the application of law — and since, as we have seen, the assessment of the
inventive step is considered to be a question of law, the possibility would remain
that standards and sub-rules of the Federal Patent Court regarding this assessment
are questioned by the Federal Supreme Court.** If a different appreciation of legal
rules would require a new exploration of facts, the Tenth Senate would refer the
case back to the Federal Patent Court.*’

The organizations of lawyers and patent attorneys, however, are reluctant to
accept such restriction of the role of the Federal Supreme Court. They appreciate the
actual practice of the Tenth Senate to deeply explore facts and law and they like the
possibility to present new facts and new motions at the highest civil court. The pat-
ent attorneys are interested in keeping the privilege to plead in nullity proceedings
at the Tenth Senate — a privilege justified by the focus of these cases on technical
points.*®

Therefore, compromise solutions are discussed which would leave the parties
with some restricted possibilities to submit additional facts during the appeals pro-

4 WINKLER, supra note 5, at 149. — In the case described supra under 3.3, the Federal Supreme

Court decided 4 %2 years after the decision of the Federal Patent Court.

German Federal Patent Court, Annual Report (2007), at 154, available at <www.bpatg.de> (as
of July 2008).

43 Id., at 151; Annual Report (2005), at 125.

4 As the Court did, e.g., in the recent decision Papiermaschinengewebe — 2007 GRUR 1055 —
where it stated that the assessment of nonobviousness must be based on the sum of the aspects
of the patented solution in their technical connection and not on the isolated consideration of
partial problems.

Cf. WINKLER, supra note 5, at 150, 154.

German Patent Act Section 111 I'V.
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ceeding — e.g. a document or a prior use which was unknown to the party during the
first-instance proceeding.

There is a problem connected with all of these solutions. The Nullity Senates of
the Federal Patent Court can rely on the knowledge and experience of their Techni-
cal Judges when determining the state of the art at the date of priority and the
knowledge and ability of a person skilled in the art at that date. For a Technical
Judge with a university degree and years of practical experience in the technical
field of the patent, this task is, in most cases, not too difficult.*’ The Tenth Senate of
the Federal Supreme Court, not equipped with technical judges, needs much more
facts for the full and deep control of nonobviousness which it realizes up to now.

To solve this problem, it is proposed to oblige the Nullity Senates of the Federal
Patent Court to extend and to intensify their proceedings, especially to disclose a pro-
visional opinion on the case to the parties some time before the oral hearing and to
document, in the written judgment, the facts connected with the grounds of revoca-
tion, including the state of the art at the time of priority.* In my opinion, some steps
could be taken in this direction. But a power of discretion of the Nullity Senates with
regard to such additional measures should remain. The situation would not be amel-
iorated if all nullity proceedings at the Federal Patent Court were lengthened in order
to shorten the smaller number of proceedings at the Federal Supreme Court. Even
without a change in the procedural law applicable to the Federal Patent Court, more
facts will be brought and all facts will be discussed more intensively during the first-
instance nullity proceedings as soon as the right of the parties to bring new facts at
the second instance will be restricted. In any case, a good measure against overly
long first-instance nullity proceedings would be to give the Nullity Senates of the
Federal Patent Court the power to set deadlines for the submission of new facts.*’

In this thorny discussion, it is refreshing to hear some clear opinions from the
United Kingdom. Sir Robin Jacob, renowned British patent judge, states in his arti-
cle about ‘The Perfect Patent Court’:>°

... patent law itself draws some none too precise lines — for instance as to what is
obvious.

That is why in the UK the House of Lords has said that the trial judge’s view on this
should not be overruled unless he has made a clear error, Biogen v Medeva [1997]
RPC 1. You have to give the decision to someone — and although it is possible that
another may take a different view, it is not sensible to have appeals purely on that basis
— the first instance judge has a ‘margin of appreciation’ to use a phrase from the field
of Human Rights Law.

47 See VAN RADEN, The Expert On The Bench: Technically Qualified Judges In Nullity Proceed-

ings, 2001 Mitteilungen der deutschen Patentanwilte (Mitt.) 393 — 396.

Cf. TILMANN 2008 GRUR 312. — Criticizing these proposals WINKLER, supra note 5, at 153.

4 WINKLER, id., at 152, 154.

30 JACOB, The Perfect Patent Court, in: KUR/LUGINBUHL/WAAGE (eds), Festschrift fiir Stauder
und Kolle, 313, 314, text and note 5 (2005). The House of Lords has confirmed the cited opin-
ion in Buchanan v Alba [2004] UKHL 5, no. 31: [As to the question whether an invention is
obvious] ‘an appellate tribunal should not substitute its opinion for that of the judge of first
instance unless it considers that he has made some error of principle.’
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And in the recent House of Lords decision Conor v. Angiotech, Lord Hoffmann’s
opinion contains the following remarkable sentences:>!

Sometimes one is dealing with questions of degree over which judges may legeti-
mately differ. Obviousness is often in this category. But when the question is one of
principle, it is desirable that so far as possible there should be uniformity in the way
the national courts and the EPO interpret the European Patent Convention ...

As we see, the German conviction of the necessity of a full and intensive reassess-
ment of the inventive step at the highest civil court is not the only possible view.
Restriction to questions of principle is another possibility.

The Supreme Court of the United States, on the other hand, apparently does not
share the restraint of the House of Lords on the control of nonobviousness. It did not
hesitate, in the recent decision KSR v. Teleflex,’* to analyze in depth the inventive
step with regard to a patent on a mechanism combining an electronic sensor with an
adjustable automobile pedal. One might consider as the correction of an error of
principle that the Supreme Court questioned the rule that the combination of prior
art references can be obvious only if some ‘teaching, suggestion or motivation’ can
be found (‘TSM test’ of the U.S. Court of Appeals for the Federal Circuit) and that
it stressed the general creativity of a person having ordinary skills in the art. But the
Court, in addition, looked at secondary considerations not different from those
known in German nullity proceedings: subject-matter of a claim as a predictable
variation of known elements, synergy of a combination, and the danger of ex post
reasoning. It decided the question of inventive step on the basis of its own evalua-
tion of all circumstances of the case.’®

My personal preference for the future role of the German Federal Supreme
Court in nullity proceedings would be the clear solution of a mere control of law
(Revision). This would leave to the Tenth Senate the option of a stronger self-
restraint in the British manner, but also, since the inventive step is a question of law,
the possibility to continue a deep control as it has been practiced by the Supreme
Court of the United States in the KSR decision. A good intermediary line would be
to concentrate the control of nonobviousness on the question whether the sub-rules
and the secondary considerations applied by the first-instance court are fair, ade-
quate and reliable and to abstain from carrying out the final evaluation of all circum-
stances at the second instance. The role of the patent attorneys at the Federal
Supreme Court should not be changed. If the Supreme Court is to proceed in most
cases without external experts in future, it will need the knowledge of the patent
attorneys even more than in the actual situation.

51 [2008] UKHL 49, no. 3.

322007 Mitteilungen der deutschen Patentanwailte (Mitt.) 325 — 328, with a note of SWANSSON.

S (31 questionable if the flexible approach of the KSR decision is a contribution to legal certainly
and predictability, ¢f. SLOPEK, Die Behandlung von Trivialpatenten in den USA: US Supreme
Court in KSR International Co. v. Teleflex Inc., 2008 GRUR Int. 379.
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7. Conclusions

The questions posed at the outset of this article may be answered as follows:

— There is some evidence for different standards to assess nonobviousness in the
European Patent Office on one hand and the German Patent Office and Courts
on the other hand. One factor seems to be that the knowledge and ability of the
person skilled in the art plays a greater role in the German context. However, a
recent decision of the German Federal Supreme Court can be interpreted as
taking over the position of the European Patent Office in this respect. Another
factor probably has been the two-steps approach of German law to nonobvious-
ness: a low degree of inventive step has been considered as sufficient for a utility
model and a higher degree as necessary for a patent. With another new decision
of the Federal Supreme Court, this differentiation now seems to be obsolete.
Both decisions contribute to more unity, but also to a lowering of the level of
inventiveness.

— Nonobviousness is a question of legal evaluation of facts, not a question which
can be solved just by proving facts. Therefore, it is not correct to state that in
nullity proceedings the plaintiff has to prove the obviousness or that the subject-
matter of a granted patent is presumed to be nonobvious. Legal evaluation and
the ascertainment of the underlying facts must be clearly separated.

— The long duration of German second-instance nullity proceedings call for a
restriction of the control of the Federal Supreme Court in these matters. The
actual full reconsideration of the case even including new facts should be
replaced, in principle, by a mere control of law. Such a reform would not deprive
the Tenth Senate of its leading role in setting the standards and formulating the
‘sub-rules’ applicable to the assessment of nonobviousness.



Tax Strategy Patents — a Tax Lawyer’s View

Wolfgang Schon

1. Disclosure and Protection of Tax Strategies

Strategic tax planning in the U. S. is currently under attack from different sides.
Both under tax law and under patent law there is a growing number of disincentives
which influence the behavior of tax advisors and their clients. These persons are
more and more under pressure to refrain from offering and using pre-ordained tax
strategies which would otherwise reduce the tax burden of the taxpayer. Although
the disincentives formed by tax and patent law are quite different as to their scope,
their regulatory techniques and their teleology, their cumulative effect is quite
substantial and in some cases even contradictory. Therefore, in recent years, U. S.
tax advisors and officials have been forced to become acquainted with patent legis-
lation while patent examiners in the U. S. Patent and Trademark Office (PTO) have
to scrutinize the merits of tax schemes. Against this background it seems to be use-
ful take a bird’s eye view from Europe on the current practice and debate in the
United States:

1.1 Disclosure of Tax Strategies — IRS Practice

The first part concerns the Internal Revenue Service’s battle against tax shelters, in
particular the growing array of rules on tax shelter disclosure.! Unlike legitimate tax
planning, the notion of a tax shelter refers to an activity which does not fall within
the ordinary business operations of the taxpayer but which is undertaken with the
sole purpose to minimize the tax burden.? In most of these cases, the tax shelter is
designed to produce a tax loss which can be set off against a taxable profit which
arises in the regular business of the taxpayer. In the context of substantial tax law,
the tax authorities try to fight the successful employment of a tax shelter both by
changing the relevant tax legislation pro futuro and by using overarching legal con-
cepts, e.g. the ‘substance over form’ doctrine which can result in a retrospective re-
characterisation of a legal instrument and thus take away the tax benefit intended by
the user of the tax shelter ex func. In the context of procedural tax law, taxpayers and
their advisors are increasingly subject to tax shelter disclosure rules which are
meant to inform the tax authorities as early as possible about the marketing and the
use of tax shelters and which might deter advisors and clients from offering and

' Fora comprehensive overview see KORB, Shelters, Schemes and Abusive Transactions: Why

Today’s Thoughtful U. S. Tax Advisors Should Tell Their Clients to ‘Just Say No’, in: SCHON
(ed.), Tax and Corporate Governance, 289 et seq. (2008).

2 BANKMAN, The New Market in Corporate Tax Shelters, 83 Tax Notes 1775 et seq. (1999).
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using such tools.®> Mandatory disclosure is used as an instrument to reduce the risk
of tax authorities either to never find out about the use of a tax shelter at all or to
deal with tax shelters at a much later stage when the opportunity for effective legis-
lation is gone. Moreover, the use of tax shelter can bring about civil penalties which
shall increase the downside risk of a tax strategy which is not accepted by the IRS
and by the courts.*

1.2 Patents on Tax Strategies — The State of the Art

Public disclosure of tax shelters can lead to widespread information about a tax
scheme in the market for tax advice. Against this background it is understandable
that tax advisors who have invested human capital in the design of a given tax strat-
egy seek protection under the U. S. patent system.> Unlike the European and the
German Patent legislation, the U. S. patent law grants protection not only for ‘tech-
nical’ inventions but also to other creations of the human mind.® Following the
Court of the Federal Circuit’s judgment in State Street, even mere business methods
may fall under § 101 U. S. Code.” Following these rules, the PTO has created a pat-
ent class for tax patents. It has so far (April 2008) registered 65 tax strategy patents
and is currently examining 110 further applications.® Although a large part of these
patents concerns tax software applications and similar algorithms, some of them
concern legal strategies which are designed to reap certain tax benefits.’ Patents for
tax strategies have been granted in a variety of areas, including the use of financial
products, charitable giving, estate and gift tax, pension plans, tax-deferred real
estate exchanges, and deferred compensation. In the famous SOGRAT litigation,

KORB supra note 1, 311 et seq.; see SHAVIRO, Disclosure and Civil Penalty Rules in the U. S.
Legal Response to Corporate Tax Shelters, in: SCHON (ed.), Tax and Corporate Governance 229
244 et seq. (2008).

For the economic rationale of these penalties see SHAVIRO supra note 3, 239 et seq. .

KING, Only in America: Tax Patents and the New Sale of Indulgences, 60 The Tax Lawyer 761,
762 (2007); for an overview of the development see: JOINT COMMITTEE ON TAXATION, Back-
ground and Issues Relating to the Patenting of Tax Advice, Scheduled for a Public Hearing
Before the Subcommittee on Select Revenue Measures of the House Committee On Ways and
Means, July 13, 2006, part IV.

For a comparison between the U. S. approach and the European approach see STIEGER, Paten-
tierbarkeit von Geschiftsmethoden — Paradigmenwechsel im Patentrecht, in: BAUDENBACHER/
SIMON, Neueste Entwicklungen im europdischen und internationalen Immaterialgiiterrecht,
197 et seq. (2002).

7 State St. Bank & Trust Co. v. Signature Fin. Group, Inc. 149 F.3d 1368, 1372 n.2 (Fed. Cir.
1998); for current criticism see DEVINSKY/FUISZ/SYKES, Whose Tax Law is it?, Legal Times,
October 16, 2006.

The procedure is described by TOUPIN, General Counsel U. S. PTO, Statement for the Hearing
on Issues Relating to the Patenting of Tax Advice Before the Subcommittee on Select Revenue
Measures, Committee on Ways and Means, July 13, 2006; for a (somewhat older) full list see
Tax Strategy Patents, Applications Available, Tax Notes, April 23, 2007, 327 et seq.,; a detailed
description is given by the JOINT COMMITTEE ON TAXATION, supra note 5, part III.

TANDON, Increased Awareness of Tax Patent Risks Needed, Say Practitioners, Tax Notes,
April 23, 2007, 304 et seq.; APRILL, Responding to Tax Strategy Patents, Legal Studies Paper
No. 2007-26, April 2007, Loyola Law School Los Angeles, 3.



Tax Strategy Patents — a Tax Lawyer’s View 51

the owner of a tax patent on ‘stock option grantor retained annuity trusts’ sued the
CEO of Aetna Inc., a large insurance company, for infringement of such a patent.
Although this case was settled without judgment, enforcement of tax patents is
widely perceived by tax practitioners as a major obstacle to free-floating tax plan-
ning.'”

While this recent practice of the PTO is mostly accepted by patent lawyers as a
logical extension of the ‘business method” judicature,'! it is widely criticized by tax
lawyers in the United States. Most fervently, the American Institute of Chartered
Public Accountants (AICPA), speaking for a large group of tax advisors, contests
the patentability of tax business strategies.'?> They have asked the courts to reject the
assumption that the general availability of patent protection for business methods
can be extended to tax schemes.'® Experts and lobby groups press lawmakers to
consider an outright ban on tax patents or to limit the liability for the infringement
of such patents substantially.'4 Moreover, two Senate bills" and one House bill'®
have been introduced in order to provide for an exemption of tax strategies from the
protection under U. S. patent law. The most recent bill'” reads:

Section 101 of title 35, United States Code, is amended — (...)

(1) Unpatentable Subject Matter. — A patent may not be obtained for a tax planning
invention.

(2) Definitions. — For purposes of paragraph (1) —

(A) the term ‘tax planning invention’ means a plan, a strategy, technique, scheme,
process, or system that is designed to reduce, minimize, avoid, or defer, or has, when
implemented, the effect of reducing, minimizing, avoiding, or deferring, a taxpayer’s
tax liability or is designed to facilitate compliance with tax laws, but does not include
tax preparation software and other tools or systems used solely to prepare tax or
information returns.

In the meantime, the U. S. tax authorities have started to consider action against
patented tax strategies on another frontier. New regulations are envisaged which
shall force the owners of ‘tax patents’ and their clients to report patented trans-

10 TANDON id., at 305; STAMPER, Tax Strategy Patents: A Problem Without a Solution?, Tax
Notes, April 23, 2007, 300 et seq.; CATHEY/GODFREY/RANSOME, Tax Patents Considered, 203
Journal of Accountancy 40 et seq. (2007).

BURK/MCDONNELL, Patents, Tax Shelters, and the Firm, Legal Studies Research Paper No. 07-
05, University of Minnesota Law School, 1 (2006).

AICPA (Hoops, Chair, AICPA Tax Executive Committee), Letter to Sens. Baucus, Grassley,
Rangel and McCrery of February 28, 2007.

13" AICPA (NIX/SCHNEIDER), In re Bernard L. Bilski and Rand A. Warsaw (U. S. Court of Appeals
for the Federal Circuit, Appeal No. 2007 — 1130) Brief for Amicus Curiae AICPA of April 7,
2008.

For an overview on legislative options see APRILL supra note 9, at 20 et seq.

The bill for a ‘Stop Tax Haven Abuse Act’ has been introduced by Sens. LEVIN, COLEMAN and
OBAMA (D-I1I); available at <http://levin.senate.gov/newsroom/release.cfm?id=269516> (as of
May 2008); for the second bill see below note 17.

16 110" Congress 1" Session, H. R. 1908, Union Calendar No. 200, Report No. 110-314.

17 110" Congress 1% Session 5.2369.
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actions under the disclosure regime on tax shelters.'® According to this proposal, the
granting of a patent would immediately lead to increased scrutiny by the tax author-
ities. This has been criticized by IP lawyers who try to defend the freedom of patent
holders under the tradition of U. S. law and by tax lawyers who fear that legitimate
tax planning might be impeded under the proposed regulations. Moreover, the dis-
closure of a patent as such might be sufficient in order to inform the authorities and
the general public about the concerned patents. '

From a patent lawyer’s perspective, the question of the patentability of a tax
strategy brings about several questions:>’ Does the protection of a tax strategy really
promote ‘useful arts” within the meaning of Art. I § 8 cl.8 of the U. S. Constitu-
tion?*! Does the missing ‘technological’ character of a tax scheme supply an argu-
ment against patentability??? Is it necessary for protection that the tax scheme is
somehow connected to the use of a computer or another ‘machine’?% If this is the
case, does the trivial use of a PC or another device for the administration of a tax
scheme run foul of the requirement of non-obviousness under § 103 U. S. Code?**
Will other tax practitioners be able to rely on the ‘first inventor defense’ if they have
used a certain tax minimizing technique before (within the framework of their con-
fidential relationship with the client)?%

These questions can be answered much better by Joseph Straus to whom this
article is devoted than by the author of this contribution. Therefore, the following
remarks concentrate on the tax side of the debate, i.e. on the issue of whether it is
good tax policy to accept the patentability of tax strategies.

2. What is a Tax Strategy — A Matter of Law or a Matter of Fact?

One of the fundamental arguments against the patentability of tax schemes concerns
the nature of such a strategy in the first place. The application of the relevant tax law
to a given situation — it is said”® — cannot be restricted to the owner of a patent or his/
her licensees. Tax legislation is not a subject matter for a monopoly; the tax author-
ities and the courts have to apply tax law equally for every taxpayer. Any tax strat-

18 CODER, IRS Reg Hearing on Tax Patents Highlights Divide, Tax Notes, February 25, 2008, 894
et seq.

See the hearing report by CODER supra note 18.

A good overview is presented by JOINT COMMITTEE ON TAXATION, supra note 5, part II.B.
This is rejected by DEVINSKY/FUISZ/SYKES supra note 7, by AICPA supra note 13, 19 et seq.
and by SCHWARTZ, The Patent Office Meets the Poison Pill: Why Legal Methods Cannot be
Patented, 20 Harvard Journal of Law & Technology 333, 358 et seq. (2007).

KING, supra note 5, at 768.

AICPA, supra note 13, 11 et seq.

24 See In Re Stephen W. Comeisky, 499 F.3d 1365 (Fed. Cir. Sept. 20 2007); HAMILTON, Strength-
ening the Case Against Tax Patents, Tax Notes, October 15, 2007, 269.

APRILL, supra note 9, at 18.

AICPA, supra note 13; APRILL, supra note 9, at 7; NIX/SCHNEIDER, supra note 13, at 7 et seq.;
see the statement by DRAPKIN, Cochair of the ABA Section of Taxation’s Tax Strategy Patent
Task Force as quoted by CODER, supra note 18, 895; see further the statement by DESMOND,
Treasury Tax Legislative Counsel, as quoted by STAMPER supra note 10, at 300.
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egy concerns the law as such which belongs to the public domain. Moreover, even
specific arguments which refer to the construction and interpretation of a tax provi-
sion cannot be ‘owned’ by individual taxpayers while other persons would be pre-
vented from using these arguments before the tax authorities and in court.

This does not only refer to the formal characterisation of the relevant subject
matter. It also concerns the material requirement that all taxpayers have to be treated
equally.”’ As taxation leads to mandatory payments and offers no direct considera-
tion for the taxpayer, the principle of equal treatment is fundamental for the substan-
tive legitimacy of taxation. Private ownership of a specific tax treatment would run
foul of this major principle. Therefore, most tax lawyers plead for a solution which
prevents the monopolization of tax strategies under patent law.

Though this argument sounds convincing, it does not give the full picture. While
it goes without saying that tax provisions and their interpretation have to be handled
equally for all taxpayers, a particular tax strategy as such does not deal with the
abstract rules of law and their interpretation in the first place. A typical tax strategy
concerns a certain arrangement of economic activities and legal instruments (under
private law) which is designed to fulfil the requirements or to stay out of the scope
of certain tax provisions. Thus, the main thrust of a tax scheme is not the law as such
but the creation of a factual situation which is meant to achieve a certain treatment
under tax law. In this sense, a tax strategy is similar to a technical arrangement
which is designed to comply with legal rules on car safety or public standards of
environment protection.® Nobody will assume that legislation on cars or the envi-
ronment can be monopolized as such but it is self-evident that a non-obvious tech-
nical solution which fulfils the requirements of these rules can be patented. In so far,
the tax strategy as such is a ‘matter of fact’” which does not prevent other taxpayers
from relying on the law as it stands in an unrestricted manner.

Therefore, the assumption that the granting of tax patents to certain individuals
would prevent other taxpayers from the capacity to comply with their legal obliga-
tions> does not have any foundation because the patented tax strategy does not refer
to a ‘method of complying with tax law’ as such but to a particular — innovative -
factual arrangement which is meant to bring about certain additional tax benefits.
Therefore, the case against tax patents has to be founded on other — more specific —
arguments on tax policy.

27 CATHEY/GODFREY/RANSOME, supra note 10, at 42; NIX/SCHNEIDER, supra note 13, at 10

et seq.

This point has been made by GRUNER, in: Hearing on Issues Relating to the Patenting of Tax
Advice in the House Ways and Means Committee, July 13, 2006, Serial 109-77, 109™ Con-
gress, 22 (2006); for the opposite view see KING supra note 5, at 774.

APRILL, supra note 9, at 7; KING, supra note 5, at 774 et seq.; NIX/SCHNEIDER, supra note 13,
at 22; see the balanced view taken by the JOINT COMMITTEE ON TAXATION, supra note 5, IV, 25
et seq. .
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3. Tax Strategies and Tax Shelters

3.1 The Basic Distinction

Against this background we have to ask whether the factual arrangements which
form the basis of any tax strategy deserve protection with respect to the fundamental
assumptions of tax law and tax policy. It is hard to answer this question in a broad-
brushed manner. From a tax lawyer’s perspective, it seems advisable to distinguish
between two different kinds of tax strategies which receive quite different treatment
under tax law from the outset:*

On the one hand there is the possibility that a taxpayer simply wants to arrange
his or her business activity in a tax-efficient manner. This is what is called ‘legiti-
mate tax planning’.>' The business purpose of the activity as such remains unaf-
fected but the tax framework is improved. This might relate to the choice of legal
form (partnership or corporation), to the choice between debt and equity or the for-
mation of a group of corporations instead of a single large company. As the different
tax treatment of these arrangements is laid down explicitly in the law and is thus
fully accepted by the courts, the tax authorities do not fight this behavior at all. It is
protected under Judge Learned Hand'’s proverbial saying that everyone is entitled to
arrange his or her affairs in order to pay less tax.??

On the other hand there are arrangements which have no real connection to the
business activity of a taxpayer. Although they include valid legal instruments (we
are not talking about ‘shams’ here) they are meant to minimize the tax burden by
creating additional — artificial — constructions which would not have been estab-
lished but for tax reasons. This is what is called a ‘tax shelter’.3* Therefore, the
main difference between ‘tax planning’ and a ‘tax shelter’ refers to the fundamental
business purpose of a transaction versus the artificial tax-driven character of a
transaction. It also refers to the fundamental acceptance of a strategy by the tax law
which is given for legitimate tax planning but which is not granted for abusive tax
shelters.

What does this mean for patent protection? If a patent is granted for a tax strat-
egy, this confers a monopoly right to a certain tax advisor and his clients or any
licensee which is willing to pay a substantial fee to him to arrange the affairs of a
taxpayer in a certain manner to reduce the tax burden. In the case of legitimate or
illegitimate tax planning this would have a double-sided effect: Tax advisors
would face an incentive to create new methods of legitimate tax planning or of
illegitimate tax shelters in order to draw an extra profit out of the exploitation of a

30 This distinction is rarely recognized by patent lawyers discussing the merits of tax strategy

patents but not overlooked by tax lawyers: see EVERSON, Testimony Before the Subcommittee
on Select Revenue Measures of the House Committee on Ways and Means, July 13, 2006.

As to the obligation of corporate management to minimize the tax burden of a business see
SCHON, Tax and Corporate Governance — A Legal Approach, in: SCHON (ed.), Tax and Corpo-
rate Governance 30, 46 et seq. (2008).

32 Helvering v. Gregory, 69 F. 2d 809, 810 (2d Cir. 1934), aff’d 293 U. S. 465 (1935).

33 BANKMAN, supra note 2.
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patent; on the other hand, taxpayers not willing to pay the license fee will be pre-
vented from a business arrangement which would make perfect sense under the
relevant tax legislation and also from the use of a tax shelter — the last case being
welcomed by the tax authorities. We have to assess the merits of these two cases
differently.

3.2 The Case against Patents for Legitimate Tax Planning

As legitimate tax planning is a fundamental right of every taxpayer, any monopoli-
sation of tax planning in the hands of specific tax advisors and their clients seems to
run foul of basic assumptions of tax policy. There are two reasons for this. First of
all, legitimate tax planning refers to an activity which has an actual business pur-
pose and is not solely aimed at creating a tax advantage. Therefore, the benefit
derived from legitimate tax planning exceeds the simple tax benefit (the minimiza-
tion of tax) because it supports the economic activity of the taxpayer in general.
This extra benefit for the taxpayer and society at large should not be dismantled by
preventing the taxpayer from embarking upon a certain legitimate tax strategy in the
first place. Moreover, many provisions of the tax code have been designed by the
legislator as a tax expenditure which is meant to benefit a broad range of taxpayers
and to induce them to start particular economic activities.** This should not be
endangered by any ‘privatization’ of a tax benefit under patent law. Otherwise, the
patent fee would supplement a higher tax burden which the citizens are not legally
bound to pay to the government.*

Nevertheless, we have to face the counterargument of whether patent protection
should be granted to legitimate tax strategies in order to increase the incentives for
tax advisors to ‘invent’ such arrangements.*® This seems to be not the case. First of
all, we have witnessed that in the past such tax strategies have flourished all over the
place without any legal protection under patent law.?” The specific know-how of
creative tax advisors and a certain first-mover advantage seem to have been suffi-
cient in order to supply the business world with tax strategies. Therefore, we do not
confirm that there might be an undersupply of tax planning at all.

To the contrary, the introduction of tax patents has already led to an additional
layer of costly compliance work which ordinary tax advisors face once tax patents
start creeping up all over the place. These costs would presumably exceed the social
benefit of additional tax planning stifled by the prospect of tax patents.* In partic-
ular, the litigation risk — infringement claims could be instituted both against the tax

3 AICPA, supra note 12; AICPA, supra note 13, at 5; CATHEY/GODFREY/RANSOME supra

note 10, at 42.

KING, supra note 5, at 776.

BURK/MCDONNELL, supra note 11, at 10 ef seq. .

APRILL, supra note 9, at 5 et seq.; BEALE, Tax Shelters and the Tax Minimization Norm:
How Does the Patenting of Tax Advice Transform the (Global) Playing Field, Research Paper
No. 07-46, Wayne State University Law School, 2008, II; CATHEY/GODFREY/RANSOME, supra
note 10, at 42; AICPA, supra note 13, at 20 et seq.; SCHWARTZ, supra note 21, at 369 et seq. .
KING, supra note 5, at 771; TANDON, supra note 9, 305; AICPA, supra note 13, at 11.

35
36
37

38



56 Wolfgang Schén

advisor and the tax payer®® — might reach a prohibitive size.*’ For professionals in
the tax world who have to live with an ever-moving target of ever-increasing com-
plexity, the additional necessity to comply with patent law every time they give
advice is simply not acceptable.

Moreover, it is hard to see the ‘public good’ arising for society at large out of
the protection of innovative tax minimization strategies. The economic effect of
legitimate tax planning consists in the minimization of the tax burden by a given
taxpayer. This effect seems not to deserve the same level of protection as any other
new technological or business outcome as it simply shifts financial resources from
the private sector to the public sector without creating any additional value for the
society.*!

In so far, there seems to be a difference when we compare tax strategies to other
‘business methods’ which try to improve the efficient allocation of resources in the
market. Even the sophisticated design of a modern financial instrument can be
regarded as a useful contribution of the creator to an improved management of
financial risks and thus to the lowering of capital cost for capital-seeking firms.*
The same cannot be said of a tax minimization strategy.** One should bear in mind
that while it is perfectly legitimate for a taxpayer to use such a pattern there is no
further reaching rationale for the creation of monopolies so far. It may be difficult to
draw the fine line between unprotected tax strategy patents and protected patents on
business methods which include some tax elements (tax calculation programs,
bookkeeping software, etc.)* but it is necessary to make clear that the patenting of
business methods as such cannot be directly prejudicial for tax patents. After all,
most tax strategies become outdated within a few years after their creation so there
would be nothing useful left for the public domain once the tax patent runs out after
20 years.?

3.3 The Case against Patents for Tax Shelters

Against this background, it seems to be easier to accept the patentability of a tax
shelter than to accept patent protection for legitimate tax planning. The use of tax
shelters is socially not accepted and therefore — from the standpoint of tax policy —
any restriction of tax shelter activities will be welcomed. Therefore, the limited use
which can be made of a tax shelter under patent law fits in with the public interest to
curb the use of such shelters.

3 GRUNER Testimony before the Subcommittee on Select Revenue Measures of the House Com-

mittee on Ways and Means, July 13, 2006, part II.C.

APRILL, supra note 9, at 15; CATHEY/GODFREY/RANSOME, supra note 10, at 44; NORRIS, Patent
law is getting tax crazy, International Herald Tribune of October 19, 2006, available at
<www.iht.com/articles/2006/10/19/business/norris20.php> (as of May 2008).

JOINT COMMITTEE ON TAXATION, supra note 5, part IV, 25.

See BURK/MCDONNELL, supra note 11, at 4 et seq. .

DEVINSKY/FUISZ/SYKES, supra note 7.

APRILL, supra note 9, 4; STAMPER, supra note 10, at 300 ef seq. .

KING, supra note 5, at 777.
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On the other hand, the patentability of a tax shelter does not only confer a
monopoly right upon the creator of the tax scheme; it also may produce the impres-
sion among the general public that the patented tax shelter is valid under tax law.*¢
Yet this can only be confirmed by the tax authorities or the competent courts.*’ This
is one of the reasons why tax authorities object to tax patents.*3

Patent examiners face a daunting task in this respect. On the one hand, it is quite
obvious that they are not equipped to assess the merits of a tax scheme under current
tax legislation or to second-guess the application of the ‘substance over form’ prin-
ciple by the courts.*” These issues are regularly highly contested both by the tax
authorities and the taxpayers. Moreover, the ‘novelty’ of a tax patent might not be
clear for the patent examiners as previous tax advice by other professionals was reg-
ularly given on a confidential basis.”® On the other hand, any self-restraint by the
PTO under which the patent examiners restrict the scope of their screening to some
formal requirements might send the wrong signal to presumptive clients. The infor-
mation given by a tax advisor to his or her client that he is able to offer ‘patented tax
shelters’ will be taken as a ‘signal’ for the reliability of the scheme.

Against this background it is a strange misconception that currently the PTO is
willing to issue tax patents for tax shelters while at the same time the Internal Rev-
enue Service considers the introduction of a regulation which shall force tax advi-
sors and their clients to disclose ‘patented transactions’ to the tax authorities. This
new disclosure requirement shall deter advisors and clients from using these trans-
actions and it shall enable tax authorities to take legislative or judicial action against
them. In other words: The fact that a tax strategy has been awarded a patent by the
PTO, gives rise to the presumption that the same tax scheme will be regarded as
‘abusive’ by the tax authorities. This cannot be the final solution for the problem.

4. Conclusion

From the foregoing we can draw the conclusion that the patentability of tax strate-
gies should be rejected — either by the courts or by the legislator. Although tax strat-
egies are not simply matters of law but factual arrangements which might be
accepted as ‘business methods’, there is a strong policy case against their protection
under patent law. The reasons are different for legitimate tax planning and abusive
tax shelters. Legitimate tax planning should be available for every taxpayer and not
be restricted by patent law; there is no rationale for an increased protection of tax

4 AICPA, supra note 12; APRILL, supra note 9, at 9 et seq.; CATHEY/GODFREY/RANSOME, supra

note 10, at 42; GRUNER, supra note 39, part I.C.1; JOINT COMMITTEE ON TAXATION, supra note
5, part IV, 24.

EVERSON, supra note 30.

CODER, supra note 18, at 896.

APRILL, supra note 9, at 11; BEALE, supra note 37, part II; CATHEY/GODFREY/RANSOME, supra
note 10, 42; KING, supra note 5, 778 et seq.; but see the statement by COGGINS, director of the
business methods technology center at USPTO, as quoted by STAMPER, supra note 10, 302.
AICPA, supra note 12; AICPA, supra note 13, at 23; APRILL, supra note 9, at 14; DEVINSKY/
FuISZ/SYKES, supra note 7.
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planning creativity in the market. Illegitimate tax shelters should not be accessible
for everyone, but they should also not get a rubber stamp from the PTO as an appar-
ently ‘valid’ strategy. Tax lawyers — both private practitioners and tax administra-
tors — have a hard life anyway, so don’t make it even more complex by adding pat-
ent law on top of it all.



Protection of Scientific Creations under Patent and
Copyright Law

Gerhard Schricker

1. Professor Dr. Dres.h.c. Joseph Straus, to whom this volume and the present study
are dedicated, has without any doubt a place in the first line of teachers and
researchers in the field of patent law. This is true not only with respect to national
law, but also to the globalized world to which the title of this ‘liber amicorum’
refers. Especially in the field of biotechnology the progress of legal elaboration is
essentially due to the constructive ideas and the creative imagination of Joseph
Straus. With good reason the range of contributions of the present book comprises
not only technological but also economic aspects. It has to be counted among the
outstanding merits of Joseph Straus that he considers economic impact as integral to
legal reasoning, and does not forget that the essential task of legal instruments con-
sists in indicating and resolving economic and social problems and conflicts.

2. In identifying patent law as the main field of Joseph Straus’ scientific activity
we should not forget that we have to thank him also for many other contributions.
Thus the list of his publications appears as a flourishing and well cultivated garden
where all types of the laws of intellectual property grow side by side. In this respect
we have to mention especially copyright law. Among other writings Straus has pub-
lished not only a monographical article on copyright contracts for scientific works'
but also a fundamental treatise on the National and International Developments of
Neighboring Rights.?

3. That patent law and copyright law are closely related is shown best in the trea-
tise on the protection of the results of scientific investigation which Straus worked
out together with Friedrich-Karl Beier, who for many years was Straus’ academic
teacher.? In the choice between the various possibilities of legal protection of scien-
tific creations the authors show a clear preference for a patent approach, leaving
aside the copyright option.* The following lines try to change the balance and to ask
the question whether the need of protection could not also be served, and perhaps
better served, by copyright law. This does not mean that the valuable suggestions
made in the Beier/Straus book should be drawn in doubt. Nevertheless it should not
be neglected that the actual development of patent protection can be criticised under
the aspect of quantity. The actual practice seems to lead to a ‘flood of applications
which becomes more and more an insupportable burden for the global patent

STRAUS, Der Verlagsvertrag bei wissenschaftlichen Werken, in: BEIER/GOTTING/LEHMANN/
MOUFANG (eds.) Urhebervertragsrecht, 291-331 (1995).

STRAUS, International Encyclopedia of Comparative Law, Volume XIV Copyright, Chapter 4
(1990).

BEIER/STRAUS, Der Schutz wissenschaftlicher Forschungsergebnisse (1982).

BEIER/STRAUS, id. at 31 et seq.
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system’.> The climate does not seem to be favourable for the introduction of new
categories of patentable inventions, but the prospects for protection under a less for-
mal system, such as copyright, seem better. We remind the reader of the discussion
on patent protection for computer programs and business schemes. In any case it
does not seem totally superfluous to try to develop some ideas about copyright
protection for scientific creations. In doing so, we concentrate on German law in
order to keep with the limitations of space prescribed for each contribution of this
volume.

4. Looking for the basic elements of copyright protection of scientific creations
we may start with the finding that the definition of protected works in German law,
as in the law of many other countries, includes not only ‘literature’ and ‘art’ but also
‘science’ (‘Wissenschaft’).® This definition corresponds with Art. 2 sec. 1 of the
Berne Convention for the protection of literary and artistic works. The Convention
is based on the formula ‘literary and artistic works’” but it states expressly that sci-
entific productions shall be included.® The difference between copyright and patent
legislation is obvious: Whilst copyright law expressly includes scientific creations,
in the patent legislation they are not only omitted but even — at least partially —
expressly excluded in the definition of protectable inventions.’

5. The different legislative starting points in patent and copyright law let us pre-
sume that scientific creations should find a better protective climate under copyright
law. Looking at the actual case law and practice in German copyright law, however,
some reservations have to be made. Amazingly, it seems that scientific works are
subject to a special treatment which implies a real discrimination with respect to
non-scientific works of literature and art.'” It is admitted in principle that scientific
books, articles, lectures and pictorial presentations efc. could get copyright protec-
tion but certain restrictions are imposed. Scientific ideas, thesis, theories, findings,
discoveries and other substantive material are excluded from protection, the latter

5 BRIMELOW (President of the European Patent Office), Press Statement, Siiddeutsche Zeitung,

October 10, 2007, p. 20.

See § 1 German Copyright Act: ‘Die Urheber von Werken der Literatur, Wissenschaft und
Kunst genieBen fiir ihre Werke Schutz nach Mafigabe dieses Gesetzes’. Cf. also § 2 sec. 1.

See Art. 1 Berne Convention.

See Art. 2 sec. 1: “The expression “literary and artistic works” shall include every production in
the literary, scientific and artistic domain ...’

See § 1 sec. 2 German Patent Act which recites: ‘The following in particular shall not be
regarded as inventions within the meaning of subsection 1: 1. discoveries, scientific theories
and mathematical methods ... 3. schemes, rules and methods for performing mental acts ...
4. presentations of information.” § 1 sec. 3 adds: ‘The provisions of subsection (2) shall exclude
patentability only to the extent to which protection is sought for the above-mentioned elements
or activities as such’. Cf. the identical provision in Art. 52(2), (3) European Patent Convention.
For the interpretation of these exclusions see BEIER/STRAUS, Der Schutz wissenschaftlicher
Forschungsergebnisse 31 et seq., 53 et seq.; SINGER/STAUDER, Europdisches Patentiiberein-
kommen, Art. 52 no. 23 et seq. (2“d ed. 2000); NACK, Die patentierbare Erfindung unter den
sich wandelnden Bedingungen von Wissenschaft und Technologie 225 et seq. with further
references.

See the — critical — comprehensive presentation by LOEWENHEIM in: SCHRICKER, Urheberrecht
Kommentar, § 2 no. 60 et seq. with further quotations (3" ed. 2006).
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being focussed on mere formal elements. If an author lacks ambitions regarding the
form of his work, and in particular if he uses the common scientific terminology and
language, the result may often be a total loss of protection.

In the Copyright Act we do not find any indication of such special treatment of
scientific works in general.!' They should certainly be covered by i.e. the basic
definition of protectable work in § 2 sec. 2, which requires a ‘personal intellectual
creation’.!? Nevertheless, copyright practice shows itself very reluctant to protect
scientific creations. In case law and legal literature we find various attempts to
justify this restrictive opinion: Mere ideas, it is said, may never be protected. Pro-
tection could only be given to the form, not to the content.'® It is required that
scientific works have to reach an exceptionally high creative standard to be protect-
able.'

As to the non-protection of ideas, Art. 9 Nr. 2 of the TRIPS Agreement can be
cited ruling that ‘copyright protection shall extend to expressions and not to ideas,
procedures, methods of operation or mathematical concepts as such’.'® This exclu-
sion seems to be derived from U.S.-copyright law,'® transported into the TRIPS
Agreement by a ‘Statement of Views of the European, Japanese and United States
Business Communities’ of June 1988.!7 The formula obviously comes close to the
relevant provision in patent law.'® Its introduction into TRIPS seems primarily
related to the discussion on the protection of computer programs. Consequently, the
EC Directive on the Legal Protection of Computer Programs of 1991 excludes the
protection of ‘ideas and principles’."

Critical voices as to the — at least partial — exclusion of scientific creations from
copyright protection are not lacking. It is objected that ‘abstract’ or ‘naked’ ideas
which have not found concrete elaboration might well fall outside the area of copy-

For the special provision referring to computer programs see below.

‘Personliche geistige Schopfung’.

See for the old problem of ‘Form und Inhalt’ LOEWENHEIM, supra note 10 at § 2 no. 53 et seq.;
Cf. also HILTY, Das Urheberrecht und der Wissenschaftler, 2006 GRUR Int. 179 with further
references.

‘Gestaltungshohe’, cf. LOEWENHEIM, supra note 10 at § 2 no. 24 et seq., 34 et seq.

See Art. 9 Nr. 2 of the Agreement on Trade-Related Aspects of Intellectual Property Rights,
1994 1IC 209. See also Art. 2 WCT.

See § 102 (b) Copyright Act of 1976/1988: ‘In no case does copyright protection for an original
work of authorship extend to any idea, procedure, process, system, method of operation,
concept, principle, or discovery, regardless of the form in which it is described, explained,
illustrated, or embodied in such work.’

‘In no case does copyright protection for an original work of authorship extend to any idea,
procedure, process, system, method of operation, concept, principle or discovery as such.” See
BEIER/SCHRICKER, GATT or WIPO? New Ways in the International Protection of Intellectual,
355, 385 (1989). See also the opinion of WIPO (213) and of the European Community (322).
18 See above IV.

See Art. 1 (2) (2) of the Directive: ‘Protection shall apply to the expression in any form of a
computer program. Ideas and principles which underlie any element of a computer program ...
are not protected by copyright ...”. See GOLDSTEIN, International Copyright, 538. Following
the Directive an identical exclusion was included in § 69a (2) (2) German Copyright Act. For
the interpretation see SCHRICKER/LOEWENHEIM, Urheberrecht Kommentar, § 69a no. 8-9.
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right protection, but there is no obstacle to protect ideas which are vested in a per-
ceptible individual form. The principles which in American law have been devel-
oped around the idea/expression-dichotomy are not binding in German or European
law.?’ In any case we have to note that the TRIPS formula excludes only ideas ‘as
such’ and does not mention scientific discoveries and principles among the unpro-
tectable elements. Consequently, we may enjoy a certain discretion in dealing with
the problem of copyright protection of scientific creations.

As to the form/content-dichotomy, it has been shown to have been clearly aban-
doned as to literary works the protection of which undisputedly also includes sub-
stantive elements, as for instance the protection of the plot of a novel against its use
in a motion picture.?! For scientific works the differentiation made by Eugen Ulmer
has widely been accepted. He distinguishes between unprotectable individual ele-
ments and their protectable combination and elaboration in the ‘web’ of the work.??
The requirement of an elevated creative standard (‘Gestaltungshohe’) for scientific
works is considered unnecessary, just as for works in general, mere individuality
may suffice as the condition of copyright protection.?’

6. Following this critical approach, do we come to the result of copyright protec-
tion for every scientific creation if it meets the standard of individuality? Eugen
Ulmer suggests that a certain restriction nevertheless remains, namely, that given by
the public domain.?* Before we examine this idea, it seems useful to have a compar-
ative glance to the result that Beier/Straus reach in the field of patent law. After hav-
ing examined the conditions of patent protection - especially the concept of inven-
tion, the notion of industrial applicability and the requirement of existence of a
finished invention - the authors recommend inclusion in the patent system of such
results of scientific work as are close to application.? In reaching this conclusion,
the authors do not omit a thorough examination of the role of scientific discoveries
in the process of innovation, and of the question whether patent protection for sci-
entific creations might be detrimental or favourable for the freedom of science and
the scientific transfer of information. As to the latter problem, the authors come to
the result that the inclusion of scientific creations in the area of possible patent pro-
tection does not restrict the dissemination of scientific-technical knowledge but
decisively promotes it.?

7. Examining the public domain aspect in copyright law we can first state that
it refers to elements which already belong to the public domain. They cannot be

20
2
22

SCHRICKER/LOEWENHEIM, id. at § 69a no. 8 with futher references.

SCHRICKER/LOEWENHEIM, id. at § 2 no. 55.

See ULMER, Urheber- und Verlagsrecht, 123 (3rd ed. 1980): ‘Und soweit in literarischen und
wissenschaftlichen Werken Sachverhalte, Gedanken und Lehren zur Darstellung kommen, ist
die Individualitidt des Werkes angesichts der Freiheit der einzelnen inhaltlichen Elemente in der
Vielheit der Gesichtspunkte, in der Beziehung, in der sie zueinander stehen, und in der Art der
Darstellung, bildlich gesprochen im ,,Gewebe* des Werkes zu sehen.’
SCHRICKER/LOEWENHEIM, supra note 19, at § 2 no. 31 ef seq.

‘Gemeingut’, see ULMER, supra note 22 at 122.

BEIER/STRAUS, Der Schutz wissenschaftlicher Forschungsergebnisse, 53 ef seq.

26 BEIER/STRAUS, id. at 62-63.
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appropriated by subsequent inclusion in a work even if the author did not know of
their existence. Using elements out of the public domain cannot be considered a
creation.?” The situation is different if we are in presence of a real scientific work
which is neither preempted by the existing public domain nor consists in mere
copying of the work of another. The public domain exception here signifies that
copyright protection suffers a restriction to which other types of work are not
exposed. What could be the justification of such restriction? It is customarily
found in the constitutional right of freedom of science.?® In the dominating view
the constitutional ruling influences the interpretation of the general provisions of
civil legislation, such as the basic provision of copyright protection in sec. 2 of the
Copyright Act. On the other side, copyright protection is itself based on the consti-
tutional rights of protection of property and personality.?’ The problem thus results
in a conflict between two constitutional rights; it requires an evaluation and a
balancing of both positions. The leading principle should be that restrictions
should not go beyond the necessary and should keep within the limits of propor-
tional and adequate solution. Without being able to go into the detail in the present
study we can presume that it would in any case go too far to exclude the whole
scientific production from copyright protection, nor does it justify an exclusion of
the whole content of scientific works. A reasonable criterion would rather be to
draw the line between those elements which seem indispensable for scientific
information and discussion and the elements which could be reserved for the
author without detriment for the development of science.*® In application of this
rule one has also to consider the possibilities opened by existing copyright limita-
tions such as the right of quotations and other fair use. Where such limitations suf-
fice for the necessities of scientific discussion the law must not go so far to totally
exclude protection.™!

8. The foregoing discussion leads to a position relatively favourable for the cop-
yright protection of scientific creations. Compared with the patent solution pro-
posed by Beier and Straus, the copyright approach goes further. It is not restricted to
creations of a technical character, nor does it concentrate on inventions close to
application.

Looking at the actual development of copyright policy, however, strengthening
the copyright position of scientific works seems far from feasible and even appears

27 We leave aside the case that free elements are elaborated or combined in an individual manner.

28 See Art. 5 (3) German Grundgesetz (GG): ‘Kunst und Wissenschaft, Forschung und Lehre sind
frei’. In addition often the right of free speech and information is cited, see Art. 5(1) GG.

Art. 14 GG for the economic right of the author, Art. 1 and 2 for the protection of the peronal
aspects of copyright, see SCHRICKER, supra note 10 at Einleitung no. 11 et seq.; MELICHAR in:
SCHRICKER, supra note 10 at Vor §§ 44a ff. no. 7 et seq.; DIETZ, 2006 GRUR Int., 1 ef seq. .
SCHRICKER/LOEWENHEIM, supra note 19 at § 2 no.64.

See, however, for the conflict between the free use of copyright limitations and technical
protective measures HILTY, supra note 13 at 180-181. Such measures are not to be expected by
the single author but by exploiting enterprises. Consequently, it is a problem of control of the
copyright industry, HILTY, supra note 13 at 179, 186 et seq., 189 et seq.

29

30
31



64 Gerhard Schricker

anachronistic. To the contrary, the actual discussion is dominated by the claim for
open access to scientific works.*?

The actual starting point for the open access movement, as backed today by the
most important German science organisation and as it has spread internationally, is
to be found in the policy of commercial publishing houses, especially in the high
prices they charge for their printed and digital products. It is objected that scientists
in universities and other state funded scientific organisations are paid by the state
for their research activities, and that the state then has to pay for these results once
more to acquire their relevant books, reviews and digital information. This allows
publishing houses to make high profits.** As a solution, it is proposed to replace the
commercial dissemination of scientific information operated by publishing houses
with the free and open distribution of scientific results in publicly accessible digital
servers.** At the very least, commercial distribution should be accompanied by a
parallel free offer.”

Of course such a revolution in the scientific information system is not exempt
from difficulties, especially as to the costs.’® One severe problem is maintaining
quality control, which has until now been exercised by publishing houses or by
peer reviews organised by them. There is the danger that with the new system the
recipient will be drowned by a flood of more or less qualified information which
he cannot evaluate and which often will belong to the category of informational
junk.

Other questions are related to copyright law. It seems that the system of open
access has a certain tendency to neglect the individual rights of the authors. Let us
consider the position of University professors. Their present standing in copyright
law may be described as follows:” The legal basis for their activities is found in the
constitutional freedom of science.*® This general principle is applied in the light of
university laws and the copyright legislation. University professors are obligated to
teach and do research,® but not to produce works protected by copyright. Such
works do not belong to the official sphere but to the free individual sphere of the
professor. The fundamental copyright principle of ownership of the creator of the

32 See ‘Berlin Declaration on Open Access to Knowledge in Sciences and Humanities’ from 2003.
See for the development of this idea, its background and an evaluation in the light of copyright
legislation the comprehensive article by HILTY, supra note 13 at 179 et seq., 184 et seq. See also
HECKMANN/WEBER, Open Access in der Informationsgesellschaft - § 38 UrhG de lege ferenda,
2006 GRUR Int. 995 et seq. with references to the favourable position of the Bundesrat and the
negative attitude of the Bundesregierung. Critical from the viewpoint of publishing houses V.
Lucius, Forschung & Lehre 3/07, 156 et seq.

HILTY, supra note 13 at 179, 182, 183.

For the details see HILTY, supra note 13 at 179, 183 et seq.

Cf. HECKMANN/WEBER, supra note 32 at 995, 998 et seq.

HILTY, supra note 13 at 184-185; HECKMANN/WEBER, supra note 32 at 995 et seq.

See SCHRICKER in: HARTMER/DETMER (eds.), Hochschulrecht, 419 et seq. (2004); KRASSER/
SCHRICKER, Patent- und Urheberrecht an Hochschulen, 61 et seq. with further quotations
(1988).

See above 7.

Verpflichtung zur Lehre und Forschung.
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work*’ is applicable. This principle is not derogative. Consequently, the author is
free to exercise his exclusive right and to exploit the work by licensing publishing
houses and other users at his own profit. The university cannot obtain the copyright
as such as it is not transferable inter vivos.*! The only possibility of university par-
ticipation consists in obtaining a limitted right of use*? on a contractual basis.

If we examine the open access system in light of the above principles we must
first state that the ownership of the author has to remain untouched. Depriving the
author of his rights, and obliging him even to pay for to divulge his work, would be
an illegal expropriation.*> Open access can only be construed on the basis of the
consent of the author.** It is for the author himself to declare the work open for free
use, which could be construed as the offer of a free license to everybody.*> The
author could also give an exclusive license to the university, allowing it to set the
work free for everybody. In any case the not transferable faculties of the author’s
personal right*® have to remain untouched. The licensing of the university is subject
to the principal obligation to give to the author an adequate remuneration,*’ while
the open license to everybody can be free of remuneration to be paid by the recipi-
ent.®

In sum, one can say that the system of open access must not be construed on the
basis of depriving the author of his ownership of copyright but on the basis of
licensing the use of the work. This naturally refers to works enjoying copyright pro-
tection. Where unprotected basic scientific information is involved* there are no
substantial copyright obstacles for providing free access.’® Perhaps there might be
an exceptional case in which the protection of secrets and the general protection of
personality could hinder free publication by the university, but the discussion of
such exceptions does not fall within the scope of this short article. In any case patent
protection has to be respected if it is given for scientific creations.’!
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Schopferprinzip, § 7 German Copyright Act.

§ 29 (1) German Copyright Act.

Nutzungsrecht, § 29 (2), §§ 31 et seq. German Copyright Act.

Such possibilities are nevertheless discussed by HILTY, supra note 13 at 185 with reference to
developments in the United States.

This seems to be recognized in no. 1 of the Berlin Declaration, see HILTY, supra note 13 at 184.
45 Cf. § 32(3), (3) German Copyright Act.

4 Urheberpersonlichkeitsrecht, §§ 12 ef seq. German Copyright Act.

47§ 32 German Copyright Act.

4 Unentgeltlich, § 32 (3) (3) German Copyright Act.

4 Cf. above 5.

50 Practical limitations can come out of the fact that protected elements and free elements are
mixed up, cf. HILTY, supra note 13 at 180-181.

Cf. above 6.
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Personal Rights of Inventors in the Polish Legal System

Janusz Szwaja*

1. Introduction

1. Intellectual property law and its teaching are developing continuously. A partic-
ularly clear indication of this fact are new categories of inventions, e.g. recent phar-
maceutical and current biotechnological inventions. A discussion has arisen in this
regard concerning the foundations of legal construction in the area of patent law
concerning, for example, the term ‘invention’ and its definition as opposed to scien-
tific discovery, the novelty of the invention (in connection with its second and sub-
sequent modes of utilization), and the commercial applicability of the invention.
Another indication for the above-mentioned tendency can be observed in the estab-
lishment of trans-national patent law systems. A problem, which has generated little
interest in the last years, in particular with the member states of the Convention on
the Grant of European Patents (Munich Convention) is the position of the inventor
(the creator of the invention) and the content of his rights, and with that the inven-
tor’s personal rights. Fewer and fewer academic publications, rulings by patent
offices as well as decisions by the courts are dedicated to this problem.

2. My humble contribution to this collection of essays honoring Professor Dr.
Straus on the occasion of his birthday will involve a discussion of this question. I
submit that three conditions justify this choice: firstly Professor Straus has dealt
extensively and keenly with this problem.! I am of the opinion that this problem
with respect to new methods in creative activity has not lost any of its current
importance. On the one hand, they support humanity’s intellectual activities by
means of the most modern technical accomplishments, and on the other hand they
enrich collections of indigenous heritage. In the countries that have recently become
members of the Munich Convention, including the Republic of Poland, the corre-
sponding research seems necessary in order to clarify the situation as to whether
national legal requirements do not conflict with the provisions of the agreement.” In

* Dr. Robert Rogala assisted in the documentation of the contribution in order to express his

gratitude to Professor Dr. Straus on this occasion. The author is very much indebted to
Mr. Charles Heard for the translation of his text.

See in particular the following publications: Der Erfinderschein — Eine Wiirdigung aus Sicht
der Arbeitnehmererfindung, 1982 Gewerblicher Rechtsschutz und Urheberrecht Internationaler
Teil (GRUR Int.) 706 et seq.; Die international-privatrechtliche Beurteilung von Arbeitnehmer-
erfindungen im europdischen Patentrecht, 1984 GRUR Int. | et seq.; Rechtsvergleichende
Bemerkungen zum Begriff des Arbeitnehmererfinders, 1984 GRUR Int. 402 et seq.; Arbeit-
nehmererfinderrecht — Grundlagen und Moglichkeiten der Rechtsangleichung, 1990 GRUR
Int. 353 et seq.; Zur Gleichbehandlung aller Diensterfindungen — Uberlegungen zur ang-
estrebten Reform des Gesetzes iiber Arbeitnehmererfindungen, in: HASEMANN ET AL, Fest-
schrift Kurt Bartenbach zum 65. Geburtstag 111 ef seq. (2005).
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Poland, the problem involves the alignment of the Industrial Property Law (IPL)
with the provisions of the above-mentioned Convention.®> One must pose the ques-
tion whether the requirements of the IPL in its present wording fulfill the require-
ments of the Constitution* and harmonize with the principles of civil law, in partic-
ular with the Civil Code (CC)?’

2. Applicable Law in Poland

1. The Constitution of the Republic of Poland contains no provisions referring
explicitly to the rights of the creators of inventions, i.e. the inventor. However, there
are several regulations which may be helpful in elaboration of the rules in the area
of intellectual property.

Of critical importance in this regard is the provision of Article 30 of the Consti-
tution which states: ‘A person’s human dignity is inborn and inalienable. It forms
the source of freedom and law for people and citizens. It is inviolable, and its
observance and protection is the obligation of the powers of State.” This require-
ment is, among others, the basis for personal rights, which are regulated in more
detail in the respective legislation.

It is important to refer to one other provision included in the Section on freedom
and economic, social and cultural rights, namely Article 73 of the Constitution. One
can gather from the wording of this provision that ‘every one is guaranteed the free-
dom of creative activity, scientific research and the publication of such results’.
There is no doubt that the creators of works who enjoy copyright protection as well
as researchers may appeal to this provision.® Even though this requirement does not

2 Concerning primarily the alignment with the Paris Convention, Stockholm Version, ratified by

Poland (OJ 1975, No. 9, Pos. 51 and 52); the Munich Convention on the Grant of European
Patents (European Patent Convention) including the Revision (EPC 2000), ratified by Poland
(0J.2004, No. 79, Pos. 737 and 738, as well as OJ 2007, No. 236, Pos. 1736 and 1737); ¢f. also
the Law on the European Patent Registration and its Effect on the Republic of Poland dated
March 14, 2003 (OJ 2003, No. 65, Pos. 538, Amendment OJ 2007, No. 136, Pos. 958); the
Agreement on Trade Related Aspects of Intellectual Property Rights (TRIPS), ratified by
Poland (OJ 1995, No. 98, Pos. 483 and 484, as well as OJ 1996, No. 32, Pos. 143).

3 See the Industrial Property Law dated June 30, 2000 (OJ 2001, No. 49, Pos. 508, amended
numerous times (last amendment dated Juni 29, 2007, OJ 2007, No. 136, Pos. 958), hereinafter
IPL; translation in German (2001 GRUR Int. 927-960).

4 Constitution of the Republic of Poland dated April 2,1997 (OJ 1997, No. 78, Pos. 483, correc-
tion OJ 2001, No. 28, Pos. 319, amendment OJ 2006, No. 200, Pos. 1471); German translation
‘Verfassung der Republik Polen’, (Verlag des Sejm, Warsaw 1997).

5 Civil Code dated April 23, 1964 (0OJ 1964, No. 16, Pos. 93, numerous changes, last amendment

to the Law dated February 10, 2008, OJ 2008, No. 181, Pos. 1287), hereinafter CC; German

translation ‘Polnische Wirtschaftsgesetze’, 11 et seq. (5th ed., Beck Verlag, Warsaw 2001).

In Polish constitutional teaching, human dignity is seen as a privilege of the possessor (subjec-

tive right), whose embodiment is subjective law of detailed character, including the right of

respect and honor as well as the freedom of choice over one’s own life. Cf. M. JABLONSKI,

Rozwazania na temat znaczenia poj¢cia godnosci cztowieka w polskim porzadku konstytucyj-

nym, in: B. BANASZAK & A. PREISNER (eds.), Prawa i wolnosci obywatelskie w Konstytucji

RP 91 et seq. (Beck Verlag, Warsaw 2002); L. Garlicki, Wolnosci, prawa i obowiazki cztowieka

i obywatela, in: WYDAWNICTWO SEIMOWE (ed.), Konstytucja Rzeczypospolitej Polskie;j.

Komentarz 16 et seq. (Warsaw 2003).
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explicitly mention the creator of the new technology or the inventor, I am of the
opinion that the requirement for ‘freedom of scientific research’ does not refer
purely to scientific activities but also to practical research activities. Such an inter-
pretation of the requirement in Article 73 corresponds to the content of Article 23
CC of 1964, whose provisions were not changed following the transformation of the
Polish legal system subsequent to parliamentary elections in June 1989.”

2. The above-mentioned provisions of Article 23 CC determine that personal
objects of legal protection, in particular health, freedom, integrity, freedom of reli-
gion, name and the pseudonym, one’s own image, privacy of correspondence, the
inviolability of one’s residence, creative activity in the areas of science and the arts,
the inventive activity, stand under the protection of civil law, independent of the
protection granted in other provisions.® This protection is also independent of the
fact the infringement of many personal rights cited in Article 23 may or may not be
pursued via criminal proceedings.

In Polish legal doctrine, there is a widespread opinion concerning the variety of
objects of personal rights, whose identification should occur according to the
objects of protection. The variety of objects corresponds to the variety of rights
which ensure the rightholder the protection of these objects.” With regard to the
question of the interpretation of the essence of objects of personal rights and their
infringement, the opinion on objective criteria of judgement is strongest, which fol-
lows the conventional judgements of the public.'’

The provisions of Article 24(1) and (2) CC are applied to the objects of personal
rights found in an Article 23 CC accordingly; i.e. the claims for which the injured
party may assert his personal rights against the offending party. Article 24(3) deter-

7 A similar position is seen in constitutional legal doctrine. According to M. Jabtonski, the sug-

gestion on the introduction of a corresponding provision (‘every author and inventor has the

right of protection of his intellectual property rights’) was not considered in the preparation of

the draft of the Constitution. Even though there is no direct reference to the requirements of the
basic laws in Article 73 of the Constitution, they will decide as to who is recognized as the
creator and which rights are ascribed to him. M. JABLONSKI, Wolno$¢ z Art. 73 Konstytucji, in:

Prawa i wolnosci obywatelskie w Konstytucji RP 565.

The requirements which refer to Article 24(3) CC, are now found in the IPL; see supra note 3;

see also the Copyright Law and related Rights dated February 4, 1994 (OJ 1994, No. 24,

Pos. 83, amended several time, last amendment in the law dated September 7, 2007, OJ 2007,

No. 181, Pos. 83); German translation: 1994 GRUR Int. 479-491.

Following concurring opinions in the case law of Polish courts and of legal doctrine, the list of

personal goods from Article 23 CC is not exhausted; c¢f. S. GRZYBOWSKI, in: System prawa

cywilnego. Czg¢s¢ ogdlna 390 Vol. 1 (2nd ed., Ossolineum, Wroctaw 1985); A. SZPUNAR,

Ochrona débr osobistych, PWN 115 et seq. (Warsaw 1979); M. PAZDAN, Dobra osobiste i ich

ochrona, in: M. SAFJAN (ed.), System Prawa Prywatnego 1118, Vol. 1, Prawo cywilne. Czg$¢

og6lna, Vol. I, (Beck Verlag — INP PAN, Warsaw 2007); Z. RADWANSKI, Prawo cywilne — cz¢$¢

ogolna 161 et seq. (8th ed., Beck Verlag, Warsaw 2005).

10 Cf. A. SZPUNAR, Ochrona débr osobistych 106 et seq. (PWN, Warsaw 1979); M. PAZDAN,
op. cit., at 1116 et seq.; Z. RADWANSKI, op. cit., at 172 et seq.; A. CISEK, in: E. Gniewek (ed.),
Kodeks cywilny. Komentarz 93, Vol. 1, (Beck Verlag, Warsaw 2004); likewise concerning
creators’ personal rights, E. WOINICKA, Autorskie prawa osobiste, in: J. BARTA (ed.), System
Prawa Prywatnego 228 et seq., in particular 241, Vol. 13, Prawo autorskie (2nd ed., Beck Verlag
— INP PAN, Warsaw 2007).
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mines further that the provisions of Articles 23 and 24 CC may not infringe the
rights stemming from copyright law and patent law. In this regard, an inventor’s
personal rights must be qualified as objects of personal rights in the sense of the reg-
ulations of the CC. As a rule, the requirements of the CC find their application
cumulatively in these rights according to the explicit wording of Article 24(3) CC.!!
From this derives, in principle, the possibility for the creator of the invention to
enforce the damages under the CC as well as in the IPL regulation. Of course, this
is only the case when both laws guarantee the injured inventor of the claiming of the
same damages. This does not mean that he may demand double compensation. He
is, however, free to base some of his claims on the one regulation and some of his
claims on the other.

3. The international agreements in the area of industrial property highlight the
questions of the existence, the content and the protection of patent rights, in partic-
ular the problem of rights deriving from the patent. On the other hand, they offer
almost nothing with regard to the powers of the inventor, except that he is simulta-
neously owner of the patent right, whereas his right to the patent rather than the
question of the creatorship of the invention is emphasized.

Over the course of time, during the Revision Conference in London in the year
1934, the accepted regulation of Article 4*" of the Paris Convention for the Protec-
tion of Industrial Property (Paris Convention) first appear, which states: “The inven-
tor shall have the right to be mentioned as such in the patent.” The regulations of the
agreement allow member states the freedom of choice in determining the rights of
inventors, in particular the requirements for the recognition of inventors, the content
of the authority granted the inventor, his protection from infringement and proce-
dural questions.'?

The Agreement on Trade-Related Aspects of Intellectual Property Rights
(TRIPS) does not contain any specific regulations in this regard affecting either the
legal position of the inventor or his personal rights. The rights of the inventor are
not mentioned; this is particularly clear in the reading of Article 29(1) TRIPS, even
though its regulations mention the exhibit of the best embodiment of the invention
known to the inventor on the application date or priority date of this invention.

In contrast, the European Patent Convention (EPC) contains the regulations in
line with the principle accepted in Article 4" Paris Convention, although this agree-
ment also does not completely clarify the legal position of the authority accorded to
the inventor.!® They are also included in the Polish law.

4. The fundamental significance of inventors’ rights is found in Title I — General
Regulations, in Article 8 IPL. Paragraph 1 of this Article designates that the creator

See e.g. M. PYZIAK-SZAFNICKA, Pojecie prawa podmiotowego, in: M. SAFJAN (ed.), System
Prawa Prywatnego 719 et seq., Vol. 1, Prawo cywilne. Cz¢$¢ ogélna, Vol. I, (Beck Verlag — INP
PAN, Warsaw 2007); M. PAZDAN, Dobra osobiste i ich ochrona, in: J. BARTA (ed.), id., 1141
et seq.; E. WOINICKA, Autorskie dobra osobiste, in: System Prawa Prywatnego 225 Vol. 13,
Prawo autorskie, (Beck Verlag — INP PAN, 2nd ed., Warsaw 2007).

See G. BODENHAUSEN, Guide d’application de la Convention de Paris pour la protection de la
propriété industrielle, telle que revisée a Stockholm en 1967, 66 (BIRPI, Geneve 1969).

13 In particular in Articles 62, 81, 90(3) and (5) EPC. Former Article 91 EPC has been annulled.
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of the invention is accorded the following rights by law: the right to obtain a patent;
the right of remuneration; and the right to be named as inventor in the patent claim,
the register as well as other records and publications. It is apparent that these regu-
lations affect both property and personal rights. To the latter belong the right to the
patent and the right of remuneration deriving from the invention, to the former per-
sonal rights, in particular the right to be named as inventor. The question of the
implementation of this final capacity affects the provisions of Article 32 IPL as well
as Section 5(2)(5) and (6), Section 18(1) and (2), Section 32(2) and (3) Section
39(2) of the Decree of the President of the Council of Ministers on the registration
procedure of inventions and utility models of 17 September 2001 (OJ 2001, No.
109, Pos. 910). It is derived from the regulations presented thus far that the appli-
cant is required to state the identity of the inventor of the registered invention in the
application. If the applicant is also the inventor, a declaration of such is sufficient. In
the event that the applicant is not the inventor, he is required to identify the inventor
by providing his name and address. Furthermore, he is required to explain the cir-
cumstances giving reasons for the fact that the applicant holds the rights to the pat-
ent. Should this documentation be lacking, the person registering the patent will be
called upon to supplement the application within a fixed period of time under threat
of the suspension of the registration procedure. The procedure will be concluded
with the decision of the patent office concerning the rejection of the granting of the
patent or with the decision to grant the patent, only when the requirements for the
granting of the patent have been fulfilled.

The granting of the patent is confirmed through the patent certificate, a part of
which includes the patent specifications. The inventor is named in the patent speci-
fication. In the publication of the patent office a notification on the granting of the
patent is published within which the first and last name of the inventor is provided.

5. In Polish legal doctrine, the above-mentioned capacity of the inventor to be
named in the patent application, the patent and the publication of the patent office is
actually not recognized as an independent, subjective personal right; it is far more
seen as a capacity deriving from the inventors’ creatorship, and not a subjective
right (droit a la paternité) of an immaterial and civil law nature. 14

Apart from the above-mentioned capacity, the inventor has the right to inven-
tion’s creatorship, which also includes other capacities, of both a positive and, to a
certain extent, a negative character. The inventor is authorized to act as the creator
of the invention, including the right to demand a formal confirmation of his capac-

14 Cf. . PREUSSNER-ZAMORSKA, Prawo do autorstwa wynalazku, 2 ZNUJ, PWiOWI 85 et seq.
(Warsaw-Krakow 1974); J. SZWAJA, Les droits non-patrimoniaux (droits moraux) des auteurs
d’inventions d’employe dans le droit polonais, 40 ZNUJ, PWiOWI (Warsaw-Krakéw 1985);
id., Prawa osobiste wynalazcow, in: J. PIATOWSKI (ed.), Dobra osobiste i ich ochrona w pols-
kim prawie cywilnym 181 et seq., (Ossolineum, Wroctaw 1986); id., Twércy i ich prawa oso-
biste, in: J. SZWAJA & A. SZAJKOWSKI, System Prawa Wtasnosci Intelektualnej 83 et seq.,
Vol. 3, Prawo wynalazcze, (Ossolineum, Wroctaw 1990); id., Prawa osobiste wynalazcow w
nowej ustawie — Prawo wlasnosci przemystowej, 80 ZNUJ, PWiOWI 229 er seq. (Krakow
2002); A. SZEWC & G. JyZ, Prawo wlasnosci przemystowej 307 et seq. (Beck Verlag, Warsaw
2003).
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ity, in particular in the files of the patent office. If necessary, the inventor may assert
his rights before an ordinary court. In the event that the applicant has not named the
inventor in the patent application, the inventor may bring an action for the right of
determination of the creatorship of the invention before a court, in which the crea-
torship of the invention applied for with the patent office is examined and deter-
mined, as well as the requirement that the applicant will complete or correct the pat-
ent application accordingly.

6. In Polish legal doctrine, the question of whether the inventor possesses the
right of determination concerning the disclosure of the invention has been dealt
with, in particular the right of publication, with respect to droit de rester inédit, that
the author is guaranteed according to the provisions of copyright law. '

At this point, it must be noted that the situation of an invention made by an
employee is fundamentally different than that of the creator of a free invention. The
one is required to reveal an invention to the business owner or the customer who
commissioned it. Furthermore, the owner of the right to the patent decides on the
confidentiality or the registration of the invention with the patent office, or its dis-
closure by other means. The creator of the free invention may decide according to
his own will whether to hold the invention confidential or to register it with the pat-
ent office as authorized person according to his right to register the patent. How-
ever, one must consider the following: should he decide to hold the invention con-
fidential, he must accept the fact that another inventor may arrive at an identical
technical solution, and further may register this invention with the patent office as
right holder and may thereby obtain a patent. The result being that the original
inventor loses his chance of obtaining the patent and his invention will be revealed
without his consent before the patent office. !

7. It cannot be denied that the right of paternity (droit de la paternité) enjoys
protection under both civil and criminal law.!” Article 303(1) IPL stipulates: a per-
son who usurps the authorship to a rationalization proposal or deceives someone
with regard to the authorship or infringes upon the rights of the author of a rational-
ization proposal in any other way, will be punished with a fine, or restriction in free-
dom of movement or imprisonment of up to one year. Should the perpetrator com-
mit such an offence with the goal of the obtainment of monetary or personal

On the existence of such a right, see J. PREUSSNER-ZAMORSKA, Prawo do autorstwa wynalazku
39; cf. also S. GRZYBOWSK], in: S. GRZYBOWSKI, A. KOPFF, J. SZWAJA & S. WLODYKA, Zagad-
nienia prawa wynalazczego 81. An opposing opinion, M. STASZKOW, Wynalazki i ich ochrona
w prawie polskim 108 (Ossolineum, Wroctaw 1970); A. KOPFF, in: S. GRZYBOWSKI &
A. KOPFF (eds.), Prawo wynalazcze. Zagadnienia wybrane 192 et seq. (Warsaw 1978);
J. SZWAJA, in: System Prawa Wlasnosci Intelektualnej 94 ef seq., Vol. 2, Prawo wynalazcze;
K. CzuBA, Prawa osobiste twércy projektu wynalazczego, Gdanskie Studia Prawnicze 161
et seq., Vol. 7, (Gdansk 2000).

Referring to this situation see, A. TROLLER, Immaterialgiiterrecht 609, Vol. 2, (3rd ed., Verlag
Helbind und Lichtenhahn, Basel — Frankfurt a/M 1985); R. KRASSER, Patentrecht 343 et seq.
(5th ed., Beck Verlag, Munich 2004); see also J. SZWAJA, in: System Prawa Wtasnosci Inte-
lektualnej 95, Vol. 3, Prawo wynalazcze.

See e.g. R. ZAWLOCK]I, Przestepstwo przeciwko przedsigbiorcom. Komentarz 209 et seq. (Beck
Verlag, Warsaw 2003); A. SZEWC & G. JYZ, Prawo wlasnosci przemystowej 441 et seq.
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advantage, he may be punished with a fine, a restriction in freedom of movement or
imprisonment for up to two years.

3. Conclusion

It must be emphasized that current Polish law protects the personal rights of the
inventor, in particular the right to the creatorship of the invention. This is grounded
in the Constitution, the Civil Code and the Industrial Property Law. According to
the provisions of Article 4" Paris Convention and Article 81 EPC, Polish law guar-
antees the naming of the inventor in the patent certificate and in particular the patent
specifications. It also imposes on the applicant the responsibility to designate the
inventor as such in the application. Furthermore, it requires the patent office to
name the inventor in its official journal in connection with the publication concern-
ing the grant of the patent. The content of the inventor’s personal right in Poland is
not limited to a right to be named in the patent. This is only one of the rights which
form the inventor’s right of creatorship. This right is protected in both civil and
criminal law.

Currently, the inventor’s personal rights play an important role — and not only in
Poland — and the solution of the problem concerning inventor’s creatorship can jus-
tify the presence or the content of subjective rights of patentees. The idea of inven-
tor’s creatorship has the effect that one maintains a distance from a suggestion of the
implementation of the category of company inventions as only a natural person can
be the creator of an invention. The assertion of the idea of the creatorship of an
invention depends on which owner has the right to the patent. This right generally
appears to be a fundamental right of the inventor, who may or must transfer it to
another owner. The question of creatorship of an invention is even of significance
with respect to company inventions. The right to the patent belongs namely to a
business owner or a company to which the inventor was bound in a privileged rela-
tionship (e.g. an employment contract). One can say that the right to a patent fol-
lows from the right to the creatorship of an invention. A clear sign of this legal capa-
bility is the responsibility to name the inventor in the application. When the
applicant is not the inventor or the only inventor, he should provide an explanation
concerning the obtainment of the rights. As the inventor’s personal rights are pro-
tected by the Constitution as freedoms as well as human and civil rights, and with
respect to aspects of civil law as personal rights, it is necessary to account for their
protection and to justify them with sufficient strength, which makes the elaboration
of the appropriate procedural means unavoidable.



The Priority Right in Patent Law — Use and Misuse?”

Eike Ullmann

1. Introduction

‘First come, first served’ is the often-used maxim for all those pursuing something
of value. And those who would like to display their humanistic education use the
Roman legal phrase ‘prior tempore, potior iure.” This is the pre-eminent rule in the
battle over rights.

Everyone has the right to be first, and there are many chances to be just that. One
must have something practical, something useful to offer. Should one be faster than
all of the others, and present at the proper filing desk, he or she will enjoy priority.

The individual accrues of this right of priority from his own freedom to act. It
must be distributed equally. Discrimination is forbidden. It is not necessary to employ
constitutional law for this recognition. The member states of the Paris Convention for
the Protection of Industrial Property (Paris Convention) of March 20, 1883 already
agreed that citizens of (other) member states may not be discriminated against with
respect to native residents concerning to their right to priority (Article 2(1)). The
treatment of citizens and the priority right are the pillars of the Paris Convention. !

The priority right, however, would not be worth mentioning if it ensured that the
moment of arrival (at the registration office) is registered and (in relation to those
following) maintained. Such a priority derives from reality, namely from the deter-
mination of having delivered something significant at a particular time to a particu-
lar place.” The area of the legal dimension is reached when it is determined for what
purpose the holder of the priority is able to use the acquired priority. From the right
to priority develops a right from the priority and a right in the priority. The one
ahead of the others may utilize the acquired priority within a certain period for an
(identical) substitute. He may assign the right from the priority to another.®> The
assignee acquires the right to the priority.*

The author is very much indebted to Mr. Charles Heard for the translation of his text.

RUHL, Unionsprioritit, marginal note 137 et seq. (2000); ULLMANN, in: BENKARD (ed.), Kom-
mentar zum Patentgesetz, Intro. Int. Part, marginal notes 14, 21 (10th ed. 2006); WIECZOREK,
Die Unionsprioritit im Patentrecht 10 e seq. (1975); LINS, Das Prioritdtsrecht fiir inhaltlich
gednderte Nachanmeldungen, 2 et seq. (1992); BEIER/STRAUS, Probleme der Unionsprioritét
im Patentrecht, 1991 Gewerblicher Rechtsschutz und Urheberrecht, Internationaler Teil
(GRUR Int.) 255 et seq. .

NEUNER, Der Prioritdtsgrundsatz im Privatrecht, 203 Archiv fiir die civilistische Praxis (AcP)
46,70 (2003).

Cf. Art 4A (1) Paris Convention; RUHL, supra note 1, marginal note 257; ULLMANN, supra
note 1, Intro. Int. Part, marginal note 35; WIECZOREK, supra note 1, 128, 149 et seq. (1975).
As such sizeable according to Section 857, Code of Civil Procedure; cf. also ULLMANN, supra
note 1, Intro. Int. Part, marginal note 35.
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In the area of industrial property, the right to the priority and from the priority is
set down in Article 4 Paris Convention and in Article 2(1) of the Agreement on
Trade-Related Aspects of Intellectual Property Rights (TRIPS) of April 15, 1994,
the basis of the worldwide flow of trade. In order to protect intellectual property, the
TRIPS member states are required to observe the requirements of Articles 1-12
Paris Convention. The awarding of a priority right is an international standard.

In order for the right to priority to develop into a right from the priority, interna-
tional agreements (Article 4A(1), C(1) Paris Convention; Article 87(1) EPC) and
national legal systems (Secs. 40, 41, German Patent Act) allow a priority period.
This creates for the one authorized from the priority the space to determine whether
he wishes to make use of the acquired priority from the first registration of an indus-
trial property right, in order to (de facto) shift through a second registration the
beginning of the duration of the right, without having to be confronted by the state
of the art published since the initial registration.

The continuing development of the priority right beyond the Paris Convention
lies in that not only an application in a (another) member state, but also an applica-
tion made within the scope of a further filing gives rise to the priority right. Along-
side the ‘so-called’ external priority, there is henceforth also an internal priority.
The transfer of the privilege extending from the priority right of the Paris Conven-
tion to national cases (Section 40 Patent Act) has its origin in international legal
developments.5 With Article 8(2) of the Patent Cooperation Treaty (PCT) of June
19, 1970 an international application was made possible, which can be filed for a
number of member states (designated states), to claim the priority of a first applica-
tion in a designated member State (auto-designation). The same is true when the
applicant of a European batch patent refers to a priority of a previous national or
European patent application (Articles 87, 88 EPC). The priority right has thereby
acquired, in both national and European contexts, an independent regulation, which
is in line with the principles of the Paris Convention.®

In order to safeguard this right from the priority, it is necessary that a connection
exists with respect to content (objective identity) between the first application and
the further filling, and that a bond of authorization extends between those applica-
tions (subjective identity).” It would not be reconcilable with the principles of a just
legal system if the grant of a legal advantage to a previous deposit would extend to
a different subject of protection or an unauthorized person.

2. The Matter under Consideration

The matter under consideration is the question of which significance the principle
of identity of the application giving rise to and the application claiming priority
(objective identity) and the principle of the identity of the applicant as a person

LINS, supra note 1, 85 et seq. .

ULLMANN/GRABINSKI, in: BENKARD (ed.), Kommentar zum Européischen Patentiibereinkom-
men, prior to Arts. 87-89, marginal notes 1, 3 (2002).

RUHL, supra note 1, marginal note 257; LINS, supra note 1, 5.
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(subjective identity) has for the right from the priority in patent law. To this end,
recent EPO decisions are discussed in which issues are put forth, on the one hand
the catchphrase ‘usage of the right from the priority’ and on the other ‘the abuse of
the priority right’.

The considerations on objective and subjective identity are tied in with Article
87 (1) EPC.

According to this Article: ‘A person who has duly filed ... an application for a
patent ... or his successors in title, shall enjoy, for the purpose of filing a European
patent application in respect of the same invention, a right of priority during a
period of twelve months from the date of filing of the first application.” Mentioned,
in particular, as crucial terms are ‘application in respect of the same invention’ and
“first application’.

With these terms, the question is addressed as to whether the priority for the
same invention can only be utilized effectively once within the priority period — and
whether thereby the priority right for a second identical application is exhausted. On
the other hand, the question is raised as to whether the term ‘first application’
implies, that this must be executed by the applicant (or his legal predecessor) of the
application claiming priority, which if answered in the affirmative could lead to
abusive (numerous) claims from the right from priority (for one and the same inven-
tion) through different applicants.

2.1 ‘Usage’ of the Priority Right?

Concerning the question of the usage of the right from the priority, the case in the
EPO decision dated September 15, 2003 — T 998/99% is illustrated simply: a national
application dated February 1, 2000, claiming object A (N1); further identical EP fil-
ing August 1, 2000 (EP1); additional identical EP filing October 1, 2000 (EP2). For
both filings the same applicant claims the priority from N1. EP1 and EP2 are
granted. EP2 will only withstand an opposition when, in the case of EP2, the prior-
ity from N1 can be effectively claimed a second time within the priority period.
Should this not be the case, the published N1 and EP1 are prejudicial to novelty
(Article 54(2), (3) EPC).

The EPO rejects an effective second claim of priority of the first application
(N1) for an identical second and subsequent filing (third application EP2): ‘Article
87 (1) EPC does not allow for numerous applications in the same country within the
priority period for the same object and therefore for the same invention under the
claiming of the same priority documents.” As exceptions are interpreted closely, it
follows that the priority right can only be claimed for the first further filing.’

The decision ought to be concurred with in its results, but not in its reasoning.
An initial argumentative indication to answering the question whether the right

2004 Mitteilungen der deutschen Patentanwilte (Mitt.) 172 et seq.; with a remark to the
contrary by BREMI/LIEBETANZ, Kann man ein Priorititsrecht ‘verbrauchen’?, 2004 Mitteilun-
gen der deutschen Patentanwilte (Mitt.) 148.

An unfounded thesis explicitly contradicted in the EPO decision dated November 9, 2005 —
T 05/05 (cf. below).
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from the priority is exhausted with respect to the initial claim of priority is offered
in Article 87(4) EPC. This standard governs the exception that a second application
may be claimed as priority, even though previously an identical application (from
the same applicant) was filed. The claim of priority from the second application
(which is not the first application) is regarded as valid on an exceptional basis when
the first application is withdrawn, dropped or rejected, and before it has been laid
open to the public (and without the existence of rights). Just to such a small extent
may this older application have already provided the basis for the claiming of prior-
ity rights. In the event that the applicant has already claimed priority from the initial
application, his right to the priority is ‘exhausted”.'”

This regulation is an indication that through the declaration of the claim of pri-
ority, the right from the priority may be exhausted — an indication, but not more.
This regulation excludes (only) that the applicant utilizes his further filing as the
first and in this way pushes back the priority period — application for application —
step by step. The scope of this regulation extends no further.

It cannot be derived from this regulation that the first application may not be
claimed for different (identical) applications within the priority period as giving rise
to priority. It is also incorrect to extrapolate from this regulation that the right from
the priority is a right to influence by unilateral declaration which expires through its
(first-time) exercise.!! The priority right is a right to structure the legal situation. It
is differentiated from the right to influence by unilateral declaration of the civil code
to the extent that it may be an object of legal relations — transfer.'?

A limitation in the exercise of the priority right is necessary where the interests
of the general public are affected. The answer to the question of when the exercise
of the right from priority of a patent application is used, must, to the greatest possi-
ble extent, allow for a benefit which the priority right provides for the inventor/
applicant. It must be easy to manage and practical.'> The acknowledgment of the
priority right may not run contrary to the general public’s interest in legal security.'*

From this it follows that as long as the public has no knowledge of the further
filing claiming priority, there is no cause for drastic concern against a repeated
claiming of the priority within the period triggered by the initial application.'®> As
soon as the (first) further filing is published with the reference to the claiming of pri-
ority, and as a result the general public is informed of the priority benefit of this
application, no effect can result from a repeated claim of priority.'® The right from

ULLMANN/GRABINSKI, supra note 6, Art. 87 marginal note 14.

On the current status of the diverse opinions in the literature ¢f. WIECZOREK, supra note 1, 17
et seq.

STEINBECK, Die Ubertragbarkeit von Gestaltungsrechten, 40 (1994), warns justifiably of the
‘coverage of legal consequences through terminology’.

RUHL, supra note 1, marginal note 14.

RUHL, supra note 1, marginal note 16.

15 Cf. also German Federal Supreme Court, 1960 GRUR Int. 506 — Schiffslukenverschiuss:
‘Nothing stands in the way of a renewed claim of the priority, when the earlier national further
application has been withdrawn.’

Cf. also RUHL, supra note 1, marginal note 592.
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the priority is used (for further declarations of priority) in that moment when the
(first) declaration of priority is made public.!” Should the first subsequent applica-
tion be withdrawn prior to its publication or the (declared) priority be renounced
prior to its publication, '8 the claim to priority for the second further filing retains its
effect. Should the first (published) further filing contain no reference to the claim to
priority, for example because it is (as permitted) renounced during the application
procedure, the claim to priority for the second further filing does not fail in that this
was originally presented as a second declaration.!® In this case, the priority right is
not exhausted. Only when the first subsequent application is made available to the
public with a reference to priority is the right to (repeated) claiming of priority
used.?

With this solution the subsequent applicant retains the flexibility to claim the
priority of the first application for a variety of identical subsequent applications (in
the same legal system). However, he carries the risk that with the publication of the
first (priority claiming) subsequent application that he will lose the basis to carry
out a flexible strategy. Should, as in the example mentioned above, both priority
claiming patents be granted, only the first patent receives priority effect. There is no
longer room for further formative declarations of the patent holder in which he
(now) wants to record priority effect to the patent.?!

2.2 ‘Abuse’ of the Priority Right?

It is undisputed in patent-related case law and literature that the term of the initial
application, on which the right of priority is based, should restrict numerous con-
secutive applications for the same invention as individually giving rise to priority.
Article 4C (2) Paris Convention connects the priority period to a submission of the
first application.?? The intention of this criterion is to prohibit an applicant from

It does not have to come to a grant of patent, referred to in 1908 Blatt fiir Patent-, Muster- und
Zeichenwesen (BL.f.PMZ) 131 et seq.; cf. also TRUSTEDT, Die Prioritét einer Anmeldung nach
deutschem Recht unter besonderer Beriicksichtigung der Unionsprioritit, 1959 GRUR Int. 573,
576 et seq.

A waiver may also be explained without withdrawing the application. See WIECZOREK, supra
note 1, 136. According to the remarks in the text, a waiver of the claim of priority is already
exluded after the publication of the application and not only after the grant of the patent, cf. in
this regard ULLMANN, supra note 1, Intro International Part, marginal note 69.

Also the fact that, according to the regulations on the national internal priority, with the claim of
priority, the first application is considered withdrawn (Section 40(5) German Patent Act), the
additional claims to priority are allowed. This legal fiction does not eliminate the priority-
claiming effect of the first application, the further destiny of which is generally irrelevant for
the priority right (cf. also Art. 87(3) EPC, Art. 4A(3) Paris Convention).

Should — as a matter exception — the second further application with a claim of priority be pub-
lished first, the claim of priority for the first application is thereby exhausted. Decisive in this
regard is the first publication of the notice of priority.

See BREMI/LIEBETANZ, supra note 8, 2004 Mitteilungen der deutschen Patentanwilte (Mitt.)
148, 150, who want that the proprietor of a patent in an opposition proceeding is to be asked for
which application, EP1 or EP2, the priority right is to be exhausted.

Similarly, Art. 87 (1) EPC; Secs. 40 (1) and 41 (1) refer to a prior application.
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registering numerous priority dates for the same invention consecutively. A cas-
cade of priorities from the same source is thereby to be prohibited.>* Two decisions
of the EPO?* bring this problem to the forefront, namely when an application is a
first application in the sense of the priority right.”> The essential facts are as fol-
lows: A and B apply for the patent EP1 dated August 1, 2000. They claim the prior-
ity from the German patent dated February 1, 2000 (N1) registered by themselves.
On July 1, 2000, A registers the identical patent in the Netherlands alone (N2) and
later claims its priority for the same European patent application dated March 1,
2001 EP2.

Is prior art from the period since July 1, 2000 (also) damaging to the European
patent application EP2? Or in other words: is the Dutch application (N2) dated
July 1, 2000 or the German application dated February 1, 2000 (N1) the first appli-
cation from which the priority right is to be alone derived?

According to the opinion of the Board of Appeal of the EPO, the priority of the
later identical application (N2) has been effectively claimed in the second European
patent application (EP2); with respect to the earlier application N1 there was no
identity of the applicant. Only such applications which were executed by the appli-
cant himself (or his legal predecessor) are in conformance with the given require-
ments of Article 87 EPC, which states that, with respect to the application claiming
priority, it must be the first application of the invention by the applicant. The EPO
has laid down that for an effective claim to priority the application claiming and the
one benefiting must not only be identical with respect to its object (material), but
also with regard to the identity of the applicant (formally).?® Conversely, an identi-
cal application which was not executed by the applicant of the further filing or his
legal predecessor can not be seen as the first application in the sense of priority
right. Should the (further) filing be from a different applicant, then this application
is the first application for the same applicant (or his successor in title).

Teschemacher?’ objects to this legal interpretation. In his opinion, it cannot be
understood from the legal situation that alongside the objective identity of the appli-
cation (according to its object), that a subjective identity (with respect to the person
of the applicant) must also be present. Where one requires the subjective identity,
one raises the danger that through the exchange of the person of the applicant,
numerous identical patent applications may be submitted consecutively and thus the
priority also date could be manipulated. The identity of the applicant required by the
EPO for the definition of the first application allows that through the omission of
the applicant or the use of an optional third person a later (renewed) priority right

23 Cf. Art. 87 (4) EPC; Art. 4C (4) Paris Convention; see 1.1. above; BEIER/STRAUS, supra note 1,

1991 GRUR Int. 255, No. 21.
24 Dated November 9, 2005 — T 5/05 and dated May 8, 2007 — T 788/05 — not intended for publi-
cation — available at www.epo.org.
TESCHEMACHER, Wann ist eine Anmeldung ein erste Anmeldung im Sinne des Prioritits-
rechts?, 2007 Mitteilungen der deutschen Patentanwilte (Mitt.) 536, 537.
The identity of the applicant is present when the second applicant is the successor in title of the
first.This is a result of the marketability of the righs fro the priority.
TESCHEMACHER, supra note 25, 537.
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may come into existence. In order to confront the danger of an abuse of the priority
right, for the qualification of a patent application as being the first application it
depends essentially on the material identity of the further filing. In the case of
different applicants for the same invention one must assume prima facie that the
second (non-identical) applicant of the further filing is the successor in title of the
applicant of the first application because the opponent can hardly prove that the
second applicant is the successor in title of the first application.?®

Teschemacher’s perspective cannot be affirmed. The term ‘first application’
must be defined not only with respect to the object of the application, but also with
respect to the applicant. It is beyond dispute that the applicant must not necessarily
be the inventor.”” An applicant who is not the inventor is obliged to explain how he
obtained the right to the patent (Article 81 EPC, Section 37 German Patent Act). An
examination of this declaration does not take place. The information contained
therein must conform to the truth. It falls under the precept to reveal the truth con-
tained in Section 124 German Patent Act. The accuracy of the information is, how-
ever, according to explicit legal provisions of the patent office not examined (Sec-
tion 37(1) third sentence German Patent Act). The factual examination of the patent
application should not be delayed due to the determination of the inventor. In a pro-
cedure before the patent office, the applicant is considered entitled to demand the
grant of patent (Section 7 (1) German Patent Act). The granting procedure is to be
separate from a discussion and examination of inventorship.’® The true inventor
may assert his rights in an opposition proceeding or nullity action and bring about
the revocation or a declaration of nullity of the patent (Section 21 (1), (3) German
Patent Act, Section 22 German Patent Act).>' Should the patent be revoked on this
ground, the person authorized may apply for the patent anew, and to this end take
the claimed priority from the unauthorized applicant (Section 7(2) German Patent
Act). The notion that the legitimate applicant may assert his rights in an opposition
proceeding or nullity action against an unauthorized applicant excludes the objec-
tion of missing material justification of the applicant on the basis of a report by a
third party to lead to the consideration of a further state of the art.>>

It proves to be irrelevant to the procedure, in the context of the examination of
the possible protection or validity of an invention claiming priority, to demand,
apart from the determination of the objective and subjective identity (where

28
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TESCHEMACHER, supra note 25, 539, 540.

ULLMANN, supra note 1, Intro International Part, marginal note 34; RUHL, supra note 1, mar-
ginal notes 184, 259; BEIER/STRAUS, supra note 1, 255, Tz. 2; ULLMANN/GRABINSKI, supra
note 6, Art. 88, marginal note 22.

SCHAFERS, in: BENKARD (ed.), Kommentar zum Patentgesetz, Section 37, marginal note 9
(10th ed.); SEEGER/WAGNER, Offene Fragen der Miterfinderschaft, 1975 Mitteilungen der deut-
schen Patentanwilte (Mitt.) 108, 110.

The EPC does not allow for this type of retraction (Art. 100 EPC), permits one authorized to
pursue a European patent application following successful vindication (in a national court)
(Art. 61(1)(a) EPC).

32 German Federal Supreme Court (Bundesgerichtshof, BGH) dated December, 3 1991 — X ZR
101/89, 1992 Gewerblicher Rechtsschutz und Urheberrecht (GRUR) 157, 159 — Frachtcon-
tainer (zur Neuheitsschonfrist).
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required of the declaration of a successor in title), a more extensive decision on the
legitimacy of the applicant by the patent office.*® No notions are to be put forth in
the granting procedure as to whether possibly another (earlier) identical application
is to be considered as the initial application, because — as opposed to the submitted
declaration of priority — a successor in title of the applicant of the second application
which claims priority cannot be excluded or is even assumed.

Just as is the case with the claim of priority, its examination must be feasible and
easy to handle. According to the wording of Article 87 (1): ‘Any person who has
duly filed an application for a patent ... or his successor in title, shall enjoy ... a
right of priority....".3* It follows that only such an application may be drawn upon
for the justification of the priority that was submitted by precisely this applicant or
his successor in title. For applications by other applicants, priority cannot be
claimed by other third-party applicants. Applications by various applicants oppose
each other with respect to the state of the art.’> International practice, for the most
part, also assumes that not only the first application within the territory of the mem-
ber states of the Paris Convention provides the basis, but instead that it only depends
on whether the individual applicant or his successor in title claims the further filing
within the priority period.>®

Therefore, it must be stated that the term of the initial filing of an application
which conforms to the provisions in Article 4 Paris Convention is not based on the
absolute initial filing in the member states, but rather on the initial application of a
certain applicant.’” Concerning the examination of the right to priority, it depends
exclusively on whether the identity of the applicant (or the fact of a successor in
title) is, as such, legitimate. The question as to the right to the object of the invention
itself is irrelevant. The priority right is a disposition right with asset value being
separate from and independent of the ownership of the invention.*8

The benefit in patent law deriving from the exercise of the priority right, which
is that for the further filing the date relevant for the evaluation of prior art is moved
ahead to the application date of the first application, is independent of the questions
regarding the ownership of the physical object of the invention. In most cases, the
right to the application of the patent coincides with the right to the object of the
invention, but this must not always be the case. When considering the question
which prior art is to be considered in determining the worthiness of the patent, the
argument concerning the right the invention has no role to play.*® This is also con-
firmed when looking at the provisions for the vindication of the patent (Section 8
German Patent Act; Article II, Section 5 Law on International Patent Treaties).

3 ULLMANN, supra note 1, Intro International Part, marginal note 70; RUHL, supra note 1, mar-
ginal note 629; WIECZOREK, supra note 1, 110 ef seq. .

Similar to Art. 4A (1) Paris Convention

35 EPO dated November 9, 2005 — T 5/05.

3% Cf. WIECZOREK, supra note 1, 112 et seq.; RUHL, supra note 1, marginal note 265.

37 BEIER/STRAUS, supra note 1, 255, Tz. 21.

38 ULLMANN, supra note 1, Intro International Part, marginal note 35; WIECZOREK, supra note 1,
136 et seq. .

RUHL, supra note 1, marginal note 265, 629.
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The formal act of applying for and claiming the priority by the applicant are
not put into doubt through his lack of authorization to apply.*’ The general public
has an interest in the question of the effectivity of the claim of priority, not how-
ever for the dispute concerning an internal legitimacy. The competitor wants to
know which state of the art is decisive for the application benefiting from priority.
The material relationship between inventor and applicant is of no interest to the
general public. Therefore this is not subject to an examination through official
channels.

The dispute concerning the material authorization is to be carried out between
inventor and applicant. Should — according to the concerns of Teschemacher*! — one
act improperly during the explanation of the authority to place an application, be it
that the initial applicant and second applicant intentionally confused their identity,
be it that the second applicant usurped his right to apply, the opponent or the peti-
tioner for nullity must supply evidence to that effect.*> An official investigation
does not take place. Far more one must assume that the formal explanation regard-
ing the person of the applicant is also decisive for the evaluation of the application
as the first application in the sense of priority right. A rule of assumption against the
formally authorized applicant does not exist.

3. Conclusion

The question of a legitimate perception of rights from priority must consider the
interests of the applicant of the patent in a utilization to the greatest possible extent
of the benefits of the priority right as well as the interests of the general public in
dependable criteria for the judgment of the priority situation.

From this derives, on the one hand, that the exercise of rights from the priority is
possible for numerous further filings within the priority period and is exhausted
when the first further filing with the declaration of priority is made available to the
public.

On the other hand, it is observed that the identity of the application giving rise to
priority with the further filing beyond the object of the invention must be given only
with respect of the person of the applicant claiming priority (or his successor in
title). A prior application for the same invention through other or additional persons
may not be qualified as the first invention in the sense of priority right. The exami-

40 In vindication proceedings, an objection on the grounds of a lack of protectability (from non-
authorized patent applicants) may not be raised, German Federal Supreme Court (Bundes-
gerichtshof, BGH), dated May 15, 2001 — X ZR 227/99, 2001 GRUR, 823, 824 — Schlepp-
fahrzeug. MELULLIS, in: BENKARD (ed.), ‘Kommentar zum Patentgesetz’, Section 8, marginal
note 5 (10th ed. 2006). Of course, the result of such proceedings can be that the priority claim
was invalid. Should, however, this deficiency not be brought forward in a petition for nullity by
an interested competitor, who is able to cite the state of the art for the priority period, the defi-
ciency remains without consequence with respect to the continuance of the patent.
TESCHEMACHER, supra note 25, 537.

ULLMANN, supra note 1, Intro Int. Part, marginal note 71; RUHL, supra note 1, marginal notes
629, 630.
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nation of priority is not to be concerned with the material legitimacy of the applicant
of the identical invention. The patent office must assume the accuracy of the expla-
nation provided thereto. One who, as an opponent or petitioner for nullity, claims
that the person of the applicant of the prior and further application is misused in
order to (for a new priority) exclude a decisive state of the art must report this and
where necessary prove it.



The Experimental Use of the Patented Invention:
A Free Use or an Infringing Use?

Vincenzo Di Cataldo

1. The Traditional Law: An Exemption Rule for ‘Purely’
Experimental Activities

Is a researcher free to use in his or her research activities an invention covered by
another inventor’s patent? Almost all the patent systems of the world state that any-
one is free to ‘play’ with other people’s patented inventions, provided that it is a
purely experimental use. The spirit of this rule is what induces me to use the verb ‘to
play’, meaning a research activity absolutely devoid of industrial or commercial
purposes. On the contrary, if the player intends to commercialize the possible fruits
of the research, the use of the patented invention is generally deemed to be an
infringement of the patent.

The exemption for research activities is quite an old rule. In the United States, it
dates back to 1813, having been affirmed in Whittemore v. Cutter.! The opinion,
written by Justice Story, justifies the reversal of the infringement suit against a
‘pure’ researcher, noting that ‘it could never have been the intention of the legisla-
ture to punish a man, who constructed a machine [covered by a third party’s patent]
merely for philosophical experiments, or for the purpose of ascertaining the suffi-
ciency of the machine to produce its described effects.’> As has been said many
times, such an experimental activity can in no way harm the patent holder’s eco-
nomic interests. And U.S. courts still adhere to said principle, although it has never
been expressly stated in patent law.

Article 27(b) of the Luxembourg Convention on the Community Patent of 1975-
1989 (‘CPC’), which has not entered into force, states that ‘acts done for experi-
mental purposes relating to the subject matter of the patented invention’ do not con-
stitute patent infringement.

Most European countries have a similar provision, taken from CPC? or devel-
oped by courts. In Italy, a research exemption was introduced in Article 1 of the

Whittemore v. Cutter, 29 F. Cas. 1120 (C.C.D. Mass. 1813).

Id., at 1121.

As I have said, the Community Patent Convention has not entered into force. To implement a
Community patent system, in 2001 the EC Commission wrote a draft regulation on the Com-
munity Patent, mainly structured along the lines of the CPC; but this regulation has not yet been
enacted either. For the reasons for the stalemate see D1 CATALDO, From the European Patent to
a Community Patent, 8 Colum. J. Eur. L. 19 (2002). Nonetheless, in the last decades of the past
century many European states amending their national patent laws in compliance with the
Munich Convention on the European Patent introduced some rules taken from the Community
Patent Convention.
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Patent Law of 1939 as amended in 1979 and is now expressed by Article 68(1) lit.a
of the Code of Industrial Property Rights of 2005.*

The wording of most of the European national statutes is quite open. It generally
exempts ‘experimental use’ and does not specifically lay down strict limits to the
exemption rule.’ But the history of the law and its application show that the experi-
mental use exemption seems to have a very narrow structure everywhere, as has
already been stressed. The exemption applies only to ‘purely’ experimental activi-
ties. If researchers are somehow interested in the commercial exploitation of the
possible fruits of their research, their use of a patented invention tends to be consid-
ered an infringement of the patent. Therefore, what has been said for the U.S. is gen-
erally true: ‘within this university of cases, the experimental use defense has been
frequently raised, but rarely sustained.”®

2. Looking for the Rationale of the Traditional Law

The rationale underlying the above indicated rule is unclear. While it may have been
fair and efficient two centuries ago when it was created for the U.S., it is unclear
whether the rule is still consistent with today’s world needs, i.e., whether it can be
considered a fair and efficient rule today, or whether efficiency considerations
should lead to a change in the law.

The scenario is somehow complicated (or perhaps clarified) by the fact that
many countries requiring an administrative market authorization for new and even
generic drugs have recently enacted a special rule expressly allowing clinical trials
of the generic drug even before the expiry of the patent on the pioneer drug. The
relationship of these special laws with the general exemption is unclear. With a view
to their interpretation it may be useful to understand whether these special laws are
consistent with the rationale of the general research exemption or whether they fol-
low only particular considerations.

The bundle of questions indicated above is not only of theoretical importance.
As we will see, the way we shape the experimental use exemption is directly affect-
ing the activities of all researchers — public and private, university and industrial.
Clearly, it thus also directly affects the flow of new inventions, even though it is
quite difficult to measure the exact extent of this effect. And lastly, it affects our
well-being.

Many scholars have already stressed that the use of patented inventions for
research purposes — though very important in every field — is particularly sensitive

4 Code of Industrial Property Rights, adopted on February 10, 2005 and published on March 4,

2005 in the Italian Official Journal No. 52 as Legislative Decree No. 30/2005.

With the interesting exception of the Netherlands and Portugal, whose laws expressly permit
only the purely experimental use of the patented inventions. Their words concern the use that is
‘solely serving for research’ (Dutch Law) or ‘exclusively carried for testing or experimental
purposes’ (Portuguese Law).

EISENBERG, Patents and the Progress of Science: Exclusive Rights and Experimental Use, 56 U.
Chi. L. Rev. 1017, 1021 (1989).
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in biotechnology,’ a field considered strategic for the advancement of the quality of
life in the near future. Therefore, it is fair to say that the answer we give to this legal
problem will directly affect the quality of life of future generations.

3. Experimental Uses for Regulatory Purposes: The New Law

When we talk of experimental uses, we talk of many different cases,? and it is
unclear whether an identical rule can be applied to them all. Perhaps the case most
frequently decided in the last few years has been the one, just mentioned above,
involving a patented drug or agrochemical (i.e., a product that needs an administra-
tive license to be sold), approaching the end of the patent term. Competitors of the
patent holder apply for administrative approval to commercialize the patented prod-
uct, and in order to start selling the product right after the expiry of the patent, they
apply when the patent is still in force. They submit a sample of the product for the
administrative authority to conduct the tests and/or submit the results of the clinical
tests they performed themselves. But the very act of submitting or testing the prod-
uct is considered use of the patented invention; so the patent holder can sue them for
infringement.

At first, in these cases, the courts decided almost everywhere that the use of the
patented product for regulatory purposes was to be considered an infringement and
that it could not be exempted as experimental use. This was the approach taken in
U.S. in the well-known decision of the Court of Appeal for the Federal Circuit in
Roche v. Bolar.” Indeed, this is a use intended for commercial purposes, whereas the
experimental use that is considered free is only the ‘purely’ experimental use.

7 MUELLER, No ‘Dilettante Affair’: Rethinking the Experimental Use Exception to Patent

Infringement for Biomedical Research Tools, 76 Wash. L. Rev. 1 (2001); THOMAS, Protecting
Academic and Non-Profit Research: Creating a Compulsory Licensing Provision in the
Absence of an Experimental Use Exception, 23 Santa Clara Computer & High Tech. L.J. 352
(2007); BAUER, Why Not Try the Experiment and Stop Pointing the Finger? Modern University
Research Unaffected by a Narrow Experimental Use Exception, 24 Temp. Envtl. L. & Tech. J.
122 (2005); YUN-HYOUNG LEE, Inverting the Logic of Scientific Discovery: Applying Com-
mon Law Patentable Subject Matter Doctrine to Constrain Patents on Biotechnology Research
Tools, 19 Harv. J.L. & Tech. 79 (2005).
A very insightful analysis of European cases of the last two decades of the last century has been
made by CORNISH, Experimental Use of Patented Inventions in European Community States,
29 IIC 735 (1998). See also GILAT, Experimental Use and Patents, VCH, Weinheim, 1995, and,
not only for a review of the Italian system, GALLI, L’uso sperimentale dell’altrui invenzione
brevettata, 46 Rivista di diritto industriale 1996, I, 17. More recently, COOK, Responding to
concerns about the scope of the defence from patent infringement for acts done for experimen-
tal purposes relating to the subject-matter of the invention, Intellectual Property Q. 193 (2006).
For a good analysis of the research exemption in Canadian and Indian Law see HELM, Out-
sourcing the Fire of Genius: the Effects of Patent Infringement Jurisprudence on Pharmaceuti-
cal Drug Development, 17 Fordham Intell. Prop. Media & Ent L.J. 189 (2006).
% Roche Products, Inc. v. Bolar Pharmaceutical Co., Inc., 733 F.2d 858 (1984). In Italy, in the
same direction, Tribunale Torino, 24 settembre 1984, 13 Giurisprudenza annotata di diritto
industriale, 623 (1984);
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This doctrine allows the producer of generic drugs and of generic agrochemicals
to effectively enter the market only with a certain delay, rather than at the very
moment of the expiry of the patent. This delay coincides exactly with the time both
— at different points in time — need to undergo the administrative procedure to obtain
the approval for the commercialization.

The two competitors, patent holder and generic drug producer, were originally
in the very same situation: both had to ‘waste’ the time needed for the administra-
tive procedure. The former had to subtract this time from the term of the exclusive
right conferred to him or her by the patent, since the patent holder effectively did
not have twenty years of exclusive right but twenty years minus the time spent on
the procedure for the administrative authorization needed to sell the product. The
latter could not enter the market immediately after the expiry of the patent but had
to wait for the time necessary to obtain the administrative authorization to sell the
product.

I have used the past tense because, as is universally known, things have radically
changed. New laws have been enacted everywhere to restore the time wasted by the
patent holder for administrative authorization, though not completely and not in an
identical way in all countries.!? The different details of these laws can be considered
irrelevant for the purposes of this study. However, once the patent holder has
restored — even if only in part — the legal duration of his or her exclusive right, the
producer of the generic drug expects to enter the market immediately after the
expiry of the patent. Needless to say, sketching the situation from the point of view
of the two competitors, we have to keep in mind that behind the producer of the
generic drug we should see the interest of an effective public domain on the inven-
tions disclosed by expired patents. It is absolutely unreasonable that the exclusive
right should remain in force after the expiry of the patent as a side-effect of admin-
istrative rules.

10 In the U.S., the law directly restores the patent term. See Drug Price Competition and Patent
Term Restoration (Hatch-Waxman) Act, Pub. L. No. 98-417 (1984). It is generally recognized
that the Hatch-Waxman Act has given a significant impulse to the development of the generic
drug industry, UNDERSTAHL, Authorized Generics: Careful Balance Undone, 16 Fordham
Intell. Prop. Media & Ent. L.J. 366 (2006); or, according to others, it has ‘created the generic
drug industry’, HELM, Outsourcing the Fire of Genius, supra, note 8.

In Europe, the E.C. Member States grant a Supplementary Protection Certificate under Reg-
ulation 1768/92/EC. This is quite a strange method, chosen in Europe just for “strategic” rea-
sons. Some Member states had prolonged the time limit of national patents in terms different
from each other. The E.C. Commission correctly saw the danger given to the uniformity of the
law in the Common Market by these national laws; but the E.C. Commission, which intended to
cancel the power of Member states to prolong the time limit of national patents, could not — and
cannot — modify herself the time limit of European or national patents. At this point, the E.C.
Commission decided to give the Member states the power to grant a new kind of industrial
property right (called Supplementary Protection Certificate) designed by a new E.C. Regula-
tion, prohibiting any other way of prolonging the time limit of the patent.
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And so, it is not strange at all that in many countries (in the U.S."'and E.C.72
among others), new laws have been enacted expressly stating that the testing activ-
ity required by regulatory purposes can be conducted even before the expiry of the
patent. As a matter of course, the production and sale of the generic drug or agro-
chemical shall be allowed only after that expiry.

For the case in question, there is a special law almost everywhere allowing the
use of the patented product which can be interpreted in two opposite ways as to its
counter-effects on the presence of a general experimental use exemption. The spe-
cial rule can be seen as part of a mosaic, being a confirmation of a general rule of
exemption for all experimental uses, even those that are not purely experimental. It
can also be seen as an exceptional rule, attesting the absence of a general exemption,
and leaving the exemption rule only for the purely experimental uses. To choose
between the two different perspectives, we should know more about the different
interests implicated in the problem.

At least in the U.S., courts have read quite extensively the special statutory texts
as freely allowing the use of patented inventions for regulatory purposes. The rule
has been interpreted to cover not only data gathering on drugs but also the compa-
rable testing of medical devices. In this perspective, the Supreme Court has
expressly stated:

[T]the statutory text makes clear that it provides a wide berth for the use of patented
drugs in activities related to federal regulatory process. [...] This necessarily includes
preclinical studies of patented compounds that are appropriate for submission to the
FDA in the regulatory process. There is simply no room in the statute for excluding
certain information from the exemption on the basis of the phase of research in which
it is developed or the particular submission in which it could be included.'?

In the case in question, the presumed infringer used the patented invention not to
supply information to the FDA, but to identify the compound that was the best drug
candidate for future clinical testing.

Thanks to the Drug Price Competition and Patent Term Restoration (Hatch-Waxman) Act
(1984),35 U.S. C. § 271(e)(1), that, overruling Roche v. Bolar, now reads: ‘It shall not be an act
of infringement to make, use, offer to sell, or sell within the Unites States or import into the
United States a patented invention ... solely for uses reasonably related to the development and
submission of information under a Federal law which regulates the manufacture, use or sale of
drugs or veterinary biological products’.

According to Article 10(6) of the Directive 2001/83, as inserted by Article 1(8) of the Directive
2004/27 for human medicinal products, and to Article 13(6) of the Directive 2001/82, as
inserted by Article 1(6) of the Directive 2004/28 for veterinary medicinal products, ‘conducting
the necessary studies, tests and trials’ needed for regulatory purposes ‘shall not be regarded as
contrary to patent-related rights or to supplementary protection certificates for medicinal prod-
ucts’. Both Directives have been implemented by most EC Member States.

3 Merck KGaA v. Integra Lifesciences I, Ltd., 545 U.S. 193 (2005). For further details on this
point see COGGIO, The Scope of ‘Safe Harbor’ Provision of the Hatch-Waxman Act in View of
Merck v. Integra Lifesciences, 16 Fordham Intell. Prop. Media & Ent. L.J. 10 (2005); MOTA,
Merck v. Integra Lifesciences — The Supreme Court protects the use of Patented Compounds in
Preclinical Studies, 29 Hamline L. Rev. 54 (2006).
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Nonetheless, courts tend to reaffirm a strict interpretation of the general research

exemption, as exemplified in the U.S. Court of Appeals for the Federal Circuit
(C.A.F.C.) in Madey v. Duke University.'* It is interesting to note that in this case,
the question of infringement of the patent was raised in quite an atypical way. And
the ruling, not by chance, has been widely debated. '’

The Court described the facts as follows:

In the mid-1980s Madey was a tenured research professor at Stanford University. At
Stanford, he had an innovative laser research program (...) In 1988 (Madey) left
Stanford for a position in Duke’s physics department. In 1989 Madey moved his free
electron laser (‘FEL’) research lab from Stanford to Duke (...) During his time at
Stanford, Madey had obtained sole ownership of two patents practiced by some of the
equipment in the FEL lab (...) At Duke, Madey served for almost a decade as director
of the FEL lab (...) However, a dispute arose between Madey and Duke. Duke
contends that, despite his scientific prowess, Madey ineffectively managed the lab.
Madey contends that Duke sought to use the lab’s equipment for research areas outside
the allocated scope of certain government funding (...) Duke sought to remove
(Madey) as lab director (and) eventually did remove Madey as director of the lab in
1997 (...) As a result of the removal, Madey resigned from Duke in 1998. Duke,
however, continued to operate some of the equipment in the lab. Madey then sued
Duke flo6r patent infringement of his two patents, and brought a variety of other
claims.

Duke raised, infer alia, the common law exception for patent infringement liability.
Following precedent, the Court stated that the experimental use defense is

very narrow and limited to ‘actions performed for amusement to satisfy idle curiosity,
or for strictly philosophical inquiry’. Further, use does not qualify for the experimental
use defense when it is undertaken in the ‘guise of scientific inquiry’ but has ‘definite,
cognizable, and not insubstantial commercial purposes’ (..) Use is disqualified from
the defense if it has the slightest commercial implication.!”

Commentators on the ruling have suggested that ‘the courts have considered even a
minimal flavor of commerciality sufficient to take the accused activity outside the

realm of protected experimental or research use.

>18

Madey v. Duke University, 307 F.3d 1351 (Fed. Cir. 2002).

ROWE, The Experimental Use Exception to Patent Infringement: Do Universities Deserve
Special Rules?, 57 Hastings L.J. 921 (2005-2006).

Madey v. Duke, at 1352-53.

Madey v. Duke, at 1362 (quoting Embrex, Inc. v. Service Engineering Corp., 216 F.3d 1343,
1355 (Fed.Cir.2000)).

MUELLER, No ‘Dilettante Affair’, supra, note 7, 18.



The Experimental Use of the Patented Invention 93

4. Experimental Uses on the Patented Product and Experimental
Uses with the Patented Product

Other cases of experimental uses concern different facts. Perhaps a good way of
looking at them is to distinguish between experimental uses ‘on’ the patented prod-
uct and experimental uses ‘with’ the patented product.'

Sometimes the researcher is simply trying to repeat the operations taught by the
patent to check whether the procedure gives rise to phenomena or effects not
recorded in or not comprised by the patent holder. Sometimes he or she is investi-
gating a patented product (e.g., a new chemical compound or a new drug) to assess
new uses, new therapeutic indications, or better conditions of use, such as better
dosages, possibilities to minimize side-effects, and so on. These are experimental
uses ‘on’ the product.

Sometimes, however, the researcher is using the patented product in part as a
research tool — e.g., to test different products, to investigate their reactions, and so
on. These are experimental uses ‘with’ the patent.

It is felt that the second group — research ‘with’ the product — should be left out
of the scope of experimental uses. When the product is a research tool, its use as a
research tool?® seems not to be an ‘experimental use’ but simply the normal ‘use’ of
the product. And it is quite probable that the same has to be assumed when the pat-
ented product is not a research tool itself but is used as such. A complete analysis of
these assumptions would need a dedicated study. For this reason, I will abstain from
considering them here, and notwithstanding the difficulties in drawing a clear line
between research on the product and research with the product, I will leave research
with the product out of the following considerations. This study will proceed keep-
ing in mind only research on the product and, of course, leaving aside any peculiar-
ities that could interfere with the study of a pure case. Thus, I will not consider the
possibility that the researcher, despite not being the patent holder, has some kind of
entitlement in the research, whether it be a licensee, via a voluntary or compulsory
license, or the holder of a use patent on the product.

5. The Experimental Use and the Role of University

A first set of considerations is to be drawn, in my view, from the history of the
research exemption rule. This rule, although directed to all research actors and
industry as well, was created to allow universities to conduct their research
activities freely. It was created at a time, only a few decades ago but in a world

19 MUELLER, No ‘Dilettante Affair’, supra, note 7, 39. See also Judge Pauline Newman’s dissent-
ing opinion in Integra Lifesciences I, Ltd. v. Merck KGaA, 331 F.3d 860 (Fed. Cir. 2003).
Assuming, of course, (and for reasons of space it is not possible here to revise this doctrine) that
a research tool can be per se the object of a patent, as is generally said today. See BAUER, Why
Not Try the Experiment and Stop Pointing the Finger?, supra, note 7; MUELLER, No ‘Dilettante
Affair’, supra, note 7; PFAFF, ‘Bolar’ Exemptions — A Threat to the Research Tool Industry in
the U.S. and the E.U.?, 38 TIC 258 (2007); YUN-HYOUNG LEE, Inverting the Logic of Scientific
Discovery, supra, note 7, 79.
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very far and different from the present one, when universities were (if not all, at
least most) just ‘academies’ — i.e., structures not market-oriented but interested
only in enriching knowledge with no involvement in industrial and commercial
applications of their activities or in practical life. At that time there were no ties
between university and industry, or rather, such ties were very scarce. There was
no reason to imagine that the results of a university’s research activities would
enter the market.

An initial question now arises: are our universities still such out-of-the-world
structures? And secondly, are we still interested in only fostering the free play of
universities, or do we think that universities are or should be serious instruments of
not only scientific but also technical progress?

The answer to both questions is not in doubt. Universities, looking for the finan-
cial resources they need to fulfill their mission, urge their researchers to dedicate
themselves to research projects that promise industrially and commercially useful
results. ‘Academic research is not “philosophical inquiry”, in the courts’ 21 cen-
tury understanding of that term, but rather a means to advance the “legitimate busi-
ness objectives” of a university.”?! And, although aware of the need to leave some
free space for that wonderful gift of the gods that we call serendipity, today’s world
looks at universities as important players in the chessboard of technical progress,
actively involved in research programs which are very frequently, if not always
jointly crafted and developed with industry.

In this new scenario, the rule that authorizes research on patented inventions
only when they are purely experimental ones is quite a useless rule: such activities
are absolutely marginal and no one thinks they should regain space. A more general
research exemption rule seems absolutely consistent with the new role the univer-
sity has in today’s research system.

Giving the research exemption a more comprehensive scope than the commonly
asserted law is the approach that better rewards the wonderful, professional research
actor that is now the university,?> a complex whose principal mission is just research
— together with a kind of education strictly linked to research; the other educational
actors — schools — are not active in research. The way we shape the experimental use
exemption is clearly and directly affecting the way we restrict or enlarge the field of
activity of the university. Accordingly, we choose whether to fully use or under-use
the research capability of the university. Needless to say, this is important both gen-
erally and in the interest of the university. On this point, the interests of the univer-
sity seem absolutely ambiguous and paradoxical.?® As a researcher, the university
could be interested in a larger research exemption, but by contrast, as a patent

2
22

EISENBERG, Patent swords and shields, 299 Science 1018, 1019 (February 14, 2003).

This is notwithstanding the fact that the law does not address directly nor exclusively the
research activity of the university, and does not distinguish, as to the applicable rule, between
industrial and university research.

RITCHIE DE LARENA, What Copyright teaches Patent Law About ‘Fair Use’ and Why Univer-
sities Are Ignoring the Lesson, 84 Or. L. Rev. 805 (2005).
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holder?* could also be interested in a more strict research exemption. Once more, by
enriching or reducing the field of action of the university, we enrich or reduce the
flow of new inventions.

6. New Inventions Blossom from Existing Inventions

The case for a broader research exemption can count on some other and, from my
point of view, impressive reasons. The research system is now a well-integrated
system. Today, much more than yesterday, new inventions are developed from
existing inventions. Today, much more than yesterday, we must acknowledge the
truth of Newton’s aphorism: ‘If I have seen farther, it is by standing on the shoulders
of giants.”>> Moreover, today, almost all inventions are covered by a patent and the
idea not to patent an invention seems to be absolutely extravagant.

Consequently, the way we shape the experimental use exemption is directly
affecting the flow of new inventions to a greater extent than in the past. If we
reserve all research uses of the patented inventions to each patent holder, we will
stop other researchers’ activity on each patented invention, and there will be only
one researcher per patent® actively conducting more or less research on it — as we
shall see later, it is less, not more. Even considering that someone might simply
ignore the ban, it is correct to assume that, as a matter of fact, we will have substan-
tially reduced the number of researchers and accordingly, we will have reduced the
prospects of new inventions.

On the contrary, if any research activity is free, even on patented inventions, we
can hope that a greater number of people could invest in research programs on the
inventions of others. Even if many researchers will abstain from entering this field,
knowing that the previous patent could hinder their use of any second invention, we
can reasonably assume that more researchers are likely to investigate existing
inventions; hence more new inventions are likely to stem from previous ones. And
there can be no doubt as to what is preferable in the public interest.

24 Universities are now everywhere (in the U.S. there has been a dramatic evolution in this direc-
tion, starting from the Bay-Dohle Act of 1985) important players in the patent system, keeping
in their portfolio outstanding pools of patents and tending to become more aggressive in
enforcing their patents in court. Precisely for this reason some scholars think that it is not in the
university’s interest to have a larger research exemption, since such a rule would endanger the
flow of royalties they keep from their patents, ROWE, The Experimental Use exception to Patent
Infringement, supra, note 15.

On this superb aphorism see the wonderful book by ROBERT K. MERTON, On the Shoulders of
Giants (1965).

The assumption is true, in my view, even considering the possibility of licensing the patent.
Licensor and licensee can be considered, for the problem at hand, a unique pole.

25
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7. The Patent Holder is Not (or Not Always) the Best Researcher
on His or Her Own Invention

Let us look at the public interest from a different perspective: is it really true that the
patent holder is the best researcher on his or her own patented invention? New
inventions, we know, stem from existing inventions. Suppose that — according to the
traditional rule — the experimental use of the existing inventions is reserved to the
patent holder. From a purely technical point of view, the patentee may seem the best
candidate for new developments. After all, he or she is generally the person who
knows the invention best. Indeed, almost every patent holder researches his or her
patent. But it is difficult to think that he or she will be particularly active in new
research aiming at surpassing the first invention. The inventor will try to improve
the invention but will carefully refrain from developing new inventions that could
displace the existing one. The inventor will block, try to slow down, or at least
decrease the pace of technical progress — at least, until he or she has exploited the
first invention to the fullest, extracting all possible payback from it.

This is more or less true according to the structure of the market. The more com-
petitive the market is, the more the patent holder will have a stimulus to outpace his
or her invention because it is always possible that a competitor will do so. The more
concentrated the market is, the less the inventor will be interested in investing in
new developments since there is little chance that someone else will outstrip the pat-
ented invention. We all know that truly competitive markets exist almost exclu-
sively in economics textbooks and that most real markets are quite concentrated.
This means that the propensity of patent holders to invest in research on their inven-
tions cannot be considered, generally speaking, very high.

In other words: experimental use of an invention is always a messenger of death
for it, a first step towards its burial. But the patent holder who, according to the tra-
ditional rule, is the only researcher entitled to this activity is the person least keen to
give the invention the kiss of death. If we really want new inventions to blossom
from existing inventions, we have to give freedom of research to other researchers.

8. The Traditional Exemption Rule is Not Essential to a Strong
Defense of the Patent

Now I would like to pose a different question. Is the traditional rule, the one
exempting from liability for patent infringement the experimental use of the
patented invention only if this use is not directed to industrial and commercial pur-
poses, essential to a good, strong defense of the patent?

My answer is no. Suppose that a researcher (different from the patent holder),
playing around a patented invention, conceives a new invention. If the use of this
new invention involves the use of the previous one (as will quite frequently be the
case), the use of the second invention infringes the first patent. The law gives per-
fect protection to the first invention, and there is no need to prevent the experimen-
tal use of the first invention if the use of the second invention is prevented by the
very existence of the first patent. And the existence of two patents, the second being
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‘dependent’ on the first (in the sense this word has in patent law), will distribute the
merits and benefits of the two inventions between the two inventors.

In this case, a rule giving the patent holder the right to exclude competitors from
any experimental use of the invention seems useless from the point of view of the
patent holder. Such a rule would needlessly prevent research activities, as the patent
holder can block the subsequent industrial and/or commercial use of the new inven-
tion. Moreover, the rule seems dangerous from the point of view of the public inter-
est, because (as previously stated) it risks reducing, and indeed actively reduces the
flow of new inventions.

Conversely, if the use of the new invention conceived through the experimental
use of a previously patented invention does not involve the use of the first invention,
there will be no infringement of the first patent. But it is not easy to understand why
the law should block the creation of the second invention by affirming the unlawful-
ness of the activity that has led to it, i.e., the experimental use of the first invention.

To focus on this problem we have to assess the real structure of the patent. If we
look at the patent from a proprietary perspective, i.e., if we look at the patent as an
exclusive right to ‘any’ use of the invention, it follows that the experimental use of
the invention is included among the uses reserved to the patent holder.

On the contrary: If we see the patent only as a bundle of special exclusive rights
designed only to create an incentive to inventive activity; if we conceive the exclu-
sive right given by the patent as only an exclusive right over industrial and commer-
cial uses of the invention; if we acknowledge that giving the patent holder the
exclusive right over industrial and commercial uses of the invention has nothing to
do with giving him or her not a tool to produce, sell and use the invention as a
monopolist, but the power to control the flow of new inventions, even of those not
involving the use of his or her invention, we have no reason in any of these cases to
reserve to the patent holder the experimental use of the invention.

9. Intellectual Property is Not Just Property

The stressed alternative above is well-known to scholars in intellectual property
law.?’ It has been said many times that the word ‘property,” generally used to indi-
cate the special institutions we call patents, trademarks and so on, cannot be taken
literally. It does not mean that the right holder has an exclusive right over all the
possible uses of his or her intellectual property. It simply means that the right holder
has an exclusive right over some uses of the intellectual property and only over the
uses that must be indicated by the special laws creating these special exclusive

27 See, among others, GHIDINI, Intellectual Property and Competition Law — The Innovation
Nexus, Edward Elgar, Cheltenham, 2006; LEMLEY, The Modern Lanham Act and the Death of
Common Sense, 18 Yale L.J. 1687 (1999), and LEMLEY, Property, Intellectual Property, and
Free Riding, 83 Tex. L. Rev. 1031 (2005). The (obvious) difference between ‘property on tan-
gible goods’ and ‘intellectual property’ is underlined by the economic analysis of law, POSNER,
Intellectual Property: The Law and Economics Approach, 19 J. Econ. Persp. 59 (2005). Suffice
it to remember the existence of a term of the IP rights and the doctrine of ‘fair use’.
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rights (and not by the law of property which has nothing to do with intellectual
property).

Therefore, when interpreting intellectual property law — in our case patent law —
we should avoid any overprotection, i.e., the attribution to the right holder of rights
and prerogatives that are not functional to the goals of the law. If the goal of patent
law is to foster the creation of inventions, giving the inventor the exclusive right
over the industrial and commercial use of his or her invention, we should ack-
nowledge that the experimental use of the patented invention must be left free to all
and is not part of the exclusive rights given by the patent to the patent holder.



Interpreting Exceptions in Intellectual Property Law

Henrik Holzapfel and Georg Werner

1. A Singular Ghost

German and European civil-law theory, and intellectual property law theory in par-
ticular, are being haunted by a ghost. One you, the reader, have surely come across.
It is the postulate that exceptions should only be interpreted narrowly or according
to their wording'. This is often referred to as ‘singularia non sunt extendenda’,
‘exceptio stricti juris’ or ‘exceptio est strictissimae interpretationis’. For the sake of
brevity, we shall refer to it here as the ‘singularia postulate’.

As anyone who knows him is aware, Professor Straus treats dogma disguised as
incontestable truths with a healthy dose of skepticism. He always attempts to weigh
up the interests of all parties involved in a particular case, taking all aspects thereof
into account. We can therefore safely assume that he would critically assess the sin-
gularia postulate,> something this paper will also attempt to do. In this regard, we
particularly aim to examine whether the singularia postulate finds justification in
specific aspects of intellectual property law.

2. 2. Origin and Proliferation

2.1 Roman Law

The principle whereby exceptions should be interpreted narrowly has its roots in
Roman law. In roman legal sources, particular laws are referred to as ‘jus
singulare’. Tt was prohibited to apply these analogously.> However, there always
appeared to be a lack of certainty regarding the concept of ‘jus singulare’ in
those areas where Roman law was adopted, as it was not comprehensible why in

I See, for example, German Federal Supreme Court (Bundesgerichtshof, BGH), November 6,

1953, I ZR 97/52, 1954 Gewerblicher Rechtsschutz und Urheberrecht (GRUR) 216, 219 —
Romfassung; July 8, 1993, I ZR 124/91, 1994 GRUR 45, 47 — Verteileranlagen; January 16,
1997, 1 ZR 9/95, 1997 GRUR 459, 463 — CB-infobank I; MELICHAR, in: SCHRICKER, Urheber-
recht, before Sec. 44a et seq. German Copyright Act, note 15 (3rd ed. 2006); NICOLINI, in:
MOHRING/NICOLINI, Urheberrechtsgesetz, Sec. 45 German Copyright Act, note 2 (2nd ed.
2000); NORDEMANN, in: FROMM/NORDEMANN, Urheberrecht, before Sec. 45 German Copy-
right Act, note 3 (9th ed. 1998).

Cf., for example, STRAUS, Schranken der Verwertungsrechte im italienischen Urheberrecht,
1980 Gewerblicher Rechtsschutz und Urheberrecht, Internationaler Teil (GRUR Int.) 355-357.
MUSCHELER, Singularia non sunt extendenda, in: DRENSECK/SEER (ed.), Festschrift fiir Hein-
rich Wilhelm Kruse zum 70. Geburtstag, 135, 136-137 (2001).
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these sources particular provisions qualified as ‘jus singulare’ and others did
4
not.

2.2 Singularia Postulate in German Civil Law

The singularia postulate has undergone remarkable development in civil law rul-
ings of the German Federal Supreme Court. As recently as in 1951, the German
Federal Supreme Court acknowledged the singularia postulate as a binding rule of
law that prohibited judges from applying exceptions analogously.’ In a series of
decisions subsequently issued until 1988, the Court no longer accepted the singu-
laria postulate as a binding rule of law, but did accept it as an argument against
applying provisions analogously.® Finally, in another series of decisions, the last of
which was issued in 2006, the Court mentioned the singularia postulate, but ulti-
mately decided against it, i.e. rules qualifying as exceptions were interpreted
broadly or applied analogously.” Apparently, case law eroded the purely formal
argument of the singularia postulate in favor of true substantive arguments, until
the singularia postulate became a mere non-committal set phrase.

4 MUSCHELER, id., 137-139. Probably due to its Roman-law origins, the singularia postulate is
still in force in modern-day Italy. Art. 14 Preleggi Codice Civile, for example stipulates the fol-
lowing: ‘Le leggi penali e quelle che fanno eccezione a regole generali o ad altre leggi non si
applicano oltre i casi e i tempi in esse considerati’, which translates as ‘criminal law provisions
or those that stipulate an exception from general rules or other provisions may not be applied to
cases and periods other than those to which they refer.” However, it should be noted that Art. 14
Preleggi Codice Civile does not have great argumentative significance in Italian case law and is
widely criticized in Italian legal literature. /d., at 144-146. The prohibition set forth in Art. 14
Preleggi Codice Civile to apply criminal provisions beyond their literal meaning or retro-
actively to the detriment of the perpetrator (‘nulla poena sine lege scripta’), also echoes in
German law, namely in Art. 103(2) German Constitution and Sec. 1 German Criminal Code.
However, this article does not further pursue the interpretation of criminal law.

5 German Federal Supreme Court (Bundesgerichtshof, BGH), December 15, 1951, II ZR 108/51,
1952 Neue Juristische Wochenschrift (NJW) 223, 223. However, in this case the singularia
postulate was not brought forward as the only argument against applying a provision analo-
gously.

% German Federal Supreme Court (Bundesgerichtshof, BGH), June 21, 1951, III ZR 173/50,
1951 Neue Juristische Wochenschrift (NJW) 762, 762; May 18, 1953, IV ZR 126/52, 1953
Neue Juristische Wochenschrift (NJW) 1545, 1546;, April 7, 1965, 1965 Neue Juristische
Wochenschrift (NJW) 1477, 1479; November 2, 1988, VIII ZR 121/88, 1989 Neue Juristische
Wochenschrift (NJW) 461.

7 German Federal Supreme Court (Bundesgerichtshof, BGH), June 20, 1951, GS Z 1/51, 1951
Neue Juristische Wochenschrift (NJW) 599, 600; February 5, 1952, GS Z 4/51, 1952 Neue
Juristische Wochenschrift (NJW) 458, 458; November 19, 1957, VIII ZR 409/56, 1958 Neue
Juristische Wochenschrift (NJW) 303, 304; December 2, 2005, V ZR 35/05, 2006 Neue Juris-
tische Wochenschrift (NJW) 990, 991; see also German Federal Labor Court (Bundesarbeits-
gericht, BAG), April 6, 1955, 1 ABR 25/54, 1955 Neue Juristische Wochenschrift (NJW) 886,
886; August 25, 1983, 6 ABR 52/80, 1984 Zeitschrift fiir Wirtschaftsrecht (ZIP) 84, 86.
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It should also be noted that, in a judgment passed in 1978, the German Federal
Constitutional Court found that there was no legal rule in the German legal system
that made restrictive interpretation of exceptions mandatory.®

The singularia postulate is unanimously rejected in both German civil law and
in German legal methodology.” Canaris formulated this rejection as follows:'’
‘Rarely has a misguided rule created so much harm than the assertion that, as a rule,
exceptions may not be applied analogously; case law has repeatedly invoked this
assertion, thus saving itself the trouble of having to provide a more detailed reason-

)

ing.
2.3 Singularia Postulate in German Intellectual Property Law

2.3.1 Copyright Law

The singularia postulate issue is most commonly raised in German copyright law.
The German Copyright Act grants extensive protection to the authors of protectable
works, covering both their intangible and pecuniary interests. However, this protec-
tion is undermined by a relatively large number of provisions curtailing authors’
protective interests in favor of public interest in access and exploitation.!! The
singularia postulate is often mentioned in connection with the interpretation of such
exemptions under copyright law.

2.3.1.1 Case Law

Supreme court copyright case law demonstrates the remarkable rise and fall of the
singularia postulate. In earlier decisions, in particular, the German Federal
Supreme Court ruled quite apodictically that restrictions of authors’ rights consti-
tuted exceptions and therefore had to be interpreted narrowly. According to the
court, exemptions under copyright law could in rare cases be analogously

8 German Federal Constitutional Court (Bundesverfassungsgericht, BVerfG), February 2, 1978,

2 BvR 406/77, 1978 Neue Juristische Wochenschrift (NJW) 1149, 1150. Likewise, in its deci-
sion of February 9, 2000 (1Z BR 149/99, 2000 Neue Juristische Wochenschrift (NJW) 1875,
1876), the Bavarian Highest Regional Court (Bayerisches Oberstes Landesgericht) ruled that
exceptions do not always have to be interpreted narrowly, but may be applied analogously
within the limits of the law’s intent.

% LARENZ, Methodenlehre der Rechtswissenschaft 355-356 (6th ed. 1991); MULLER, Juristische
Methodik 166 (2nd ed. 1976); BYDLINSKI, Juristische Methodenlehre und Rechtsbegriff 79, 81,
440 (2nd ed. 1994); ENGISCH, Einfiihrung in das juristische Denken 196 (10th ed. 2005);
PAWLOWSKI, Methodenlehre fiir Juristen, note 489a (3rd ed. 1999); SCHNEIDER, Logik fiir
Juristen 151 (5th ed. 1999); HEINRICHS, in: PALANDT, Biirgerliches Gesetzbuch, Introduction,
note 53 (67th ed. 2008); WURDINGER, Die Analogiefdhigkeit von Normen, 2006 Archiv fiir die
civilistische Praxis (AcP) 946, 965-966; SCHOCKENHOFF, Der sachlich gerechtfertigte Grund,
in: BRINKER/SCHEUING/STOCKMANN (ed.), Festschrift fiir Rainer Bechtold, 419, 426-427
(2006); on the grounds for rejection see infra 3.

10" CANARIS, Die Feststellung von Liicken im Gesetz, 181 (2nd ed. 1983).

11 Sections 44a et seq. German Copyright Act.
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applied;'? however, the judges never actually acknowledged such a case. The Ger-
man Federal Supreme Court opted for a narrow interpretation of the relevant
exemptions each time.

The Verhiillter Reichstag"® decision (Wrapped Reichstag) marked the height of
this development. In this ruling dated January 24, 2002, the First Senate of the
German Federal Supreme Court moved the following assertion up to the first
headnote of the decision: ‘In principle, exemptions under copyright law should be
interpreted narrowly.” However, in its grounds the Court did not derive this asser-
tion primarily from the formal argument that exemptions under copyright law are
to be interpreted narrowly due to their exceptional nature. Rather, it emphasized
the fact that the author must receive a fair share in the proceeds generated with the
commercial exploitation of his works, meaning that the exclusive rights to which
he is entitled with regard to the exploitation of his works may not be excessively
curtailed.'* However, the Court then qualified its assertion by stating that these
exemptions were the result of the legislator’s balancing of legally protected inter-
ests, and that they took into account special interests of third parties that might be
protected by the constitution. To interpret the exemptions, both the interests of
third parties afforded protection by the exemption and those of the author must be
considered.

In light of this qualification, it is hardly surprising that a few months later, in its
Elektronischer Pressespiegel (Electronic press review) ruling on July 7, 2002, the
same division of the German Federal Supreme Court ruled that the exemptions of
Section 49 German Copyright Act may be analogously applied under certain cir-
cumstances. ' The Elektronischer Pressespiegel case dealt with the issue of whether
provisions concerning press reviews printed on paper could also be applied to elec-
tronic press reviews. The German Federal Supreme Court concluded that they
could. In its grounds, the Court based its arguments on the technical developments
that have taken place since the enactment of Section 49 German Copyright Act in
the 1960s. Interpretation of legal provisions should not stick to the letter of the law
where there are changes to the technical framework, but should take such new cir-

German Federal Supreme Court (Bundesgerichtshof, BGH, — Romfassung, supra note 1; May
18, 1955, I ZR 8/54, 1955 GRUR 492, 496-499 — Magnettonband; March 17, 1983, 1 ZR 186/
80, 1984 Neue Juristische Wochenschrift (NJW) 1108, 1109 — Zoll- und Finanzschulen; Ver-
teileranlagen, supra note 1; CB-infobank I, supra note 1; May 4, 2000, I ZR 256/97, 2001
GRUR 51, 52 — Parfumflakon; see also German Federal Supreme Court (Bundesgerichtshof,
BGH),April 3, 1968, I ZR 83/66, 1968 GRUR 607, 608-609 — Kandinsky I; Hamburg Court of
Appeals (Oberlandesgericht, OLG), April 6, 2000, 3 U 211/99, 2001 Neue Juristische Wochen-
schrift, Rechtsprechungsreport (NJW-RR) 552, 553.
13" German Federal Supreme Court (Bundesgerichtshof, BGH), January 24, 2002, I ZR 102/99,
) 2002 GRUR 605, 605-606 — Verhiillter Reichstag.
Id.
15 Likewise German Federal Supreme Court (Bundesgerichtshof, BGH), March 20, 2003, I ZR
117/00, 2003 GRUR 956, 957 — Gies-Adler.
16 German Federal Supreme Court (Bundesgerichtshof, BGH), July 7, 2002, I ZR 255/00, 2002
GRUR 963, 966 — Elektronischer Pressespiegel.
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cumstances into account — even if they were unknown to the legislator at the time it
created such exemptions.'’

In another decision in 1986, which represented an isolated view until the Elek-
tronischer Pressespiegel decision (and was not even mentioned in the same), the
German Federal Supreme Court ruled that the exemption of Section 51 no. 2 of the
German Copyright Law (regarding quotes) may be applied analogously.'® In its
Filmzitat decision (Film quote), the German Federal Supreme Court held that, as a
limitation of an author’s exclusive rights, the right to quote constituted an exception
and therefore as a rule had to be interpreted narrowly. However, it found that the
analogous application of exemptions under copyright law were admissible in excep-
tional cases. Such analogy may be necessary, for example — as in the Filmzitat case
— where there is a gap in the law and the spirit and purpose of the exception requires
such gap to be filled.

To sum up: The German Federal Supreme Court understands exemptions under
copyright law as exceptions that must be interpreted narrowly. According to the
Court, the principle of narrow interpretation results from the intention to give
authors an appropriate share in the proceeds generated with the commercial exploi-
tation of their works. However, the German Federal Supreme Court sometimes
applies exemptions analogously. The German Federal Supreme Court makes such
analogous application contingent on the existence of two conditions. First, an act of
use be allowed in accordance with the spirit and purpose of the exemption. Second,
taking into account the principle of proportionality, reasons of public interest —
which the exemption accommodates — have priority over the interests of the author.

2.3.1.2 Legal Literature

Relevant literature dealing with copyright law provides some quite different views
on interpreting exemptions.

In some places — i.e. in older opinions predating the Elektronischer Presse-
spiegel decision of the German Federal Supreme Court — the singularia postulate is
considered binding. Commentators insist that exemptions under copyright law are
exceptions and, as such, must be interpreted narrowly. They even maintain that in
case of doubt, one should always decide in favor of the author, ruling out exploita-
tion of the work by third parties. Analogous application of exemptions were there-
fore completely out of the question.'”

Other opinions based their arguments on the principle that, as a rule, exemptions
must be interpreted narrowly. Express reference is also made to the singularia pos-
tulate as justification, i.e. to the exceptional nature of exemptions. However, in
accordance with the Elektronischer Pressespiegel decision, it is conceded that in

17" As already stated in: German Federal Supreme Court (Bundesgerichtshof, BGH) — CB-
infobank 1, supra note 1.

18 German Federal Supreme Court (Bundesgerichtshof, BGH), December 4, 1986, I ZR 189/84,
1987 GRUR 362, 363 — Filmzitat.

19 NicoLnt, supra note 1, Sec. 45 German Copyright Act, note 2; NORDEMANN, supra note 1,
before Sec. 45 German Copyright Act, note 3; FECHNER, Geistiges Eigentum und Verfassung
475 (1999).
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exceptional cases, for example the occurrence of new technical methods of exploi-
tation, a broader interpretation may apply and analogous application of exemptions
may even be possible.?’

The same conclusion is justified differently in other opinions. In concurrence
with the Elektronischer Pressespiegel decision, the principle that, as a rule, exemp-
tions must be interpreted narrowly, is derived not as much from the singularia
postulate as from the intention to guarantee the author a fair share in the proceeds
generated with the commercial exploitation of his works. In exceptional cases,
broader interpretation or analogous application of exemptions was possible, for
example where new technical developments or a special public interest in informa-
tion or exploitation make these necessary.”!

Finally, there are those that call for broad interpretation of exemptions as a mat-
ter of principle, claiming that works without copyright protection are the norm.
According to these opinions, the exclusive rights of an author were the exception to
this rule, requiring justification. As a result, the author could only be granted a lim-
ited scope of protection.?

2.3.2 Patent Law

The singularia postulate plays a more limited role in German patent law than in
copyright law. Neither German patent case law nor relevant literature feels bound to
the singularia postulate. Accordingly, exemptions under patent law may be broadly
interpreted in certain cases.

The prime example for this practice is the doctrine of exhaustion of patent
rights. Exhaustion is an exemption under patent law. Its theory supposes that a pat-
ented product or a product obtained directly by a patented process becomes part of
the public domain if it is either placed on the market by the patent holder himself or
by a third party with the former’s consent.?® For a long time the German Patent Act
did not contain any provisions on exhaustion. Meanwhile Sections 9b, 9¢c PatG con-
tain special criteria. However, these only refer to biotechnology inventions. So,
although largely unaddressed in the Patent Act, patent law generally recognizes
exhaustion as an exemption. It corresponds to the established legal view that the

20 MELICHAR, supra note 1, before Sec. 44a et seq. German Copyright Act, notes 15-15b;

SCHRICKER, in: SCHRICKER, Urheberrecht, Sec. 51 German Copyright Act, note 8 (3rd ed.
2006).

DREIER, in: DREIER/SCHULZE, Urheberrechtsgesetz, before Sec. 44a et seq. German Copyright
Act, note 7; LUFT, in: WANDTKE/BULLINGER, Praxiskommentar zum Urheberrecht, before
Sec. 44a et seq. German Copyright Act, notes 1-2 (2nd ed. 2006).

HOEREN, Urheberrecht in der Informationsgesellschaft, 1997 GRUR 870; cf. also HILTY,
Siindenbock Urheberrecht?, in: OHLY/KLIPPEL, Geistiges Eigentum und Gemeinfreiheit 106,
137 (2007). HILTY, Vergiitungssystem und Schrankenregelungen, 2005 GRUR 819, 823-824,
claims that the singularia postulate was largely dismissed as a mere legend.

The doctrine of exhaustion finds justification in the public need for free movement of goods and
in the fact that the patent holder is guaranteed a reward: When placing the product on the mar-
ket, he had the opportunity to take advantage the technical and/or financial benefits granted
under the patent, ¢f. KEUKENSCHRUVER, in: BUSSE, Patentgesetz, Sec. 9 German Patent Act,
notes 142-143 (6th ed. 2003); MES, Sec. 9 German Patent Act, notes 55-56 (2nd ed. 2005).

21

22

23
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exhaustion provisions of Section 17(2) of the German Copyright Act and Section 24
of the Trademark Act can be applied analogously in patent law. If at all, there is
debate at political level (de lege ferenda) as to whether exhaustion should even
apply beyond the scope of those sections to the placing on the market of goods out-
side the European Union and the European Economic Area.>*

In parts of patent literature the singularia postulate is fully rejected.? There is
also the view similar to that of more recent copyright literature that the exceptional
nature of a provision is a significant indication, so that broader interpretation or
analogous application of the relevant provision should be applied with caution.
However, broader interpretation or analogies are not completely ruled out in the
case of exceptions.?® Finally, an earlier publication takes the view that the singu-
laria postulate is binding. However, it attempts to circumvent the postulate by refer-
ring to the exemption of Section 11 no. 2 of the German Patent Act (the experimen-
tal use exception to infringement) as a ‘limitation of effect’ (Wirkungsbegrenzung)
inherent to the patent rather than an exception, to which the requirement of narrow
interpretation should not apply.?’

2.3.3 Trademark Law

The singularia postulate has no great significance in trademark law. As far as we
can see, no German or European Community court has invoked the postulate in
trademark case law to date. In its interpretation of trademark law, the European

24 German Federal Supreme Court (Bundesgerichtshof, BGH), September 24, 1979, KZR 14/78,
1980 GRUR 38, 39 — Fullplastverfahren; December 14, 1999, X ZR 61/98, 2000 GRUR 299,
299 — Karate; November 14, 2000, X ZR 137/99, 2001 GRUR 223, 224 — Bodenwaschanlage;
SCHAREN, in: BENKARD, Patentgesetz, Sec. 9 German Patent Act, notes 15-26 (10th ed. 2006);
KEUKENSCHRIJVER, supra note 23, Sec. 9 German Patent Act, notes 142 169; MES, supra note
23, Sec. 9 German Patent Act, notes 55-61a. The German Federal Patent Court and a Technical
Boards of Appeal of the European Patent Office have also stated that provisions that stand in the
way of the grant of a patent, like any exclusion clause must be narrowly construed. See German
Federal Patent Court (Bundespatentgericht, BPatG), July 28, 2000, 17 W (pat) 69/98, note
1.4.2; Technical Boards of Appeal of the European Patent Office, September 25, 1987, T 385/
86, 1988 GRUR Int. 938, 939, note 3.2. However, the Enlarged Board of Appeal of the Euro-
pean Patent Office has held that the frequently cited principle, according to which exclusion
clauses from patentability laid down in the European Patent Convention (EPC) are to be con-
strued in a restrictive manner, does not apply without exception. See Enlarged Board of Appeal
of the European Patent Office, December 16, 2005, G 1/04, 2006 GRUR Int. 514, 518.

See, for example, PIETZCKER, Patentrechtliche Fragen bei klinischen Untersuchungen — eine
Erwiderung, 1994 GRUR 319, 319-321; TESCHEMACHER, Buchbesprechung, 1987 GRUR
Int. 61, 62.

MELULLIS, in: BENKARD, Europiisches Patentiibereinkommen, Art. 52 EPC, note 19 (2002);
HIEBER, Die Zulissigkeit von Versuchen an patentierten Erfindungen nach § 11 Nr. 2 PatG
1981, 1996 GRUR 439, 442.

CHROCZIEL, Benutzung zu Versuchszwecken als Einwand gegeniiber einem Anspruch wegen
Patentverletzung (Q 105), 1992 GRUR Int. 203, 205. Similarly HIEBER, supra note 26, 442,
who contrasts exceptions with ‘waivers’ (negative Geltungsanordnungen) to which the require-
ments of narrow interpretation should not apply.
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Court of Justice mainly emphasizes the fact that the interests of the parties involved
and those of the public must be taken into account.?®

Although mentioned in trademark literature, the singularia postulate is not con-
sistently advocated therein.?® Views also differ as to which trademark law provi-
sions should actually be considered exceptions. Some regard trademark protection
as the norm and therefore classify those provisions as exceptions that limit a trade-
mark owner’s claim for a grant or exclusive right.>* Some commentators consider a
trademark owner’s exclusive right an exception to the principle of free movement of
goods. For example, in the current discussion regarding the interpretation of the ele-
ment of ‘use as a trademark’, the European Court of Justice argues that the exercise
of trademark claims must be limited to cases in which third parties use the sign in a
way that interferes with the main function of a trademark (indicating the source of
goods).31 As aresult, it is irrelevant whether consumers consider the sign to consti-
tute a trademark; instead, it is decisive whether consumers regard the sign as an
indication of the source of the contested goods or services. By focusing merely on
the function of the trademark, the European Court of Justice has significantly cur-
tailed the exclusive right of a trademark owner — a curtailment that relevant litera-
ture has increasingly criticized.??

2.4 European Court of Justice

The European Court of Justice does not adopt a clear position on the singularia pos-
tulate. In a decision from 1974, it merely mentions that provisions of exceptional
character have to be strictly interpreted.33 In 2001, however, Advocate General
Jacobs argued extensively that in general a legislative exception, like any other leg-
islative provision, should be given its proper meaning, determined in the light of its
purpose and wording and the scheme and object of the instrument of which it forms
palrt.34

B ECy, May 6, 2003, Case C-104/01- Libertel, 36 1IC, 56, 61, note 51 (2005).

2 See, for instance, KELLERHALS, Der Benutzungszwang im Gemeinschaftsmarkenrecht, 1999
GRUR Int. 14, 24: narrow interpretation of Art. 15(1) CTMR, but no narrow interpretation of
Art. 15(3) CTMR.

KUNZ-HALLSTEIN, Zur ‘Benutzungslast’ im Markenrecht, 2001 GRUR 643, 644; LEWALTER/
SCHRADER, Die Fiihimarke, 2005 GRUR 476, 477 (on Sec. 3(2) Trademark Act); INGERL/
ROHNKE, Markengesetz, Sec. 3 margin no. 46 and Sec. 24 margin no. 58 (2nd ed. 2003); FEZER,
Markenrecht, Sec. 3 margin no. 230a (3rd ed. 2001); KELLERHALS, supra note 29, 22; however
KUR, Confusion Over Use? — Die Benutzung ‘als Marke’ im Lichte der EuGH-Rechtsprechung,
2008 GRUR Int. 1, 12 critical with regard to ‘literal’ interpretation of exemptions.

31 Most recently ECJ, January 25, 2007, Case C-48/05 — Opel/Autec, 2007 GRUR Int. 404, 406,
note 21.

Most recently KNAAK, MarkenmiBiger Gebrauch als Grenzlinie des harmonisierten Marken-
schutzes, 2008 GRUR Int. 91, 95 see also KUR, supra note 30, 11-12.

3 ECJ, December 5, 1974, Case 176/73 — Claudette van Belle v. Council of the European Com-
munities, note 24.

Advocate General JACOBS, Opinion of December 13, 2001, note 46, to decision of the ECJ,
Case C-96/00 — Rudolf Gabriel.
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2.5 World Trade Organization

The Appellate Body of the World Trade Organization’s dispute settlement institu-
tion has argued against the singularia postulate. According to that Body, merely
characterizing a treaty provision as an exception did not by itself justify a stricter or
narrower interpretation of that provision than would be warranted by examination
of the ordinary meaning of the actual treaty words, viewed in context and in the
light of the treaty’s object and purpose, or, in other words, by applying the normal
rules of treaty interpretation.®

3. Methodological Objections to Singularia Postulate

The singularia postulate claims to make a contribution to legal methodology. How-
ever, from a methodological point of view, it is rightly pointed out that the singu-
laria postulate is questionable since it is not clearly defined.*® To which features of
a provision should it be linked? That is to say, what is an ‘exception’?*’ In any case,
one cannot pursue a purely literal approach and assume that exceptions are always
indicated by certain words such as ‘only’, ‘unless otherwise indicated ...” or ‘con-
trary to ...".>® Moreover, such an application of the singularia postulate would be
rooted in pure terminology and could therefore lead to an unjust decision.*

In fact the singularia postulate also seems to be based more on a systematic con-
nection, that is, on whether the provision to be interpreted can be related to a more
general rule with different content. Such a systematic link was at least made by the
German Federal Supreme Court in those decisions in which it dealt with the inter-
pretation of exemptions under copyright law. Specifically, the Court identified, as a
general principle of copyright law, the notion that the author should receive the
financial proceeds from the exploitation of his works. The exemptions or usage
rights of third parties under copyright law are contrasted with this principle as
exceptions.*” However, such a link is not without its problems, since the ‘general-
ity’ of a rule is relative. Nearly every rule of law can be interpreted as an exception
to another more general rule and, conversely, practically every exception contains a
more or less general principle which, for its part, may again be contradicted by

35 Appellate Body Report World Trade Organization, EC — Measures Concerning Meat and Meat

Products (Hormones), January 16, 1998, WT/DS26/AB/R, note IV.

MUSCHELER, supra note 3, 147; LARENZ, supra note 9, 355.

Ultimately, this does not even seem to be entirely clear to singularia postulate apologists, in that
— without a conclusive definition or delineation — the exceptions are contrasted with ‘restrictive
elements of the link’ (einschrinkende tatbestandliche Ergéinzungen), ‘limitations of effect’
(Wirkungsbegrenzungen) or ‘waivers’ (negative Geltungsanordnungen), to which the require-
ment of narrow interpretation should not apply, ¢f. CHROCZIEL, supra note 27, 205; HIEBER,
supra note 27, 442.

Cf. MUSCHELER, supra note 3, 155.

Accordingly, conceptual jurisprudence was overridden by the jurisprudence of interests and
values, see only BYDLINSKI, supra note 9, 109 et seq.; PAWLOWSKI, supra note 9, notes 3 et seq.
See only German Federal Supreme Court (Bundesgerichtshof, BGH) — Magnettonband, supra,
note 12; Verhiillter Reichstag, supra note 13; Elektronischer Pressespiegel, supra note 16.
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counter-exceptions.*! This relativity of the rule-exception relationship can be illus-
trated using intellectual property law as an example. The German Federal Supreme
Court classifies the exclusive right of the author as a general rule and the usage right
of a third party as an exception to this rule.*? However, free movement of goods and
the general freedom of competition could likewise be regarded as even more gen-
eral rules, to which the author’s exclusive right would represent an exception requir-
ing justification.* This could then mean that the exemptions of copyright law
would have to be broadly interpreted if the singularia postulate did in fact apply
against the author’s exclusive right.

Moreover, there would still be an additional methodological argument against the
requirement of narrow interpretation of exceptions even if the specific features that
make a rule an exception could be defined unequivocally. A provision would have
to have already been interpreted, i.e. its normative content would have to have already
been determined, before it could be subsumed under the definition of an exception.
However, if the normative content of a provision to be interpreted must already be
known in order to be able to apply arule of interpretation — such as the singularia pos-
tulate in this case — this rule of interpretation has no heuristic value at all.**

The heuristic usefulness of the singularia postulate is also called into question by
the fact that not only its trigger, i.e. the term ‘exception’, but also its legal conse-
quence is not clearly defined. First, it is unclear whether the singularia postulate is
intended to exclude only the analogous application of an exception or also the broader
interpretation of such exception — whereas it must be taken into account that the
boundaries between analogous application and broader interpretation are fluid.*> It
is also unclear when the singularia postulate is to decide the issue between several
alternative interpretations. Should a rule only be interpreted narrowly ‘in case of
doubt’, i.e. when the lawyer is undecided between several different interpretations?

41 MUSCHELER, supra note 3, 146. Sec. 10 (2) German Patent Act is referred to as an example for

the relativity of rules and exceptions. Sec. 10 (2) half-sentence 1 German Patent Act excludes
the existing possibility of a patent holder, pursuant to Sec. 10(1) German Patent Act, to prohibit
contributory infringements, by way of exception, if the contributory infringement is committed
by the delivery of staple goods. However, according to Sec. 10(2), 2nd half-sentence German
Patent Act, the possibility for the patent holder, as a counter-exception to Sec. 10(2), 1st half-
sentence German Patent Act, to prohibit a contributory infringement by means of the delivery
of staple goods is revived if, by means of the delivery, a direct infringement by the recipient of
the staple goods is deliberately caused. Such a gradation of exceptions and counter-exceptions
can be continued ad infinitum, at least in theory.

See supra 2.3.1.1.

HOEREN, supra note 22, 870; cf. also regarding patent law Deepsouth Packing Co. v. Laitram
Corp., 406 U.S. 518 (1972): a patent claim must be considered ‘in light of this Nation’s histor-
ical antipathy to monopoly ... and of repeated congressional efforts to preserve and foster com-
petition ... the prerequisites to obtaining a patent are strictly observed, and when the patent has
issued the limitations on its exercise are equally strictly enforced.’

4 German Federal Labor Court (Bundesarbeitsbericht, BAG), August 25, 1983, 6 ABR 52/08,
1984 Zeitschrift fiir Wirtschaftsrecht (ZIP) 84, 86; MUSCHELER, supra note 3, 147; LARENZ,
supra note 9, 355, ENGISCH, supra note 9, 196; SCHNEIDER, supra note 9, 151; SCHOCKENHOFF,
supra note 9, 426.

MUSCHELER, supra note 3, 145.
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Ormust arule be interpreted narrowly even if the lawyer is essentially convinced that
a different interpretation is correct? This uncertainty shows that, in the end, the
singularia postulate is of hardly any value for legal discourse. It is a specious argu-
ment that is intended to support an interpretation derived from other considerations.
Finally, one would still need to clarify the relationship between a requirement of
narrow interpretation and the principle that a special provision overrides general pro-
visions (‘lex specialis derogat legi generali’). The lex specialis principle is indispen-
sable for any differentiated legal system in that it acknowledges the capacity of a spe-
cial provision to prevail over a more general provision. The latter applies at least
insofar as the special provision is intended to achieve a definitive arrangement vis-a-
vis the more general provision. The lex specialis principle is unsusceptible to an inter-
twining of general and special rules of law, or of exceptions and counter-exceptions.
The lex specialis principle ultimately aims at the strengthening of a special provision
vis-a-vis one (or several) general provisions. In contrast, the singularia postulate ulti-
mately aims at the weakening of a special provision vis-a-vis a general principle and
would thus become problematic if the allegedly general principle, for its part, were
required to be weakened (as an exception to an even more general principle).

4. Singularia Postulate as an Argument under Intellectual
Property Law

Although there are strong objections to the singularia postulate from a methodolog-
ical perspective, one must still examine whether there are specific aspects in the
area of intellectual property law that justify the alleged requirement of narrow inter-
pretation of exceptions.

4.1 General Principle under Intellectual Property Law?

It should first be noted that the singularia postulate has no legal basis in the area of
intellectual property law. The principle of narrow interpretation of exceptions is not
anchored in the German Copyright Act, Trademark Act, or Patent Act, or in the
European Patent Convention.

Nevertheless, the singularia postulate is frequently mentioned in copyright law.
The question arises of whether the singularia postulate has special legitimacy in
copyright law, and whether this legitimacy, if it exists, can be transferred to other
fields of intellectual property law. However, there are doubts as to whether the sin-
gularia postulate is actually entirely justified in copyright law. The singularia pos-
tulate is advocated in copyright law in order to give the author a share in the finan-
cial proceeds that are generated with the commercial exploitation of his work.*®

4 In the Elektronischer Pressespiegel decision, the singularia postulate was in this respect only
seemingly annulled. Although the German Federal Supreme Court interpreted the limitation of
Sec. 49 (1) sentence 1 German Copyright Act more broadly, the Court has secured a double
benefit for the author’s commercial exploitation interests: Specifically, the author receives a
claim for payment of equitable remuneration and in addition, this claim is directed against the
copyright collecting society (VG Wort), so that he does not have to approach the user or users,
Secs. 49 (1) sentences 2 and 3 German Copyright Act.
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This is also openly expressed in case law, which derives the requirement of narrow
interpretation of exemptions from a sense of fairness and a kind of fatherly concern
for the author.*” Yet, whether all the parties entitled to protection under copyright
law are in need of such protection is debatable. If one pictures Carl Spitzweg’s
painting ‘The Poor Poet’, it seems obligatory to protect the author, whose income is
not sufficient to afford even a warm and dry home. But this romantic image is anti-
quated: the German Copyright Act now protects not only the creator of works of lit-
erature, science and art, as specified in Section 1 German Copyright Act, but also
copywriters,”® authors of instruction manuals,*’ press photographers,’® software
programmers>' and database architects.’> Copyright law has expanded from ‘soft’
protection of underprivileged creative persons to ‘hard’ protection of technical con-
tributions and investments. Of course, this development should not be objected to.
However, if copyright law has developed into a veritable kind of commercial law,
the question of the justification of the singularia postulate should not be answered
differently for copyright law than for the other areas of intellectual property law.
In order to investigate whether a principle of narrow interpretation of exceptions
under intellectual property law is to be acknowledged, it stands to reason that one
would consult the general theories that were developed for the purpose of justifying
exclusive rights under intellectual property law, i.e., for example, natural law the-
ory, reinforcement theory and incentive theory.’® These theories could be cited as
bases for promoting the interests of an author, inventor, efc. as extensively as possi-
ble. However, this objective would not necessarily be achieved by means of a nar-
row interpretation of exceptions. This is because exceptions do not always conflict
with the interests of an author, inventor, efc. In patent law, for example, there are
provisions that may be described as exceptions even though they promote the inter-
ests of an inventor or patent holder. Examples of this can be found in Sections 3(3),
10(3), 16a, 140b(3) German Patent Act or Article 54(4), (5) European Patent Con-
vention. In spite of their possible exceptional nature, such provisions would have to
be interpreted broadly if the interests of an author, inventor, efc. were required to be
asserted as extensively as possible. But it is not only that general intellectual prop-
erty theory does not demand a principle of narrow interpretation of exceptions.
More importantly, the aim of asserting the interests of an intellectual property right
holder as extensively as possible would, in reality, entail the pursuit of legal policy,

4 Cf. German Federal Supreme Court (Bundesgerichtshof, BGH), January 24, 2002, I ZR 102/99,
2002 GRUR 605, 605-606 — Verhiillter Reichstag.

Longer advertising copy can potentially obtain copyright protection, Munich I District Court
(Landgericht, LG), July 13, 1984, 21 S 20913/83, 1984 GRUR 737, 737 — Bauherrenmodell-
Prospekt.

4 German Federal Supreme Court (Bundesgerichtshof, BGH), April 11,2002 I ZR 231/99, 2002
GRUR, 958, 959 — Technische Lieferbedingungen; Nuremberg Court of Appeals (Oberlandes-
gericht, OLG), March 27, 2001, 3 U 3760/00, 2001 Gewerblicher Rechtsschutz und Urheber-
recht, Rechtssprechungsreport (GRUR-RR) 225, 226 et seq. — Dienstanweisung.

Section 72 German Copyright Act.

Sections 69a et seq. German Copyright Act.

Sections 87a et seq. German Copyright Act.

33 See only KRASSER, Patentrecht 34-35 (5th ed. 2004).
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not jurisprudence. Instead of an interpretation of a law in the sense of an under-
standing and concretization of a legislative weighing of interests, one would be
shifting the assessment of the law unilaterally and as broadly as possible for the
benefit of the intellectual property right holder or, as the case may be, to the detri-
ment of the general public. The guiding principle would no longer be the legislative
weighing of interests, as expressed in the rule to be interpreted, but instead a special
protection requirement of the social group of the authors, inventors, efc. sensed —
rightly or wrongly — by the lawyer himself.

The legislator now assumes that authors, inventors, efc. are generally in need of
and worthy of protection. This is why exclusive rights to intellectual property were
created. However, when interpreting exemptions under intellectual property law,
this cannot lead to a hasty conclusion for the benefit of the intellectual property
right holder. What is decisive is that the legislator does not regard the interests of the
intellectual property right holder as inviolable, but instead seeks to reconcile them,
by means of exemptions, with certain usage requirements of the general public. The
lawyer’s task is to understand and concretize the reconciliation of interests.>*

Thus, when interpreting exemptions under intellectual property law, the lawyer
cannot rely on the abstract principle that the interests of authors, inventors, efc. have
priority. The intention of the legislator or the telos of an exemption under intellec-
tual property law is not for the exemption to be interpreted as narrowly as possible,
but instead for it to be interpreted in a manner consistent with the purpose of the
provision. Therefore, within the limits of the purpose of the law, a broader interpre-
tation or analogous application is also permissible in the case of exemptions under
intellectual property law. Even analogies are merely intended as a means for imple-
menting the intent of the legislator, insofar as the law exhibits an unintended gap
and the interests are comparable to a case that has been regulated by law.>

However, a cutoff point for the broader interpretation or analogous application
of exemptions under intellectual property law could be reached if the exception to
the rule were turned around,’ i.e. if usage rights of third parties, and not the exclu-
sive right of an intellectual property right holder, represented the norm. In this case,
the exclusive right of a property right holder could degenerate into an empty shell

5% Thus, the following argument is problematic: ‘the author must receive a fair share in the pro-
ceeds generated with the commercial exploitation of his works, meaning that the sole and
exclusive rights to which he is entitled with regard to the exploitation of his works may not be
excessively curtailed’ (According to the German Federal Supreme Court (Bundesgerichtshof,
BGH) - Verhiillter Reichstag, supra note 13; similar to German Federal Supreme Court
(Bundesgerichthof, BGH), May 4, 2000, I ZR 256/97, 2001 GRUR 51, 52 — Parfumflakon.)
The extent to which an intellectual property right holder must receive a share in the proceeds
generated with the commercial exploitation of his intellectual property or, as the case may be,
the extent to which the exclusive rights to which he is entitled are to be curtailed, is not certain
a priori but instead needs to be clarified by means of the interpretation of provisions under
intellectual property law.

Cf. generally regarding exceptions BYDLINSKI, supra note 9, 81; LARENZ, supra note 9,
355-356; CANARIS, supra note 10, 181; HEINRICHS, supra note 9, note 53; ENGISCH, supra
note 9, 196; PAWLOWSKI, supra note 9, note 489a; PIETZCKER, supra note 25, 319-320.

56 Cf. MUSCHELER, supra note 3, 151; LARENZ, supra note 9, 356; CANARIS, supra note 10, 181.
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(nudum ius). This conflicts with the protection of property required by Article 14 of
the German Constitution and the prohibition of extraordinary sacrifice (Sonder-
opfer) pursuant to Article 3 of the German Constitution. The requirement not to
allow the exclusive right of an intellectual property right holder to degenerate into a
nudum ius may be the grain of truth that can be found in a singularia postulate under
intellectual property law. However, this grain does not come close to legitimizing a
singularia postulate. The scope of the singularia postulate entails much more than
protecting an exclusive right from complete invalidation. In any case, a singularia
postulate of such tenor would also be dispensable in view of the accepted require-
ment of interpretation in conformity with the Constitution, according to which Arti-
cles 14 and 3 of the German Constitution must be taken into account when interpret-
ing exemptions under intellectual property law for the benefit of the intellectual
property right holder.

4.2 Principle under Intellectual Property Law when Interpreting
Exceptions to Protectability?

The question arises whether special characteristics apply in connection with the
interpretation of exceptions to protectability under intellectual property law. Unlike
the term ‘exception’, the concept of an ‘exception to protectability’ can be easily
defined. Exceptions to protectability are provisions that, in certain cases, entirely or
partly deny the claim of a party applying for an intellectual property right, or that
entirely or partly deny copyright protection.

To the extent that intellectual property rights are granted by administrative agen-
cies performing registrations (in trademark or patent registers), the grant procedure
is subject to the principles of public law.>’ These include, in particular, the principle
of lawfulness of the administration. The administration is strictly bound by the law.
On the one hand, this is reflected in the principle that the administration may only
act subject to a statutory provision and, in so doing, is bound by the limits that deter-
mine the overriding law.>® On the other hand, the jurisprudence of the German Fed-
eral Constitutional Court must be complied with.”> Where constitutional rights are
affected, the legislator must make all essential regulations itself and may not leave

7 The grant of the patent represents an administrative act with a dual nature. It benefits the patent
applicant and hinders all third parties. On the whole, however, one generally speaks of an
administrative act that provides a benefit, German Federal Supreme Court (Bundesgerichtshof,
BGH), July 19, 1967, Ia ZB 22/66, 1968 GRUR 447, 449 — Flaschenkasten; June 26, 1973,
X ZR 23/71,1974 GRUR 146, 147 — Schraubennahtrohr; SCHULTE, Patentgesetz, Sec. 49 mar-
gin no. 31 (7th ed. 2005); SCHAFERS, in: BENKARD, Patentgesetz, Sec. 49 margin no. 3 (10th ed.
2006); SCHWENDY, in: BUSSE, Patentgesetz, Sec. 49 margin no. 13 (6th ed. 2003); MELULLIS,
supra note 26, Art. 52 margin no. 23; KRASSER, supra note 53, 446; KONIG, Die Rechtsnatur
der Patenterteilung und ihre Bedeutung fiir die Auslegung von Patentanspriichen, 1999 GRUR
809, 810; cf. also German Federal Patent Court (Bundespatentgericht, BPatG), March 28, 1962,
4 W 29/62, 1 Entscheidungen des Bundespatentgerichts (BPatGE) 15, 17.

JARASS, in: JARASS/PIEROTH, Art. 20 margin no. 39 (9th ed. 2007).

SCHULZE-FIELITZ, in: DREIER (ed.), Grundgesetz: Kommentar, Art. 20 Rechtsstaat (constitu-
tional state) margin no. 113 (2nd ed. 2006).
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this to the administration.®® The administration thus lacks the legal basis for regula-
tions that concern this area.’!

Upon application for registration of the intellectual property right, a claim to the
grant of such right arises. This is expressly stipulated in Section 33(2), 1st sentence
of the German Trademark Act. In patent law, a similar claim to a grant is derived
from the law regarding inventions which, in turn, is derived from either the general
right of personality or from natural law.®? This claim to a grant constitutes a pecuni-
ary right and is therefore protected by Article 14(1) of the German Constitution.®
Thus, the grant (or refusal) of an intellectual property right takes place in a field
where constitutional rights are affected. If one takes into account the above-men-
tioned principles of public law in connection with the interpretation by an adminis-
trative agency of exceptions to protectability, an analogous application of excep-
tions to protectability is not possible.** The administrative agency would have no
legal basis for refusing to grant the intellectual property right. Moreover, it is
incumbent on the Patent and Trademark Office to present and prove the facts that
lead to the refusal of the intellectual property right. In particular, this concerns the
grant of trademarks. When refusing to grant a trademark, the Trademark Office can-

% Decisions of the German Federal Constitutional Court (Bundesverfassungsgericht, BVerfG),
August 8, 1978, 2 BvL 8/77, 49 Entscheidungen des Bundesverfassungsgerichts (B VerfGE) 89,
126; October 20, 1982, 1 BvR 1470/80, 61 Entscheidungen des Bundesverfassungsgerichts
(BVerfGE) 260, 275.

Leading decision, Decisions of the German Federal Constitutional Court (Bundesverfassungs-
gericht, BVerfG), May 6, 1958, 2 BvL 37/56, 11/57, 8 Entscheidungen des Bundesverfassungs-
gerichts (BVerfGE) 155, 166 et seq.; SCHULZE-FIELITZ, supra note 59, Art. 20 Rechtsstaat
(constitutional state) margin no. 107.

HUBMANN/GOTTING, Gewerblicher Rechtsschutz, Sec. 5 margin no. 5 (7th ed. 2002), which
expressly argues for derivation from natural law.

63 36 Entscheidungen des Bundesverfassungsgerichts (BVerfGE) 281, 290 (patent law); 31 Ent-
scheidungen des Bundesverfassungsgerichts (B VerfGE) 229, 238 et seq.; 77, 263, 270; 79, 1,
25 (pecuniary part of copyright law); 51 Entscheidungen des Bundesverfassungsgerichts
(BVerfGE) 193, 217 (trademark law); GRZESZICK, Geistiges Eigentum und Art. 14 GG, 2007
Zeitschrift fiir Urheber- und Medienrecht (ZUM) 344, 351.

The application of exceptions to protectability is a controversial issue in some cases, for exam-
ple in Sec. 2(1), Ist half-sentence German Patent Act, Art. 53 a) EPC (according to which
patents shall not be granted in respect of inventions the commercial exploitation of which
would be contrary to ‘ordre public’ or morality) in the area of patenting biotechnological inven-
tions, cf. for example STRAUS, Ethische, rechtliche und wirtschaftliche Probleme des Patent-
und Sortenschutzes fiir die biotechnologische Tierziichtung und Tierproduktion, 1990 GRUR
Int. 913-929; STRAUS, Biotechnologische Erfindungen — ihr Schutz und seine Grenzen, 1992
GRUR 257-265. The applicability of the exceptions to protectability of Sec. 2(1), 1st half-sen-
tence German Patent Act, Art. 53 a) EPC is under dispute when an invention, for which a patent
has been applied, was made possible by the removal of human bodily matter, whereby the donor
did not consent — or did not properly consent — to the removal of his bodily material. The appli-
cation of Sec. 2(1), 1st half-sentence German Patent Act, Art. 53 a) EPC to such cases is
rejected by the prevailing opinion: According to it, Sec. 2(1), 1st half-sentence German Patent
Act, Art. 53 a) EPC is directed at the later exploitation of the invention, and, to that effect, past
circumstances on which the invention is based may not be taken into consideration. In order to
be able to reject the patent, the ‘exploitation of the invention’ must be contrary to the legal
system or moral code. However, the rights of the donor were infringed at a time at which the
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not base its decision solely on the apodictic assertion that the term is descriptive or
lacks distinctiveness — which sometimes occurs in practice; instead it must actually
demonstrate this in a plausible manner.®

Under German trademark law — unlike German patent law — the validity of an
intellectual property right can be adjudicated in infringement proceedings.®® There-
fore the question arises of whether an infringement court may analogously apply an
exception to protectability when deciding on the validity of a trademark in suit. In
the end, one will have to assume that the civil court is prohibited from applying the
exceptions to protectability analogously just as the granting authority is. Contradic-
tory decisions on the protectability of a trademark in the granting procedure and the
infringement proceedings must be avoided. The granting of a trademark would
become a farce if this trademark could not be enforced in infringement proceedings
before a civil court because the civil court objected to the trademark due to addi-
tional (analogously applied) exceptions to protectability. In any case, the other
resolution of this problem — that is, loosening the obligation of the granting author-
ity to abide by the law only because the validity of a trademark could be relevant for
the decision in subsequent civil proceedings — is not practicable for constitutional
reasons.

5. Conclusion

In legal arguments, use of the postulate that exceptions are to be interpreted nar-
rowly (singularia postulate) is not uncommon. This postulate is mentioned in legal
discourse on German copyright law, in particular. However, it has been shown that
the singularia postulate is questionable from a methodological standpoint. Nor are
there any special characteristics of copyright law and the other areas of intellectual
property law which, in connection with the interpretation of exceptions to infringe-
ment, would allow application of the singularia postulate. Exceptions to infringe-
ment are to be interpreted, like other provisions, in accordance with customary
hermeneutics. On the other hand, exceptions to protectability may not be applied
analogously. However, this does not follow from the validity of the singularia pos-
tulate, but instead from the fact that the Patent and Trademark Office must adhere to
special principles of public law.

invention did not yet exist. Yet, this understanding of Sec. 2(1), 1st half-sentence German
Patent Act, Art. 53 a) EPC has been criticized: This mainly stems from the fact that the grant of
a patent that is based on the infringement of strictly personal rights of the donor would create
the wrong impression that the state approves of such methods. For this reason, it is proposed
that Sec. 2(1), 1st half-sentence German Patent Act, Art. 53 a) EPC be applied beyond their
wording, so that the granting of patents can be rejected in this way. However, this proposal
gives rise to significant concerns, among other things, due to the administration’s obligation to
abide by the law.

%5 To this end, also ECJ, April 19, 2007, C-273/05 P- Celitech, 2007 TIC 994, 994

% Certain provisions of the German Trademark Act entitle the defendant to raise objections
against the validity of a trademark on which the right to sue is based.



A Study on Patent Compulsory License System in
China — With Particular Reference to the Drafted 3rd
Amendment to the Patent Law of the P.R. of China

Xiaohai Liu

1. Introduction

The patent compulsory licensing system has always been a very controversial topic
in intellectual property law, in particular for developing countries around the
world.! The TRIPS Agreement signed in 1994 did not stop these disputes; instead,
due to the complication of the relationship between the TRIPS Agreement and the
Paris Convention, patent compulsory licensing has become even more complica-
ted.> Although China has not issued any compulsory licenses, as this system invol-
ved numerous interests in the ongoing 3rd revision on the Patent Law, the patent
compulsory licensing has become a focus to all.

Being involved in the legislative revision process of the Patent Law of the P.R.
of China, I would like to explore the key issues on the patent compulsory licensing
system from the perspective of China’s law.

This paper will proceed as follows: firstly, it will discuss the meaning of ‘Failure
to Work or Insufficient Working’ under the framework of TRIPS; secondly, it will
explore whether the granting of a compulsory license is based on the refusal of the
patent holder; thirdly, the paper will examine the relationship between compulsory
license and anti-competition; and fourthly, it will cover the compulsory license for
public health.

2. The Meaning of ‘Failure to Work or Insufficient Working’
Under the Framework of TRIPS

2.1 Recurrence of ‘Failure to Work or Insufficient Working’ of a
Patent as a Ground for the Grant of a Compulsory License

Under the Chinese Patent Law of 1984, Article 51 and 52 provided the local work-
ing requirements for patents. Under Article 51, ‘[t]he patentee has the obligation by

PENROSE, The Economics of The International Patent System 137-161 (1951); Ladas, Patents,
Trademarks, and Related Rights — National and International Protection, vol.1 (1975).

LIN, Study on the Patent Compulsory License System under Trips System (2006). The book
explained the discussion on compulsory license after signing the TRIPS Agreement.
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himself to produce patented products, use his patented methods or allow others to
produce his patented products or use his patented methods in China.” Article 52 pro-
vides:

Where the patentee of an invention or utility model, after the expiration of three years
from the grant of the patent right, has not fulfilled the obligation in Article 51 without
any justified reason, the Patent Bureau may, upon the request of the entity which is
qualified for exploitation, grant a compulsory license to exploit the patent for
invention or utility model.

In the 1992 amendment to Patent Law, the drafted TRIPS Agreement was taken for
guidance and then the above provisions were deleted from the Law. The current Pat-
ent Law amended in 2001 has no provisions such as ‘failure to work or insufficient
working’. Now a review on the drafted third amendment to the Patent Law is ongo-
ing and many scholars propose to incorporate in China’s Patent Law a clause to pro-
vide that: the patentee, failure to work the patent or insufficient work shall constitute
the ground for granting compulsory license, in accordance with the Paris Conven-
tion.? In 2007, the Drafted Patent Law Amendment (for examination) (hereinafter
referred to as the ‘Draft’) reiterates the provisions on ‘fails to work or insufficient
working’ and takes them as the grounds for granting compulsory licenses. Article 48
of the Draft stipulates:

Where the patentee of an invention or utility model, after the expiration of three years
from the grant of the patent right, has not exploited the patent or has not sufficiently
exploited the patent without any justified reason, the patent administration department
under the State Council may, upon the request of the entity which is qualified for
exploitation, grant a compulsory license to exploit the patent for invention or utility
model.

Art. 5A(4) of the Paris Convention stipulates:

A compulsory license may not be applied for on the ground of failure to work or
insufficient working before the expiration of a period of four years from the date of
filing of the patent application or three years from the date of the grant of the patent,
whichever period expires last; it shall be refused if the patentee justifies his inaction by
legitimate reasons. Such a compulsory license shall be non—exclusive and shall not be
transferable, even in the form of the grant of a sub-license, except with that part of the
enterprise or goodwill which exploits such license.

As a member country of the Paris Convention, China shall abide by the treaty.
Indeed, there are no provisions in the TRIPS Agreement to state that the failure to
work or insufficient working constitutes the grounds for applying for a compulsory
license. But it does not mean that the TRIPS Agreement has canceled the relevant
provisions of the 5(A) (4) of the Paris Convention. According to Article 2 of the

3 CAO/ZHANG, On the Perfection of Patent Compulsory License System — Analysis Based on the

Patent Law of PRC Amendment Draft (for examination), published on Collection of Thesis on
2007 Annual Conference of Intellectual Property Institute of China Law Society and Issues on
the Amendments of Patent Law and Trademark Law, 65 (Nov 2007).
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TRIPS Agreement, Article 5 of the Paris Convention has already been a part of the
TRIPS Agreement.

2.2 Defining the Meaning of ‘work’

As ‘failure to work or insufficient work’ constitutes the ground for applying for a
compulsory license, it is even more important to understand the meaning of the
word ‘work’. Since signing the TRIPS Agreement, it has caused some international
disputes.* For instance, in the dispute between US and Brazil, the two countries had
completely contrary interpretation of the word ‘work’. Brazil argue that ‘work’
should be interpreted as ‘to manufacture’, to manufacture sufficiently patented pro-
ducts or to use the patented methods in Brazil,? based on which, to import, to sell
and offer to sell are not considered as ‘ to work’. However, the US argued that as
long as the patented products are ‘imported’ to any member of WTO, the patent has
been ‘worked’ in that country. If the law were to be interpreted to require the
patentee to ‘produce or manufacture’ the patented products in the country which
grants the patent right, there would be discrimination against the imported patent
products. Therefore, Article 68 of the Brazilian Industrial Property Law violated
the Article 27(1) and 28(1)%f TRIPS Agreement. Article 68 of Brazilian Industrial
Property Law indeed prohibited the patentees from meeting the local working
requirements through importing patented products, and that in fact, constituted a
discrimination against US patentees in Brazil.

2.2.1 The Meaning of ‘work’ Under the Paris Convention

There is no explanation about the word ‘work’ in the Paris Convention. However,
from the development history of the Convention, the Convention gives its member
countries the right to explain ‘work’ by themselves. Thus the word ‘work’ can be
either interpreted to include the act of importing the patented products to the coun-
try, or it merely refers to manufacturing patented products and using the patented
methods in the country. The so called ‘local working’. Chinese scholar Professor
Lin Xiugin mentioned the following facts with regard to the above:’ in the Roman
Meeting which all Paris Convention member countries participated in 1896, as all
countries had different interpretations on the word ‘work’, the meeting finally
adopted the compromised opinion: the word ‘work’ has different meanings and

4 'WTO, Brazil-Measures Affecting Patents Protection, (registered on Jun 8, 2000), WTO Docs
WT/DS 199/1, WT/DS/199/3, WT/DS199/4G/L/454, IP/D/23/Add.1.

WTO, Brazil-Measures Affecting Patents Protection, supra note 4.

It is provided in Art. 28 of the TRIPS Agreement: ‘1. A patent shall endow the following patent
rights to the patent holder: (a) in the case of product patent, any of the following by the third
party without consent of the patent holder shall be excluded: to manufacture, use, offer to sell,
sell the patent products or import patent products; (b) in the case of method patent, any of the
following by the third party without consent of the patent holder shall be excluded: manufac-
ture, use, commit to sell, sell the products or import products for such purposes that directly
obtained through the patent method.

LIN, Legal Thoughts for Local Implementation of Patent, Legal Studies, Issue 5 (2003).
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every member country has the right to interpret ‘work’ themselves.® All following
conventions made no changes to this position. In addition, the famous international
intellectual property law scholar Ladas also mentioned that the meaning of ‘work’
under Article 5 of the Paris Convention had not been clearly described in the con-
vention and could be interpreted by member countries.’

2.2.2 Whether the TRIPS Agreement Limits the Meaning of ‘work’

Internationally, many scholars think that based on Article 31 of TRIPS Agreement,
it does not prohibit its members from stipulating the ‘local working” requirement'®
Chinese scholar Professor Xiugin LIN also endorsed this opinion.!! The answer to
these questions shall be found in the TRIPS Agreement and Paris Convention. From
the texts and relations of the two conventions,'? there are no prohibitions on mem-
bers from stipulating local working requirements in their legislation. According to
these scholars, when explaining the articles of the TRIPS Agreement, Article 31
shall be combined with Articles 7, 8, 27 and 28 in order to find out the purpose of
the Agreement, and shall apply the principle that special law shall prevail over gen-
eral law. On the relationship between Article 31 and Articles 27 and 28, Articles 27
and 28 are general provisions on protecting patent rights, while Article 31 creates
some exceptions to article 27 and 28, which fall within the concept of special law.
When special law is in conflict with general law, special law prevails.

The aforesaid scholars did not precisely explain the limitations on the Article
27(1) of the TRIPS Agreement. Article 27: ‘Subject to paragraph 4 of Article 65,
paragraph 8 of Article 70 and paragraph 3 of this Article, patents shall be available
and patent rights enjoyable without discrimination as to the place of invention, the
field of technology and whether products are imported or locally produced.’ It can
be concluded that the granting of the patent right and the owner of the patent cannot
be discriminated by the origin of the products, i.e. whether the products are impor-
ted or locally manufactured. At the same time, discrimination is a very broad con-
cept, which includes both factual and legal discrimination. It can be regarded as dis-
crimination if the law regards the mere importation of patented products without
producing locally as ‘failure to work’ and allows issuing compulsory licenses based
on the sole ground of failing to work. In addition, no matter how many different opi-
nions about ‘work’ were expressed by the members during the negotiating process
of the TRIPS Agreement, there was no final stipulation on it in the Agreement. On
the contrary, Article 27 stipulates that there shall be no discrimination against

See PENROSE, supra note 1, at 81.

See LADAS, supra note 1, at 525.

See CHAMP/ATTARAN, ‘Patent Rights and Local Working under the WTO TRIPS Agreement:
An Analysis of the US-Brazil Patent Dispute’ 2002 Yale J. of Int’l L. 365; HALEWOOD, ‘Regu-
lating Work Requirements and Compulsory Licences at International Law’ 35 Osgoode Hall
L.J., 245 (1997).

LIN, supra note 7, at 124,138.

12 Based on Art. 2 of TRIPS Agreement, Arts. 1-12 and 19 of Paris Convention are part of TRIPS
Agreement.
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imported patent products. Therefore, importing shall be considered as one method
of ‘working’ the patent.

Besides, it is necessary to mention that in the Article 2(2) of the TRIPS Agree-
ment, it provides: nothing in Parts I to IV of this Agreement shall derogate from
existing obligations that Members may have to each other under the Paris Conven-
tion, the Berne Convention, the Rome Convention and the Treaty on Intellectual
Property in Respect of Integrated Circuits. It can be concluded that the TRIPS
Agreement has no intention to detract the obligations for the Paris Convention
member countries. ‘A compulsory license may not be applied for on the ground of
failure to work or insufficient working before the expiration of a period of four
years from the date of filing of the patent application or three years from the date of
the grant the patent, whichever period expires last’ is the obligation among all mem-
bers provided in 5(A)(4) under the Paris Convention.

Therefore, the WTO members shall not interpret ‘work’ as merely producing
patent products locally, but to exclude ‘to import, to offer to sell etc.” out of the
scope of ‘work’. It is inappropriate to regard Article 31 prevails over Article 27 as
the aforesaid scholars argued. Of course, it shall also be mentioned that the ‘time’
requirements under the Paris Convention only applies to situations under which a
compulsory license is issued for the reason of failing to work the patent or insuffi-
cient working. And this time condition does not apply to compulsory licenses
granted for some other reasons (such as anti-competition or public interest).

2.2.3 Assessment of ‘Failure to Work or Insufficient Working’

Some Chinese scholars are concerned that if patentees are allowed to import patent
products to meet the working requirements of the patent, some patent holders might
import a small quantity of patent products to evade the requirements.'* Such con-
cerns are not necessary. If a patentee works his patent by importing patent products
and the reasonable demand for the patent products in China are not satisfied, such
cases will be regarded as insufficient working. For such purpose, the Chinese
Patent Law shall stipulate the standard and basis for judging assess insufficient
working.!* From this point of view, it is better to stipulate from the negative per-
spective, which shall be described as: if the patentee works his patent right merely
through importing relevant patent products, but the quantity of such products is not
sufficient, or the price is too high, or when the reasonable demand of the Chinese
consumers for the relevant patent products is not satisfied, the patentee will be
regarded as failing to work his patent sufficiently. The government departments can
therefore issue compulsory licenses based on the above reasons. Such practice is in
line with the TRIPS Agreement.

13 CAO/ZHANG, supra note 3, at 73.
14 Asto ‘no implementation’, it means the patent holder has never conducted any actions to imple-
ment patent rights. The contrary side of ‘implementation’ is ‘no implementation’.
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2.2.4 Whether a Mere ‘Offer to Sell’ Can Constitute ‘Failure to Work or
Insufficient Working’ of a Patent

Some Chinese scholars contend that although the Article 11 of the Patent Law sti-
pulates the patent implementation includes ‘offering to sell’ patent products or
offering to sell products obtained directly through patent methods, if the patentee
merely offers to sell patent products, it shall not be considered as ‘working his pat-
ent’” which would allow him to avoid compulsory license. Instead, the mere offering
to sell shall be regarded as insufficient working.'® I think this point of view is not
correct. As to whether mere offering to sell constitutes insufficient working, it shall
be decided on a case-by-case basis. Some instances might arise when foreign patent
holders make an offer to sell their patent products under reasonable commercial
terms but no one in China is willing to sell for various reasons. In particular, consid-
ering the fact that the Article 11 of the Patent Law stipulates that the mere offering
to sell is a way of working the patent, there is no need to stipulate that mere offering
to sell constitute failure to work or insufficient working in order to prevent unneces-
sary disputes.

3. Refusal to License and Compulsory License

3.1 Is the Refusal to License an Independent Ground or a Condition
for Granting Compulsory Licenses?

Article 31(b) of the TRIPS Agreement stipulates:

[S]uch use may only be permitted if, prior to such use, the proposed user has made
efforts to obtain authorization from the right holder on reasonable commercial terms
and conditions and that such efforts have not been successful within a reasonable
period of time. This requirement may be waived by a Member in the case of national
emergency or other circumstances of extreme urgency or in cases of public non-
commercial use. In situations of national emergency or other circumstances of extreme
urgency, the right holder shall, nevertheless, be notified as soon as reasonably
practicable. In the case of public non-commercial use, where the government or
contractor, without making a patent search, knows or has demonstrable grounds to
know that a valid patent is or will be used by or for the government, the right holder
shall be informed promptly.

Based on such stipulation, is the refusal to license an independent ground or a con-
dition to grant compulsory licenses? There are three different opinions in China:

The first is the Independent Reason Theory. It is regarded that the refusal to
license is an abusive use of patent rights and therefore constitutes an independent
ground to trigger the compulsory license procedure. That is, as long as the qualified
person applies to the patentee with reasonable commercial terms for a license, but
the patentee does not grant his consent within reasonable period, it constitutes the
grounds for a compulsory license. Article 48 of the current Patent Law of the P.R. of
China is a reflection of such opinion.

15 CAO/ZHANG, supra note 3, at 73.
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The second is the Pre-condition Theory. It means that the refusal to deal is not an
independent ground for issuing a compulsory license, but a pre-condition for apply-
ing for it, with the following three exceptions: (1) national emergency; (2) other
extreme urgencies; (3) non-commercial public use. In other words, except the
above-mentioned three situations, no compulsory licenses shall be granted without
the prior efforts to obtain the consent of patentees.

The third one is the either-or Approach. This view holds that the refusal to grant
alicense can either be a pre-condition or an independent ground to grant a license.'®

I agree with the second opinion which is in line with the TRIPS Agreement. If the
refusal to license is regarded as an independent ground for issuing compulsory
license, then as long as there are people who apply for a license with reasonable
commercial terms, the patentee will have no room to refuse, or his patent will be
subject to a compulsory license. This line of thinking would cause the patent right
lose its original meaning. Therefore, the drafted Amendment to the Patent Law (for
examination) adopts the second opinion. As the State Intellectual Property Office
explains: It is a common pre-condition (with exceptions of national emergency,
extreme urgencies and non-commercial public use) for issuing all types of patent
compulsory license to require the person who wishes to apply for a compulsory
license to make an effort to obtain the authorization from the patent holder with rea-
sonable commercial terms. Only when such effort has not been successful, i.e., the
patentee refuses to grant a license within a reasonable period of time, may the per-
son apply for a compulsory license.

3.2 Is a Refusal to License a Precondition for the Grant of a
Compulsory License for Public Interest?

According to Article 53 of the drafted Amendment to the Patent Law (for examina-
tion), the entities or persons who apply for a compulsory license based on Article
48'" and Article 51,'® shall provide a copy of the proposed contract to show that
they had made efforts to negotiate with the patentee with reasonable commercial
terms and conditions and the license has not been granted within a certain period of
time. According to such a stipulation, if a person applies for a compulsory license

16 CAO/ZHANG, supra note 3, at 70.

17" Art. 48: The State Council patent administration department may issue compulsory license for
invention or utility model patents to organizations which meet the requirements for implemen-
tation which caters into either of the following: (1). Within three years after issuance of patent,
the patent holder has not sufficiently or has not completely implemented his patent rights with-
out justified reasons; (2). The implementation by the patent holder has been regarded as anti-
competition by the legislation.

Art. 51: For a patented invention or utility model that constitutes major economic or technical
advancement, and such implementation shall be based on the previous invention or utility
model patents, the State Council patent administration department shall issue compulsory
license to the previous invention or innovation based on application from the latter patent
holder. When implementing compulsory license as per the previous article, the State Council
patent administration may also issue compulsory license to use the latter invention or utility
model based on the application from the previous patent holder.
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for public interest and for exporting pharmaceutical medicines to resolve public
health problems, he does not need to make prior efforts to obtain the consent of the
patentee. It means that he can directly apply for a compulsory license. I don’t think
this is in line with the Article 31(b) of the TRIPS Agreement, which stipulates that
only under national emergency, other extreme urgencies, and non-commercial
public use, it is not necessary to negotiate with the patentee before applying for a
compulsory license. However, ‘public interest’ is of very broad meaning and obvi-
ously it does not only refer to public non-commercial use. Meanwhile, granting the
patent compulsory license for exporting pharmaceuticals to resolve public health
problems does not always fall with the above three exceptional situations, and the
requirement to negotiate with the patentee prior to applying for a compulsory
license is not always exempted. Therefore, the provisions of Article 31(b) of the
TRIPS Agreement are the criteria to determine whether the issuance of compulsory
license needs to be conducted under the condition that the patentee had refused to
grant a license.

4. Compulsory Licenses and Competition law

Itis prescribed in Article 31(k) of the TRIPS Agreement that ‘Members are not obli-
ged to apply the conditions set forth in sub-paragraphs (b) and (f) above where such
use is permitted to remedy a practice determined after judicial or administrative
process to be anti-competitive. The need to correct anti-competitive practices may
be taken into account in determining the amount of remuneration in such cases.
Competent authorities shall have the authority to refuse termination of authoriza-
tion if and when the conditions which led to such authorization are likely to recur’.
It can be concluded that when the patentee has anti-competitive behaviors which
constitutes the ground to issue compulsory license, the WTO members are not obli-
ged to meet the conditions set forth under the above (b) and (f) sub-clause of Article
31. Itis not necessary to negotiate with the patentee (Article b) prior to applying for
compulsory license, and the compulsory license is not necessarily granted to meet
the domestic market demand (sub-clause f). However, there are several issues to be
clarified when granting compulsory license based on anti-competition ground.

4.1 Defining Anti-Competitive Behaviour

According to Article 31(k) of the TRIPS Agreement, anti-competitive behavior as a
ground for granting compulsory license has to be determined through judicial or
administrative procedures, and no person can start the compulsory license proce-
dure just because he accused the patentee of committing anti-competitive conducts.
As the meaning of anti-competition, the Patent Law shall not stipulate it directly
and it should be determined in accordance with the recently enacted Chinese Anti-
monopoly Law in which Article 17 provides that, the potential anti-competitive con-
ducts of the patentee may include: (1) predatory pricing, i.e. sell products with
unfair high prices or purchase products with unfair low prices without appropriate
reasons; (2) refuse to deal; (3) force to deal, i.e. without appropriate reasons, to limit
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the other party to deal with them only or the dealer they designated; (4) tied-in sel-
ling; (5) discriminating price, i.e. with no appropriate reasons, setting different
dealing prices and conditions with dealers of the same qualifications.

4.2 Remuneration

Based on Article 31(k) of the TRIPS Agreement, is it compulsory to pay remunera-
tion to the patentee when granting compulsory license for anti-competition. With
regard to it, the drafted TRIPS Agreement once provided the ‘appropriate remunera-
tion’ in the Brussels Draft; however, the final text of the TRIPS Agreement provides
that ‘the need of anti-competition may be taken into consideration when deciding
the amount of remuneration’. It is not clear how to explain the above provision?
From the context of Article 31 of the TRIPS Agreement and its negotiating history,
it seems to mean that when granting a compulsory license for the purpose of curbing
anti-competition, the remuneration paid to the patentee can not only be lower than
that under other situations but also be zero. Mr. Daniel Gervais who participated in
the TRIPS Agreement negotiation endorsed this point of view.'”

5. Compulsory Licenses and Public Health

To cope with the growing public health problems in developing countries and the
least developed countries, the Declaration on the TRIPS Agreement and Public
Health (hereinafter referred as Doha Declarations) was approved in the Fourth
Meeting of Ministers of WTO Members on Nov 14, 2001 20 The Declaration states:
WTO members shall be allow to use the flexibility when implementing the TRIPS
Agreement, and ‘Each Member has the right to determine what constitutes a natio-
nal emergency or other circumstances of extreme urgency, it being understood that
public health crises, including those relating to HIV/AIDS, tuberculosis, malaria
and other epidemics, can represent a national emergency or other circumstances of
extreme urgency.’

The WTO General Council approved the Decision on the Implementation of
Paragraph 6 of the Doha Declaration on the TRIPS Agreement and Public Health
(hereinafter referred to as Decision of the General Council) on August 30, 2003.2!
The decision conditionally waives the obligations under Article 31(f) and 31(h) of
the TRIPS Agreement,?* and allows the WTO members to export the patented phar-
maceuticals with a compulsory license.

19 GeRvAlS, The TRIPS Agreement: Drafting History and Analysis, 253 (2nd ed. 2003); LIN,
supra note 2, at 193.

20 WTO, ‘Declaration on the TRIPS Agreement and public health’, WT/MIN(01)/DEC/2., Paras

17-19 of the Doha Declaration are related to TRIPS Agreement, ‘Declaration on the TRIPS

Agreement and public health’, WT/MIN(01)/DEC/2.

Decision of the General Council of 30 August 2003, ‘Implementation of paragraph 6 of the

Doha Declaration on the TRIPS Agreement and public health’, WT/L/540, available at

<http://www.wto.org/english/tratop_e/trips_e/implem_para6_e.htm> (as of March 2008).

Decision of the General Council of 30 August 2003, supra note 21, at para. 2 is the waive of

obligation under Art. 31.f of TRIPS, and para. 3 is the waive of obligation under Art. 31.h.

2

22
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In order to implement the Doha Declaration and the Decision of the General
Council, China’s State Intellectual Property Office issued Order No. 37 on Novem-
ber 29, 2005 on the Implementing Measures for Patent Compulsory Licensing con-
cerning Public Health Problems (hereinafter referred to as ‘the Health Measures’).
The Measures came into force on Jan 1, 2006. The ‘Health Measures’ stipulates that
it is permissible to import relevant patented pharmaceuticals through compulsory
license for the purpose of public health, and to export to countries that lack the capa-
city to produce the pharmaceuticals with compulsory license.?

As to the compulsory license system for public health, there are some deficien-
cies in the drafted Amendment to the Patent Law of the P.R. of China ( for exami-
nation), which is necessary to amend and clarify.

5.1 The Concept of Public Health Problems, Public Health Crisis, and
Epidemics

For public health, Doha Declaration and Decision of the General Council adopted
the concepts like ‘Public Health Problems’?*, ‘Public Health Crisis’>® and ‘Public
Health’? etc., while China’s Health Measures for compulsory license used the
word ‘contagious diseases’,?” which was corrected to ‘Epidemic’?® in the drafted
amendment to the Patent Law of the P.R. of China (for examination). Obviously,
either ‘contagious diseases’ or ‘epidemic’, its extension meaning is much narrower
than ‘public health’ or ‘public health problems’. To this, many countries (such as
Germany and Switzerland etc.) follow the concept ‘public health’ as stated in Doha
Declaration and Decision of the General Council. In my opinion, it is not advisable
for China to make such strict restrictions on the above concepts and China shall fol-
low the international conventions and other countries’ practice to use the concept
‘public health’.

5.2 Whether Qualified Entities can Apply for a Compulsory License

Based on Article 49 of the drafted amendment to the Patent Law of the P.R. of China
(for examination), when the public health problem appears to be an epidemic, the
State may grant the compulsory license where a national emergency occurs or the
public interest so requires. However, the following procedure should be followed:
the patent administration department under the State Council may, as suggested by
a competent department under the State Council, grant the entity designated by the
department a compulsory license to exploit the patent for invention or utility model.
There are problems in this stipulation. Firstly, it mixed the rights to deal with public
health problems in China and the rights to apply for a compulsory license. Secondly,

2 Arts 6, 9 of ‘Measures on Compulsory License’.

% Id.

25 Art. 5(c) of Doha Declaration.

26 Art. 1(a) of the Decision of the General Council.

27 Arts 2, 3 of the ‘Measures on Compulsory License’.
2 Art. 50(2) and 50(3) of the ‘Draft’.
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when the public health problem arises, it shall be determined by the competent
department under the State Council. However, it is inappropriate to grant a compul-
sory license only to the entity designated; instead, any qualified entity may apply
for a compulsory license under the above situation. Hence, I contend that the
amended Patent Law of the P.R. of China shall permit the qualified entities to apply
for a compulsory license directly.

5.3 Are Requests for a Contractual Licence Required Before the Grant
of a Compulsory License for Public Health Reasons?

It is clearly stipulated in Article 31(b) of the TRIPS Agreement that only in the case
of a national emergency, or other circumstances of extreme urgency or in cases of
public non-commercial use, the compulsory license can be issued without making
prior efforts to obtain a contractual license from the patentee. However, not all com-
pulsory licenses issued for resolving public health problems fall within the above
three situations. For instance, compulsory license issued to prevent public health
problems does not necessarily belong to the above three situations.

5.4 The special rules on determining the Remuneration

It is provided in Article 3 of the Decision of the General Council of August 30,
2003, where a compulsory license is granted by an exporting Member under the
system set out in this Decision, adequate remuneration pursuant to Article 31(h) of
the TRIPS Agreement shall be paid to that Member by taking into account the eco-
nomic value to the importing Member of the use that has been authorized in the
exporting Member. Where a compulsory license is granted for the same products in
the eligible importing Member, the obligation of that Member under Article 31(h)
shall be waived in respect of those products for which remuneration in accordance
with the first sentence of this paragraph is paid to the exporting Member.

This Article is mainly designed to prevent double compulsory license remune-
ration to both exporter and importer. In addition, Doha Declaration and the Deci-
sion of the General Council had no special provisions on the compulsory license
remuneration. However, when it is necessary to issue the compulsory license for the
sake of public health, remuneration shall be relatively low. For instance, the EU pro-
vided that the reasonable remuneration shall not exceed 4% of the total price®® when
there is a national emergency or other circumstances of extreme urgency or in cases
of public non-commercial use under the Article 31(b) of the TRIPS Agreement,
China shall have similar provisions on the Implementing Regulations of Patent Law.

2 Art. 10(9) of Council Regulation (EC) No 816/2006 of 17 May 2006 on compulsory licensing
of patents relating to the manufacture of pharmaceutical products for export to countries with
public health problems.
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6. Conclusions

In conclusion, as to the patent compulsory licensing system, China shall abide by
the requirements of the TRIPS Agreement when amending the Patent Law, and also
needs to consider the real situation of China. Therefore, when amending the com-
pulsory license system, we need to overcome many theoretical and systematic bar-
riers. This article put forward to some suggestions to deal with the legal difficulties
revealed during the legislation process, including the appropriate definition of ‘fail-
ure to work or insufficient working’, the definition of ‘anti-competitive behaviour’
in the context of issuing patent compulsory license and treating ‘refusal to license’
as an independent ground. I hope that this article would provide some help to the
amendment of the Patent Law.



Compulsory Licensing in Chinese Patent Law

Xiaoguang Shan

1. Introduction

Although not one compulsory license has been requested and granted since the
entry into force of the first Patent Law of the P.R. of China in 1985, it has been a hot
topic in the patent field of China especially since China suffered SARS in 2003. The
Patent Law of the P. R. of China is now undergoing revision for the third time. In the
Draft of Amendments to the Patent Law (Draft) as promulgated by the State Intel-
lectual Property Office (SIPO) on July 31, 2006 there are some significant changes
about the compulsory licensing system to the current patent law. The following arti-
cle will first briefly review the historic and current development of the compulsory
licensing system in the patent law of the P.R. of China and then provide insight into
the important proposed amendments of the compulsory licensing system in the
Draft.

2. History of the Compulsory Licensing System

2.1 The Patent Law of 1984

The Patent Law of 1984 (The Patent Law of 1984) was the first Patent Law of the
P. R. of China since it was establishment in 1949. In the draft of the Patent Law of
1984 there were two kinds of regulations about the government limitation of a pat-
ent right. One was the compulsory licensing, the other one was the expropriation of
a patent right. In order to avoid the misunderstanding from a foreigner, the regula-
tion about the expropriation of patent right was later cancelled and only the one of
compulsory licensing still remains.’

The compulsory licensing in the Patent Law of 1984 was regulated as follows:

The patentee has the obligation to manufacture the patented product or to use the
patented process in China or to authorize others to do so (Article 51). If, three years
after the date of the grant of a patent right, the patentee of an invention or utility
model has failed to fulfill the obligation to manufacture the patented product or use
the patented process or to authorize others to do so in China without any justified

' Available at <http://www.sipo.gov.cn/sipo/tz/gz/200608/P020060808327106040484.pdf> (as
of March 2008).

It was adopted at the Fourth Meeting of the Standing Committee of the Sixth National People’s
Congress and promulgated by order No. 11 of the President of the People’s Republic of China
on March 12, 1984, and effective as of April 1, 1985, see 1984 Zhonghua Renmin Gongheguo
Guowuyuan Gongbao (The State Council Bulletin of P.R. China) 6, 164 -173.

TANG ZONGSHUN, Memory about the draft of the Patent Law, in: LTuU CHUNTIAN (ed), Twenty
Years of the Intellectual Property Rights in P.R. China, 100 (1998).

3
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reason, the Patent Office may grant a compulsory license (Article 52). If a patented
invention or utility model is technically more advanced than another earlier pat-
ented invention or utility model and the exploitation of the later invention or utility
model is dependent on the exploitation of the earlier invention or utility model, a
compulsory license may be granted. On the other hand, if a compulsory license has
been granted in accordance with the preceding ground, a compulsory license to
exploit the later invention or utility model can also be granted to the earlier patentee
(Article 53).

From what is mentioned above, we can see that in the Patent Law of 1984 the
patentee had the obligation to use the patent or to authorize others to do so in China
(Article 51) and there were altogether two circumstances for the Patent Office to
grant a compulsory license (Articles 52 and 53). According to Article 54 of the
Patent Law of 1984, anyone requesting a compulsory license based on these two cir-
cumstances had to furnish proof that he had not been able to conclude a licensing
contract on reasonable terms with the patentee.

The Patent Law of 1984 had also regulated the procedure about the requesting
and granting of a compulsory license. Any decision of granting a compulsory
license should be registered and publicly announced (Article 55). Any compulsory
license could not be an exclusive license and the licensee had no right to authorize
the exploitation of the patent by others (Article 56). A compulsory licensee should
pay a reasonable license fee, and if the parties could not reach an agreement about
the license fee, the Patent Office should make a ruling (Article 57). If a patentee dis-
agreed with the decision of granting a compulsory license or disagreed with the rul-
ing regarding the license fee, he could file a suit in a court within three months of
receiving notification of the decision (Article 58).

2.2 The Patent Law of 1992

In order to follow the drafting of TRIPS*in good time some changes about the com-
pulsory licensing were made in the revision of the Patent Law for the first time in
1992 (The Patent Law of 1992).° The regulation of the obligation to exploit a patent
in China was cancelled. Two other circumstances for granting a compulsory license
were added:

Where any entity qualified to exploit the invention or utility model had
requested the patentee to grant a license on reasonable terms and such efforts had
not been successful within a reasonable period of time, the Patent Office could grant
a compulsory license (Article 51 of the Patent Law of 1992). But this kind of com-
pulsory license could be requested only after the expiration of three years from the

* WEN XIKAI Consideration and Retrospect of the Patent Law Legislation, in: LITU CHUNTIAN
(ed), id., at 115.

It was amended by the Decision Regarding the Revision of the Patent Law of the People’s
Republic of China, adopted at the 27th Session of the Standing Committee of the Seventh
National People’s Congress on September 4, 1992. See 1992 Zhonghua Renmin Gongheguo
Guowuyuan Gongbao 24, 938-947.

5
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date of the grant of the patent right (Article 68 of the Implementing Regulations of
the Patent Law of 1992).

In addition, a compulsory license could also be granted by the Patent Office in
case of a national emergency or any extraordinary state of affairs (Article 52 of the
Patent Law of 1992).

The other regulations about compulsory licensing in the Patent Law of 1984
remained unchanged and were accepted by the Patent Law of 1992.

3. The Current System of the Compulsory Licensing

3.1 The Patent Law of 2000

In accordance with TRIPS, the Patent Law of the P.R. of China was revised for the
second time in 2000 (The Patent Law of 2000)° and is effective up till now. There
are also some changes in the compulsory licensing in this revision. As in the Patent
Law of 1992 there are altogether three circumstances for granting a compulsory
license in the Patent Law of 2000, the only change as to the regulations about these
circumstances is a strict limitation of the circumstance for granting a compulsory
license concerning a dependant patent.

The current rules of the compulsory licensing in the Patent Law of 2000 are:

A compulsory license may be granted if any qualified entity has requested the
patentee to grant a license on reasonable terms and such efforts have not been suc-
cessful within a reasonable period of time (Article 48 of the Patent Law of 2000
equals to Article 51 of the Patent Law of 1992 which is unchanged).

A compulsory license may also be granted for a national emergency or any
extraordinary state of affairs or the public interest (Article 49 of the Patent Law of
2000 equals to Article 52 of the Patent Law of 1992 which is unchanged).

If a patented invention or utility model involves important technical advance of
considerable economic significance to another earlier patented invention or utility
model and the exploitation of the later invention or utility model is dependent on the
exploitation of the earlier invention or utility model, a compulsory license may be
granted. In addition, if a compulsory license has been granted in accordance with
the preceding ground, a compulsory license to exploit the later invention or utility
model can also be granted to the earlier patentee (Article 50 of the Patent Law of
2000 equals to Article 53 of the Patent Law of 1992 some of which are changed).

Just as in Article 54 of Patent Law of 1992, the Patent Law of 2000 regulates in
Article 51 that anyone requesting a compulsory license based on these three circum-
stances has to furnished proof that he had not been able to conclude a licensing con-
tract on reasonable terms with the patentee.

6 It was amended in accordance with the Decision of the Standing Committee of the 9th National

People’s Congress on Amending the Patent Law of the People’s Republic of China and adopted
at its 27th Meeting on August 25, 2000, and came into force on July 1, 2001. See 2000 Zhong-
hua Renmin Gongheguo Guowuyuan Gongbao 30, 9.
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The main changes of the compulsory licensing in the Patent Law of 2000 are
those regulations regarding the procedure granting a compulsory license:

The decision of granting a compulsory license made by the Patent Office shall
be notified promptly to the patentee concerned and shall be registered and
announced. In the decision of granting the compulsory license, the scope and dura-
tion of the license shall be specified on the basis of the reasons justifying the grant.
If and when the circumstances which led to such compulsory license cease to exist
and are unlikely to recur, the Patent Office may terminate the compulsory license
upon the request of the patentee (Article 52).

Anyone granted a compulsory license has no exclusive right to exploit the patent
and has no right to authorize exploitation of the patent by others (Article 53 of the
Patent Law of 2000 equals to Article 56 of the Patent Law of 1992 which is
unchanged).

Anyone granted a compulsory license shall pay a reasonable license fee and by
failing to reach an agreement about the fee the Patent Office shall make a ruling
(Article 54 of the Patent Law of 2000 equals to Article 57 of the Patent Law of 1992
which is unchanged)

If the patentee is not satisfied with the decision of granting a compulsory
license, or the patentee or the compulsory licensee is not satisfied with the ruling
regarding the license fee, he may, within three months from the receipt of the date of
notification, institute legal proceedings in the court (Article 55).

3.2 Measures for Compulsory Licensing of Patent Implementation of
2003

In order to standardize the granting, the ruling of license fee, termination proce-
dures for the compulsory licensing, etc., SIPO formulated on June 13, 2003 the
Measures for Compulsory Licensing of Patent Implementation (Measures)’
According to Para. 3 of Article 4 of the Measures in emergency or irregular event of
the state or for the purposes of public interest, it is SIPO that is entitled to grant a
compulsory license as per the petitions by the competent authorities under the State
Council.

3.3 Measures for Compulsory License on Patent Implementation
Concerning Public Health Problems of 2005

In accordance with the Declaration on the TRIPS Agreement and Public Health
(WT/MIN(01)/DEC/2) (Doha Declaration) and the Decision of August 30, 2003
(WT/L/540), Implementation of paragraph 6 of the Doha Declaration on the TRIPS
agreement and public health (Decision of the General Council), STPO promulgated
on November 29, 2005 the Measures for Compulsory Licensing on Patent Imple-

7 See the Order of the Director of the SIPO (No.31, 2003), available at <http://www.sipo.gov.cn/
sipo/flfg/z1/bmgz/200703/t20070329_148176.htm> (as of March 2008).
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mentation concerning Public Health Problems of 2005 (Measures concerning Pub-
lic Heath).® The main contents are as follows:

Acts of preventing or controlling the appearance and spread of epidemic dis-
eases and treatment thereof fall within the acts for public interests as mentioned in
Article 49 of the Patent Law of 2000, and public health crises caused by the appear-
ance and spread of any epidemic disease represent the national emergency as men-
tioned in Article 49 of the Patent Law of 2000 (Article 3).

The epidemic diseases as mentioned in these Measures refer to HIV/AIDS,
tuberculosis, malaria, which result in public health problems, and other epidemics
as prescribed in the Law of the P.R. of China on the Prevention and Control of Epi-
demic Diseases. The pharmaceuticals as mentioned in these Measures refer to any
patented product or product produced through patented process in the medical field
for the treatment of the epidemic diseases including the effective components
needed for the manufacture of these products and the diagnosis reagents needed
when using these products (Article 2).

In case a patent right is granted to any pharmaceuticals for treating certain epi-
demic disease in China and China has the capacity for the production of the phar-
maceuticals, according to Article 49 of the Patent Law of 2000, the relevant compe-
tent authorities under the State Council may request SIPO to grant a compulsory
license for implementing such a patent (Article 4). But if China is not capable or has
insufficient capacity in producing such pharmaceuticals, the relevant administrative
authorities under the State Council may request SIPO to grant a compulsory license
permitting the licensee to import such pharmaceuticals manufactured by a member
of WTO under the system established by the Decision of the General Council of
WTO in addressing the public health problems in China (ArticleS). In respect of this
compulsory license granted by SIPO under this circumstance, the licensee and any
others shall not export such imported pharmaceuticals to any other countries or
regions (Article 6). It is worthy to be mentioned, that according to Article 8 a pat-
ented pharmaceutical for treating certain epidemic disease can be parallel imported
into China.’

In accordance with Article 9, a compulsory license for the manufacturing of pat-
ented pharmaceuticals treating epidemic diseases can be granted for export to a
WTO Member under the system set out in the Decision of the General Council or to
any least-developed country of non-WTO Member.

8 It came into force as of January 1, 2006, see the Order of the Director of the SIPO (No.37, 2005)
available at <http://www.sipo.gov.cn/sipo/flfg/zl/bmgz/200703/t20070329_148195.htm> (as
of March 2008).

Interwiew with Mr. Yin Xintian, Director of the Legal Affairs Department of SIPO, available at
<http://www.sipo.gov.cn/sipo/xwdt/mtjj/2005/200512/t20051208_72775.htm> (as of March
2008).
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4. The Proposed Amendments of the Compulsory Licensing in
the Draft of Amendments to the Patent Law

The main purposes of the revision of the Patent Law for the third time concerning
the compulsory licensing are to realize the Doha Declaration and the Decision of the
General Council, and to coordinate the relationship among the Patent Law, the
Measures and the Measures concerning Public Heath.

The main proposed regulations about the compulsory licensing in the Draft of
Amendments to the Patent Law are:

The first circumstance for granting a compulsory license mentioned in Article
48 of the Patent Law of 2000 would be cancelled. This provision is similar to the
first sentence of Article 31 lit.b of TRIPS, but this first sentence in Article 31 lit. b
is not a circumstance, only a requirement for granting a compulsory license except
in case of national emergency or public interest.

Two new circumstances for granting a compulsory license are added to the
Draft. One of them is that a compulsory license can be granted if the patentee fails
to exploit or sufficiently exploit the invention within three years of receiving the
patent and a normal license from the patentee has not been obtained within a reason-
able period of time on reasonable terms. In fact, this provision is a reestablishment
of Article 52 of the Patent Law of 1984. Because according to Article 11 of the Pat-
ent Law of 2000 exploitation of the patent in China means to make, use, offer to sell,
sell or import the patented product, or to use the patented process, use, offer to sell,
sell or import the product directly obtained by the patented process. This regulation
about the obligation to exploit patents in China is therefore in line with Article 5 (A)
of the Paris Convention and does not violate Article 27(1) of TRIPS.

The other new circumstance is that a compulsory license can been granted to
remedy a practice determined after judicial or administrative process to be limited-
or exclusive-competitive.'? This regulation is newly established in order to adapt to
the Anti-monopoly Law of the P. R. of China (Anti-monopoly Law).!! In accord-
ance with Article 55 of Anti-monopoly Law, Anti-monopoly Law is not applicable
to undertakings who exercise their rights under the intellectual property law such as
the Patent Law. However, abuse of intellectual property rights, practice of limited-
or exclusive-competitive, etc. will be dealt with pursuant to Anti-monopoly Law.

The Draft also addresses a compulsory license granted by SIPO because of
national emergency or public interest upon the request of relevant administrative
authorities under the State Council. National emergency or public interest includes
a public health crisis caused by the occurrence and/or spread of an epidemic disease.
In such a case, a compulsory license would be granted to prevent and control occur-

10 This provision was not provided in the Draft promulgated by the SIPO on July 31, 2006
but is in the new Draft sent to the State Council for examination. See the online interview
with Mr. Yin Xintian available at <http://www.sipo.gov.cn/sipo/tfs/dtxx/jndt/200701/
t20070116_127249.htm> (as of March 2008).

The Anti-monopoly Law of the People’s Republic of China was adopted at the 29th meeting of
the Standing Committee of the Tenth National People’s Congress of the People’s Republic of
China on August 30, 2007, and shall be effective as of August 1, 2008.
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rences of epidemic diseases and treat patients with epidemic diseases. The provision
of the granting a compulsory license for a dependant patent remains unchanged.

The Draft adds to the justifications for a compulsory license of the manufactur-
ing of patented pharmaceuticals treating epidemic diseases for export to developing
or least undeveloped countries.

There are some new regulations about the procedure for granting a compulsory
license. According to Article A 3(1) of the Draft, except the compulsory license for
export to developing or least undeveloped countries, a compulsory license shall be
predominately for the supply of the domestic market. Where the invention involved
in the compulsory license relates to the semi-conductor technology, the compulsory
license shall be limited only for public non-commercial use or to remedy a practice
determined after judicial or administrative process to be limited- or exclusive-com-
petitive (Article A 3(2) of the Draft).

It is provided in the Draft that anyone requesting a compulsory license except in
case of national emergency or public interest has to furnish proof that he had not
been able to conclude a licensing contract on reasonable terms with the patentee
(Article 51 of the Draft).

The other regulations regarding the procedure granting a compulsory license
remain almost unchanged like those in the Patent Law of 2000.

5. Conclusion

In the P.R. of China, compulsory licensing gets significant attention although no
compulsory licenses haven been granted so far. The regulations in the Patent Law of
China are regulated according to international conventions such as the Paris Con-
ventions and TRIPS. The main changes in the compulsory licensing system by the
revision of the Patent Law for the third time supply two new circumstances for
granting a compulsory license and clarify that national emergency or public interest
includes a public health crisis. It is a new important regulation that a compulsory
license of patented pharmaceuticals can be granted for export to developing or
least-developed countries.



Deceptive Conduct in the Patent World — A Case for US
Antitrust and EU Competition Law?

Josef Drexl

1. Introduction

Refusal to license is not the only IP-related scenario in which Section 2 Sherman
Act on monopolization and Article 82 EC on abuse of market dominance may come
into play. Both the US Federal Trade Commission (FTC) and the European Com-
mission recently applied these rules in situations concerning the acquisition of pat-
ents by deception. Cases of deception may arise in particular when business opera-
tors hold back information about their patent policies as members of a standard-
setting organization (SSO) or when they provide false information or conceal infor-
mation as applicants before patent offices.

In the United States, the FTC applied Section 2 Sherman Act in Rambus, a pat-
ent ambush case.! Rambus, a developer and licensor of computer memory technol-
ogies, had participated in JEDEC,? the business-wide standard-setting organization
(SSO) for computer memory (DRAM?) technology. By concealing its own research
activities and patent policies, Rambus distorted the standard-setting process and
obtained patents for the technology which was ubiquitously incorporated in the
business-wide memory standard. This enabled Rambus to impose monopolistic roy-
alty rates on the manufacturers of DRAMSs, including JEDEC members, who were
locked in by the standard. The FTC argued that Rambus had violated Section 5 FTC
Act and Section 2 Sherman Act by engaging in exclusionary conduct and thereby
acquiring monopoly power in the relevant markets.* Under Section 5(a)(2) of the
FTC Act, the FTC ordered Rambus to ‘cease and desist’ from such conduct and in
particular to grant any interested party a worldwide, nonexclusive license for its pat-
ents controlling the standard.> On petition by Rambus, the Court of Appeals for the

' In the Matter of Rambus Inc., Docket No. 9302, http://www.ftc.gov/os/adjpro/d9302/
index.shtm (as of January 31, 2008); see also MINTZER/BREED, How to Keep the Fox Out of the
Henhouse: Monopolization in the Context of Standard-Setting Organizations, 19(5) IP & Tech.
L.J. 5 (2007).

Joint Electron Device Engineering Council.

Dynamic random access memory.

4 Opinon of the FTC of 2 August 2006, available at <http://www.ftc.gov/os/adjpro/d9302/
060802commissionopinion.pdf> (as of January 31, 2008).

5 Final Order of the FTC of 2 February, 2007, available at <http://www.ftc.gov/os/adjpro/d9302/
070205finalorder.pdf> (as of January 31, 2008). For a more detailed discussion of the Rambus
remedies, see MINTZER/BREED, supra note 1, at 7-9; TREACY/KOSTENKO, Setting maximum
royalty rates, 2007 (June) Comp. L. Insight 8. The probably most intriguing question was the
one relating to the royalties to be paid under the license. For constraints of space, this article
will not discuss the issue of remedies.
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D.C. Circuit, in a decision of April 22, 2008, set aside the FTC orders and remanded
to the FTC.® The Court of Appeals was not satisfied with the FTC’s holding that
Rambus had monopolized the market. Yet the Court leaves the FTC the chance to
provide additional evidence in this regard. Of course, Rambus’s conduct affects a
worldwide market. This is why the European Commission also started to investigate
the Rambus case in 2007 alleging a violation of Article 82 EC.

In Europe, the Commission applied Article 82 EC to allegedly deceptive con-
duct on the part of AstraZeneca concerning the acquisition of a supplementary pro-
tection certicifate (SPC) for a its omeprazole-based ulcer medicine known under the
trademark Losec.® This drug enjoyed protection under a European patent which was
about to expire on April 3, 1999. In the 1990s AstraZeneca gave misleading infor-
mation to several national patent offices about the date when the first EU Member
State had granted marketing allowance for the drug. Under Article 19 of the SPC
Regulation,’ this date was crucial for qualifying for the newly introduced SPC,
which may extend patent exclusivity by up to five years. Regarding AstraZeneca’s
behavior, Competition Commissioner Neelie Kroes forcefully declared:

I fully support the need for innovative products to enjoy strong intellectual property
protection so that companies can recoup their R & D expenditure and be rewarded for
their innovative efforts. However, it is not for a dominant company but for the
legislator to decide which period of protection is adequate.'®

Based on Article 82 EC, AstraZeneca was charged €60 million. "' The Commission
decision against this kind of ‘evergreening’ of the patent is currently on appeal
before the European Court of First Instance (CFI).'2

See Rambus Inc. v. FTC (D.C. Cir. 2008), available at <http://pacer.cadc.uscourts.gov/common/
opinions/200804/07-1086-1112217.pdf> (as of April 27, 2008).

A Statement of Objections was sent to Rambus on July 30, 2007; see Press Release of August
23, 2007, MEMO/07/330, available at <http://europa.eu/rapid/pressReleasesAction.do?refer-
ence=MEMO/07/330&format=HTML &aged=1&language=EN&guiLanguage=en> (as of Jan-
uary 31, 2008). See also THOMAS, Patent ambush and the Rambus case, 2007 (January) Comp.
L. Insight 14; more generally on the law in the EU, see PETRISI, The Case of Unilateral Patent
Ambush Under EC Competition Rules, 28 World Competition 24 (2005).

8 Commission Decision of June 15, 2005, Case COMP/A.37.507/F3 — Generics/AstraZeneca,
available at <http://ec.europa.eu/comm/competition/antitrust/cases/decisions/37507/en.pdf>
(as of January 31, 2007). See also FAGERLUND/RASMUSSEN, AstraZeneca: the first abuse case
in the pharmaceutical sector, 2005(3) Comp. Pol’y Newsletter 54. On the Commission’s gen-
eral competition policy concerning the pharmaceutical industry, see DE SOUZA, Competition in
Pharmaceuticals: the challenges ahead post AstraZeneca, 2007(1) Comp. Pol’y Newsletter 39.
Council Regulation (EEC) No. 1768/92 of June 18, 1992 concerning the creation of a supple-
mentary protection certificate for medicinal products, [1992] OJ L 182, p. 1.

See Press Release of June 15, 2005, 1P/05/737, available at <http://europa.eu/rapid/press-
ReleasesAction.do?reference=IP/05/737> (as of January 31, 2008).

This fine was imposed for two distinct abuses. In addition to having conceiled the true date of
the first marketing allowance to patent offices, AstraZeneca was charged to have delayed
market entry of generic drugs by selectively diregistering the market authorization for Losec
capsules. This second abuse will not be discussed in this article.

12 Pending Case T-321/05.
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The statement of Commissioner Kroes will intuitively meet approval by com-
petition and IP experts alike, probably also including Josef Straus to whom this
contribution is dedicated. Yet the decisions by the FTC and the European Commis-
sion may well be more problematic than it seems at first glance. The law should of
course ban deceptive conduct. Whether, however, deception leading to the acquisi-
tion of IPRs is a matter for antitrust and competition law is a different issue.'* This
article will compare the situation in the US and the EU and explain the role anti-
trust and competition laws should adequately play in such situations. We will first
look at the application of the antitrust and competition law rules in Rambus and
AstraZeneca (infra 2 and 3). Then we will address the main policy issue at the
interface of IP and competition law, namely whether antitrust and competition law
intervention can actually be justified in the two cases in the light of the overall
goal of maintaining a dynamically pro-competitive, innovation enhancing system
(infra 4).

2. Application of Section 2 Sherman Act in Rambus

2.1 The Monopolization Claim Supported by the US FTC

In its opinion of August 2, 2006, the FTC held that Rambus had violated Section 5
FTC Act by referring to the concept of deception used in Section 5(a)(1), but basi-
cally discussed that case as one of monopolization in the sense of Section 2 of the
Sherman Act.'*

Based on the general requirements identified by the US Supreme Court for
monopolization'5 the FTC identified three issues, namely ‘(1) whether Rambus
engaged in exclusionary conduct; (2) whether Rambus acquired monopoly power;
and (3) whether there was a causal link between Rambus’s conduct and its monop-
oly power.” !¢

2.1.1 Exclusionary Conduct

In its opinion, the FTC follows the well-established concept of exclusionary con-
duct under US law which draws a line between lawful competition on the merits and

This concern also seems to have motivated the D.C. Circuit to set aside the FTC decision in the
Rambus case, see supra note 6.

The initial complaint was threefold, namely that Rambus had ‘(1) monopolized certain memory
technology markets through a pattern of anticompetitive and exclusionary conduct; (2)
attempted to monopolize these markets; and (3) engaged in unfair methods of competition.” See
Opinion of the FTC, supra note 4, at 12.

15 See U.S. v. Grinnell Corp., 384 U.S. 536 (1966): ‘The offense of monopoly under Section 2 of
the Sherman Act has two elements: (1) the possession of monopoly power in the relevant mar-
ket and (2) the willful acquisition [384 U.S. 563, 571] or maintenance of that power as distin-
guished from growth or development as a consequence of a superior product, business acumen,
or historic accident.” In U.S. v. du Pont & Co., 351 U.S. 377, 391 (1946), the Supreme Court
defined monopoly power as ‘the power to control prices or exclude competition.’

Opinion of the FTC, supra note 4, at 27.
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exclusionary conduct which does not simply harm competitors but reduces effi-
ciency. The FTC states:!”’

Exclusionary conduct is ‘conduct other than competiton on the merits — or other than
restraints reasonably ‘necessary’ to competiton on the merits — that reasonably
appear[s] capable of making a significant contribution to creating or maintaining
monopoly power.” Stated differently, if ‘a firm has been attempting to exclude rivals
on some basis other than efficiency,’ it is engaging in exclusionary conduct. The focus,
at all times, is on harm to competition, not merely harm to competitors.

Against the backdrop of this statement, it is clear that exclusionary conduct has to be
considered the cornerstone of the monopolization claim and antitrust liability.
Instead of evaluating the effects of the given conduct on the market in view of the
general goal of promoting efficiency, the FTC quickly turns to the concept of decep-
tion, which could never be considered competition on the merits:

The exclusionary element alleged here is that Rambus engaged in a course of
deceptive conduct. (...) This sort of deceptive conduct is not competition on the
merits. Just as ‘false or misleading advertising has an anticompetitive effect,” distoring
choices through deception obscures the relative merits of alternatives and prevents the
efficient selection of preferred technologies.'®

The FTC makes it clear that a monopolization claim under Section 2 Sherman Act
differs from an unfair competition and deception claim under Section 5(a)(1) FTC
Act in two regards. First, whereas under Section 5(a)(1) the state of the mind of the
defendant is irrelevant, Section 2 requires that the defendant act ‘wilfully’ in acquir-
ing or maintaining monopoly power. Second, whereas Section 5(a)(1), declaring as
unlawful all ‘unfair methods of competition in or affecting commerce, and unfair or
deceptive acts or practices in or affecting commerce,” does not require any compet-
itive harm, Section 2 requires that Rambus’s conduct harms the competitive process
and that the anticompetitive effects outweigh the procompetitive benefits.'”

The latter requirement defines the legal test. Instead of applying a per se rule,
according to which acquisition of an IPR by deceptive conduct would always be
held to be in violation of the antitrust laws, the FTC favors a rule-of-reason
approach as known from the analysis of Section 1 Sherman Act. The rule of reason
requires a full assessment of the pro and anticompetitive effects of the allegedly
unlawful conduct on the relevant market. Application of a rule of reason even in a
case of deceptive conduct is explained by the FTC by reference to the Microsoft
decision of the D.C. Circuit?® where the Court had to deal with allegedly deceptive
conduct on the part of Microsoft vis-a-vis manufacturers of application software.?!
According to the D.C. Circuit, the burden to proof of the plaintiff — here the FTC —

Id., at 28 (citations omitted).

Id., at 28 et seq. (citations omitted).

Opinion of the FTC, supra note 4, at 30.

20 United States v. Microsoft Corp., 253 F.3d 34, 58-59 (D.C. Cir. 2001).

The FTC specifically referred to that portion of the Microsoft decision, see Opinion of the FTC,
supra note 4, at 32.
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that the anticompetitive effects in fact outbalance the procompetitive benefits only
comes into play at the third stage of a three-step test. First, the plaintiff has to show
a prima facie case of monopolization by proving some anticompetitive effects. The
defendant may secondly rebut that case by asserting a nonpretextual claim that its
conduct actually constitutes competition on the merits by enhancing efficiency.
Only then, the burden of proof falls back upon the plaintiff to show that the anticom-
petitive effects outweigh the procompetitive benefits.

In closely following this three-step approach, the FTC firstly analyzes the
deceptive conduct of Rambus and the reactions of the other members of JEDEC in
order to establish a prima facie case of exclusionary conduct. The FTC concludes
that Rambus’s ‘deceptive conduct contributed significantly to Rambus’s acquisition
of monopoly power by distorting JEDEC’s technology choices and undermining
JEDEC members’ ability to protect themselves against patent hold-up. This conduct
caused harm to competition.’*>

Secondly, the FTC states that Rambus was not successful in establishing a non-
pretextual, procompetitive justification.> Here, Rambus’s defense strategy rested
upon the argument that keeping information on innovation secret is procompetitive.
The FTC counters that Rambus thereby completely ignored its deceptive course of
conduct and the context in which that conduct had occurred.?* The FTC does not
argue that, in a case of deception, a justification will never be possible. In order to
justify deceptive conduct, Rambus would rather have to show that its deceptive con-
duct as such was efficient.?’

2.1.2 Possession or Acquisition of Monopoly Power

In the US, practice has held that in order to be able to monopolize a market signifi-
cant ‘monopoly power’ would be required.?® The FTC is extremely brief on this
second requirement.?’ It simply states that Rambus held 90 percent of the market
share in the four undisputed technology markets.?® The FTC adds that from 1998
the majority of DRAMs sold have complied with the JEDEC standards controlled
by Rambus’s patents.

From the facts, it is however clear that Rambus only acquired this kind of
monopoly power after its deceptive conduct had occurred. Hence, Rambus was not

2 Id., at 68.

2 Id., at 68-71.

> Id., at 69.

3 See United Stated v. Microsoft Corp., 253 F.3d 34, 77 (‘Microsoft offers no procompetitive
explanation for its campaign to deceive developers’). In Rambus, the FTC refers to this citation
in order to show that ‘[d]eceptive conduct is extraordinarily difficult to justify.” See Opinion of
the FTC, supra note 4, at 69.

See supra note 15.

Opinion of the FTC, supra note 4, at 72 et seq.

Namely (1) the latency technlogy market; (2) the burst length technology market; (3) the data
acceleration technology market; and (4) the clock synchronization technology market.
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accused of exclusionary conduct by using existing monopoly power but rather of
exclusionary conduct as a means of acquiring monopoly power.>’

In Rambus, the FTC is obviously of the opinion that even firms with small mar-
ket shares may gain monopoly power and harm competition if deception is
involved. Section 2 Sherman Act may capture such conduct under the general con-
cept of monopolization, which does not require pre-existing monopoly power.

2.1.3 Causation

Section 2 Sherman Act finally requires that the deceptive conduct has in fact caused
the acquisition of monopoly power. The FTC argues a causal link in two steps: First,
there was a causal link between Rambus’s deceptive conduct and the adoption of the
standard.>® It was but for this conduct, that JEDEC would either have excluded
Rambus’s technologies from the standards or would have asked for RAND (reason-
able and non-discriminatory) terms in ex ante negotiations. According to the facts
assessed by the FTC, alternative technologies were available and were considered
viable and even preferable by some JEDEC members. Second, the FTC also found
a causal link between the setting of the JEDEC standards and the acquisition of
monopoly power by Rambus.?! DRAMs are highly dependent on the interoperabil-
ity with complementary components, which drives standardization in the DRAM
industry.

Nevertheless, Rambus came forward with arguments against causation’> some
of which later convinced the D.C. Circuit. Rambus’s best argument was that a dis-
tortion of the decision-making process would not amount to harming competition,
but only the interests of JEDEC members.*® In substance, Rambus thereby criti-
cized that banning its deceptive conduct under Section 2 would only benefit DRAM
manufacturers who would get the license for the standardized technology more
cheaply without any benefits for the final consumer. The FTC also rejected this
claim by stating that JEDEC did not only bring together DRAM manufacturers but
also the principal purchasers of DRAMs and that ‘a fair, honest, and consensus-
based standard-setting process can be beneficial to consumers, while substantial
competitive concerns may arise when the standard-setting choices of the SSO’s par-
ticipants are distorted.”>* The FTC concluded that Rambus had not offered any
explanation why the decision-making process of JEDEC and the interests of JEDEC
members as such would not be consistent with a procompetitive result.>

2 See Opinion of the FTC, supra note 4, at 5 (,The Commission finds that Rambus violated Sec-

tion 5 of the FTC by engaging in exclusionary conduct that contributed significantly to the
acquisition of monopoly power ...”).

0 1d., at 74-77.

3 d., at 77-115.

2 Id., at 79-114.

3 Id., at 96.

3 1d.

% 1d.
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2.2 The Decision of the D.C. Circuit Setting Aside the Orders of the
FTC

Before the D.C. Circuit, Rambus continued to rely on basically two arguments.
First, it was argued that the FTC erred in finding that Rambus had violated JEDEC
patent disclosure rules. Second, Rambus claimed that FTC erroneously based its
monopolization claim on the allegation that Rambus prevented JEDEC either from
adopting a non-proprietary standard or from imposing a RAND commitment when
standardizing the technology since, in the second hypothetical, Rambus would not
have violated the antitrust law.>

The DC Circuit accepted the latter argument.?’” The Court made clear that exclu-
sionary conduct ‘must have “anticompetitive effect.” That is, it must harm the com-
petitive process and thereby harm consumers. In contrast, harm to one or more com-
petitors will not suffice.”*® Hence, deceptive conduct is not sufficient for a
monopolization claim. The Court even goes so far to argue that even if deception
results in higher prices, this cannot be considered a antitrust violation as long as
such conduct does not harm competition.*® In the FTC’s second hypothetical, the
Circuit did not find any harm to competition: Had JEDEC forced Rambus to license
at RAND conditions, this would have most likely reduced competition whereas
higher prices tend to attract competitors.*® Therefore the D.C. Circuit concluded
that the FTC had failed to show that Rambus’s conduct was exclusionary and that its
conduct unlawfully monopolized the relevant market.*!

The D.C. Circuit set aside the FTC’s orders and remanded for further proceed-
ings consistent with the Court’s opinion.*?> The FTC will now have to find out
whether its first hypothetical according to which Rambus prevented JEDEC from
choosing another standard by concealing its policies can actually be proven. In
addition, the FTC will have to find stronger arguments in favor of its conclusion that
Rambus acted against JEDEC’s disclosure rules. In this regard, the D.C. Circuit crit-
icized the FTC for taking ‘an aggressive interpretation of rather weak evidence.’*

3 See Rambus Inc. v. FTC (D.C. Cir. 2008), supra note 6, at p. 10 et seq.

37 Id, at 11. As to the FTC’s reasoning see at 2.1.3 supra. The D.C. Circuit expressly left unan-

swered whether the first hypothetical, namely that Rambus prevented JEDEC to adopt a differ-

ent standard, would qualify as an antitrust violation; id, at 13.

Id, at 12 (citations omitted).

¥ 1d, at 14.

40 Id, at 18.

4 Id, at 19.

2 Id, at 24.

3 Id, at 23. Hereby the D.C. Circuit, id, at 22, was able to refer to the decision by the Court of
Appeals for the Federal Circuit in the patent infringement dispute of Rambus, Inc. v. Infineon
Technologies AG, 318 F.3d 1081 (Fed.Cir. 2003), where the defendant Infineon relied on con-
tract fraud as a defense. The Federal Circuit had in fact held that JEDEC disclosure rules were
too amorphous and unbounded and that therefore Rambus did not violate any disclosure duty.
This case was finally settled in 2005. See also ALBAN, Rambus v. Infineon: Patent Disclosures
in Standard-Setting Organizations, 19 Berkeley Tech. L.J. 309 (2004) (criticizing the decision
of the Federal Circuit).
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The D.C. Circuit’s judgment highlights a pecularity of US law. Section 2 Sher-
man Act on monopolization only bans exclusionary practices, whereas exploitative
practices that simply impose excessive terms and prices on trading partners without
excluding competitiors cannot be captured. In contrast, Article 82(a) EC explicitly
bans ‘imposing unfair purchasing or selling prices or other unfair trading condi-
tions.” Yet clear-cut decisions on exploitation are rather rare.**

For the working of standard-setting organizations the decision of the D.C. Cir-
cuit may prove to be highly detrimental. The decision reads like an invitation to
cheat in the process of standard-setting. Of course, the D.C. Circuit only decided on
the antitrust claim. Other parts of the law may provide remedies against such decep-
tive conduct. However, the decision of the Federal Circuit in Rambus v. 1nfineon,45
on which also the D.C. Circuit partially relies, demonstrates that also the threshold
for contract fraud will be very high. Unfortunately, the D.C. Circuit did not consider
the FTC’s assumption that standard-setting in SSO’s should generally be considered
procompetitive. Reliance of the Circuit on the expectation that high royalties rates
will attract competitiors will remain wishful thinking when customers only accept
the standardized technology.

2.3 The European Perspective: Is there an Unfair Competition Claim?

In its decision, the FTC applied an integrative approach with regard to Section 5
FTC Act and Section 2 Sherman Act. The FTC refers to the unfair competition
claim based on deception in the sense of Section 5(1)(a) FTC Act only briefly and
then turns to Section 2 from which it takes the test applied to the case. In doing so,
the FTC reacts to criticism concerning its earlier patent ambush case Dell Computer
Corporation, where it justified a violation of Section 5 exclusively with the decep-
tion claim.*®

2.3.1 Article 82 of the EC Treaty and National Laws on Unfair Competition

Yet, reference to the wording of Section 5(a)(1) seems interesting from a compara-
tive perspective. In the EU, Article 82 requires market dominance at the time of the
abusive conduct. Unlike Section 2 Sherman Act, EU competition law does not cap-
ture mere acquisition of market dominance through abuse.*’

# The ECJ, for instance, applied this rule in order to control royalty fees imposed by collecting
societies holding monopoly positions in Member States; see Case 395/87, Tournier, [1989]
ECR 2521, Case 110/88, Lucazeau and others, [1989] ECR 2811.

4 Rambus, Inc. v. Infineon Technologies AG, 318 F.3d 1081 (Fed.Cir. 2003); see also supra
note 47.

4 In the Matter of Dell Computer Corporation, Docket No. C-3658, 121 ET.C. 616 (1996). This

case was settled by a consent order. In a dissent Commissioner Azcuenaga criticized the major-

ity for ignoring the antitrust test. See also COWIE/LAVELLE, Patent Converting Industry Stand-
ards: The Risks to Enforceability Due to Conduct before Standard-Setting Organizations,

30 AIPLA Quart. J. 95, at 121-126 (2002).

In the same sense GERARDIN/RATO, Can Standard-Setting Lead to Exploitative Abuse? A Dis-

sonant View on Patent Hold-Up, Royalty Sacking and the Meaning of FRAND, 3 Eur. Comp.

J. 101, at 160 (2007); PETRISI, supra note 7, at 31; THOMAS, supra note 7, at 15.

47
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In the EU, unilateral conduct by non-market dominant undertakings, like Ram-
bus at the time of its deceptive conduct, is usually addressed under unfair competi-
tion laws. However, the EC Treaty itself contains no provisions on unfair competi-
tion. National laws are harmonized in particular by the Unfair Commercial
Practices Directive,*® which only applies to business-to-consumer commercial
practices.*” Neither does Rambus’s conduct meet the definition for ‘commercial
practices,” which requires a communication ‘connected with the promotion, sale or
supply of a product to consumers,”> nor do JEDEC members qualify as consumers
in the sense of the directive.’! In Europe, it would therefore be for the domestic laws
of the Member States to provide sufficient protection against patent hold-ups exer-
cised by yet non-dominant undertakings.

2.3.2 Lessons to be learned in Europe from Section 5(a)(1) of the FTC Act

The question remains whether from a comparative perspective Section 5(a)(1) FTC
Act may provide some guidance for the application of unfair competition laws in
Europe.

Section 5(a)(1) of the FTC Act reads as follows: ‘Unfair methods of competition
in or affecting commerce, and unfair or deceptive acts or practices in or affecting
commerce, are hereby declared unlawful.’

With regard to deceptive conduct, this provision has its principal scope of
application in the field of misleading advertising, which, in the EU, is part of the
abovementioned Unfair Commercial Practices Directive.’> In Rambus, the FTC
seems to hide more than to explain by referring to Section 5 FTC Act. The FTC
states:

We stand on familiar grounds when we evaluate whether Rambus engaged in a
deceptive course of conduct. Section 5 of the FTC Act proscribes, inter alia, deceptive
acts and practices, and accordingly, the Commission has developed special expertise to
determine whether conduct is deceptive. Lest here be any doubt as to the elements of
deceptive conduct under Section 5, those elements were spelled out in the
Commission’s 1983 Policy Statement on Deception (Policy Statement), which the
courts have treated as the definitive description of those elements under the FTC Act.*?

Whereas there is no doubt that the FTC has acquired special expertise with regard
to deceptive conduct, such expertise stems from application of Section 5(1)(a) to
business-to-consumer advertising and not to deceptive conduct vis-a-vis businesses
or even among members of an standard-setting organization in particular. The two
cases cited by the FTC in this context belong to the area of deceptive advertising

8 Directive 2005/29/EC of the European Parliament and of the Council of 11 May 2005 concern-
ing unfair business-to-consumer commercial practices in the internal market, 2005 OJ L 149,
p. 22.

4 Article 3(1) of the Directive.

0 Article 2(d) of the Directive.

31 Article 2(a) of the Directive.

32 See Articles 6 and 7 of the Directive.

53 Opinion of the FTC, supra note 4, at 29 (citations omitted).
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vis-a-vis consumers.>* Even more strangely, the FTC pretends that the 1983 Policy
Statement on Deception® is meant to protect everybody, including businesses,
against deception. The opinion reads:

According to the Policy Statement, for conduct to be found deceptive, there must have
been a ‘misrepresentation, omission or practice’ that was ‘material’ in that it was likely
to mislead ‘others acting reasonably under the circumstances’ and thereby likely to
affect their ‘conduct or decision[s].” (emphasis added)*®

The citation uses the word ‘others’ whereas the Policy Statement in fact only men-
tions ‘consumers.” The FTC thereby veils the fact that in Rambus it transfers a con-
cept of deception developed for business-to-consumer advertising to a quite differ-
ent set of cases.

Such extension would rightfully have to disturb us if the FTC had applied Sec-
tion 5(a)(1) as the exclusive basis for illegality of the deceptive conduct in ques-
tion.’ If the FTC had decided that way, it would have protected only other JEDEC
members. Such an application would collide with the principle that antitrust law
should only protect competition and not competitors. The FTC tried to avoid such
an unwanted application by reading the antitrust standard of Section 2 Sherman Act
into Section 5 FTC Act.

In Europe, in the absence of an integrated system of laws on antitrust and unfair
competition, there might be a much higher risk that national rules on deception — or
other rules against unfair competition — are applied in an anticompetitive way, namely
in the sense of intervention in favor of businesses without any harm to competition.
The Rambus case may recommend Europeans two alternative precautionary meas-
ures: either to extend the scope of application of Article 82 EC to cases of acquisition
of a market-dominant position or to make sure that domestic unfair competition laws
are applied in a pro-competitve way. The latter has been in the focus of the most recent
reform of the German Act against Unfair Competition. Revised Section 1 of the Act
makes clear that the Act pursues the three ultimate goals of protecting (i) the interests
of competitors, (ii) of consumers and other customers and (iii) of the general interest
in maintaining undistorted competition.’® Nowadays it is generally held in Germany
that the third goal of maintaining undistorted competition does not only have the
function of justifying intervention but, maybe more importantly, also of preventing
the application of the Act for instance in situations in which an exclusive focus on the
interests of competitors would lead to anticompetitive results.>

3 FTC v. Colgate-Palmolive Co., 380 U.S. 374, 391 et seq. (1965); Kraft, Inc. v. FTC, 970 E2d

311 (7" Cir. 1992).

Federal Trade Commission, Policy Statement on Deception (1983), <http://www.ftc.gov/bcp/

policystmt/ad-decept.htm> (as of January 31, 2008).

Opinion of the FTC, supra note 4, at 29 et seq.

In fact, this was the approach of the FTC in its earlier patent ambush case In the Matter of Dell

Computer Corporation, Docket No. C-3658, 121 ET.C. 616 (1996); see also supra note 50.

3 Gesetz gegen den unlauteren Wettbewerb, Act of July 3, 2004, 2004 OJ (BGBL.) Part I, p. 1414.

% See KOHLER, in: HEFERMEHL/KOHLER/BORNKAMM, Wettbewerbsrecht § 1 UWG note 46 (25th
ed. 2007).
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3. The AstraZeneca Decision of the European Commission

According to Article 82 EC, unilateral conduct is only considered anticompetitive if
two requirements are met, namely a showing of (1) a market-dominant position on
the part of the defendant undertaking in the relevant market and (2) abusive con-
duct.

3.1 Market Dominance

The definition of the relevant market as a basis for assessing market dominance of
the defendant undertaking forms a major part of the AstraZeneca decision.®

The Commission preferred a narrow definition of the relevant product market,
limited to so-called proton pump inhibitors (PPIs), to which omeprazole belongs.!
According to the European Court of Justice (ECJ), a dominant position is defined as
‘a position of economic strength enjoyed by an undertaking which enables it to pre-
vent effective competition being maintained on the relevant market by affording it
the power to behave to an appreciable extent independently of its competitors, its
customers and ultimately of the consumers.”®? In applying this definition, the Com-
mission did not only rely on a market share analysis.® It also highlighted the impor-
tance of patent protection as a barrier to entry in the specific case.** AstraZeneca
was clearly the ‘pioneer inventor’ for PPIs. Patent protection for omeprazole by
itself did not exclude market entry of manufacturers of other PPIs. However, Astra-
Zeneca exercised major competitive pressure on such other manufactures mostly by
suing them for patent infringement and settling these cases at almost dictated
terms.®> The Commission concluded that AstraZeneca held a dominant position in
the principle Member States as of 1993 until the end of the 1999s and in some states
even until 2000.%

AstraZeneca had filed its first round of SPC applications in June 1993 (Nether-
lands, Luxembourg, United Kingdom, Ireland, Germany and Denmark) and its sec-
ond round in December 1994 (Austria, Finland and Norway). Given these dates,
one wonders whether market dominance already existed at the date of the first
applications and with regard to the prior decisions of the undertaking on the infor-
mation to be given to the patent offices. The Commission solves this problem by
arguing that the abuse was of a ‘single and continuous nature’ based on the ‘high
degree of centralization and coordination’ that characterized the AstraZeneca’s pol-
icy on acquiring SPCs in different Member States.®’

%0 Comission Decision, supra note 8, at paras 329-504.

S Jd., at paras 373-379. The FTC thereby excluded so-called H2-blockers. H2-blockers were not
held to be substitutes mostly because of the revolutionary nature of PPIs for the treatment of
acid-related gastro-intestinal diseases.

62 Case 27/76, United Brands v. Commission, [1978] ECR 207, para. 65.

3 Commission Decision, supra note 8, at paras 567-600.

4 Jd., at paras 517-540

65 Id., at para. 521; see also paras 87-96.

% 4. at para. 601.

7 Id., at paras 774 et seq.
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3.2 Abuse

The Commission held that AstraZeneca abused its market dominant position in the
sense of Article 82 EC by making instructions to patent agents that led to mislead-
ing representations in the SPC applications to domestic patent offices.%®

With regard to the abuse requirement, four issues will be discussed in the fol-
lowing: (i) exclusionaray intent on the part of AstraZeneca; (ii) the need to show
actual exclusionary effects as harm to competition; (iii) the need to show harm to
consumers; and (iv) the possibility of objective justification in the sense of an effi-
ciency defense.

3.2.1 Exclusionary Intent

As to its exclusionary intent, AstraZeneca argued that it could reasonable interpret
Article 19 of the SPC Regulation in a sense which justified the representations
made to the patent offices.® According to Article 19, patent offices only grant an
SPC for a product that is protected by a valid basic patent on the date of the entry
into force of the Regulation and ‘for which the first authorization to place it on the
market as a medicinal product in the Community was obtained after 1 January
1988.” In fact, the first market authorizations for omeprazole were obtained in
France in April 1987 and in Luxembourg in October 1987. According to the find-
ings of the Commission, AstraZeneca was aware of those dates and that they would
create a serious obstacle to the grant of SPCs. After finding out that it was only in
March 1998 that it could effectively start to market omeprazole in Luxembourg —
after official publication of the price — and that price negotiations in France were
only concluded in 1989, AstraZeneca behaved according to an ‘effective marketing
theory.” It concealed full information on the dates of the marketing allowances
before January 1, 1988 and instructed its patent agents to cite ‘Luxembourg March
1988 as first in the EC.”’° It was only in 2003, namely on referral by the Bundes-
gerichtshof concerning the lawfulness of the omeprazole SPC grant in Germany,”!
that the ECJ clarified that Article 19 refers to the technical marketing allowance’”
and not to later authorization based on domestic pricing and reimbursement rules.
Although the question on the correct interpretation of Article 19 was only clarified
a long time after AstraZeneca’s SPC applications, the Commission still rejected the
effective marketing theory as a justification. AstraZeneca intentionally tried to hide
this theory at the time of the application and only relied upon it when the SPC grants
were challenged.”

%8 Id., at para. 773.

9 Id., at para. 605.

70 Id., at para. 649.

71 Case C-127/00, Hiissle v. Ratiopharm, [2003] ECR 1-14781.

72 Within the meaning of Council Directive 65/65/EEC of 26 January 1965 on the approximation
of provisions laid down by law, regulation or administrative action relating to proprietary
medicinal products, 1965 OJ L 229, p. 63.

Commission Decision, supra note 8, para. 667.
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3.2.2 Harm to Competition

As to harm to competition, the Commission, by referring to established case law
and a more recent decision of the Court of First Instance (CFI) in particular,” held
that Article 82 EC only requires that the conduct is capable of having the effect of
restricting competition.”” Accordingly, the Commission rejected AstraZeneca’s
allegation that its behavior did not actually delay market entry of generic drugs,
since the SPC was not granted in some Member States, since the SPC was set aside
in other States before the expiry of the patent, and since there were other reasons
that prevented generic drug producers from entering the market.”® According to the
Commission, an IP right which has been granted is presumed to be valid; and the
generic drug producers had to invest time, effort and money to challenge Astra-
Zeneca’s SPCs.”’

3.2.3 Harm to the Final Consumers Required?

According to the US consumer welfare approach, Section 2 of the Sherman Act is
not considered to be violated without a showing of harm to consumers.”® In con-
trast, the ECJ and the CFI still most recently confirmed that Article 82 EC also bans
conduct that only creates indirect prejudice to consumers through its impact on the
effective competition structure.”®

In AstraZeneca, the Commission seems to go beyond this holding of European
courts by also arguing that AstraZeneca’s misrepresentations where capable of
harming the interests of domestic health care systems and ultimately of consumers
by excluding generic drugs and reducing price competition.®® Yet, by applying this
stricter approach, the Commission does not necessarily advocate changing the
interpretation of Article 82 EC. In Europe, consumer welfare increasingly gains
support as the ultimate goal of competition law. In September 2006, shortly after
the AstraZeneca decision, also the CFI explicitly supported this view and held that
an agreement can only be considered as being restrictive in the sense of Art. 81(1)
EC if it is ‘to the detriment of the final consumer.”®' This ruling is still in need of
confirmation by the ECJ.%* In other words, Europe is reconsidering whether it
should depart from protecting the ‘competitive structure’ as a requirement for a

7 Joined Cases T-24/93, T-25/93, T-26/93 and T-28/93, Compagnie martime belge and others v.
Commission, [1996] ECR 11-1201, para. 149.

75 Id., para. 758 and 765.

75 For AstraZeneca’s arguments see Commission Decision, supra note 8, paras 622-625.

7 1d., at para. 765.

8 Cf. FTC’s Rambus decision, supra at 2.1.3.

7 See Case C-95/04 P, British Airways v. Commission, [2007] ECR 1-2331, para. 106; Case T-

201/04, Microsoft v. Commission, [2007] ECR II-0000, para. 664 (not yet officially reported).

The situation may be different for specific forms of abusive behavior, like the one stipulated by

Art. 82(b) EC which directly refers to harm to consumers.

Commission Decision, supra note 8, paras 771 et seq.

Case T-168/01, GlaxoSmithKline v. Commission, [2006] ECR 1I-2969, para. 171.

The interpretation of Art. 81(1) EC by the CFI in GlaxoSmithKline in currently on appeal

before the ECJ; see Joined Cases C-501/06, C-513/06, C-515/06 and C-519/06.
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restraint of competition and should additionally require actual harm to the final
consumer like under US law. Still, the ECJ and the CFI maintain the traditional
approach with regard to Article 82 EC.

3.2.4 The European Efficiency Defense

In comparison to US law on Section 2 Sherman Act, the Commission did not
weigh the pro and anticompetitive effects of AstraZeneca’s conduct in the sense of
an efficiency analysis. This, however, does not mean that procompetitive effects —
or efficiencies — are not to be taken into account under EC law. The ECJ has
accepted a so-called efficiency defense for Article 82 in its recent British Airways
judgment:

[T]he exclusionary effect [of BA’s bonus system], which is disadvantageous for
competition, may be counterbalanced, or outweighed, by advantages in terms of
efficiency which also benefit the consumer. If the exclusionary effect of that system
bears no relation to advantages for the market and consumers, or if it goes beyond
what is necessary in order to attain those advantages, that system must be regarded as
an abuse.®?

This approach, which had generally been proposed by the Commission for its cur-
rent review of the application of Article 82 already in December 2005,%* has some
similarities to the interpretation of Section 2 Sherman Act. Both laws put the burden
on the defendant undertaking to demonstrate that there are outweighing procompet-
itive effects.®® However, the European efficiency defense differs from US law in
requiring that such efficiencies also benefit the consumer.3® In the EU, the law
applies a ‘consumer surplus standard,” and thereby takes into account the distribu-
tive effects of a specific conduct, as compared to a ‘total welfare standard’ supported
by the Chicago School proponents in the US.

In AstraZeneca, the Commission came closest to considering efficiencies in the
response to AstraZeneca’s allegation that Article 82 should not be applied to the
ownership of an IPR.%” The Commission gave a very short answer by distinguishing
between the holding and the acquisition of an IPR. The abuse happened before
AstraZeneca acquired its SPCs and, therefore, the property laws in the Member
States are not affected by qualifying AstraZeneca’s misleading conduct as an abuse
in the sense of Article 82 EC.® The Commission went on to explain that an abuse

83 Case C-95/04 P, British Airways v. Commission, [2007] ECR 1-2331, para. 86.

8 See paras 77-92 of the DG Competition discussion paper on the application of Article 82 of
the Treaty to excluionsary abuses, <http://ec.europa.eu/comm/competition/antitrust/art82/
discpaper2005.pdf> (as of January 31, 2008); see also R1zIOTIS, Effeciency Defence in Article
82 EC, in: CONDE-GALLEGO/ENCHELMAIER/MACKENRODT (eds), Art. 82 EC: New Interpreta-
tion, New Enforcement Mechanisms? (2008 forthcoming).

As to the Rambus case, see supra at 2.1.1.

Here, both the ECJ in British Airways and the European Commission in its discussion paper
transfer the requirements for an exemption under Art. 81(3) EC to Article 82.

Commission Decision, supra note 8, paras 741-743.

Id., at paras 741 et seq.
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may also consist in the misuse of administrative and judicial procedures and regu-
lations since the concept of abuse is not limited to abuse in the market.®’

These arguments, however, are far from satisfying a full efficiency analysis. The
latter would require a weighing of the anticompetitive effects caused by the exclu-
sion of generic drug producers by the SPCs and the reduction on price competition
it entails (allocative efficiency) against the procompetitive effects the SPCs might
cause by creating additional incentives to innovate for the right holder. The reason
for not even considering such an assessment might well be that the Commission did
not want to question and replace the legislative decision made under Article 19 of
the SPC Regulation. This concern is well expressed in the above-cited statement of
Commissioner Neelie Kroes according to which it is not for the dominant undertak-
ing to decide on the period of protection. Whereas, in Rambus, the FTC did not
exclude an efficiency defense as a justification for the deceptive conduct as a matter
of principle,”® in AstraZeneca, the European Commission declined to take into
account possible procompetitive effects. This, however, may well be explained by
the factual differences of the two cases under review.

3.3 Causation not Required for Article 82 EC

In contrast to the FTC Rambus decision,’! the European Commission did not deal at
all with the issue of causation. This is startling for basically two reasons: First, the
wording of Article 82 does not prohibit abuse as such, but only the abuse of a mar-
ket dominant position. Second, if Article 82 EC had to be interpreted in this sense of
requiring causation there would be no violation of Art. 82 EC by AstraZeneca.
AstraZeneca did not use its market power to acquire the SPCs. Also a non dominant
undertaking would have been able to behave like AstraZeneca and acquire SPCs.
AstraZeneca’s market dominance was merely coincidental and had no influence on
its abuse. By not requiring causation, AstraZeneca confirms the view that Art. 82
EC only requires market dominance and abuse, but no causal link between the two.

This view is in line with the case law of the ECJ.”? Already in the early Conti-
nental Can decision of 1972, the Court, despite the wording of Article 82 (ex-Arti-
cle 86), explicitly rejected the requirement of a causal link between the dominant
position and the abuse,’> enabling Community institutions to use Article 82 EC as a
legal basis for controlling mergers that lead to a strengthening of market dominance.
Most clearly, the view that the abuse does not have to depend on market dominance,
was summed up by the Court in Hoffmann-La Roche:

8 1d., at 743.

0 See supra at2.1.1.

o See supra at2.1.3.

%2 For a critical view, see EILMANSBERGER, How to Distinguish Good from Bad Competition
under Article 82 EC: In Search of Clearer and More Coherent Standards for Anticompetitive
Abuses, 42 C.M.L. Rev. 129, 141-146 (2005).

Case 6/72 R, Europemballage Corporation and Continental Can Company v. Commission,
[1972] ECR 215, para. 27.
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For the purpose of rejecting the finding that there has been an abuse of a dominant
position the interpretation suggested by the applicant that an abuse implies that the use
of the economic power bestowed by a dominant position is the means whereby the
abuse has been brought about cannot be accepted. The concept of abuse is an objective
concept relating to the behaviour of an undertaking in a dominant position which is
such as to influence the structure of the market where, as a result of the very presence
of the undertaking in question, the degree of competition is weakened and which,
through recourse to methods different from those which condition normal competition
in products or services on the basis of the transactions of commercial operators, has the
effect of hindering the maintenance of the degree of competition still existing in the
market or the growth of that competition.”*

Abuse in the sense of Article 82 EC is therefore very different from monopolization
in US terms. According to European understanding, a dominant undertaking carries
special responsibility regarding — residual — competition that still exists in the mar-
ket. Article 82 EC prohibits such undertaking to harm competition in that market
whether the ability to cause such effects by the conduct in question depends on its
market dominant position or not. Under Article 82 EC, market dominance is only
required to identify the addressees of the prohibition. It is not a necessary part of the
definition of the prohibited conduct.

This view on causation of course extends the scope of application of Article 82
EC into the field of unfair competition. One might doubt whether this is appropriate.
Yet, AstraZeneca’s dominant position was very relevant in the light of protecting
competition effectively. AstraZenecs’s deceptive conduct had a much larger negative
impact on competition and consumers because of its market dominance.”> Market
dominance in the PPI market would have enabled AstraZeneca to continue to charge
supra-competitive prices during the full term of protection provided by the SPCs. In
contrast, a non-dominant firm cannot charge supra-competitive prices in the first
place; therefore the unjustified grant of SPCs to such a firm would not considerably
distort price competition despite the exclusion of generic drugs from the market.

4. The Competition/IP Interface

Today it is generally held that both competition (antitrust) law and IP laws are com-
plementary elements of a dynamic, procompetitive and innovation enhancing
system.”® IPRs create incentives to innovate by preventing competitors from free-
riding. Competition policy guarantees that firms do not exclude competition for bet-
ter products and that right holders still feel the pressure of competition and that they
will continue to invest returns from strong IP protection in innovation. Still, in Ram-
bus and AstraZeneca, the FTC, the D.C. Circuit and the European Commission
gave little or almost no weight to the overall assessment of the cases in view of the
innovation that is expected to be brought about by this dynamic competition system.

%+ Case 85/76, Hoffmann-La Roche v. Commission, [1979] ECR 461, para. 91.

5 The Commission refers to these consequences with regard to the gravity of AstraZeneca’s con-
duct for setting the fines; see Commission Decision, supra note 8, para. 914.

% See, for instance, HOVENKAMP/JANIS/LEMLEY, IP and Antitrust, § 1.3 (loose-leaf ed. 2008).
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Therefore, we will now ask whether the decisions also satisfy in the light of the
overall goal of guaranteeing an integrated, innovation enhancing system of IP and
competition law.

4.1 Dynamic Competition in Rambus

In applying Section 2 Sherman Act, the FTC at least felt prepared to look at pro-
competitive effects of Rambus’s conduct.”” Still, the FTC did not take into account
that Rambus was a highly innovative firm that invested considerable financial
means in its R&D activities. Rambus seems to have made its innovation all by its
own efforts. By its deceptive conduct in the framework of JEDEC, Rambus did not
spy on the innovation made by others. It was only able to give its own R&D activi-
ties direction, which later enabled it to control the standard. Hence, Rambus did not
acquire a right by misuse of the patent system, but at best against the rules of the
standard-setting organization. Hence, the FTC has taken into account the procom-
petitive effects of the standard-setting procedure, whereas both the FTC and the
D.C. Circuit ignored the procompetitive effects of the patent system as such.

Here, we need to remember that the FTC imposed a compulsory license on
Rambus in favor of all interested undertakings. Such compulsory license may well
undermine the procompetitive effects accruing from the patent system. This is a
standard concern with regard to a duty to license in general, including a duty to
license in the situation of a de facto standard. US antitrust enforcers are very reluc-
tant to support a duty to license under Section 2 Sherman Act®® and have never
ordered a compulsory license in the case of a de facto standard.”® Hence, the Ram-
bus case raises the critical question whether standardization by SSOs and de facto
standards can be treated differently with regard to a duty to license despite the fact
that the patent system creates identical incentives to innovate. Just like in a case of
a de facto standard, the question is why Rambus should be blamed for imposing a
market price on its patents that were acquired lawfully under the patent laws.

Perhaps there are two reasons why the cases of standardization within SSOs and
de facto standards deserve different treatment. First, it may be argued that it still
makes a difference how the later IP holder acquired the standard, either by inde-
pendent business decisions in the market or deceptive conduct within an SSO. This,
however, is rather an argument of morals and not of economic reasoning and should
be addressed under different legal principles, like the one on contract fraud.!'*

7 Supra at2.1.1.

% See eg HOVENKAMP/JANIS/LEMLEY, Unilateral Refusals to License in the US, in: LEVEQUE/
SHELANSKI (eds), Antitrust, Patent and Copyright, 12 (2005); HOVENKAMP/JANIS/LEMLEY, IP
and Antitrust, Chapter 13 (loose-leaf ed. 2008).

% Provided that the interface information of Microsoft’s Windows operating system is protected
by IPRs, the European CFI has maintained such a duty to license in the Microsoft case; see Case
T-201/04, Microsoft v. Commission, [2007] ECR II-0000 (not yet officially reported).

1900 Rambus, Inc. v. Infineon Technologies AG, 164 F. Supp. 2d 743 (E.D. Va. 2001), a jury actu-
ally held that Rambus committed fraud by conceiling information within JEDEC. This deci-
sion, however, was overturned and remanded in Rambus, Inc. v. InfineonTechnologies AG, 318
F.3d 1081 (Fed.Cir. 2003). See also supra note 47.
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Second, and more convincingly, distinguishing the two cases creates an incentive
for the industry to prefer standardization within SSOs. This might have the particu-
lar advantage of maintaining incentives to innovate for all members of the SSO dur-
ing the process of standardization, of guaranteeing undistorted access of competi-
tors to the technology and of keeping prices low for consumers.

This latter argument was obviously ignored by the D.C. Circuit in its Rambus
decision.'”! By rejecting the monopolization claim, the D.C. Circuit purely relies on
the Schumpeterean hope in creative destruction, namely that the competitor will be
attracted by monopoly royalty rates and try to replace Rambus as the dominant firm.
Such hope is unlikely to become reality in a world in which customers will only
accept the standard controlled by Rambus. From an innovation theory perspective,
it may be much more important to make sure that competitors have access to the
technology and can compete for higher quality within the standard. Of course Ram-
bus did not refuse to license as such. However, by banning deceptive conduct in
standard-setting proceedings and by controlling the royalty rates of the patent
abuser, antitrust enforcers would facilitate access to the standard and make it more
likely that innovation will be generated within the standard. Even more imporantly,
guaranteeing trust in standard-setting proceedings will enable the industry to
change the standard when better technology appears from outside, whereas one has
to rely exclusively on Schumpeterean competition, like now after the D.C. Circuits
decision in Rambus, if the law, including antitrust law, does not promote trust within
SSOs.

4.2 Dynamic Competition in AstraZeneca

In the context of the European efficiency defense, it has already been mentioned
that the European Commission did not get into the analysis of the effects of Astra-
Zeneca’s conduct on innovation.'? The question to be answered here is to which
results a full-fledged analysis of the pro and anticompetitive effects, including
effects on innovation, would lead.

The question is a very difficult one since it is not possible to assess the effects of
the patent system on innovation in general. The legislature can base its weighing of
pro and anticompetitive effects only on very rough and generalized assumptions;
and it is not for competition law enforcers to question these assumptions in individ-
ual cases. This is even more so with regard to the SPC system, which was imple-
mented in 1992, but was also made applicable to patents granted much earlier. This
is why, in the following, it is better to look at the specific effects of AstraZeneca’s
conduct instead of questioning the validity of the EC innovation policy concerning
SPCs.

The very effect and objective of AstraZeneca’s strategy was to acquire SPCs for
which it did not legally qualify. What are the pro and anticompetitive effects of the
grant of such a right with regard to price, output and, last but not least, innovation?

101 See already the criticism expressed at 2.2 supra.
192 Supra at 3.2.4.
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Of course, the immediate effect of the grant of unfounded SPCs consists in
excluding generic drug producers from the market and of keeping prices high at
least for the extended term of protection. However, the grant of SPCs may also pro-
duce outweighing procompetitive effects in the form of incentives to innovate. The
date fixed by Article 19 of the SPC Regualtion, however, seems highly arbitrary.

One might even doubt whether the SPC Regulation, regarding its retroactive
effect, creates incentives to innovate at all. Investment in innovation precedes the
innovation itself and finally the acquisition of the right. The recitals of the SPC Reg-
ulation justify the retroactive effect by the need to ‘enable the Community pharma-
ceutical industry to catch up to some extent with its main competitors who, for a
number of years, have been covered by laws guaranteeing them more adequate pro-
tection.” Thereby the European legislature tries to promote the competitiveness of
European companies in international markets; the argument of inducing innovation
is not mentioned. The only pro-innovation argument which can be made in favor of
retroactivity of the SPC Regulation is that the extension of patent duration is
granted to undertakings that invested in R&D in the past and because of the exten-
sion will invest more in future R&D. The latter assumption, however, relies more on
belief and hope than on verifiable data.

For the decion in AstraZeneca, we may draw two conclusions. First, the incen-
tive theory does not justify the rather arbitrary rule on retroctivity in Article 19 of
the SPC Regualtion. There is no reason why AstraZeneca would be more likely to
invest its returns from the SPCs, if the first marketing allowance had not been
granted in 1987 but in 1988. Secondly, whether AstraZeneca would invest its
returns from the SPCs — or how much of them — in R&D for other drugs cannot rea-
sonably be assessed. AstraZeneca may as easily be tempted to invest higher returns
in other ‘evergreening’ strategies, like increased advertising and marketing efforts
concerning the trandemark Losec, with the objective to extend its market power
even beyond the expiry of the SPCs. This being said, it is clear that competition law
enforcers are not well placed to make assessments as to the effects of specific regu-
lation on the incentives to innovate. This is why it is wisest to accept the decisions
of the legislature in principle. On the one hand competition law enforcers may only
restrict the exclusivity of IPRs if they can produce specific justification. On the
other hand, competition law enforcers have to intervene whenever dominant under-
takings uniltaterally circumvent IP laws and, based on deception in particular, man-
age to acquire rights for which they do not qualify and thereby harm competition.

5. Conclusion

The foregoing analysis supports the decisions by the US FTC in Rambus and the
European Commission in AstraZeneca, but rejects the soundness of the policy of
the D.C. Circuit in Rambus. With regard to unilateral conduct, US law and EC law
apply different concepts which converge only to a very limited degree, by using for
instance the concept of exclusion and harm to competition. Fundamental conceptual
differences would possibly lead to different results if the same cases were to be
decided on the other side of the Atlantic.
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In contrast to Article 82 EC, Section 2 of the US Sherman Act does not require
prior existence of market dominance and could therefore more easily ban deceptive
conduct leading to the acquisition of IPRs. This deficiency of EC law may prove to
be most detrimental in cases of patent hold-ups in the framework of standard-setting
organizations.

Apart from that, it may well be easier to justify a violation of Article 82 EC than
of Section 2 Sherman Act. European practice still does not require proof of any
direct detrimental effect on consumers as a general rule under Art. 82 EC; it is more
hesitant to accept an efficiency defense by requiring that the final consumer benefit
from the efficiency gains; and it does not require a causal link between the existence
of market power and abuse. The latter difference enables competition law enforcers
in Europe to apply Article 82 EC to deceptive conduct that would otherwise be con-
sidered a mere act of unfair competition. This makes sense since such behavior of a
dominant undertaking can considerably harm competition in the common market to
the detriment of consumers. Below the threshold of Article 82 EC, the analysis also
demonstrates that European law so far cannot effectively address anti-competitive
conduct of non-dominant firms based on deception in particular. European rules
against unfair competition relating to the relationship between undertakings are
especially needed for guaranteeing the well-funtioning of standard-setting organi-
zations.

The analysis also demonstrates that competition and antitrust law enforcers will
have difficulties to assess the effects of the acquisition of patents by deception on
future innovation and will therefore tend to focus on the effects on price competi-
tion. Such latter practice does not necessarily have to lead to erroneous results.
Enforcers should, however, keep in mind that standardization in the framework of
SSOs is procompetitive in principle and that deceptive conduct in violation of the
rules of such SSOs is anticompetitive.

Unfortunately, this advise was not heard by the D.C. Circuit in the Rambus case
by almost stubbornly sticking to the Chicagoan belief that monopoly prices will
only promote competition. In a situation of standardization in which Schumpet-
erean competition does not work, antitrust and competition laws have to promote
trust by banning deceptive conduct as part of a policy protecting dynamic competi-
tion. Only then the players in the industry will be able to swiftly switch to new and
better technology without having to rely on Schumpeteran competition.

Finally, in dealing with cases in which undertakings managed to acquire rights
by deceptive conduct vis-a-vis patent offices, enforcers should not question the
validity of the weighing of the pro and anticompetitive effects under existing legis-
lation.



Intellectual Property and Article 82 EC

Michael Kort

1. Introduction

Conflicts may arise between IP rights, in particular the exclusive rights vested upon
the patentee, and the imperative to preserve competitive markets.! IP law does not
give the holder of an IP right immunity from being accused of violation of antitrust
law. Therefore, IP law does not provide a carte blanche to violate the antitrust laws.
If a product or service that an undertaking sells incorporates IPRs, that does not
mean that anything one does with that product or service is immune. This is not
only the European approach, but that of the US as well: As the D.C. Circuit in
Microsoft explained, the proposition that a firm has ‘an absolute and unfettered
right to use its intellectual property as it wishes [is] no more correct than the propo-
sition that use of one’s personal property, such as a baseball bat, cannot give rise to
tort liability."2

2. The AstraZeneca Decision of the Commission®

2.1 Introduction

With regard to the interplay of IP law and competition law, the pharmaceutical
industry is a very important field of legal research. Joseph Straus has always been
particularly interested in legal questions concerning the pharmaceutical industry. In
view of its characteristics (role of innovation, IP rights, exceptionally long time-
frame for product development, major investments, involvement of the states in
product pricing, etc.), the pharmaceutical industry has always raised difficult ques-
tions of competition law.* The AstraZeneca case is a good example of these difficul-
ties.

2.2 Outline of the Decision

Article 82 EC, one of the most important European antitrust provisions, deals with
the abuse of a dominant position. A very significant case concerning the relation-

' Coco, Patent Immunity from Antitrust: the Abbott Cases in the United States, 28 ECLR 494

(2007); HIRSBRUNNER, Neues aus Briissel zum Verhéltnis von Patent- und Kartellrecht: Die
AstraZeneca-Entscheidung der Europédischen Kommission, 2005 EWS 488, 489.
2 United States v. Microsoft Corp., 253, F.3d 34, 63 (D. C. Cir. 2001).
3 Commission Decision 2006/857/EC of 15 June 2005, Case No. COMP/A.37.507/F3 — Astra-
Zeneca, OJ L 332, p. 24.
See DIENY, The Pharmaceutical Industry and Competition Law between the Present and the
Future, 28 ECLR 223 (2007); HIRSBRUNNER, supra note 1, at 490.
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ship of antitrust law and patent law is the AstraZeneca case.’ The Commission con-
demned two of AstraZeneca’s practices as violating Article 82 EC and furthermore
imposed a 60 million Euro fine for AstraZeneca’s abuse of its dominant position.

The two alleged anti-competitive practices consisted of withdrawing the mar-
keting authorization for the capsule form of the proton-pump inhibitor Losec in
some Member States and, in addition, misusing the Supplementary Protection
Certificate (SPC) system to gain additional patent protection. AstraZeneca repre-
sents the Commission’s first decision on patent ‘evergreening’ (the policy of a pat-
entee of extending the once acquired market power beyond the term of protection of
the patent).

Concerning the first practice, the Commission alleged that the withdrawal of the
marketing authorization had the effect of preventing generic manufacturers and par-
allel importers from accessing the market. Therefore, it was regarded as an abuse of
a dominant position. According to the Commission, AstraZeneca would seem to
have initiated this withdrawal only to stop generic drugs from entering the market
and halt parallel imports.’

Further, the Commission argued that the withdrawal of marketing authorization
would also affect parallel importers as they would not be able to import a drug
which is no longer authorized into a Member State. ’

In addition, the Commission stated that it was another violation of Art. 82 EC
that AstraZeneca had concealed the date on which it obtained the first marketing
authorization for Losec from some EU patent offices.® As a consequence, Astra-
Zeneca obtained patent protection that it would not have been entitled to if no such
misrepresentation had taken place.

2.3 Withdrawal of Marketing Authorization

The withdrawal of the marketing authorization by AstraZeneca for the capsule form
of Losec did not per se prevent manufacturers of generic medicinal products from
entering the market. However, the consequence of the withdrawal at the time was
that these manufacturers of generic drugs were unable to benefit any longer from
the abridged procedure because they were not able to rely on the scientific data that
had been granted by the marketing authorization holder of the reference medicinal
product. Although, as an alternative the manufacturer of a generic product can still
submit a full self-standing application or possibly a bibliographic application,’ this
would increase the rival’s costs. The essence of increasing the rivals’ costs is that
the dominant undertaking raises the competitor’s costs relative to its own, resulting
in inefficiencies for the competitor.'’

5 HIRSBRUNNER, supra note 1, at 488; SEIDEL, Europiische Missbrauchsaufsicht nach Astra-

Zeneca (2008); JONES/SUFRIN, EC Competition Law, 581 ef seq. (3rd ed. 2008).

Commission Decision 2006/857/EC, supra note 3, paras 800 et seq.

Commission Decision 2006/857/EC, supra note 3, para. 858.

Commission Decision 2006/857/EC, supra note 3, paras 648 et seq.

MANLEY/WRAY, New pitfall for the pharmaceutical industry, 1J. INT. PROP. L. & PRACT. 266,
267 et seq. (2006).

10" JONES/SUFRIN, supra note 5, at 585.
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Pharmaceutical undertakings may decide to withdraw marketing authorizations
in a variety of circumstances. So, for example, a company may have developed an
improved version of a drug or the drug may be subject to some pharmacovigilance
issues.!! A marketing authorization holder is not obliged to maintain registration
indefinitely. A pharmaceutical undertaking may, for example, withdraw the author-
ization because it is too costly to continue marketing the drug or because the under-
taking has developed an improved formulation.'?

The Commission correctly acknowledged the right for a pharmaceutical com-
pany to take business decision in line with commercial policy. However, it stressed
that such business decision should not undermine the competitive process, generat-
ing foreclosure effects in the market. In particular, the Commission argued that
there was no acceptable justification for the selective deregistration of Losec cap-
sule other than the intent to delay the entry of generic manufacturers and of parallel
traders until the improved version of omeprazole’s successor, esomeprazole, was
ready to be marketed.'?

According to the Commission, it was neither the superior quality of the tablet
version nor its enhanced effectiveness with respect to the capsule formulation (both
legitimate reasons to switch from one to another formulation), but the anticompeti-
tive goal of foreclosing the market to the detriment of competitors (and ultimately
of final consumers) that determined AstraZeneca’s strategy.'*

In such cases, although efficiency considerations under the doctrine of ‘effi-
ciency defence’ applicable to Article 82 EC may have to be made,'” AstraZeneca
could neither justify its abusive behavior by an efficiency defense nor by any other
objective justification like consumer safety and health.'® Inter alia, it has to be
taken into consideration that its product Losec was very successful.

A consequence of the Commission’s position in AstraZeneca is that a marketing
authorization holder may violate antitrust law by making a commercial decision to
withdraw marketing authorization, if this withdrawal may make it more difficult or
more costly for a generic drug producer to compete. As pointed out above, raising
the competitor’s costs may very well be regarded as abusive conduct although in
such cases of ‘non-price predation’ the line between normal competition and abu-
sive conduct is difficult to draw. !

The Commission’s decision in AstraZeneca also has to be regarded in view of
the changes to European pharmaceutical regulation, which were already foreseeable

LAWRANCE/TREACY, The Commission’s AstraZeneca decision: delaying generic entry is an
abuse of a dominant position, 1 J. INT. PROP. L. & PRACT. 7, 8 (2005).

MANLEY/WRAY, supra note 9, at 268.

Commission Decision 2006/857/EC, , supra note 3, para. 807.

NEGRINOTTI, The AstraZeneca Case, College of Europe, European legal studies, Research
papers in Law, 4/2007, at 7, available at <www.coleurop.be/file/content/studyprogrammes/law/
studyprog/pdf/ResearchPaper_4_2007_Negrinotti.pdf> (as of January 2008).

ROUSSEVA, Abuse of Dominant Position Defences, in: AMATO/EHLERMANN (eds), EC Compe-
tition Law — A critical assessment, 377, 421 et seq. (2007).

ROUSSEVA, supra note 15, at 417 et seq.

JONES/SUFRIN, supra note 5, at 585.
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at the time of the decision. As of October 30, 2005, it is no longer possible to pre-
vent generic entry by withdrawing a European reference product. This means that if
a product has been commercialized at any time anywhere in the EU, a generic
entrant can apply for marketing authorization under any national authority.'® There-
fore, the Commission’s decision was not ‘surprising’ in contrast to the comment of
Lawrence/Treacy on this decision.'

As a consequence, the withdrawal of the marketing authorization by Astra-
Zeneca was indeed a violation of Art. 82 EC.

2.4 Misuse of the SPC System

Pharmaceutical companies may try to reinforce the legal protection granted to the
originally patented pharmaceutical product by filing applications for Supplemen-
tary Protection Certificates (SPC). AstraZeneca’s misrepresentations in its SPC
applications consisted, in the view of the Commission, in providing the wrong date
for calculating the duration of the supplementary protection. At the time at which
AstraZeneca made the SPC applications, the meaning of the ‘first authorization’ of
a drug was unclear and national patent offices had differing views, some taking the
date to refer solely to the first grant of marketing authorization in the EU/EEA and
some picking the later date on which a price or reimbursement level had been
agreed to with the relevant national authority.20 However, the Commission’s view
that even if the obligations imposed on a dominant firm by national regulations are
uncertain, the special duties of a dominant firm require it to interpret those obliga-
tions in a way that does not tend to exclude rivals, cannot be considered as being
‘particularly questionable.’?! This is particularly because it was clear that Astra-
Zeneca deliberately gave misleading information to several national patent offices
about the date when the first EU Member State had granted marketing allowance for
the drug.

Concerning the alleged misuse of the SPC system, on the one hand, such misuse
would be a matter for the national IP authorities to deal with. But if AstraZeneca had
indeed, as the Commission stated, deliberately provided an incorrect date in order to
obtain an SPC, the decision regarding the consequences of this behavior concerns
Art. 82 EC. Therefore, on the other hand, it would be a matter falling under the com-
petence of the Commission, particularly in view of the effect on trade between Mem-
ber States’ criterion, which is clearly fulfilled in the AstraZeneca case.

Therefore, it is not ‘arguable whether any potential competition claim should
have been brought before the national competition authorities as the effect on com-
petition would have been limited to the territory of a specific Member State.’*? It

LAWRANCE/TREACY, supra note 11, at 9.

LAWRANCE/TREACY, supra note 11, at 9.

LAWRANCE/TREACY, supra note 11, at 7; see also Case C-127/00, Hdssle AB v. Ratiopharm
GmbH, [2003] ECR 1-14781.

2 KALLAUGHER/WEITBRECHT, Articles 81 and 82: The Year in Review, 28 ECLR 316, 320
(2006).

22 As is pointed out by MANLEY/WRAY, supra note 9, at 270.
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cannot be stated that ‘the European Commission may have acted disproportionately,
contravening the principle of subsidiarity by ruling on the SPC issue’.?* Further, it
has to be taken into account that the SPC is based upon Article 19 of a directly appli-
cable EC Regulation.?*

AstraZeneca has made use of three different types of dates in the framework of
the two rounds of SPC application between 1993 and 1994.%° The Commission
could therefore reasonably infer?® that ‘the purpose underlying AZ’s strategy for
omeprazole was to strengthen its position on the market by delaying the entry of
generic versions of omeprazole and to create extra hurdle for generic firms.”?’

With regard to the SPC abuse, it is evident how AstraZeneca ‘has played around’
the relevant date in order to obtain a protection it was not entitled to. Trying to unlaw-
fully obtain an IPR, by providing misleading information to national administrative
authorities, does neither belong to the specific subject matter of the IPR (the SPC in
the case), nor does it steer innovation (on the contrary if such a practice was not sanc-
tioned there would be the serious risk of undue extension of protection to the detri-
ment of further innovation and finally of consumers). This is apparent in the differ-
ence between the AstraZeneca case and other cases ruled by the ECJ where the IPRs
were lawfully acquired or obtained and the holder was alleged of using them in an
anticompetitive manner (in refusal to license cases, for instance).28

2.5 Tensions between National Patent Law and European Antitrust
Law?

The AstraZeneca case shows that tensions between patent law and European anti-
trust law may occur. However, these tensions can be solved in misrepresentation
cases quite easily: AstraZeneca’s alleged misrepresentation can be regarded as an
abuse of a dominant position. This behavior may have an effect on the trade
between member States. Therefore, it is not a matter which ‘should have been more
appropriately dealt with by national courts under national law.’* It is too short-
sighted to state that patent issues ‘fall within the competence of the national author-
ities that grant, withdraw, and enforce patents and SpC.’30

Even if it has been correctly observed that IPR law remedies exist, that does not
exclude the possibility to apply competition law provisions, if the conditions for
antitrust infringements are fulfilled, particularly because IPR remedies may be
unsatisfactory or unavailable in particular circumstances.?!

23
24

MANLEY/WRAY, supra note 9, at 271.

Council Regulation (EEC) No. 1768/92 of June 18, 1992 concerning the creation of a supple-
mentary protection certificate for medicinal products, [1992] OJ L 182, p. 1.

2 Commission Decision 2006/857/EC, supra note 3, para. 246 and 646.

26 NEGRINOTTI, supra note 14, at 2.

27 Commission Decision 2006/857/EC, supra note 3, para. 677.

28 NEGRINOTTI, supra note 14, at 8.

2 MANLEY/WRAY, supra note 9, at 270.

39 MANLEY/WRAY, supra note 9, at 270.

31 NEGRINOTTI, supra note 14, at 9.
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2.6 Conclusion

Although the particular abuses in AstraZeneca are unlikely to be replicated, the case
demonstrates that the Commission continues to be prepared to intervene in the phar-
maceutical sector.’? But AstraZeneca is not a case which ‘highlights the fact that
mere compliance with regulatory obligations is not enough to ensure compliance
with Article 82,’% because compliance with regulatory obligations did not take
place in this case.

The question arises whether companies holding a dominant position have a spe-
cial responsibility to use their rights, from private or public origin, in a reasonable
manner as regards conditions of third party access to the market.** It is very ques-
tionable whether the ‘the clear answer should be “no.””*> Although it may be true
that pharmaceutical undertakings, even if holding a dominant position, ‘naturally
have the right to protect their inventions’ ,30 that does, however, of course not mean
that they have any right to abuse their dominant position by obtaining an exclusive
right by deceptive conduct.

The AstraZeneca decision does not constitute a ‘revolution,” because it was nei-
ther the existence, nor even the ‘exercising’ of an IP which was fined, rather simply
the alleged illegal extension of such right.*’

Further, it cannot be argued that AstraZeneca raises the question whether ‘Euro-
pean antitrust authorities should intervene in this way in an industry like pharma-
ceuticals, which is already heavily regulated and not yet fully harmonized across the
EU.’3® Although it is correct that the pharmaceutical sector is highly regulated both
at the national and at Community level,*® for the question of the applicability of Art.
82 EC it plays no role whether or not an industry is ‘heavily regulated’ or whether
or not it is yet ‘fully harmonized.” Article 82 EC does not contain any specific rules
for particular sectors.

It is far too general and of no legal relevance to state that it may appear ‘that the
Commission in the AstraZeneca decision was encroaching upon the commercial
freedom of AstraZeneca.”** The decision does not ‘penalize AstraZeneca for misun-
derstanding the legal situation which was far from clear at the time of the alleged
infringement’.*! The Commission clearly pointed out in its decision that Astra-
Zeneca ‘persisted in its pattern of misleading representations and that its additional
misleading representations did not relate to any particular interpretative theory.’*?
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In AstraZeneca, the delicate balance between innovation and competition was
not at stake, since AstraZeneca’s ‘effort’ did not deserve protection under IPR
regime. Consciously concealing information cannot be held legitimate under EC
competition law. This strategy can severely harm the competition in the market,
artificially keeping competitors at the gate and thereby reinforcing and extending
AstraZeneca’s dominant position.*

3. The IMS Health Case

3.1 Introduction

Regarding the relationship of IP law and antitrust law under Article 82 EC, the
question of an obligation to enter into a license agreement is also very important. Of
particular interest in this respect is the IMS Health case. The IMS Health case is one
of the most controversial antitrust cases in recent years.

IMS Health was the sole collector of regional sales data to the pharmaceutical
industry in Germany. IMS supplied the data to its pharmaceutical customers in a
particular database form known as ‘bricks’. The IMS brick structure had become
the industry standard. Changing to a different format would have been extremely
difficult and costly for a pharmaceutical undertaking. Therefore, no one could com-
pete against IMS without using some variation in this system. IMS however made
such a variation impossible by refusing to license its IP in the ‘brick’ system.

3.2 The Commission’s Interim Decision

In 2001, the Commission granted interim relief holding that IMS had abused its
dominant position in the German market and required them to license the ‘brick’
structure to two competitors. The Commission pointed out in its /MS decision that
‘the costs, competitive disadvantages and other problems ... which pharmaceutical
companies would incur if they were to switch from the this structure (i.e. the 1860
‘brick’ structure developed by IMS) to buy regional sales data formatted in another
structure would be unacceptably high.”#*

Further, the Commission stated that it was irrelevant whether it was technically
feasible for IMS’s competitors to develop an alternative brick structure, because the
1860 ‘brick’ structure had become so standard in the industry that drug companies
would not consider using data organized in any other way.*’

Although the Commission recognized that an IP holder generally has the right to
prevent others from using the subject matter of that right, it nevertheless found that
there may be exceptional circumstances in which the refusal to grant a license may
be an abuse of a dominant position.*® Such refusal is already an abuse in view of the

NEGRINOTTI, supra note 14, at 8.

4 Commission Decision 2001/165/EC of July 2, 2001, Case No. COMP D3/38.044 — NDC
Health/IMS Health: Interim Measures, [2002] OJ L 59, p 18, para. 123.

Commission Decision 2001/165/EC, supra note 44, para. 129.

46 Commission Decision 2001/165/EC, supra note 44, paras 167-174
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Commission if there is no objective justification for the refusal.*’ Because the Com-
mission could not find any justification for IMS’s refusal to license, it concluded
that an abuse had occurred.

The interim decision by the Commission was suspended by an Order of the Pres-
ident of the CFI,* subsequently confirmed by an Order of the President of the
ECJ.* The Commission later withdrew its decision, since a judgment by the Frank-
furt Higher Regional Court allowed third parties to develop a brick structure very
similar to the one patented by IMS. At the same time, the Frankfurt District Court,
from which IMS has sought protection of its IP rights, submitted three preliminary
questions to the ECJ, on the same issues discussed in earlier Commission deci-
sion.™

3.3 The ECJ’s Decision

The ECJ recognized in 2004 that IMS could be ordered to grant a compulsory
license on its patented structure.’! However, the material conditions for this to
happen were restrictively defined by the ECJ.> The ECJ pointed out:

It is clear from that case-law that, in order for the refusal by an undertaking which
owns a copyright to give access to a product or service indispensable for carrying on a
particular business to be treated as abusive, it is sufficient that three cumulative
conditions be satisfied, namely, that that refusal is preventing the emergence of a new
product for which there is a potential consumer demand, that it is unjustified and such
as to exclude any competition on a secondary market.*

In determining whether an IPR is ‘indispensable’ for purposes of Article 82, the ECJ
took into account ‘the degree of participation by users’ and ‘the outlay, particularly
in terms of cost, on the part of the potential users’ to switch.>*

The ECIJ finally held that:

[TThe refusal by an undertaking which holds a dominant position and owns an
intellectual property right in a brick structure indispensable to the presentation of
regional sales data on pharmaceutical products in a Member State to grant a license to
use that structure to another undertaking which also wishes to provide such data in the
same Member State, constitutes an abuse of a dominant position within the meaning of
Article 82 EC when the following conditions are fulfilled:

47 Commission Decision 2001/165/EC, supra note 44, para. 174.

48 Case T-184/01 R, IMS Health v. Commission, [2001] ECR 1I-3193.

49 Case C-481 /01 P (R), [2002] ECR-3401.

30 HATZOPOULOS, Refusal to Deal, in: AMATO/EHLERMANN (eds), EC Competition Law — A Crit-
ical Assessment, 333, 338 (2007).

Case C-418/01, IMS Health GmbH & Co. OHG v. NDC Health GmbH & Co. KG, [2004] ECR
1-5039.

HATZOPOULOS, supra note 50, at 338.

33 ECJ, Case C-418/01, supra note 51, para. 38.

3 Case C-418/01, supra note 51, para. 30.
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— The undertaking which requested the license intends to offer, on the market for the
supply of the data in question, new products or services not offered by the owner of
the intellectual property right and for which there is a potential consumer demand;

— The refusal is not justified by objective considerations; and

— The refusal is such as to reserve to the owner of the intellectual property right the
market for the supply of data of pharmaceutical products in the Member States
concerned by eliminating all competition on that market.*

This can be described as a ‘cumulative conditions approach.’

The main difference between this formula and that laid out by the Commission
is that the ECJ requires a ‘new products or services’ element in its formula.>®

The ‘new product’ requirement is apparently meant to protect an adequate
reward for the right holder, and thus to mediate between the respect for the underly-
ing rationale of national IP laws and the application of European competition law.>’
The ‘new product’ requirement is contentious. The controversies surrounding its
rationale may be partly due to the fact that it has been applied in very differential
factual settings.”®

Further, the ECJ pointed out in the IMS Health case:

[T]he exclusive right of reproduction forms part of the rights of the owner of an
intellectual property right, and the refusal to grant a license, even if it is the act of an
undertaking holding a dominant position, cannot in itself constitute abuse of a
dominant position.”’

This refers to the cases Volvo®™ and Magill®'. Since the Volvo decision, it has been
settled case law that the refusal to grant a license cannot in itself constitute an abuse
of a dominant position. Starting from this observation, the ECJ in IMS Health fur-
ther develops the idea expressed in Volvo and Magill that in ‘exceptional circum-
stances’ the exercise of an exclusive right may involve abusive conduct.®?

The ECJ judgment in IMS Health came to the conclusion that the refusal to
license was not justified by objective considerations.5?
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3.4 Conclusion

Although IMS as the dominant undertaking may have derived its grip on the market
simply by virtue of being the ‘first mover’ and it may therefore have been tempting
for the Commission to find IMS’s behavior an abuse of a dominant position,®* it
should be taken into consideration that competition law accepts that an undertaking
is forced to cooperate with rivals only in exceptional cases. The ECJ clearly saw
this in its 2004 decision on IMS Health.

The IMS Health case shows, as well as the AstraZeneca case, that a ‘tension’
between IP law and competition law does either not occur at all or can at least easily
be solved by respecting both the legally obtained existence as well as all legal forms
of exercising IP rights. There is certainly no tendency that obtaining or exercising IP
rights by a dominant undertaking leads as such to the assumption of abuse.

4. Obligation to Deal with Rivals

4.1 Introduction

The relationship of IP law and competition law may concern the question whether
an obligation of the owner of an IP right to deal with rivals does exist. This obliga-
tion may either concern the obligation to enter into a license agreement or to supply
rivals with goods or services.

4.2 The AstraZeneca Case and the Refusal to Deal

It is very questionable whether it is possible to compare the AstraZeneca case dis-
cussed above with the established category of abuse of a dominant position by a
refusal to supply. The behavior of AstraZeneca, in particular the withdrawal of the
Losec marketing authorization, can hardly be compared with a refusal to deal
respectively with a refusal to enter into a license agreement. Although the with-
drawal of the Losec marketing authorization may have at the time of the decision
the consequence of depriving generic competitors of something they needed to be
able to enter the market, it cannot be argued that the AstraZeneca decision has as a
consequence that ‘a dominant undertaking is obliged not only to continue to supply
existing customers, but to supply all comers.”® The producers of generic products
are mere competitors and not ‘customers’ or ‘comers.’

Further, under EU case law, obligations to supply new customers thus far have
been imposed only in very unusual circumstances, such as ‘essential facilities’
cases. Essential facilities require an infrastructure to which access is indispensable
for market entry. A marketing authorization for an individual product, however,
cannot be regarded as indispensable, as its existence does not preclude others from
developing competing drugs for the same indication.%

% GLAZER, supra note 56, at 1207.
%5 LAWRANCE/TREACY, supra note 11, at 8.
% LAWRANCE/TREACY, supra note 11, at 8.
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In addition, it is very questionable whether it can be argued that ‘there are simi-
larities between the situation arising from AstraZeneca’s conduct and case law on
compulsory licensing’.®” The term ‘compulsory licensing’ in this sense may insofar
be confusing as it refers generally to IP law and not to competition law. However, as
a consequence of the abuse of a dominant position by a refusal to license, an under-
taking may be forced to enter into a license agreement. In AstraZeneca the Commis-
sion only imposed a fine on AstraZeneca.

Under EU law, a refusal to license will be an abuse of a dominant position only
under exceptional circumstances, as the decisions Magill and IMS Health clearly
show.®® Such exceptional circumstances would usually only exist where the pro-
posed licensee offered a new product. A generic copy as in the AstraZeneca case
does, however, simply duplicate an already existing product, albeit this may be
available at a lower price.69 Therefore, AstraZeneca is not comparable with ‘refusal
to license’ cases. AstraZeneca is not a case that can be compared with cases where
the refusal to license can be regarded as an abuse of a dominant position.

5. Comparative Analysis: The intersection of IP Law and
Antitrust Law under US Law

5.1 Introduction

Patent law and antitrust law both govern aspects of innovation, competition and
commerce. At one of their intersections lies a defense available to any accused
infringer: if a patentee misuses its patent rights by violating antitrust-like principles,
that patentee may not assert its patent against any party. The violation need not rise
to a full-fledged antitrust violation, even if most successful invocations of the mis-
use defense double as antitrust violation.”® This is not only the case in the US, but as
well in the EU.

Also certain improper forms of acquiring a patent are held to constitute ‘patent
misuse’ sufficient to render the patent unenforceable. It is sometimes also said that
such improprieties also violate Section 5 of the Federal Trade Commission Act § 5
or Section 2 of the Sherman Act, but in fact only subsequent efforts to enforce the
patent that was fraudulently obtained may constitute a violation, whereas the acqui-
sition of a patent by itself does not.”!

Under US law, the patent misuse doctrine prohibits the misuse of patents in
order to monopolize. The patent misuse doctrine is more frequently invoked defen-
sively as a counterclaim by parties accused of patent infringement, but it can also
serve as the basis for an affirmative claim of monopolization.’?
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5.2 The Abbott Cases

US courts sometimes, however, have failed to find common ground when dealing
with the antitrust and patent intersection. Thus, inter alia, the same monopolization
claim against Abbott recently resulted in two opposite outcomes. Whereas in Schor
v Abbott Laboratories” the Court of Appeals for the Seventh Circuit dismissed the
‘naked” monopolization claim and granted an absolute immunity to the parent
owner, in In Re Abbott Laboratories Norvir Antitrust Litigation'* the District Court
for the Northern District of California held that the defendant had abused its patents
and monopolized the neighboring market.

These two decisions refer to two former decisions, Eastman Kodak Co. v. Image
Technical Services, Inc. (‘Kodak II’)'> and in In Re Independent Services Organiza-
tions Antitrust Litigation ( ‘Xerox™),’ concerning, inter alia, the relationship of IP
and competition law.

In Schor, the Court of Appeals for the Seventh Circuit upheld a dismissal of a
putative class action brought by Gary Schor, a consumer drug purchaser, against
Abbott for a breach of Section 2 of the Sherman Act.

The alleged anti-competitive behavior concerned two HIV drugs manufactured
by Abbott, namely of (1) Norvir, a protease inhibitor that stops the AIDS virus from
copying itself into new cells, used both as a stand-alone drug and to ‘boost’ the
effectiveness of other protease inhibitors; and (2) Kaletra, an HIV drug ‘boosted’ by
Norvir and sold in a combined form with Norvir.

When used in doses high enough to work as a stand-alone protease inhibitor,
Norvir causes serious side effects. It served better as a booster for other protease
inhibitors. When Kaletra began to lose its market share, Abbott dramatically
increased the price of Norvir but refrained from raising the price of Kaletra. Kaletra
therefore became considerably cheaper than other Norvir-boosted protease inhibi-
tors. Plaintiff Schor alleged that Abbott had charged too much for Norvir alone and
too little for the Norvir-boosted Kaletra. He argued that, by raising the price of Nor-
vir, the defendant had leveraged its monopoly on Norvir as a stand-alone drug in
order to injure competition in the market for Norvir-boosted protease inhibitors,
with the aim of driving them out of the market.”’

This case concerns — in contrast to the cases AstraZeneca and IMS Health —
questions of bundling. However, it is arguable that a test to assess the exclusionary
effects of bundling may include elements of a similar test for refusal to supply.’®

The Court acknowledged that ‘some clever combination of prices’ for Norvir
and Kaletra could reduce the level of actual or potential competition. However, the
Court made clear that ‘there is no antitrust concern unless Abbott could make a

3 Schor v. Abbott Laboratories, 457 F.3d 608 (7th Cir. 2006).

" In re Abbott Laboratories Norvir Antitrust Litigation, 442 F. Supp. 2d 800 (N.D. Cal. 2006).
7> Eastman Kodak Co. v. Image Technical Services, Inc., 125 F. 3d 1195, 1218 (9th Cir. 1997).
" Inre Independent Services Organizations Antitrust Litigation, 203 F.3d 1322 (Fed. Cir. 2000).
71 Schor v. Abbott Laboratories, supra note 73, at 609.
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monopoly profit for itself by keeping other drugs off the market — and there is no
good economic reason to think it could do so.””’

The Court did not follow the ‘undisciplined monopoly-leveraging principle’ of
the Ninth Circuit in Kodak II. Under this principle, a patentee’s refusal to license an
IPR violates antitrust laws if the exercise of its rights was mere pretext for anti-com-
petitive purposes. Instead, the court followed the Federal Circuit’s decision in
Xerox, under which legitimate exercise of a patent right can never support anti-com-
petitive liability, unless specific exceptions occur.

In Schor, the court narrowed the reading of Kodak II as confined to refusal to
license cases when the conduct exceeds the exclusionary scope of the patent.®

The Court of the Northern District of California in In re Abbott Laboratories
Nowvir Antitrust Litigation (‘In re Abbott’) came to the opposite conclusion. Here, a
class action and complaint for actual and attempted monopolization under Section 2
of the Sherman Act were filed, in order to ban the same conduct carried out by
Abbort seen above.®!

In In re Abbott, the Court stated that ‘plaintiffs provide evidence that defendant
abused its patent rights to Norvir to maintain its monopoly in the boosted market’
and that Kaletra’s market share ‘rose substantially above what it would have been
absent the price increase.’$?

Much of the difference to the Seventh Circuit’s decision is caused by different
interpretations of Abbott’s scope of the patent by the two courts.®* The scope of the
patent grant defines the boundaries of the exclusivity and thus the area of the immu-
nity from antitrust enforcement.

The In re Abbott order also stressed that the case is not a refusal to deal case, but
a case of monopoly leverage to be assessed under Kodak I1. In Kodak 11, the Court
pointed out that ‘a monopolist who acquires a dominant position in one market
through patents and copyrights may violate § 2 if the monopolist exploits that dom-
inant position to enhance a monopoly in another market.”*

The District Court held in In re Abbott that the monopoly leveraging theory
applies to Abbott’s raising the price of its stand-alone patented drug. Further, it
stressed that Abbott’s patents were not to be considered as a valid shield against
monopolization claims ‘per se’ since in any case their scope was to be determined
through the interpretation process and not asserted by the patentee.®’

The District Court held that, although valid IP rights create a presumption of a
legitimate business justification for anti-competitive conduct, the plaintiff submit-
ted sufficient proof to reject Kodak’s business justification, as the record reflects
evidence of pretext to mask anti-competitive conduct. The court recalled the limits
to the exclusivity granted by patent right in the following cases: (a) unlawful acqui-
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sition through fraud; and (b) misuse, i.e. extension of the monopoly into separate
markets. %

In contrast to this decision, the reference by the Court of Appeals for the
Seventh Circuit in Schor referring to Xerox resulted in the opposite outcome. In
Xerox, the Court of Appeals for the Federal Circuit granted a near-immunity from
Section 2 of the Sherman Act to a patentee. Exceptions may only be carved out from
the rule in such cases as, inter alia, fraud in the USPTO procedures.87

The Court of Appeals for the Federal Circuit declined to follow the Kodak I1 rul-
ing since ‘this logic requires an evaluation of the patentee’s subjective motivation
for refusing to sell or license its patented products for pretext,” which is not admis-
sible, ‘even though (the) refusal may have an anticompetitive effect, so long as that
anticompetitive effect is not illegally extended beyond the statutory patent grant.’

The Supreme Court denied certiorari in Schor and therefore closed the door to
any quest for policy options, beyond the individual case.’®

5.3 Groups of Patent Misuse under US Law

There are several groups of patent misuse. Thus, for example, a patent holder may
not be allowed to combine multiple patents to create a larger monopoly. Further, it
may be monopolization if patent holders exchange patent licenses, pool them, pack-
age them for sale, purchase additional patents in an effort to procure a monopoly or
an oligopoly, and seek to enforce them in bad faith, or extend the patent’s term by
requiring post-expiration royalties.

Another kind of patent misuse may be leveraging. In Eastman Kodak Co. v.
Image Technical Services, Inc., the US Supreme Court pointed out that one who has
obtained a monopoly through patents could be liable for using those patents to lev-
erage his or her way into another market.”°

5.4 In Particular: Illegally Obtained Patents

In particular, it is regarded as patent misuse if one uses a patent which he has
obtained illegally. Such a patent holder is not protected from antitrust liability in
contrast to the patent holder who has legally obtained a patent. In Walker Process
Equipment, Inc. v. Food Machinery & Chemical Corp.,°" the US Supreme Court
ruled that possession of a patent obtained through fraud on the USPTO was no
defense to a counterclaim charging the patent holder with monopolization.

In Nobelpharma AB v. Implant Innovations, Inc.,’ the United Court of Appeals
for the Federal Circuit pointed out in its initial decision that only affirmative mis-
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representation to the USPTO could support a Walker Process claim. Proof of mere
omissions, the Court held, would not be enough. After much criticism, it granted
rehearing en banc and reversed itself.” It held that mere (but deliberate) acts of
omission in USPTO filings could form the basis for a Walker Process claim.**

6. Comparative Analysis: Refusal to Deal under US Law

6.1 The Trinko Case

In the US, only in very rare cases is the refusal to cooperate with a rival prohibited
by antitrust law. The Supreme Court in Verizon Communications Inc. v. Trinko
stated: ‘“We have been very cautious in recognizing such [cases], because of the
uncertain virtue of forced sharing and the difficulty of identifying and remedying
anticompetitive conduct by a single firm.”*>

Further, in Trinko the Supreme Court pointed out the dangers of antitrust liabil-
ity in horizontal monopolization cases:

Firms may acquire monopoly power by establishing an infrastructure that
renders them uniquely suited to serve the customers. Compelling such firms to
share the source of their advantage creates some tension with the underlying pur-
pose of antitrust law, since it may lessen the incentive for the monopolist, the rival,
or both to invest in those economically beneficial facilities.”® The judgment
describes the benefits to society of a dominant firm’s refusal to deal with a rival.
The court chose not to endorse the essential facilities doctrine, signalling that the
exclusion of rivals in itself should not create concern.”’ The Trinko case is even
regarded as a clear denial of the essential facilities doctrine.”®

6.2 The Data General Case

The same argument was stressed in the First Circuit’s decision in Data General
Corp. v. Grumman Systems Support Corp.”® Data General as the antitrust defendant
and copyright plaintiff refused to license its proprietary maintenance diagnostic
software to third-party maintenance companies like the antitrust plaintiff. As a con-
sequence, it was harder for those companies to compete with the defendant in the
market for the maintenance of its computers. The decisive aspect for the court was
that Data General had a copyright in the diagnostic software. Therefore, as the
court stated, there is ‘a curious conflict, namely, whether (and to what extent) the

93
94

Nobelpharma AB v. Implant Innovations, Inc., supra note 92, at 1067 et seq.

BRODER, supra note 89, at 111.

% Verizon Communications Inc. v. Law Offices of Curtis v. Trinko, 540 U.S. 398 (2004), at 408.
% Id, at 407.

%7 RoscH, 1 say Monopoly, You say Dominance: The Continuing Divide on the Treatment of
Dominant Firms, is it the Economics?, at 9 (2007), available at <www.ftc.gov/speeches/
rosch.shtm> (as of January 2008).

MULLER/RODENHAUSEN, The Rise and Fall of the Essential Facilities Doctrine, 29 ECLR 310
(2008), at 328.

% Data General Corp. v. Grumman Systems, 36 F3d. 1147 (1st Cir. 1994).
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antitrust laws, in the absence of any statutory exemption, must tolerate short-term

harm to the competitive process when such harm is caused by the otherwise lawful

exercise of an economically potential ‘monopoly’ in a copyrighted work.'®
Further, the court pointed out:

[I]n passing the Copyrights Act, the Congress itself made an empirical assumption that
allowing copyright holders to collect license fees and exclude others from using their
works creates a system of incentives that promotes consumer welfare in the long run
by encouraging investment in the creation of desirable artistic and functional works of
expression.

However, this does not mean that under US antitrust law, a refusal to license is
always justified, because ‘the Copyright Act does not explicitly purport to limit the
scope of the Sherman Act.” To ‘harmonize the two (copyright law and antitrust law)
as best we can’ the Court stated that ‘while exclusionary conduct can include a
monopolist’s unilateral refusal to license a copyright, an author’s desire to exclude
others from use of its copyrighted work is a presumptively valid business justifica-
tion for any immediate harm to consumers.”!%

The court found that neither copyright law nor antitrust law should be given pri-
macy over the other.!® It therefore rejected an irrebuttable presumption that a uni-
lateral refusal to license a copyright would be legal. On the other hand, the court
emphasized the importance of preserving the system of incentives established by
copyright law.

7. The ‘DG Competition Discussion Paper on the Application of
Article 82 of the Treaty to Exclusionary Conduct’

Concerning the relationship of IP law and Article 82 EC, the ‘DG Competition Dis-
cussion Paper on the Application of Article 82 of the Treaty to Exclusionary Con-

duct’ from December 19, 2005, which proposes abuse tests more firmly based in

economics,'® is of particular relevance. It states:

There is no general obligation for the IPR holder to license the IPR, not even where the
holder acquires a dominant position in the technology or product market. The very aim
of the exclusive right is to prevent third parties from applying the IPR to produce and
distribute products without the consent of the holder of the rights. This protection
would be eroded if the holder of a successful IPR would be required to grant a license
to competitors from the moment the IPR or the product incorporating the IPR becomes
dominant in the market. Imposing on the holder of the rights the obligation to grant to
third parties a license for the supply of products incorporating IPR, even in return for a

10074, at 1152.

101 7., at 1186.

1274, at 1187.

103 SCHWEIZTER, supra note 57, at 5.

104 Available at <http://ec.europa.eu/comm/competition/antitrust/art82/discpaper2005.pdf> (as of
March 2008).

105 K ALLAUGHER/WEITBRECHT, supra note 21, at 319.
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reasonable royalty, would lead to the holder being deprived of the substance of the
exclusive right’.!%

As a consequence, the DG Competition Discussion Paper points out that the refusal
to license an IPR, therefore, does not in itself constitute an abuse. Only under excep-
tional circumstances can the refusal to license an IPR be considered an abuse. For
example, the refusal by a dominant company to license access to the IPR could be
considered abusive when the conditions described above are all fulfilled and, fur-
thermore, the refusal to grant a license prevents the development of the market for
which the license is an indispensable input, to the detriment of consumers. Referring
to IMS, the DG Competition Discussion Paper stresses that this may only be the case
if the undertaking which requests the license does not intend to limit itself essen-
tially to duplicating the goods or services already offered on this market by the
owner of the IPR, but intends to produce new goods or services not offered by the
owner of the rights and for which there is a potential consumer demand.

A major new development is the discussion of possible defenses. Besides objec-
tive justifications and the ‘meeting competition defence’, which are known from the
case law, the DG Competition Discussion Paper deals with efficiencies.'?’ This effi-
ciency defense is new and has to be distinguished from the ‘objective justifications’
which have always been accepted by the ECJ.'%®

The approach is that an efficiency defense under Art. 82 EC should be applied
basically in the same way as Article 81(3) EC. The underlying argument is presum-
ably that Art. 81 and Art. 82 EC can often be applied to the same behavior and the
treatment should therefore be consistent.'?° However, the efficiency defense in Arti-
cle 81(3) EC is based on a different conception of rule and exception compared to
Article 82 EC.'"?

Concerning IPRs, the Commission’s Discussion Paper on Article 82 states that
the IPR holder will fail the efficiency defense ‘if the investment behind innovations
leading to intellectual property rights may not have been particularly significant.’!!!

Further, the DG Competition Discussion Paper states that a ‘refusal to license an
IPR protected technology which is indispensable as a basis for follow-on innovation
by competitors may be abusive even if the licence is not sought to directly incorpo-
rate the technology in clearly identifiable goods and services’.!'? The Commission,
however, fails to explain the economic basis of the broad presumption in favor of
access of competitors to IPRs for the purpose of follow-on innovation which the
Commission postulates.'!?

196 Supra note 104, para. 238.

197 Supra note 93, para. 84.

198 SCHWEIZTER, supra note 57, at 19 et seq.
19 FAULL/NIKPAY, supra note 56, at 418.
110 SCHWEIZTER, supra note 57, at 22.

m Supra note 104, para. 236.

2 Supra note 104, para. 240.

113 SCHWEIZTER, supra note 57, at 21.
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Although the position of the Commission is insofar questionable as it may be
nearly impossible to determine whether an investment is significant or not in this
sense, it is exaggerated to state that ‘it has a chilling effect on innovation if under-
takings are obliged to determine whether their proposed investments in innovation
are significant enough to immunize them from antitrust proceedings.”!'*

8. Theory of Complimentarity

In its comments on the DG Competition Discussion Paper, the Max Planck Institute
for Intellectual Property, Competition and Tax Law of March 31, 2006,'"> the Insti-
tute rightly stresses the complementary goals of IPRs and competition law.''® Fur-
ther, it emphasizes the importance of dynamic competition which is not pointed out
that well in the Discussion Paper.'!”

Concerning the understanding of Article 82 EC, it recommends a cautious
approach to transposing the patent/innovation paradigm to the copyright/creativity
world. Particularly in view of the new efficiency approach, the Max Planck Institute
rightly recommends distinguishing between patents and copyright by taking into
account the specific dynamic aspect of the creative process that distinguishes copy-
right from patents. '8

Further, the Max Planck Institute rightly points out that the Commission’s
approach concerning the ‘indispensability’ requirement has to be considered the
most important element for any approach to the application of Article 82 EC to
intellectual property, but that the Commission is not sufficiently specific about IP-
related cases.'"”

The Max Planck Institute has a critical view on the position of the Commission
in the Discussion Paper that whereas in IMS Health, the ECJ clarified that the ‘pre-
vention of the emergence of a new product’ has to be considered a ‘cumulative’
requirement,'?° the Commission now seems to take to take the test as a mere ‘exam-
ple’ of exceptional circumstances that justify a duty to license.'?!

According to the theory of complementarity, the IP system should not be immu-
nized against competition, but, on the contrary, the relevant product market should
ideally be a competitive market so as to produce maximum incentives for innova-
tion.!??

114 GLAZER, supra note 56, at 1212.

115 DREXL/CONDE GALLEGO/ENCHELMAIER/LEISTNER/MACKENRODT, Comments of the Max
Planck Institute for Intellectual Properity, Competition and Tax Law on the Directorate-General
Competition Discussion Paper of December 2005 on the Application of Art. 82 of the EC
Treaty to Exclusionary Practices, 37 IIC 558 (2006).

116 1d., para. 4 et seq.

17 Id., para. 7.

18 Id., para. 8.

19 1d., para. 15 et seq.

120 Case C-418/01, supra note 51, para. 38.

121 Supra note 115, para. 17.

122 Supra note 115, para 30.
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9. Conclusion

It is ‘common ground’ that both jurisdictions in the EU and the US today regard
competition policy and IP law as essentially complementary policies, providing dif-
ferent means to promote dynamic competition as a common goal.'*?

The older view according to which competition law and IP laws are in funda-
mental tension, has been overcome both in the EU and in the US. It was based upon
the perception that IPRs are essentially rights granting a monopoly. Today it is gen-
erally accepted that the right to exclude inherent in IPRs cannot be equated with
market power of any legally relevant kind: an IPR excludes competition by imita-
tion, but competition by substitution remains permissible.'?*

The overview has shown that neither in Europe nor in the US there is no ‘safe
harbor’ for the holders of IPRs as concerns the applicability of antitrust law. In
Europe, the cases vary and concern different groups of abuse of a dominant position
under Art. 82 EC. Whereas AstraZeneca is a very exceptional case that only con-
cerns deceptive conduct, other cases which deal with a refusal to license or with
bundling respectively tying show more, in general, that the particularities of IP law
have to be taken into account when dealing with the applicability of Art. 82 EC.

The AstraZeneca decision of the Commission is a step further toward a conver-
gent application of competition rules in the EU and the US.!?3

Further, the AstraZeneca decision is a signal to private parties like generic man-
ufacturers, parallel traders and small and medium size innovative firms aimed at
enhancing the private enforcement of competition law provisions. These private
parties can rely not only on the traditional IPR protection, alleging the invalidity of
an IPR, but also that competition law can offer them a remedy against illicit conduct
by dominant undertakings. '

123 SCHWEIZTER, supra note 57, at 2; JONES/SUERIN, supra note 5, at 777; SULLIVAN/GRIMES, The
Law of Antitrust: An Integrated Handbook 841 (2nd ed. 2006).

124 SCHWEIZTER, supra note 57, at 3.

125 NEGRINOTTI, supra note 14, at 12.

126 NEGRINOTTI, supra note 14, at 12.



Patents and Standards: The Antitrust Objection as a
Defense in Patent Infringement Proceedings

Karolina Scholer

1. Introduction

The interface between intellectual property law and competition law has been in
the focus for a decade. Following the Magill' and IMS Health? decisions by the
ECJ concerning the application of the ‘essential facilities’ doctrine to intellectual
property rights the question whether and under which circumstances the use and
enforcement of intellectual property rights may constitute an abuse of a dominant
position has been actively discussed not only by the academic world but also in
the legal practice.® Over the last few years a new aspect has dominated this discus-
sion — the conflict between patents and standards.*

1.1 The Applicability of Antitrust Rules to the Enforcement of IP
Rights

There has always been a certain tension between patent protection and competition
law.> Whilst it is the very objective of the patent system to create competitive
advantages for an individual or a company by granting proprietary rights, competi-
tion law aims to avoid any such distortion of competition. The inherent conflict
between the patent system and competition law becomes apparent where the
enforcement of the proprietary right by a dominant company, whether by not licens-
ing or by licensing this right to third parties on inappropriate terms, meets the
requirements of an abuse of a dominant position. The conflict between competition
law and intellectual property is innate to the legal system and can never be solved

! Case C-241/91 P and Case C-242/91 P, RTE and ITP v. Commission (‘Magill’), [1995] ECR I-
743.

2 Case C-418/01, IMS Health, [2004] ECR I-5039.

See STRAUS, Ende des Geschmacksmusterschutzes fiir Ersatzteile in Europa? Vorgeschlagene

Anderungen der EU-Richtlinie: Das Mandat der Kommission und seine zweifelhafte Aus-

fiihrung, 2005 Gewerblicher Rechtsschutz und Urheberrecht Internationaler Teil (GRUR Int.)

965, 969.

See IMMENGA, Neues aus den USA: Kartellrechtliche Fallstricke bei der Standardsetzung, 2007

Gewerblicher Rechtsschutz und Urheberrecht (GRUR) 302; FROHLICH, Standards und Patente

—die ETSI IPR Policy, 2008 GRUR 205.

See DUMONT/HOLMES, The Scope of Intellectual Property Rights and Their Interface with

Competition Law and Policy: Divergent Paths to The Same Goal? 11 Econ. Innov. New. Tech.

149, 151 (2002): ‘There is necessarily a kind of tension between intellectual property which

seeks to create rents through proprietary positions, and competition law, which seeks to main-

tain a competition that decreases rents and move prices towards marginal costs.’
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entirely. Therefore, all efforts can only aim to reconcile the conflicting interests to
the utmost extent possible.

To stigmatize the enforcement of a patent as an abuse of a dominant position
questions the granted proprietary right itself since it challenges the patent owner’s
exclusive right to commercially exploit the patent. Therefore, according to a tradi-
tional opinion, competition law should not apply as long as the patent owner acts
within the limits determined by the patent law.%

Whilst in the past courts tended to limit the application of competition law in the
field of intellectual property law, this does, however, not mean that competition law
is not applicable at all.” In this context it is important to see that both, competition
law and intellectual property law, finally have the same objective: fostering a pros-
pering economy and stimulating innovation. Today it is the prevailing opinion in the
academic world that:

[Bloth antitrust, by protecting competition, and intellectual property by rewarding
innovation, create incentives to introduce new products.®

This opinion finds it expression in the US Antitrust Guidelines for the Licensing of
Intellectual Property stating that:

The intellectual property laws and the antitrust laws share the common purpose of
promoting innovation and enhancing consumer welfare.”

6 TIsAy, Patentgesetz, Sec. 11 German Patent Act, note 11, p. 417 (6th ed. 1932); ROGGE, in:
BENKARD, Patentgesetz, Sec. 24 German Patent Act, note 19 (10th ed. 2006); FAHRENSCHON,
Zwangslizenz nach § 25 des Entwurfs eines Gesetzes gegen Wettbewerbsbeschriankungen,
1955 GRUR 281, 283; GOTZEN, Gewerblicher Rechtsschutz und Gemeinsamer Markt, 1958
GRUR Int. 224, 225; MOHRING, Der gewerbliche Rechtsschutz und die kommende Kartellges-
etzgebung — Vortrage auf der ordentlichen Hauptversammlung der Deutschen Vereinigung fiir
Gewerblichen Rechtsschutz in Stuttgart am 30. September 1955, 1955 GRUR 512, 516 et seq.;
BEIER, AusschlieBlichkeit, gesetzliche Lizenzen und Zwangslizenzen im Patent- und Muster-
recht, 1998 GRUR 185, 195, see also BEIER, Missbrauch einer beherrschenden Stellung durch
Ausiibung gewerblicher Schutzrechte, in: WESTERMANN/ROSENER (eds); Festschrift fiir Karl-
heinz Quack zum 65. Geburtstag, 15, 31 et seq. (1991); MILLER, Magill: Time to Abondon the
‘Specific Subject-matter’ Concept, 16 EIPR 415, 421 (1994): ‘Abuses of a dominant position
can never be caused by the exercise of an intellectual property right’.

See POHL, Die Voraussetzungen der patentrechtlichen Zwangslizenz, 282 (1998), who high-
lights that intellectual property rights are not ‘immune’ against the provisions of competition
law’; see also BECHTOLDSHEIM/BRUDER, Die Essential Facilites Doktrin und § 19 (4) Nr. 4
GWRB, 2002 Wettbewerb in Recht und Praxis (WRP) 55, 61.

PITOFSKY, Challenges of the New Economy: Issues at the Intersection of Antitrust and Intellec-
tual Property, 68 Antitrust L.J 913, 917 (2001); see also STRAUS, Produktpatente auf DNA-
Sequenzen — Eine aktuelle Herausforderung des Patentrechts, 2001 GRUR 1016; LOHER, Die
IMS-Health-Entscheidung der Europidischen Kommision: Copyright K.O.?, 2002 GRUR Int. 7.
Antitrust Guidelines for the Licensing of Intellectual Property, Issued by the U.S.Department of
Justice and the Federal Trade Commission, April 6, 1995, at 1.0; see also KRIEGER, ‘Innova-
tion’ im Sapannungsfeld zwischen Patentschutz und Freiheit des Wettbewerbs, 1979 GRUR
350, 351.
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Article 82 EC prohibits the abuse of a market dominant position irrelevant of how
this position was obtained, including as a result of the grant of an intellectual prop-
erty right!°.

In light of the growing number of granted patents and the increasingly broad
definition of a patentable invention competition law becomes more and more
important for an effective regulatory system. Patent protection has become availa-
ble for new branches of industry and the high number of patents granted particularly
in the field of biotechnology'' has already led to so called ‘patent thickets’, i.e.
overlapping patents which can block technical progress and further developments.

Negative effects of patents, namely the issue of patents blocking further devel-
opment was particularly discussed by Heller and Eisenberg under the heading ‘The-
ory of the Anticommons’.'? The “Theory of the Anticommons’ figures as antithesis
to the idea of the ‘tragedy of the commons’ developed by Hardin to describe the
problem of the unlimited exploitation of resources which are common property.'?
According to Heller, a high number of overlapping property rights which entitle
their owners to exclude third parties from the use of the protected inventions result
in important resources remaining entirely unused:

In an anticommons, by my definition, multiple owners are each endowed with the right
to exclude others from a scarce resource, and no one has an effective privilege of use.
Where there are too many owners holding rights of exclusion, the resource is prone to
under use — a tragedy of the Anticommons.'*

Heller’s assumption is based on the following: A high number of intellectual prop-
erty rights in a certain technical field which are held by various owners makes it nec-
essary to acquire licenses for all or at least a significant number of these rights to
compete in the relevant technical field. The combination of various licenses leads to
a so-called royalty stacking which may have a discouraging effect on potential

10" See DUMONT/HOLMES, supra note 1: ‘In an ideal world it would be possible to separate antitrust
and IPR, but in reality this is difficult. Only if we believe IPRs are some form of moral right
whose exercise can never be an abuse there is no problem’; see also Antitrust Guidelines for the
Licensing of Intellectual Property, supra note 8, at 2.1:

The Agencies apply the same general antitrust principles to conduct involving intellectual
property that they apply to conduct involving any other form of tangible or intangible property.
That is not to say that intellectual property is in all respects the same as any other form of prop-
erty. Intellectual property has important characteristics, such as ease of misappropriation, that
distinguish it from many other forms of property. These characteristics can be taken into
account by standard antitrust analysis, however, and do not require the application of funda-
mentally different principles.

See STRAUS, supra note 8; ID., Biotechnologische Erfindungen — ihr Schutz und seine Grenzen,
1992 GRUR, 252.

HELLER, The Tragedy of the Anticommons: Property in the Transition from Marx to Markets,
111 Harvard Law Rev. 621, 623 et seq. (1998); HELLER /EISENBERG, Can Patents Denter Inno-
vation? The Anticommons in Biomedical Research, 280 Science 698 (1998).

HARDIN, Tragedy of the Commons, 162 Science 1243 et seq. (1968).

HELLER, supra note 7; see also SHAPIRO, Navigating the Patent Thicket: Cross Licenses, Patent
Pools, and Standard-Setting, available at <http://faculty.haas.berkeley.edu/shapiro/thicket.pdf>
(as of May 2008).
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inventors and, therefore, can hinder development and technical progress.'> More-
over, the licensee who has already licensed a significant number of relevant patents
could be forced to pay excessive license fees in order to acquire an additional license
that is necessary to actually make use of the licenses acquired before.' In such a sit-
uation the licensee depends on the acquisition of the last expensive license if it does
not want lose her investment in the licenses acquired before.

In light of those potential negative and anti-competitive effects of patents it
becomes obvious that the enforcement of ‘key patents’ has to be subject to antitrust
rules and to be monitored by the competent competition agencies.

1.2 Standards

Under which circumstances the enforcement of a patent constitutes an abuse of a
dominant position on a market has particularly been discussed in the course of the
current debate on ‘patents and standards.’

Technical standards have become more and more widespread in various fields of
high technology. The growing importance of standards, particularly in the informa-
tion and communication technology, is the consequence of the increasing need of
interoperable networks, systems and handhelds. Namely in the field of telecommu-
nication technology customers expect their handhelds to be compatible with differ-
ent networks and to exchange data within various systems.

However, insofar as IP rights, namely patents, are involved conflicts are bound
to arise: Whilst it is in the very interest of the standardization process to make the
standard widely accepted and open to the public, the patent owner aims at the exclu-
sive and limited exploitation of his patent.!”

Thus, as soon as a standard covers a technology protected by one or by various
patents in such a way that the application of the technical standard necessarily
requires the use of the technical invention which is protected by a patent — such pat-
ent being called an ‘essential patent’!® — the conflict of interests is obvious.

Companies manufacturing products that have to comply with the standard feel
threatened by patents protecting certain aspects of the standardized technology —
and this not only due to exorbitant royalty obligations to be expected. An even

Regarding the patent thicket in the field of biotechnology see MEEK, ‘The Race to Buy Life’,
THE GUARDIAN, November 15, 2000: ‘But the risk to society is that future medical researchers
— private and public — will have to hack their way through forests of patents, paying out hefty
licence fees to a host of gene squatters, before the miracle drugs of the genetics revolution reach
the market’.

So called ‘hold out’ problem; HELLER, The boundaries of Private Property, 108 Yale L.J. 1163,
1174 et seq. (1999); see also LAYNE-FARRAR ET AL., Pricing Patents for Licensing in Standard
Setting Organisations: Making Sense of FRAND Commitments, 2006, available at http://
ssrn.com/abstract=937930.

See FROHLICH, supra note 3, at 206.

According to the European Institute for Telecommunication Standards (ETSI) ‘Essential means
that it is not possible on technical (but not commercial) grounds, taking into account normal
technical practice and the state of the art generally available (...) to make (...), use or operate
[equipment] or [methods] which comply with a [standard] without infringing that IPR’.
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more important issue is that companies manufacturing products according to a
standard could be forced to take a license notwithstanding the patent’s invalidity
or the fact that the patent in question is actually not ‘essential’ for the technology
in question.

In other words, the standard could be used by patent owners to protect and
enforce invalid or non-essential patents.'® This risk is particularly high where the
owner of the patent in question has been involved in the standard setting process. In
the absence of a regulation, a company involved in the standard setting process may
try to influence the process so as to create an overlap between the standard and its
patents.

2. The ETSI IPR Policy

The three official European Standard-Setting Organizations,”® The European Com-
mittee for Standardisation (CEN), the European Committee for Electrical Engineer-
ing Standardisation (CENELEC) and the European Institute for Telecommunication
Standards (ETSI) try to meet and — as far as possible — solve conflicts between intel-
lectual property rights and standards by setting policies providing for self-regula-
tion.?! Probably the best example of such a policy is the well-known ETSI IPR
Policy on which this article will focus.*

ETSI is one of the most important international technical Associations in the
field of information and communication technology. Today ETSI has approxi-
mately 700 members from more than 51 different countries. A number of the stand-
ards set by ETSI are well-known and worldwide acknowledged like the mobile
phone standard GSM.?

Put shortly, the ETSI IPR Policy is characterized by the following: In the field
of information and communication technology an unprotected alternative technol-
ogy rarely exists. Therefore it is particularly important that the essential patents

19 This issue has also been raised in relation to patent pools, see CARLSON, Patent Pools and the
Antitrust Dilemma, 16 Yale J. Reg. 359, 386 ef seq. (1999).
20 See Regulation 98/34/EG, [1998] OJ No. L 204, dated July 21, 1998. It can be distinguished
between so called “Dejure-Standards” established by official Standard-Setting Organizations
and “Defacto-Standards” based on the practice of a or of sveral participants in the market.
GooD, How Far Should IP Rights Have to Give Way to Standardization: The Policy Positions
of the ETSI and the EC, 14 EIPR 295 (1992); PRINS/SCHIESSL; The New European Telecom-
munications Standard Institute Policy: Conflicts between Standardization and IPRs, 15 EIPR
263 (1993).
2 ETSI IPR Policy, available at <http://www.etsi.org/WebSite/document/Legal/ETSI_IPR-
Policy.pdf> (as of May 2008); for the history of the ETSI IPR Policy see IVERSEN, Case Study:
ETSI, in: European Commission Final Report on Interaction between Standardisation and Intel-
lectual Property Rights (Technical Report EUR 1 074 EN), p. 197.
Global System for Mobile Communications. The mobile phone standard of the second genera-
tion (2G) is currently used by approximately 2.3 billion people. Other ETSI standards are
UMTS (Universal Mobile Telecommunications System), DECT (Digital Enhanced Cordless
Telecommunications), DVB (Digital Video Broadcasting) and TETRA (Terrestrial Trunked
Radio).

21
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are identified and disclosed as soon as possible. Therefore at each meeting the
members are asked to disclose their relevant patents by a so-called ‘Call for
IPRs.”?* During the standard setting process each patent owner is obliged to dis-
close relevant patents as soon as possible. The obligation to disclose is thereby not
limited to granted patents but rather covers patent applications as well.?

As regards the enforcement of the obligation to disclose essential patents ETSI’s
rights are limited. In case the late disclosure of patents hinders the implementation
of a standard ETSI might have a claim for damages against the patent owner.?
Apart from this, compulsory measures to enforce the obligations under the ETSI
IPR policy do not exist. ETSI rather depends on the patent owner’s responsibility.

To ensure the unhindered use of the standard each owner of an essential patent is
asked by ETSI for an irrevocable declaration, the so called ‘ETSI IPR Policy and
Undertaking’, by which the patent owner declares to license his patent on fair, rea-
sonable and non-discriminatory terms (so-called FRAND terms).%’

In case the patent owner agrees to sign the undertaking there is no reason for
ETSI not to integrate the respective patent into the standard. The subsequent nego-
tiations on the terms and conditions of the license agreement take place between the
patent owner and the licensee without any participation of ETSI.?

On the other hand, if the patent owner refuses to sign the undertaking, the further
proceeding depends on the timing. In the — for the standard setting organization
more preferable — case that the standard setting process is still ongoing at that time
one will try and find an alternative technology to integrate into the standard. How-
ever, if the patent owner denies to sign the declaration after the standard has been
published the situation is far more difficult. In a worst case scenario the patent
owner is not member of ETSI (and, thus, cannot be obliged to sign the undertaking)
and an alternative technology is not available. This could, as a final consequence,
lead to the withdrawal of the standard.

3. The Application of the Antitrust Provisions

In the following the conflict of patents and standards shall be analyzed in the light
of the relevant provisions of the antitrust rules. For this purpose it has to be distin-
guished between the following different issues:

2% The wording of such a ‘Call for IPRs’ is as follows: ‘The attention of the members of this Tech-
nical Body is drawn to the fact that ETSI Members shall use reasonable endeavours under
Clause 4.1 of the ETSI IPR Policy, Annex 6 of the Rules of the Procedure, to inform ETSI of
Essential IPRs in a timely fashion. This Section covers the obligation to notify its own IPRs but
also other companies’ IPRs.’

% Clause 15.7 ETSI IPR Policy.

26 FROHLICH, supra note 4, at p. 209.

¥ ETSI Guide on IPRs, January 25, 2007, available at <http://www.etsi.org/WebSite/document/
Legal/ETSI_Guide_on_IPRs.pdf> (as of May 2008), p. 9: ‘Members are encouraged to make
general IPR undertakings/declarations that they will make licenses available for all their IPRs
under FRAND terms and conditions related to a specific standardization area and then, as soon
as feasible, provide (or refine) detailed disclosures.’

28 Section 4.1 ETSI Guide on IPRs, supra note 27.
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(a) whether and under which circumstances a company abuses its dominant position
on a market by keeping its patents or patent applications secret during the standard
setting process or by trying to take influence on the standard in such a way that its
patents are made part of it (such a behavior being called ‘a patent ambush’ or a
‘patent hold-up’);

(b) how to avoid the integration of invalid or non-essential patents into the standard;
and

(c) finally the patent owner’s obligation to license his patents which are covered by
the standard to third parties on FRAND terms.

3.1 Patent Ambush

A patent owner not disclosing his patent during the standard setting process and
thereby provoking the establishment of a standard covering this patent is — at least
in the US — likely to get into the focus of the relevant antitrust authorities. The
building of such a ‘patent ambush’ can — under certain circumstances — be deemed
as anticompetitive. The US Federal Trade Commission (FTC) has dealt with this
issue in two remarkable proceedings:

3.1.1 Dell

In the 1990s the FTC started proceedings against the US computer manufacturer
Dell. Dell was the owner of patents protecting certain aspects of a technology
related to a computer bus. During its participation in the standard setting process of
the Video Electronics Standards Association (VESA), even on inquiry, Dell did not
disclose its patents that were highly relevant for the standard to be set. After the
standard had been published and applied by the industry, Dell sought to enforce its
patents that were adopted by the standard-setting organization. Upon intervention
of the FTC, Dell agreed to abstain from enforcing its patent and the case was set-
tled.”

3.1.2 Rambus

Another case dealing with a ‘patent ambush’ is the often discussed recent ‘Rambus’
decision of the Federal Trade Commission (FTC).3°

The background of this decision was the development of a standard for Synchro-
nous Dynamic Random Access Memory (SDRAM) by the Joint Electron Device
Engineering Council (JEDEC). The chip manufacturer Rambus, Inc., who concen-

2 Dell Computer Corp., 121 ET.C. 616 (1996); see also Federal Trade Commission, Press
Release, November 2 1995, available at <http://www.ftc.gov/opa/1995/11/dell.shtm> (as of
May 2008).

30 In the Matter of Rambus, Inc., FTC Opinion of July 31, 2006, Docket No. 9302, available at
<http://www.ftc.gov/os/adjpro/d9302/060802commissionopinion.pdf> (as of May 2008) and
<http://www.ftc.gov/os/adjpro/d9302/060802rambusorder.pdf> (as of May 2008); see also
IMMENGA, supra note 4. See also DREXL, Deceptive Conduct in the Patent World — A Case of
US Antitrust and European Competition Law?, in this volume; another in some respects com-
parable case is the matter Qualcomm Incorporated, see press release of the European Commis-
sion dated October 1, 2007, MEMO/07/389, available at http://europa.eu/rapid.
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trated on the development of new storage technologies, joined the JEDEC at that
time.

Members of the JEDEC are obliged to exclude patented technologies from the
standard as far as possible or, as the case may be, to assure that patented technolo-
gies are licensed on FRAND terms.

Rambus did not restrain from filing new applications for patents on standard-rel-
evant aspects of storage technologies during the course of the standard setting proc-
ess. At the time Rambus attended the meetings the company developed several
technologies, was owner of a patent and had filed a number of patent applications
which later on became part of the SDRAM standard. When it was obvious how the
standard finally would look, Rambus left the JEDEC and changed its patent appli-
cations according to the information on the future standard the company had
received during the meetings.

Three years after the standard had been published and companies had started
manufacturing products accordingly Rambus started patent infringement proceed-
ings against various manufacturers of SDRAM related products in Europe (amongst
others in Germany) and in the US.

The FTC found that Rambus had neglected its obligations under the statute of
the JEDEC and abused its dominant position on the Computer Memory Technolo-
gies Market by joining the meetings of the JEDEC until 1996 — which was about the
time the standard was set — without mentioning its relevant patents and patent appli-
cations.

The Commission held that Rambus’s acts of deception constituted an ‘exclu-
sionary conduct’ under Section 2 of the Sherman Act! and contributed significantly
to Rambus’s acquisition of monopoly power:

Rambus engaged in exclusionary conduct that significantly contributed to its
acquisition of monopoly power in four related markets. By hiding the potential that
Rambus would be able to impose royalty obligations of its own choosing, and by
silently using JEDEC to assemble a patent portfolio to cover the SDRAM and DDR
SDRAM standards, Rambus’s conduct significantly contributed to JEDEC’s choice of
Rambus’s technologies for incorporation in the JEDEC DRAM standards and to
JEDEC’s failure to secure assurances regarding future royalty rates — which, in turn,
significantly contributed to Rambus’s acquisition of monopoly power.*

In addition to barring Rambus from making misrepresentations or omissions to
standard-setting organizations, the order of the FTC required Rambus to license its
SDRAM and DDR SDRAM technology and set maximum allowable royalty rates
Rambus could collect.

The DC Circuit Court of Appeals did, however, not uphold the FTC’s decision.
Since the Commission expressly left open the likelihood that JEDEC would have

31 Section 2 Sherman Act: ‘Every person who shall monopolize, or attempt to monopolize, or
combine or conspire with any other person or persons, to monopolize any part o the trade or
commerce among the several states, or with foreign nations, shall be deemed guilty for felony’.

32 See FTC Opinion, supra note 30, at p. 118; see also LOEST/BARTLIK, Standards und Euro-
pédisches Wettbewerbsrecht, 2008 ZWeR 41.
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standardized the technologies protected by Rambus’s patents even if Rambus had
disclosed its intellectual property the Court found that Rambus’s alleged deception
could not be said to have had a negative effect on competition.** According to the
Court the Commission failed to demonstrate that Rambus’s unlawfully monopo-
lized the relevant markets. The Court found that it wasn’t sufficient to prove that
Rambus lied or harmed competitors, the FTC rather had to prove that it harmed con-
sumers in order to fall under anti-trust law. The Court’s decision, thus, raised the bar
on proof required to act against such behavior.

Whether Rambus’s conduct met the requirements of an abuse of a dominate
position under German or European antitrust law is even more doubtful due to the
narrow understanding of an abuse of a dominant market position under article 82
EC.*

3.2 Over-declaration

Another issue discussed in the context of patents and standards is the disclosure of
non-essential patents in the course of the standard setting process, the so-called
‘over-declaration’. A patent owner might seek to integrate its patent into the stand-
ard notwithstanding the fact that the technology protected by the patent actually is
not required to manufacture products which are compatible with the standard.

3.2.1 ETSI GSM 03.19

The disclosure of non-essential patents was — amongst other issues — subject of the
decision ‘ETSI GSM’.** Based on Article 81 EC in this case the European Commis-
sion tried to take influence on the standard-setting process itself. The Commission
found that the disclosure of non-essential patents in relation to a standard had led to
a distortion of competition. The proceeding was settled when ETSI changed the
wording of Clause 4 of the ETSI IPR Policy in order to provide a more effective
protection against a patent ambush scenario. >

3.2.2 Nokia

In the remarkable Nokia proceedings the English High Court had to decide on the
admissibility of a declaration for non-essentiality (so-called DONE) raised as an
objection in a patent infringement proceeding. Such a declaration of non-essential-
ity is an action for a declaratory judgment started by the defendant in a patent
infringement proceeding. With such a declaratory relief the defendant requires a

33 Rambus, Inc. v. FTC, 2008 U.S. App. LEXIS 8622 (D.C. Cir. 2008).

3% Whilst Sec. 2 Sherman Act applies on the creation and defense of a dominant position on a mar-
ket, Art. 82 EC and Sec. 19 of the German Act against Restraints of Competition only applies
if the company in question has already obtained a dominant position on the relevant market and
is abusing this dominant position; see also DREXL, supra note 30, at 2.3.1.

European Commission, ex officio case COMP/C-3/37926; see European Commission, (IP/05/
1565), Press release December 12, 2005, available at <http://europa.eu/rapid/pressReleasesAc-
tion.do?reference=IP/05/1565&form> (as of May 2008).

% See Section 4.5 of the ETSI Guide on IPRs, supra note 27.
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judgement stating that the patents in dispute are not essential to the standard in
question.

The decision Nokia Corporation v. Interdigital Technology Corporation’’
related to the GSM standards for digital cellular mobile phones and infrastructure.
Lord Justice Pumfrey was asked to decide whether four of InterDigital’s patents
relating to aspects of the transmission of signals were essential to the 3G telecoms
standard in Europe. This was the first English judgement on essentiality of patents
to a technical standard.

The GSM standards are international standards with which each GSM mobile
phone necessarily must comply. The patents in suit had equivalents in numerous
countries, all of which had been notified by InterDigital to ETSI as essential to the
GSM standard. Nokia, however, refused to pay royalties for the use of the patents
based — amongst other things — on the argument that InterDigital’s patents were
inessential to the GSM standard.*®

The English Court of Appeal had already decided at an earlier stage in the pro-
ceeding that there is jurisdiction for the Court to hear an application for this kind of
negative declaration.

Lord Justice Pumfrey upheld this decision and found that the issue was clearly
enough defined to be subject to the Court’s inherent discretion. On balance, the
Court decided to rather assess the commercial value of the patents in dispute —i.e. to
assess whether the patents are essential for the manufacture of products which com-
ply with the standard — than to concentrate on the question of infringement or non-
infringement of these patents.

Lord Justice Pumfrey explained that the Court of Appeal had agreed that courts
have the power to do so:

From the Court of Appeal’s judgement I think it is established that there is a
jurisdiction to entertain an action like the present where negative declarations as to the
essentiality of a patented invention to a standard are sought is established if the Court
has personal jurisdiction over the defendant and if sufficient facts are alleged that it is
possible that the Court might grant declaratory relief. Whether declaratory relief will
be granted is a matter of a discretion to be exercised on all the relevant available
material in every case.>

37 Nokia Corporation v InterDigital Technology Corporation, [2007] EWHC 3077 (pat), Decem-
ber 21, 2007.

Nokia sought for a ‘Declaration that the importation, manufacture, sale, supply, offer for sale or
supply keeping or use of (i) mobile telephones and (ii) system infrastructure equipment, or
either of them, compliant with the FDD mode of operation as set out in 3GPP TS 21.101
Release 5 or any revisions to this or any later Releases as at the date hereof, without the licence
of the Defendant, does not require infringement of [the listed patents] or any of them, such that
the Patents and each of them are not Essential IPR for the FDD mode of operation of 3GPP TS
21.101 Release 5 or do not remain or have not become Essential IPR for any revisions to this or
any later Releases as the date hereof’, Nokia Corporation v. Interdigital Technology Corpora-
tion, supra note 37, at no. 2.

3 Nokia Corporation v. Interdigital Technology Corporation, supra note 37, at note 4.
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Lord Justice Pumfrey ruled that three of the patents and one claim of the fourth
patent*® were not essential.

The case is certain to generate further interest in the court’s ability to determine
issues of essentiality.*! It seems to be only a question of time when this objection
will be raised for the first time in a patent infringement proceeding in Germany.

3.3 FRAND terms

It is well acknowledged that an owner of a patent which is part of an industry stand-
ard is obliged to license this patent on FRAND terms. According to recent decisions
this might also be true for de facto standards.*” Whether and under which circum-
stances the licensing terms are not fair, not reasonable or discriminatory and, thus,
constitute an infringement of competition law has recently been subject of several
court decisions in different countries.

3.3.1 Standard-Spundfass

In its decision ‘Standard-Spundfass’ the German Federal Supreme Court (Bundes-
gerichtshof) found that a patent owner could be hindered to enforce its patent
against a third party in case he failed to license it on FRAND terms.*

The claimant in this case was the owner of the European Patent no. 515390
relating to the manufacture of industrial barrels. Based on this patent the claimant
obtained a preliminary injunction against a competitive barrel manufacturer. The
defendant did not contest to infringe the claimant’s patent but rather started an
action for a declaratory judgement alleging that under the applicable antitrust rules
the claimant was obliged to license its patent. The defendant referred to the guide-
lines and regulations set up by the Association of the Chemical Industry (Verband
der Chemischen Industrie e.V. (VCI)) regarding volume, weight and size of indus-
trial barrels and stated that it was impossible to manufacture a barrel in compliance
with the VCI guidelines without using the claimant’s patent.

The Court found it admissible to raise an objection based on an alleged non-
compliance with Sections 19 and 20(1) of the German Act against Restraints of
Competition** in a patent infringement proceeding. Given the fact that the VCI
guidelines had become the standard for industrial barrels, in the court’s opinion it

40
41

InterDigital’s ‘610 patent.

An objection of non-essentiality was also raised by the defendant in the case Sisvel et al. v.
SanDisk, [2007] EWHC 332. The objection was rejected by the court since Sisvel had expressly
offered a license which ‘would only relate to the patents asserted by Sisvel/Audio MPEG to be
essential.” In light of this offer the judge found it ‘simply impossible to allege (...) that Sisvel
insists upon including non-essential patents within the scope of the licence.’

42 German Federal Supreme Court (Bundesgerichtshof, BGH), July 13, 2004, KZR 40/02, 2004
GRUR 966 — Standard-Spundfass = 36 11IC 742 (2005) (English translation); Karlsruhe Court of
Appeals (Oberlandesgericht, OLG), December 13, 2006, 6 U 174/02, 2007 Gewerblicher
Rechtsschutz und Urheberrecht Rechtsprechungsreport (GRUR-RR) 177 — Orange Book-
Standard.

German Federal Supreme Court (Bundesgerichtshof, BGH), supra note 42.

Gesetz gegen Wettbewerbsbeschrinkungen (GWB).
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was hardly possible to sell barrels which did not comply with the VCI guidelines
and specifications. Accordingly, the Court deemed it possible that the claimant
abused its dominant position on the market by not licensing its patent on FRAND
terms.

The Federal Supreme Court highlighted the patent owner’s discretion in respect
to the terms and conditions under which it was willing to license its patent to third
parties. However, according to the Court, this discretion could be limited in cases
where a dominant market position was not merely obtained due to the basic inven-
tion but also due to a standard in place based on the respective patent and, thus,
making the use of the patent indispensable. Thus, if the dominant position does not
only result from the invention itself, but also from further extrinsic aspects like the
standardization, the patent owner’s discretion is limited. According to the Court, the
patent owner abused its dominant position on the market by unreasonably limiting
the access to such an essential technology.

3.3.2 Orange Book-Standard

The approach taken by the German Federal Supreme Court in the decision ‘Stand-
ard-Spundfass’ was confirmed and applied in more detail by the Court of Appeal of
Karlsruhe in its decision ‘Orange Book-Standard”.*

First of all, the Court of Appeal found that in cases where specifications or
guidelines determine the standardized form and design of a product the grant of
licenses in respect of this design had to be seen as an own upstream market in terms
of antitrust law. The Court confirmed that it was an admissible defense in a patent
infringement proceeding to raise an objection based on the patent owner’s obliga-
tion to license the patent on FRAND terms under Sections 19, 20 German Act
against Restraints of Competition and Article 82 EC.

The Court then discussed whether such an objection could be raised only in rela-
tion to the patent owner’s claim for damages or also in relation to an injunction. In
its Standard-Spundfass decision the Federal Supreme Court had not discussed this
issue. The Court of Appeal did not make a definitive decision in this respect either,
but indicated to be inclined to hold an antitrust objection admissible not only in
respect of claims for damages but also in respect of an injunction.

According to the Court, the defendant had, however, not submitted evidence for
an abuse of the patent owner’s dominant position on the relevant market. The
defendant could not prove that the patent owner had granted licenses to third parties
on more favorable conditions than the conditions offered to the defendant.

Moreover, the Court stated that even in the case that the licensing terms were
unreasonable or discriminatory the defendant was not entitled to finally determine
the licensing conditions. Rather the patent owner would be free to reject an offer on
conditions less favourable than the most favourable and not anticompetitive condi-
tions. If the conditions offered by the defendant could be modified for the benefit of

4 Karlsruhe Court of Appeals (Oberlandesgericht, OLG), supra note 42, the case is currently
pending with the Federal Supreme Court (file number X ZR 148/06) after the defendant filed an
appeal against denial of leave to appeal (Nichtzulassungsbeschwerde).
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the patent owner without being anticompetitive, the objection raised by the defend-
ant would be dismissed.*®

It is not hard to see that these requirements cause almost insolvable difficulties
for the defendant in a patent infringement proceeding.

3.3.3 Videosignal-Codierung I

These difficulties were subject to a number of parallel patent infringement actions
decided by the District Court (Landgericht) of Diisseldorf in 2006.47

The claimants of these proceedings were various owners of patents relating to
the encoding and decoding of video signals according to the MPEG-2 standard. All
claimants were members of the MPEG LA Patent Pool which acts as a licensing
agency for its members. The defendant in these proceedings was a company manu-
facturing and distributing optical data carrier, namely DVDs.

According to the defendant it was possible to manufacture DVDs compatible
with the MPEG-2 standard without using all or even the majority of the patents cov-
ered by the standard. From the possibility to manufacture MPEG-2 compatible
DVDs without using all patents being part of the MPEG-2 standard the defendant
concluded that the standard covered non-essential patents and therefore infringed
the guidelines regulating the process of standard setting.

The District Court found the antitrust objection raised by the defendant admissi-
ble both in respect to the injunction claim and in respect to the claim for damages.
The admissibility of the objection was based on the good faith provision of Section
242 German Civil Law.*3

On balance, however, the District Court of Diisseldorf rejected the objection.
The Court found that in light of the fact that the DVDs manufactured by the defend-
ant were compatible with the MPEG-2 standard which was the prevalent standard
for the encoding and decoding of DVDs it had to be assumed that the relevant pat-
ents were infringed by the defendant. In other words, the court assumed that all pat-
ents covered by the MPEG-2 standard would be infringed by the manufacture of
standard compatible products. The Court reversed the burden of proof in this
respect to the disadvantage of the defendant.

With respect to the claimant’s obligation to license its patent on FRAND condi-
tions the Court dismissed the objection raised by the defendant. In considering the
objection the District Court of Diisseldorf first of all highlighted the need to distin-
guish between two different situations: Cases in which the patent owner refused to
grant any license to use its patent and cases in which the patent owner was willing
to license, but not on FRAND terms.

% 1d.

4T Diisseldorf District Court (Landgericht, LG), 2007, November 30, 2006, 4b O 508/05, 7 Ent-
scheidungen der Instanzgerichte zum Recht des geistigen Eigentums (InstGE) 70 — Video-
signal-Codierung 1.

The court applied the so called ‘dolo agit’ rule whereby ‘dolo agit qui petit quod statim redditu-
rus est’.

48
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Whilst the first case would have to be decided along the lines of the well-known
discussed ‘essential facility’ decisions of the ECJ, namely the IMS Health deci-
sion,* this was not true for the second case relevant here and rather comparable
with the aforementioned Orange Book-Standard®® and Standard-Spundfass deci-
sions.”!

The Court highlighted that by licensing the patent to different licensees on dif-
ferent, i.e. more or less favorable, conditions the patent owner would behave in a
discriminatory way and even more so by enforcing its rights selectively against cer-
tain infringers while leaving them unenforced in respect to other infringers. More-
over, according to the Court the request for unreasonably high royalties could also
constitute an abuse of a dominant position.

However, the Court found that the defendant had not proven any anticompetitive
conduct by the claimant. In the opinion of the Court the mere fact that the royalties
to be paid to the claimant had not decreased proportionally to the deterioration of
the market prices for DVDs was not an evidence for an abuse of the dominant posi-
tion in the market.

In addition to the allegation of an abuse of its dominant position and a discrimi-
natory conduct the defendant argued that the claimant had built a ‘patent ambush.’
The defendant stated that the claimant had taken influence on the standard during
the standard setting process to make his patent part of it. Moreover, according to the
defendant a significant number of the patents covered by the standard were either
not essential or even invalid.

The Court found, however, that the defendant had not submitted the required
evidence and therefore dismissed the patent ambush objection.

This rejection has to be seen in view of the reversion of the burden of proof in
respect of the infringement of standard related patents. The combination of a pre-
sumption for an infringement of all standard related patents by the manufacture of
standard compatible products on the one hand and the obligation to supply evidence
for the non-essentiality of a patent covered by the standard on the other hand makes
it very difficult to successfully raise an antitrust objection in a patent infringement
proceeding.

3.3.4 GSM Standard (‘Zeitlagenmultiplexverfahren’)

In its decision Zeitlagenmultiplexverfahren the District Court (Landgericht) of Diis-
seldorf for the first time allowed an antitrust objection in patent infringement pro-
ceedings.”

The Court found that under Section 6.1 of the ETSIT IPR Policy the claimant was
obliged to license the relevant patent which related to the GSM standard on FRAND

Supra note 2.

Supra note 42.

Supra note 42.

52 Diisseldorf District Court (Landgericht, LG), February 13, 2007, 4a O 124/05; published at
BeckRS 2008 007732.
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terms. The Court highlighted that the use of the GSM standard was indispensable
for a company acting in the mobile phone technology.

In this context the Court refered to Section 1.4. of the ETSI Guide on Intellectual
Property Rights (IPRs) which states that the obligation to license on FRAND terms
not only applied for members of ETSI but also for third parties:

The ETSI IPR Policy defines rights and obligations for ETSI as an Institute, for its
Members and for the Secretariat. Non-Members of ETSI also have certain rights under
the Policy but do not have legal obligations.

Third parties have certain rights under the ETSI IPR Policy either as owners of
Essential IPRs or as users of ETSI standards or documentation: (...) To be granted
licences on fair, reasonable and non-discriminatory terms and conditions in respect of
a Standard at least to manufacture, sell, lease, repair, use and operate (clause 6.1).%

The Court deemed it unreasonable that the license granted to the defendant did not
provide for a limitation of the royalties to be paid in total for the use of all essential
patents integrated in the standard. Since the claimant only held 3% off all essential
patents the Court saw a certain risk of an unreasonable accumulation of costs should
all owners of all essential patents ask for a royalty comparable to the royalty
requested by the claimant.

Although at the time of the decision no other owner of essential patents that
were part of the standard had requested the defendant to ask for a license the Court
deemed it necessary to limit the royalty to be paid to the claimant in view of poten-
tial royalties to be paid for the use of other essential patents. The court suggested
estimation of the royalties to be paid to the claimant proportionate to the number of
patents owned by the claimant compared to the total number of essential patents.
Alternatively the sum to be paid in total could be limited in such a way that in case
the royalties to be paid in total accrued up to a certain amount the royalties to be
paid to the claimant should reduce proportionately to the number of patents owned
by the claimant compared to the total number of essential patents.>*

Since the license offered to the defendant by the claimant did not provide for
such a limitation, the Court deemed this offer unreasonable and, thus, accepted the
defendant’s objection.

The approach taken by the court causes, however, a number of practical difficul-
ties. Particularly, a limitation of royalties as suggested by the court would require
assessing all essential patents to be of the same value. It seems questionable whether
such an assumption will always be justified. Moreover, according to which criteria
should it be decided which patents are to be taken into account for such an assess-

53 Section 1.4 of the ETSI Guide on Intellectual Property Rights (IPRs), November 23, 2005
(Exhibit B & B 20). In clause 6.1 of the ETSI IPR Policy it is said: ‘When an Essential [PR
relating to a particular STANDARD or TECHNICAL SPECIFICATION is brought to the atten-
tion of ETSI, the Directo-General of ETSI shall immediately request the owner to give within
three months an undertaking in writing that it is prepared to grant irrevocable licences on fair,
reasonable and non-discriminatory terms and conditions under such IPR to at least following
extent: (...)".

5% Diisseldorf District Court, supra note 52.
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ment? As mentioned before, the mere fact that a certain patent was disclosed as
essential to the standard does not necessarily mean that this patent actually is valid
and that its use is indispensable.

4. Possibilities of Defense Under German Law

In the light of the above — what are the possible defenses in a patent infringement
process regarding patents integrated in a standard under German law?

There are various ways in which the defendant could defend itself in patent
infringement proceedings.

4.1 Defense Based on a Breach of Contractual Obligations

To prevent the patent owner from enforcing its patent the defendant could base its
defense on the patent owner’s breach of contractual obligations to disclose essential
IPRs under the relevant standard setting agreements. The defendant could argue that
the patent owner had been in breach of contract by failing to disclose its IPRs during
the standard setting process. In raising such argument, the defendant would, how-
ever, need to demonstrate that the IPR policies of the relevant standard setting
organisations have the character of binding contractual obligations. Whether or not
this is the case has not yet been decided by a German court. There are, however,
sound arguments for the assessment of such policies as quasi-contractual and, thus,
mandatory and binding obligations.

This leads to another problem under German Civil Law. Since the rules and pol-
icies regarding the standard setting process normally expressly refer to the ‘mem-
bers’ of the concerned standard setting organisation, e.g. ETSI, it can be assumed
that only members of the relevant standard setting bodies could raise a defense of
breach of contract.

4.2 Objection Based on an Anticompetitive Refusal to License on
FRAND Terms

Another possible defense for the defendant would be an objection based on the pat-
ent owner’s anticompetitive refusal to license on FRAND terms. This would, how-
ever, require a market dominant position of the patent owner. According to the cited
decisions of German courts the defendant would have such defense against an
infringement claim if the defendant could prove that the patent owner actually
refused a license on FRAND terms. This would, however, not prevent the patent
owner from enforcing its patent, but rather oblige him to license the patent on
FRAND conditions.

Moreover, the defendant has to prove that the licensing terms offered by the
patent owner do not meet the appropriate standards of fairness, reasonableness and
non-discrimination. In addition, according to the Orange Book-Standard decision of
the Court of Appeals of Karlsruhe, the defendant could rely on this so called anti-
trust objection based on Section 242 German Civil Code in connection with Article
82 EC only in the case the defendant itself had already offered the patent owner to
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acquire a license on terms and conditions to be specified as appropriate. According
to the requirements set out by the Court of Appeals of Karlsruhe in the Orange
Book-Standard decision the defendant would have to propose terms which — within
the range of FRAND terms — were the least favourable terms for them.

4.3 Defense Based on the Building of a Patent Ambush

Another, rather challenging approach would be a defense based on the patent
owner’s breach of competition law by creating a patent ambush. Whether and under
which circumstances a late disclosure or concealment of essential patents could fall
under Article 82 EC — or the relevant rules of German law — has not yet been
decided by the courts.

It can, however, be assumed that the late disclosure of an essential patent during
or after a standard setting process would be considered an infringement of Article
82 if (i) the patent owner had a dominant position in the relevant market (ii) the pat-
ent owner was member of a standard setting organization and, thus, obliged to dis-
close his patent and (iii) royalty rates would have been lower if the standard-setting
process had not been misled in this way. It would, therefore, be relevant, whether
there was an alternative technology available that would have been incorporated
into the standard in case the existence of the patent in question had been disclosed.”
To put forward sufficient evidence would obviously be very difficult if not impossi-
ble for the defendant. Whether a patent owner will be prevented from enforcing its
patent in a patent ambush type scenario under German law has not been tested.

4.4 Action for a Preliminary Injunction

Finally, under German procedural law the defendant could consider to take a rather
unusual, more aggressive approach. As an alternative to the rather defensive strate-
gies set out above the defendant could start an action for a preliminary injunction
against the patent owner. Such an injunction would aim at a license to use the rele-
vant patent on FRAND terms.

In this case, the defendant filing the motion would have to prove that the condi-
tions offered by the patent owner were not appropriate to meet the requirements of
FRAND. Moreover, to obtain a preliminary injunction the defendant would need to
show that the matter was urgent, i.e. that the defendant could not run its business
any longer without a license.’® This could for instance be true in case the defend-
ant’s customers were afraid of buying patent infringing products and were therefore
threatening to terminate their supply contracts with the defendant.

3 Cf. supra note 33, at 7: ‘Thus, if JEDEC, in the world that would have existed but for Rambus’s
deception, would have standardized the very same technologies, Rambus’s alleged deception
cannot be said to have had an effect on competition in violation of antitrust laws’.

% REICHHOLD, in: THOMAS/PUTZO, ZPO, Sec. 940 German Procedural Law, note 6 (27" ed.
2005); VOLLKOMMER, in: ZOLLER, Zivilprozessordnung, Sec. 940 German Procedural Law,
note 4 (26" ed. 2007).
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However, a preliminary injunction forcing the defendant to enter into a license
agreement with the applicant is quite exceptional under German law. Therefore, the
prospects of success of such an application are small. In case such an action was
successful this would, however, put the screws on the patent owner.

4.5 Conclusion

As a conclusion, a defendant in a patent infringement process should not hesitate to
raise objections based on a patent ambush built by the patent owner or based on the
patent owner’s refusal to license on FRAND terms. One has, however, to be well
aware of the difficulties to face. Without strong evidence of the claimant’s anti-
competitive behavior any objection in this respect is likely to be dismissed.
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1. Background

I'am honored to be a co-editor of this Festschrift and to have the privilege of writing
an article in honor of Professor Joseph Straus. Professor Joseph Straus is a good
friend of many years and as the Marshall Coyne Visiting Professor of International
Law at George Washington University Law School, he and I have co-taught for the
past six years a chemical/biotechnology patent law course. I also have had joy of
assisting him in a small way in the creation of his baby, the Munich Intellectual
Property Law Center. His fame as a patent law scholar is worldwide and I do hope
in that capacity he agrees with me that the Supreme Court of the United States has
not distinguished itself in its handling of 35 U.S.C. Sec. 271(e)(1).

The year 2005 saw a remarkable event in the Supreme Court of the United
States. The innovative pharmaceutical industry, an industry that claims to believe in
patents, fully supported an attack by one of its members, Merck KgaA, on patents
covering upstream inventions, Merck KgaA v. Integra Lifesciences I, Ltd." In siding
with Merck KgaA, the Supreme Court may have gone far beyond the relatively
minor limitations on patent rights provided in various of the world’s patent systems
under the rubric of experimental use.” In his opinion on remand, Judge Rader
sounded the alarm, but the Federal Circuit proved indifferent to his plea.3 To under-
stand what happened in Merck KgaA, it is helpful to review the background of Sec.
271(e)(1)).

2. A Bit of History

In 1984 the Federal Circuit decided an important case involving a genus patent hav-
ing as one of the disclosed species Flurazepam hydrochloride (Dalmane®), Roche
Products, Inc. v. Bolar Pharmaceutical Co.* Flurazepam hydrochloride is chemi-
cally 7-chloro-1-[2-(diethylamino)ethyl]-5-(o-fluorophenyl)-1,3-dihydro-2H-1,4-
benzodiazepin-2-one dihydrochloride with the following structural formula:

U Merck KgaA v. Integra Lifesciences I, Ltd., 545 U.S. 193 (2005).

For a thorough analysis of the law and literature regarding experimental use and research tool
patents see PRINZ ZU WALDECK UND PYRMONT, Research Tool Patents After Integra v. Merck
— Have They Reached a Safe Harbor?, 14 Mich. Telecomm. Tech. L. Rev. 367 (2008).

3 496 F.3d 1334 (Fed. Cir. 2007).

4 Roche Products, Inc. v. Bolar Pharmaceutical Co., 733 F.2d 858 (Fed. Cir. 1984).
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If one counts clockwise from the substituted nitrogen atom which is 1, then the oxy-
gen atom attached to it is 2. The 2-fluorophenyl group (the fluorine is itself at the
number 2 position of the benzene ring, a separate numbering system) is 5 and the
chlorine atom is 7. United States Patent No. 3,299,053 (‘053) granted to Hoffmann-
La Roche Inc. on January 17, 1967 covered many 1 and 4 substituted amino alkyl 5-
aromatic-3H-1,4-benzodiazepines. One claim, claim 11, is specifically directed to
Flurazepam hydrochloride. Bolar imported Flurazepam during the lifetime of the
‘053 patent and Roche sought to enjoin any use covered by its patent until expira-
tion. The issue presented to the Federal Circuit was whether the common law exper-
imental use exception covered uses directed to showing bioequivalency in order to
obtain marketing approval from the Food and Drug Administration (FDA) for its
generic. Bolar did not challenge either the validity or its infringement on any other
ground but that of experimental use.

The Federal Circuit held that importing Flurazepam for this limited purpose did
not come within the common law experimental use exception. At the time of the
court’s decision Congress had not specifically decided on how long a generic should
be held off the market based on the FDA’s marketing approval of the innovative
drug. Congress did specifically decide this question as part of the Hatch-Waxman
Act,’ legislation which provided for a patent term extension for certain patents, pro-
vided statutory authority for generics to file an abbreviated new drug application
(ANDA), provided specifically for data protection in connection with such applica-
tions and added Sec. 271(e)(1) to overrule Roche. As a policy matter Sec. 271(e)(1)
made sense as Congress in effect sought to separate patents from drug regulation
and thus provided data protection for data submitted in connection with a new drug
application while eliminating what could be viewed as data protection under the
patent laws. Thus, patent control ends when the patent expires and FDA actions are

> The Hatch-Waxman Act is the name commonly used to refer to the Drug Price Competition

and Patent Term Restoration Act of 1984, Pub.L. No. 98-417, 98 Stat. 1585 (1984) (codified
at 21 U.S.C. Secs. 355, 360(cc) (2000), 35 U.S.C. Secs. 156, 271, 282 (2000)), as amended by
the Medicare Prescription Drug, Improvement, and Modernization Act of 2003, Pub.L.
No. 108-173, 117 Stat.2066 (2003). For a detailed explanation of the Hatch-Waxman Act in
its original form see WHEATON, Generic Competition and Pharmaceutical Innovation: The
Drug Price Competition and Patent Term Restoration Act of 1984, 35 Cath. U. L. Rev. 433
(1986).
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not in any way dependent on the existence or the nonexistence of patent protection
on the innovative drug.® The relevant language chosen by Congress to disengage
patent law from data protection follows:

It shall not be an act of infringement to make, use, offer to sell, or sell within the
United States or import into the United States a patented invention ... solely for uses
reasonably related to the development and submission of information under a Federal
law which regulates the manufacture, use, or sale of drugs or veterinary biological
products. [Emphasis added].

Since Congress intended to overturn Roche, it should be clear that a generic com-
pany would, after the enactment of Sec. 271(e)(1), be free to do bioequivalency tests
free of the patent owned by the innovative company for that would be a use solely
reasonably related to submitting information to the FDA. But what about an inno-
vative company that would seek to market a benzodiazepine that came within one or
more of the broad genus claims of the ‘053 patent, but which was not Flurazepam
and hence would need a full series of tests for efficacy and safety? In short, what if
an innovative pharmaceutical company were experimenting with species covered by
the genus claims of the ‘053 patent? Clearly that type of action would not be solely
for the purpose of submitting information to the FDA as its real intent would be to
acquire new knowledge and hopefully enable it to make a species invention that
would support a species patent. Moreover, the experiments would have nothing to
do with data protection which would only be related to Roche’s data submitted to the
FDA for Flurazepam. There is nothing in the background or the language of Sec.
271 (e)(1) that would suggest protecting such an innovative pharmaceutical com-
pany from a claim of patent infringement. Of course an injunction preventing such
work should not be available, eBay Inc. v. MercExchange L.L.C.," as public health
and safety has always been a basis for denying an injunction, but such experimental
work would be subject to a claim for a reasonable royalty which under this first
hypothetical should be very low.

A second hypothetical assumes that Roche had not been able to find a 1 or 4 sub-
stituted amino alkyl 5-aromatic-3H-1,4-benzodiazepine that it could bring to mar-
ket. In short, assume for the moment that Flurazepam failed to receive FDA
approval, but another innovative company was conducting experiments on a
covered benzodiazepine during the life of the ‘053 patent. Again did Congress
intend to provide a safe harbor under such circumstances? The answer again should
be ‘no’ as this situation is far from the one found in Roche as again there is no data
protection involved since under this hypothetical the FDA would not have approved
of any compound embraced by any of the claims of the ‘053. Both hypotheticals are
really far from Roche because the only issue in Roche was how much the public was
going to have to pay for Flurazepam hydrochloride upon expiration of the ‘053 pat-

One dispute resolution panel determined that this exclusion at least insofar as it was limited to
generics did not violate the TRIPs agreement, Canada — Patent Protection of Pharmaceutical
Products, WT/DS114/R, 17 (March 2000).

7 eBay Inc. v. MercExchange L.L.C., 547 U.S. 388 (2006).
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ent. Clearly price is not a public health issue for if it were, the patent system itself
would be undermined. After all its purpose is to permit products to be priced above
marginal cost in order to finance the development of new drugs and nobody has as
yet proposed a cheaper and more effective system for financing drug development
than the patent system and that condition will not change in our lifetime and in the
lifetime of our children and probably their children.

3. Implantable Defibrillators

Both of the hypotheticals came before the Supreme Court in cases separated by
15 years. The first, Eli Lilly and Co. v. Medtronic, Inc.,® resulted from a major
patent trial involving the legendary inventor of the implantable defibrillator, Dr.
Michel Mirowski,” and his relationship to Medtronic, a pioneer in the development
of implantable pacemakers. Medtronic owned the rights to Mirowski’s inventions
and returned them to Mirowski in 1972 when it decided that an implantable defibril-
lator was not practical. However, Mirowski implanted such a device in a patient at
Johns Hopkins hospital in 1980 and obtained FDA approval for his device in 1985.
Medtronic decided to enter the field of implantable defibrillators without a license
under Mirowski patents, patents that were ultimately acquired by Cardiac Pacemak-
ers, Inc. (CPI) through a sublicense from CPI’s parent Eli Lilly & Co.

Mirowski’s basic patent, U.S. Pat. Re. 27,757, and one of his improvement pat-
ents, U.S. Pat. 3,942,536, were asserted against Medtronic. Prior to trial Medtronic
brought a motion for a summary judgment arguing that it was protected by Sec. 271
(e)(1). The trial court denied Medtronic’s motion explaining:

The statutory language of § 271(e)(1) clearly speaks in terms of the submission of
information under a federal law regulating ‘drugs’. Medtronic’s invitation to construe
the term ‘drugs’ to include federal laws regulating both drugs or devices must be
rejected. The FFDC Act itself defines ‘drugs’ as excluding devices or their component
parts or accessories. ... While the FFDC Act undoubtedly is a federal law which by its
terms regulates both drugs and devices, there is no indication in the statutory language
of § 271(e)(1) that the phrase ‘Federal law which regulates ... drugs’ was meant to
include anything but drugs as they are defined by the FFDC Act, and not both ‘drugs’
and ‘devices’. Moreover, within the FFDC Act itself, separate and distinct procedures
apply with regard to the manufacture, use, and sale of drugs and the manufacture, use,
and sale of devices. ... Finally, other sections of the 1984 Act distinguish between
‘drugs’ and ‘devices’, further indicating that when Congress intended to include

8 Eli Lilly and Co. v. Medtronic, Inc., 496 U.S. 661 (1990).

°  Dr Mirowski was inducted in the Inventors Hall of Fame in 2002. Its website indicates that
Michel Mirowski conceived of the automatic implantable cardioverter defibrillator (ICD) in the
1960s after his mentor died of a heart arrhythmia. It describes the impact of his work:

Facing formidable opposition from the medical community, Mirowski led a team that
designed and tested the first ICD, which was also the first alternative to drugs and surgery. The
first human implant occurred in 1980. The device was originally the size of a deck of cards and
weighed nine ounces. Since then, ICDs have gotten smaller, but the technology remains
the same. The device has saved hundreds of thousands of patients worldwide. Available at
<http://www.invent.org/Hall_Of_Fame/175.html> (as of June 2008).
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devices within the coverage of a section, it clearly specified as much, rather than
assume the term ‘drugs’ to include ‘devices’.

More compelling, perhaps, than the statutory language of § 271(e)(1), however, is the
legislative history of the section itself. Repeatedly the House report indicates that the
specific purpose of § 271(e)(1) was to overrule the Bolar decision and allow the
bioequivalency testing of generic drugs without fear by manufacturers of patent
infringement. Emphasizing the limited nature of the exemption, the House Report
states that the purpose of § 271(e)(1) ‘is to establish that experimentation with a
patented drug product, when the purpose is to prepare for commercial activity which
will begin after a valid patent expires, is not a patent infringement.’ ... Nowhere in the
legislative history is there any indication that Congress had a broader intention to
include medical devices within the coverage of § 271(e)(1). Rather, the legislative
history evinces the narrow purpose of Congress to advance the quickened entry of
generic drugs onto the market through unhampered bioequivalency testing. Similar
testing, it is worthwhile to note, is not required of medical devices.'Y [Internal citation
omitted].

Medtronic then proceed to lose badly before the jury as the jury awarded more than
$26,000,000 in damages.'" The trial judge then issued the following injunction:

1. Medtronic, Inc., its officers, agents, directors, servants, employees, attorneys, and
all others acting in concert with it or through them, are permanently enjoined and
restrained from infringing (directly, contributorily, or by inducement) ... [the Lilly
patents] ... until October 26, 1990, including, but without limitation, by manufacture,
distribution, use (including animal and human tests), sale, subassembly in the United
States for distribution abroad, or any other activity which would have as its natural or
intended purpose the sale of any of the following:

(a) Model 7210 Cardioverter used in connection with the Model 6882 lead; ...

(c) Model 7215 PCD or 7216 PCD used in connection with the Lead Models 6891,
6892, 6893, or 6917; ....

3. Medtronic, Inc., its officers, agents, directors, servants, employees, attorneys, and
all others acting in concert with it or through them, are permanently enjoined and
restrained from using in the United States the data generated from the infringing,
manufacture, use, or sale of the Model 7210 Cardioverter until March 9, 1993, and the
Models 7215 PCD or 7216 PCD until October 26, 1990. Such enjoined activities
include, by way of example without limitation, marketing, promoting, showing or
displaying said data at medical meetings, investment or stock analysts meetings,
shareholder meetings, or other public presentations.'?

Notice that Medtronic was not copying CPI’s defibrillators, although it was infring-
ing two of its patents. Hence the trial court’s decision to enjoin Medtronic was prob-
ably a mistake for Medtronic’s implantable defibrillators may have been or had the
potential of becoming superior to those marketed by CPI and hence the public
should not have been deprived of the benefit of superior defibrillators. In addition,
the jury’s monetary award was probably excessive as it is difficult to believe that

10 pri Lilly and Co. v. Medtronic, Inc.,5 U.S.P.Q.2d 1760 (E.D. Pa. 1987).

" The judgment as reported at 696 F.Supp. 1033 (E.D.Pa,1988) was in the amount of
$26,500,000, plus an additional royalty of $166,000 for a total award of $26,666,000.

12735 E.Supp. 652 (E.D.Pa. 1990).
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Medtronic’s clinical work in developing its implantable defibrillators inflicted this
much damage on CPI’s business. The award probably included money for the loss to
CPI caused by the projected earlier entry by Medtronic into the implantable defibril-
lator market owing to its infringement during the lifetime of the patents. However,
it is not in the public interest to measure damages in this fashion. CPI was only enti-
tled to a reasonable royalty where genus claims are in effect being exploited com-
mercially and a company is trying to develop a better product that comes within the
claims rather than simply copy the commercial product as is the case with generic
drugs.

In any event the Federal Circuit reversed and the Supreme Court affirmed. In its
decision the Supreme Court ignored the question of what the word ‘solely’ in the
statute was intended to mean. Instead it focused on whether medical devices were
covered by Sec. 271 (e)(1). In doing so it remarked that ‘[t]he phrase “patented
invention” in § 271(e)(1) is defined to include all inventions, not drug-related
inventions alone.”'® While this was said so as to justify covering medical device pat-
ents, the language itself at least opens the door to an interpretation that any patent
used to generate information reasonably relating to FDA requirements would be
subject to its reach. This would apparently include patented research tools used to
generate such information. Moreover, the Court did not discuss the question of how
its decision fit in with Congress’s express wish to overturn Roche. Nevertheless, the
Court had only applied Sec. 271 (e)(1) to patents that were in commercial use.
Indeed, had the trial court denied injunctive relief as it should have and no doubt
would have under eBay, and had not allowed monetary relief based on earlier post-
expiration competition, the result would have been close to what the Court actually
achieved without stretching the language of Sec. 271(e)(1).

4. Angiogenesis and a Search for a Cancer Cure

The patent system can live and did live with having the Supreme Court extend Sec.
271(e)(1) to medical devices even though it was most likely intended by Congress
to cover only drugs. But what about the far more important issue of whether the
words ‘patented invention’ refers to patents that do not cover products that are
already approved by the FDA as both the patent in Roche and the patents in Lilly
did? For some clues we turn to the case involving the second hypothetical, Merck
KgaA v. Integra Lifesciences I, Ltd.'*

Merck KgaA involved four patents flowing from the discovery that a triplet of
amino acids, Arg-Gly-Asp (RGD), promotes cell adhesion which later turned out to
be due to their binding to a,[3; integrins which are cell surface receptors. Years after
this discovery it turned out that scientists believed that anti-cancer drugs might be
possible by inhibiting angiogenesis through inactivating a5 integrins.

Specifically involved in the litigation were claim 8 of U.S. Patent No. 4,792,525
(°525), claims 14-18 of the U.S. Patent No. 5,695,997 ('997), claims 4 and 8 of U.S.

13496 U.S. at 665.
14 Merck KgaA v. Integra Lifesciences I, Ltd., 545 U.S. 193 (2005).
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Patent No. 4,879,237 ('237). and claim 1 of U.S. Patent No. 4,789,734 ('734). These
claims read:

Claim 8 of the '525:

A substantially pure peptide including as the cell-attachment-promoting constituent
the amino acid sequence Arg-Gly-Asp-R wherein R is Ser, Cys, Thr or other amino
acid, said peptide having cell-attachment-promoting activity, and said peptide not
being a naturally occurring peptide.

Claims 15-18 of the '997:

15. A method of blocking cell surface receptors which mediate cell attachment
activity, comprising: contacting said cell surface receptors with a non-naturally
occurring peptide including RGDX where X is an amino acid and the peptide has cell
attachment activity.

16. The method of claim 15 wherein said peptide is in soluble form.

17. A method of blocking cell surface receptors which mediate cell attachment
activity, comprising: contacting said cell surface receptors with a peptide including
RGDX where X is an amino acid and the peptide has cell attachment activity and the
peptide has less than about 31 amino acids.

18. The method of claim 17 wherein said peptide is in soluble form.

Claims 4 and 8 of the 237:

4. A method for detaching animal cells from a substrate to which they are bound in an
Arg-Gly-Asp mediated manner, comprising contacting said bound cells with a solution
containing a non-naturally occurring peptide consisting essentially of the amino acid
sequence Arg-Gly-Asp-Y, [wherein Y] [sic] is any amino acid such that the peptide
has cell-detachment activity.

8. A method of detaching animal cells from a substrate to which they are bound in an
Arg-Gly-Asp mediated manner, comprising contacting said bound cells with a peptide
consisting essentially of the amino acid sequence X-Arg-Gly-Asp-Y wherein X is zero
to thirty amino acids and Y is one to thirty amino acids, such that the peptide has cell
detachment promoting activity.

Claim 1 of the ‘734

A substantially purified cell surface receptor derived from mesenchymal tissue and
capable of binding to a peptide containing the amino acid sequence Arg-Gly-Asp,
comprising a glycoprotein composed of at least two polypeptides of about 115 and 125
kD, respectively, as determined by SDS-PAGE under reducing conditions which
selectively binds to vitronectin, but not to fibronectin.

Turning first to claim 8 of the ‘525, it is clearly a generic claim covering a large
number of compounds. Arguably if experimental use covers the search for a partic-
ular species within a broadly defined genus, the patentee will not lose its reward
since the commercial use of any particularly useful specie will infringe the genus
claim. However, if one uses the genus invention in this fashion and then makes a
selection invention, but intends to use it commercially only after the expiration of
the genus patent, the experimental use defense, if available, would deprive the pat-
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ent owner of any share in the benefits received by the inventor of the species.
Indeed, in Merck KgaA, Merck announced that it would not exploit commercially its
selection invention until Integra’s patents expired.

The ‘237 and ‘734 patents are clearly directed to laboratory experiments and are
research tool patents. If experimental use applies to any research tool patent useful
for drug or medical device development, then these patents are essentially worth-
less. This leaves the ‘997 patent for discussion. It appears on its face to cover both
laboratory experiments as well as a medical method that uses a compound having a
functioning RGD group. Hence it is not a pure research tool patent and probably is
best analyzed in the same fashion as the ‘525. In any event to understand the
Supreme Court’s decision, it is helpful to review how it saw the facts:

Beginning in 1988, petitioner Merck KGaA provided funding for angiogenesis
research conducted by Dr. David Cheresh at the Scripps Research Institute (Scripps).
... Angiogenesis is the process by which new blood vessels sprout from existing
vessels; it plays a critical role in many diseases, including solid tumor cancers, diabetic
retinopathy, and rheumatoid arthritis. ... In the course of his research, Dr. Cheresh
discovered that it was possible to inhibit angiogenesis by blocking the o, p5 integrins
on proliferating endothelial cells. ... In 1994, Dr. Cheresh succeeded in reversing
tumor growth in chicken embryos, first using a monoclonal antibody (LM609) he
developed himself and later using a cyclic RGD peptide (EMD 66203) provided by
petitioner. ... Dr. Cheresh’s discoveries were announced in leading medical journals
and received attention in the general media.

With petitioner’s agreement to fund research at Scripps due to expire in July 1995, Dr.
Cheresh submitted a detailed proposal for expanded collaboration between Scripps
and petitioner on February 1, 1995. ... The proposal set forth a 3-year timetable in
which to develop ‘integrin antagonists as angiogenesis inhibitors,” ..., beginning with
in vitro and in vivo testing of RGD peptides at Scripps in year one and culminating
with the submission of an IND to the FDA in year three, ... Petitioner agreed to the
material terms of the proposal on February 20, 1995, ..., and on April 13, 1995,
pledged $6 million over three years to fund research at Scripps, ... Petitioner’s April
13 letter specified that Scripps would be responsible for testing RGD peptides
produced by petitioner as potential drug candidates but that, once a primary candidate
for clinical testing was in ‘the pipeline,’ petitioner would perform the toxicology tests
necessary for FDA approval to proceed to clinical trials. ... Scripps and petitioner
concluded an agreement of continued collaboration in September 1995.

Pursuant to the agreement, Dr. Cheresh directed in vitro and in vivo experiments on
RGD peptides provided by petitioner from 1995 to 1998. These experiments focused
on EMD 66203 and two closely related derivatives, EMD 85189 and EMD 121974,
and were designed to evaluate the suitability of each of the peptides as potential drug
candidates ... Accordingly, the tests measured the efficacy, specificity, and toxicity of
the particular peptides as angiogenesis inhibitors, and evaluated their mechanism of
action and pharmacokinetics in animals. ... Based on the test results, Scripps decided
in 1997 that EMD 121974 was the most promising candidate for testing in humans. ...
Over the same period, Scripps performed similar tests on LM609, a monoclonal
antibody developed by Dr. Cheresh.... Scripps also conducted more basic research on
organic mimetics designed to block a5 integrins in a manner similar to the RGD
peptides, ...; it appears that Scripps used the RGD peptides in these tests as ‘positive
controls’ against which to measure the efficacy of the mimetics, ...
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In November 1996, petitioner initiated a formal project to guide one of its RGD
peptides through the regulatory approval process in the United States and Europe. ...
Petitioner originally directed its efforts at EMD 85189, but switched focus in April
1997 to EMD 121974. ... Petitioner subsequently discussed EMD 121974 with
officials at the FDA. ... In October 1998, petitioner shared its research on RGD
peptides with the National Cancer Institute (NCI), which agreed to sponsor clinical

trials. ... Although the fact was excluded from evidence at trial, the lower court’s
opinion reflects that NCT filed an IND for EMD 121974 in 1998.!% (Internal citations
omitted).

The Supreme Court then went on to explain how it saw the distinction between those
experiments that are reasonably related and those that are not. In doing so it left open
the key question of whether Sec. 271(e)(1) applied only to patents that covered prod-
ucts or methods of making them that might someday be the subject of an application
for marketing approval, or all patents that might be used to generate information for
submissions designed to obtain market approval such as those covering research
tools. In addition, with particular attention to the Supreme Court’s footnote, the
reader should consider whether the Supreme Court had actually read the claims to
determine whether some or all of them were directed to research tools:

The Court of Appeals’ conclusion that § 271(e)(1) did not protect petitioner’s
provision of the patented RGD peptides for research at Scripps appeared to rest on two
somewhat related propositions. First, the court credited the fact that the ‘Scripps-
Merck experiments did not supply information for submission to the [FDA], but
instead identified the best drug candidate to subject to future clinical testing under the
FDA processes.’ ... The court explained:

“The FDA has no interest in the hunt for drugs that may or may not later undergo
clinical testing for FDA approval. For instance, the FDA does not require
information about drugs other than the compound featured in an [IND] application.
Thus, the Scripps work sponsored by [petitioner] was not ‘solely for uses
reasonably related to’ clinical testing for FDA.

Second, the court concluded that the exemption ‘does not globally embrace all
experimental activity that at some point, however attenuated, may lead to an FDA
approval process.’ 'S

We do not quibble with the latter statement. Basic scientific research on a particular
compound, performed without the intent to develop a particular drug or a reasonable
belief that the compound will cause the sort of physiological effect the researcher
intends to induce, is surely not ‘reasonably related to the development and submission
of information’ to the FDA. It does not follow from this, however, that § 271(e)(1)’s
exemption from infringement categorically excludes either (1) experimentation on

15 545U.S. at 197-99.

16 The Court of Appeals also suggested that a limited construction of § 271(e)(1) is necessary to
avoid depriving so-called ‘research tools’ of the complete value of their patents. Respondents
have never argued the RGD peptides were used at Scripps as research tools, and it is apparent
from the record that they were not. (See NEWMAN, dissenting: ‘Use of an existing tool in one’s
research is quite different from study of the tool itself”).. We therefore need not — and do not —
express a view about whether, or to what extent, § 271(e)(1) exempts from infringement the use
of ‘research tools’ in the development of information for the regulatory process.
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drugs that are not ultimately the subject of an FDA submission or (2) use of patented
compounds in experiments that are not ultimately submitted to the FDA. Under certain
conditions, we think the exemption is sufficiently broad to protect the use of patented
compounds in both situations.'” (Internal citations omitted).

The Supreme Court seemed to focus on ‘patented compounds’ which suggests it
was only talking about claim 8 the ‘525 patent. What about the other patents in the
litigation and particularly the research tool patents? The Supreme Court in its foot-
note said such patents were not involved in the case even though they plainly were
involved. In addition, in a real sense the basic genus patent was a research tool pat-
ent as it was just an invitation to experiment on species within the broad patented
genus. It didn’t cover any specie that was even close to being ready for serious con-
sideration as a drug candidate, a very different situation than where the patent under
consideration covers a product on sale and the one who uses the patent is seeking to
copy the product upon expiration or is willing to challenge its validity.

In any event on remand to the Federal Circuit the majority of the panel in
Integra Lifesciences I, Ltd. v. Merck KgaA'® refused to look at the details of the pat-
ents on the theory that the Supreme Court had read them and had decided that they
did not cover research tools. Judge Rader in dissent did not abdicate his responsibil-
ity to actually study the claims, some of which as shown above cover research tools.
On the theory that at least two of them are research tool patents, he would have sent
the case back to the trial court. However, the majority reasoned:

The Court held and all parties agree that the RGD peptides were not used as a research
tool.!” The Court disposed of this aspect with the statement:

Respondents have never argued the RGD peptides were used at Scripps as research
tools, and it is apparent from the record that they were not. ... We need not-and do
not-express a view about whether, or to what extent, § 271(e)(1) exempts from
infringement the use of ‘research tools’ in the development of information for the
regulatory process.

Contrary to the position of our colleague in dissent, the Court’s ruling and our
application thereof casts no ‘large shadow’ on the subject of ‘research tools.” On
remand to this court, the parties emphatically confirmed that research tools were not at
issue. ... The Supreme Court has ruled that this case does not raise that issue. Hence,
its resolution is outside the Supreme Court’s mandate. Integra has never argued, and
does not now contend, that any of its claims at issue belong to a class of patent claims
outside the reach of that statutory exemption. There is no ‘devastating impact on
research tool inventions,’ ...; indeed, the issue is not present, and the criticism inapt.20
(Internal citations omitted).

17545 U.S.at 205-06.

8 Integra Lifesciences I, Ltd. v. Merck KgaA, 496 F.3d 1334 (Fed. Cir. 2007).

The National Institutes of Health defines ‘research tools’ as ‘tools that scientists use in the lab-
oratory including cell lines, monoclonal antibodies, reagents, animal models, growth factors,
combinatorial chemistry and DNA libraries, clones and cloning tools (such as PCR), methods,
laboratory equipment and machines.’

20496 F.3d at 1347-48.
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This reading of the Supreme Court’s opinion regarding research tools is wrong.
Clearly if the Supreme Court was not granting any rights under research tool patents,
then when it spoke of patented products, it should have expressly limited its com-
ments to those patents that might cover a product which would be the subject of a
new drug application. At best only two of the four patents in suit met this definition
as the other two were clearly research tool claims albeit research tools based on the
basic genus invention. Judge Rader in a well reasoned and convincing dissent, after
explaining all of the claims, commented:

Sadly this court does not even examine the patents at issue in this case. This court,
noted for its emphasis on claims as definers of patent scope, ironically does not recite
or analyze the claims of these patents in the slightest. Moreover this court speaks in
broad terms about the experiments and results without specifying which patented
compound or method was in use in the experiments. A careful examination of the
patents shows that two of them have no application at all outside of a laboratory. If the
patents in this case are not research tools, then of course this court could quickly
construe the claims and show that they claim drugs or other products likely to undergo
FDA clearance, not simply laboratory methods. Unfortunately even a cursory analysis
of the patents (undertaken in this dissent) shows that two of them have no application
outside the laboratory.

Rather than construe the claims, usually the first task in any patent case, this court
relies on a letter from one of the parties explaining that it does not wish to rely on the
research tool exception. This supposedly authoritative letter appeared after the oral
argument before this court in an attempt to rectify counsel’s unresponsive
performance. With the patents already expired, Integra may pursue a strategy to
protect its entire multi-million-dollar verdict. If Integra had really not wished to rely
on research tool patents, then it would not have asserted them in the first place. In any
event, because four patents are part of this case, this court has a responsibility to
construe their claims. By treating these research tools the same as drugs potentially
needing FDA clearance, this court’s opinion poses a danger to the entire research tool
industry.
skeksk

Sadly today’s opinion misreads the Supreme Court’s decision. This court reads the
Supreme Court’s decision too broadly because it includes within the exemption the
237 and '734 patents, which are obviously research tools. This overbroad
interpretation could obliterate all value for the hypothetical invention discussed above
and with it the incentives for development of these inventions outside of the
pharmaceutical industry itself. The pharmaceutical industry itself, of course, still needs
these tools and will invest in their development, but outside that community, research
tools will have no value. In other words, this opinion could shift all control of research
and the patented tools that facilitate research to the insular pharmaceutical industry.
Universities and independent researchers will have to understand that their work on
research tools is likely to amount only to a charitable (but nondeductible) gift to the

pharmaceutical industry.
skeksk

The Supreme Court in Merck did not expect such a broad result. Instead, as noted
above, the Supreme Court specifically did not address ‘whether, or to what extent,
§ 271(e)(1) exempts from infringement the use of “research tools” in the development
of information for the regulatory process.’ ... Thus, upon remand, this court has the
responsibility to analyze carefully the claims and apply the exemption to protect the
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selection of ‘patented compounds’ even in the preclinical stage, while continuing to
protect research tools. This court has the responsibility to protect FDA processes and
research tool patents alike.?!

It is unfortunate that the Supreme Court which is not very busy as it takes very few
cases each year failed to do a clear, thoughtful and thorough job in this important
case. Not only did it leave unanswered the position of research tools with respect to
Sec. 271 (e)(1), but it never discussed the fairness of holding that, with respect to the
genus claim, it’s decision would deprive the patent owner of all its benefits. Perhaps
the Supreme Court could have said that the patent system permits the development
of improvements that will not be commercially used until the basic patent has
expired in order to stimulate the owner of the basic patent to make such improve-
ments itself and thus get patents on them which will project further out into the
future. It might also have said that while the research tool claims in suit were
infringed, they were intimately associated with the discovery that supported the pat-
entability of the genus, and hence such related research tool patents should be
embraced by Sec. 271 (e)(1). Instead it chose to render an ambiguous decision that
left the law with respect to research tool patents in a state of uncertainty. Judge
Rader would have saved research tool patents, but the Federal Circuit unfortunately
refused his invitation to do so.

21 496 F.3d at 1348-53.



Legal and Moral Reflections on Modern Biotechnology
in Use & Misuse*

Shoshana Berman

Only the law can tame the unleashed genie of science, so that it remains the servant,
not the master of mankind.... Without adequate legal control, our affluent society could
become an effluent society!

Honorable Chief Judge Howard T. Markey'

1. Introduction

It is an established truth that science serves humanity by developing new and useful
technologies, discovering new phenomena, forwarding knowledge and understand-
ing. ‘Science seeks certainty ... and tells us what we can do... but it is for the law to
tell [science] whether and how to do’,? even if it is in a climate of uncertainties. As
anatural phenomenon, scientists tend to concentrate on the beneficial uses of scien-
tific research, but each of them should also concentrate on the potential destructive
misuses, in as far as is known, assumed or reasonably predicted. Considering the
fast accumulation of sophisticated scientific and biotechnological information, it is
upon the scientist and his community to inform and warn the public about the poten-
tial destructive misuses of biotechnological research and findings. It is instrumental
for the public to be aware of the risks posed by certain dangerous biological agents
that are used, manipulated or developed in the course of biotechnological research.
The public must be aware of and be reminded that certain biological agents can be
used as biological lethal weapons for mass-destruction, or misused for deliberately
inflicting infectious diseases. This can be done either by directly spreading common
pathogens or by indirectly contaminating food-products, water resources, crops,
animal food and feed, efc. It is known that certain lethal biological agents can be
transformed into more lethal forms or may even be specifically engineered as such.
It is upon the public at large, in applying its collective moral conscience, guided by
relevant knowledge and information, to choose what scientific research and
advanced technologies should be furthered, banned, or temporarily withheld.

It is to be emphasized that the international community has already long ago
expressed its determination ‘to exclude completely the possibility of bacteriological

* Dedicated to Prof. Dr. Dres. h.c. Joseph Straus — A Pioneer in blending Law, Science & Tech-
nology and a Master in applying it in Legal Theory, Education, and Practice. A man of vision,
unlimited intellectual capacity and virtuosity in legal writing and expression. Be he blessed for
continuing the teachings of Prof. F.K. Beier.

MARKEY, Science and Law; The Friendly Enemies, The Francis Davis Lecture on Law and
Technology, Franklin Pierce Law Center, 30 IDEA, The Journal on Law &Technology 13-15
(1989).

2 Seeid.
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(biological) agents and toxins being used as weapons...[it being] repugnant to the
conscience of mankind’.

In signing the Biological and Toxin Weapons Convention of 1972 (BWC),? in
adherence with the Geneva Protocol* and principles of the UN Charter, each State
Party undertook:

[N]ever, in any circumstances to develop, produce, stockpile or otherwise acquire or
retain: (1) Microbial or other biological agents, or toxins whatever their origin or
method of production, of types and in quantities that have no justification for
prophylactic, protective or other peaceful purposes; [and or] (2) Weapons, equipment
or means of delivery designed to use such agents or toxins for hostile purposes or in
armed conflict.’

However, the BWC does not contain a mechanism for its implementation. It was
observed that because of the dual-use possibilities and blurred borders between
peaceful and offensive uses of biotechnology, it is difficult to implement the BWC.°
In being an international instrument, its implementation was and still is in the realm
of each nation. This is an ongoing task. It is instrumental to implement the strict pro-
hibitions vital for the survival of humanity, but it is also instrumental to ensure the
furtherance of peaceful biotechnological research.

Freedom of scientific research, publication and dissemination of its findings is
recognized in the civilized world as part of the human basic right for ‘freedom of
expression’. It is in the public interest to observe and protect these rights. However,
in confronting today’s threats and potential dangers, it is imperative to frame their
protection within a legal framework, adequately balancing between ‘fair and legiti-
mate uses’ and the potential ‘destructive misuses’. Modern biotechnology has to
strike the delicate balance between conflicting and competing interests, in order to
protect the scientist in his working environment, and the public at large, in its
extended environment. This has to be the ‘oracle’ and guiding code of all scientific
research and its neighboring activities. Commercialization of biotechnological find-
ings became an important vehicle in the knowledge-based global economy, but it is
the law that makes them merchantable by securing their intellectual property rights.
Itis upon the law, and especially intellectual property law, to act as the ‘Gatekeeper’
of ‘Morality and Public Order’, and ‘to tame the genie of science’, although not too
severely, for the present and future generations. There is a need for an interactive
collaboration between the scientific community, the public at large, through its leg-
islative bodies, the legal practitioners, the media and the judiciary in providing a
balanced adequate normative infrastructure, designed for ensuring furtherance of

Convention on the Prohibition of the Development, Production and Stockpiling of Bacteriolog-
ical (Biological) and Toxin Weapons and their Destruction (BWC), signed on April 10,1972 .
Protocol for the Prohibition of the Use in War of Asphyxiating, Poisonous or Other Gases, and
of Bacteriological Methods of Warfare, signed at Geneva on June 17, 1925.

5 Article 1 1972 BWC, supra note 3

See Jayantha DHANAPALA, U.N. Under-Secretary-General for Disarmament Affairs, Opening
Statement for the in BioWeapons Prevention Project Launch, Geneva, Nov. 11, 2002, available
at <http://disarmament.un.org/speech/11nov2002.htm> (as of May 2008).
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scientific research and free dissemination of its results, subject to protection of pub-
lic health, security and safety.

1.1 Biotechnology in the Dual-Use Dilemma

Although biotechnology is not a new technology, in the last 30-40 years it demon-
strates itself in a diversity of new ‘get-ups’ and a wide range of new procedures,
such as genetic engineering; bioengineering; artificial selection, modification and
manipulation of biological agents. All the laboratory-based techniques such as
rDNA,; tissue culture processes, gene-transfer techniques and other various methods
for manipulating organic material, are applied with a purpose to serve humanity,
medicine, agriculture, animal life, food-supply and the environment. Dispersion of
knowledge, rapidity of innovation and invention are encouraged by the social and
economic regimes of many nations. This is also the case for biotechnological
research and its flourishing development for procurement of new products and
processes.

The major components of biotechnology are ‘biological agents’ which are dealt
with, kept, developed, used for research, handled, possessed, stockpiled or trans-
ferred, almost daily, in the realm of institutional or private biomedical and micro-
biological laboratories, or on the premises of biotechnological industries. Many
new techniques and procedures are invented for manipulating and treating biologi-
cal agents and a wide range of innovative equipment is available. Until not long ago
the main concern, surrounding practice and research in biology, was focused on
safety measures in the ‘work place’, mainly for the protection of researchers and
‘workers’, dealing in dangerous biological agents, especially in micro- biological
laboratories. Microbiological laboratories have been considered as work places that
pose infectious disease risks to persons that work in the laboratory or are in its vicin-
ity. The history of microbiology describes laboratory-associated infections and
cases of typhoid, cholera, brucellosis, and tetanus. A number of cases were attrib-
uted to carelessness or poor technique in the handling of infectious materials. ‘Han-
dling of cultures or specimens or the inhalation of dust containing dangerous organ-
isms [was found] eminently dangerous to laboratory workers...”;’ “Exposure to
infectious aerosols was considered as the most common source of infection.”® In the
1990s, a growing concern was expressed about the re-emergence of M tuberculosis.
The ‘routine application of recombinant DNA technologies has required a thorough
risk assessment of their inherent unknowns.”’

7 See STEBBINS, Biological Weapons Production, available on the website for the Federation of

American Scientists (FAS) at <http://www.fas.org/programs/ssp/bio/resource/introtobw.html>
(as of May 2008).

See Introduction, in RICHMOND/MCKINNEY (eds), Bio-safety in Microbiological and Biomedi-
cal Laboratories (4th ed. 1999), available at <http://www.cdc.gov/OD/ohs/biosfty/bmbl4/
bmbl4toc.htm> (as of May 2008).

Id. See also STEBBINS, ‘Some lessons learned from the Anthrax Attacs’, SEEDMAGAZIN.COM,
Materials & Processes, October 2, 2006, available at <http://seedmagazine.com/news/2006/10/
some_lessons_learned_from_the.php> (as of May 2008).
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Nevertheless, it seemed that the scientific community assumed that in the course
of scientific research, all manipulations with biological agents are legitimate for
beneficial R&D. For years, a strong tendency has existed by the scientific commu-
nity, to oppose intrusive regulation of their work. It was widely propagated and
accepted that all scientific research has to rely on self-governance by the scientists
depending on their integrity, morals and stringent ethical rules, rather than being
incarcerated into legal normative frameworks, prescribed by the legislators.

Unfortunately, in result of the tragic events of September 11, 2001, followed by
a wave of Anthrax envelopes dispatched in the USA, the attention of the world com-
munity has been focused on the hazardous aspects of biotechnology, which
although known from before, were somehow, generally disregarded. The recent
events have tilted the balance, justifying rethinking of existing policies and change
of approach. It became clear that biotechnology in its manifold ‘get-ups’ and ‘dual-
use’ processes and products, alongside its legitimate uses, poses a ‘clear and present
danger’ if used for destructive purposes. The world community has been reminded
that certain biological agents, e.g., toxins, viruses and bacteria, innocently dealt
with or invented and developed for scientific research or medicine have been and
can be used as biological weapons for mass-destruction. This depends on the nature
of the biological agent. its preparation; its ability for ‘survival’ in the environment;
its dispersion ability; scope of contamination, etc. Scientific writings underlined the
difficulty in detectability and the delayed ouevert effect of a released biological
agent. Voices stressed the simplicity of access to dangerous biological agents, easy
development and simple employment for bioterrorism in whatever destructive man-
ner, ‘not entailing excessive costs’!

Pathogens can be obtained from...[their] natural environment, ... [from] a micro-
biology laboratory or bank ... An alternative to acquiring agents is creating them ...
Advances in biotechnology have made it possible to synthesize certain viruses based
on thl%ir genome, or on genetic instructions ... or to modify agents and alter their func-
tion.

It was stressed that agents modified for increased pathogenecity and a shorter incu-
bation period could cause severe, fast-acting diseases. Other modifications could
make treatments, vaccines, or the body’s immune system, useless.!! Attention was
drawn to possible dangers if deadly microorganisms may unintentionally, through
negligence or carelessness, ‘escape’ from a laboratory or while in transit. It was also
stressed that in course of dealing with such agents, a scientist may not knowingly
become infected by a life-threatening disease and become a carrier of it into his
community or even further. In cases of recklessness or negligence, he may enable
access to such agents for hostile purposes.

10" See supra note 8

' See STEBBINS, ‘Biological Weapons Production’, available on the website fo the Federation of
American Scientists (FAS) at <http://www.fas.org/programs/ssp/bio/resource/introtobw.htm1>
(as of May 2008).
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It is claimed that biotechnology has reached its peak and enables unlimited
intervention in any life form on earth, providing tools to shape future generations
and even substitute life forms by synthetic living organisms built ‘from scratch’.'? It
has been observed that many of the new techniques, tools and technological equip-
ment used in beneficial procedures are misused for destructive manipulations using
the same knowledge, sometimes obtained from easy accessible scientific literature.
Questions are raised as to its openness.

Considering the duality of biotechnological R&D, it is essential that each prac-
ticing scientist, in working with dangerous agents liable to be used as biological
weapons, should remember at each stage of his scientific work that he is in the fore-
front for preventing or minimizing any possible misuse. He is the master of knowl-
edge, thus it is his responsibility to take precautionary measures, in as much as pos-
sible and reasonable, in order to prevent such occurrences. Adherence to ethical
guidelines and moral principles by each individual scientist and his peers is very
important, but apparently not sufficient, anymore.

It is important not to withhold incentives for innovation, encouraging develop-
ment of countermeasures and promoting investments secured by the patent systems.
However, it is more important to ensure that the inventors and investors be aware of
the dangers their enterprises may pose to public security, health and safety. The gen-
eral clause denying patentability to inventions challenging ‘public order or moral-
ity’ may prove its impotency in such cases.

Biological weapons such as disease-causing bacterial agents have a long history
of being used in battle along chemical and nuclear weapons, for military purposes
and not just as strategic deterrents. It is reported that ‘natural pathogenic microor-
ganisms, such as anthrax, plague, yellow fever, smallpox and their toxic products
were used in weaponization processes by culturing these agents, converting and
using them in powder or liquid form, for arming rockets, warheads short or long
range missiles, etc’. It is recognized that the dual-use characteristics of biotechnol-
ogy and its products pose a difficult dilemma for the scientific and legal communi-
ties and for the public at large. However, while science races ahead in an unprece-
dented pace, law limps heavily in its far back and the public remains dormant until
some disaster scares it. Considering the new developments and the presently known
dual-uses of biotechnology, it may be said that there is already a public consensus
that biotechnological research in dealing with dangerous biological agents requires
a strict and comprehensive normative framework. Although the Geneva Protocol
prohibits use of chemical and biological weapons in warfare and the BWC restricts
countries from developing, producing, stockpiling, or acquiring biological agents,
weapons, and equipment outside of peaceful purposes, these international legal
instruments are not equally implemented. Many of the signatory nations, in adher-
ing to the convention, have prohibited further development of biological weapons

12 See e.g. HOLT, Synthetic genomes brought closer to life, 26 Nature Biotechnology 296 (2008)
reporting on Craig Ventor’s invention of synthetic DNA. Craig Venter’s first successful synthe-
sis of a genome was published earlier that month, see GIBSON ET AL., Complete Chemical Syn-
thesis, Assemble and Cloning of a Mycoplasma Genitalium Genome, 319 Science 1215 (2008).
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and destroyed their existing arsenals, but it is known, that some of the adhering par-
ties have secretly continued and some non-parties are even hurriedly competing in
developing new sophisticated biological weapons.

It should be mentioned that most nations in the civilized world have provided
bio-safety regulations aiming to ensure safe practice and control in ‘dealing’ with
dangerous biological agents in microbiological and biomedical laboratories. These
statutory provisions are reviewed by their legislators from time to time. It is widely
recognized that ‘strict adherence’ to these [regulations] is contributing ‘to a health-
ier and safer work environment for researchers, their co-workers, and the surround-
ing community’.!* However, this does not override the general resistance of the
practicing scientist towards ‘intrusive’ regulation of biotechnological research and
its products. Some scientists still proclaim their preference for ‘wild science’ to be
self-governed, rather than regulated by legislators. Regulating the publishing of sci-
entific material is strongly criticized. Recommendations for self-screening by scien-
tists and editors of scientific journals, is strongly propagated. It is claimed that con-
sidering the affluent sources of biological information, regulating scientific
publications on a national level, is useless.

But as said, in light of the disastrous events and future threats and dangers in the
year of 2001, long existing concepts begin to change. It became clear that a thor-
ough examination of the existing bio-safety regulations in the field of biotechnolog-
ical research is to be performed with a view on bio-security, subject to national
security concerns of each nation. Increased awareness, preparedness and an imme-
diate vigorous response to the serious threats on public health, safety and security,
became an immediate must.'* Policymakers, the legal and the scientific community
at large, were urged to give an adequate response to this challenge.

Some nations responded immediately in a comprehensive well-balanced man-
ner, some in a hasty non-balanced manner, and some have not responded, yet.

1.1.1 A Random-Look on Bio-Safety & Bio-Security Provisions

Shocked by the disastrous attack of September 11, 2001, on the World Trade Center,
followed a week later, by letters containing anthrax spores, which killed five peo-
ple, infected 22 others and caused an international trauma,'> many nations, e.g., the
United States, the United Kingdom and the European Union, responded to the
emergency situation, quickly and vigorously. Existing legal frameworks regulating
biotechnological research were strengthened, criminal punishment toughened and
new stringent legislation was enacted to prevent use of biological agents as weap-
ons of mass destruction, prohibiting malicious transfer or intentional destructive
release. Stricter oversight and inspection procedures and enhanced safety and bio-
security measures were prescribed for applying in biomedical laboratories, dealing
with ‘dual-use’ dangerous biological agents, in order to prevent unwanted access to
or unintentional escape or seepage of these agents.

13 Supra, note 8, chapter on ‘Bio-safety measures’.
14" See Michael T. Osterholm, ‘A Weapon the World Needs’, 435 Nature 417, 418 (May 2005)
15 See Hatfill v. New York Times Co., 488 F. Supp 2d 522 ; 2007 U.S. Lexis 7295 (E.D. Va. 2007).
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1.1.1.1 United States

Congress responded promptly by enacting the USA Patriot Act of 2001, with the
aim, (as is also apparent from its full official title) ‘to deter and punish terrorist acts
in the United States and around the world....”'® The Act strengthened the criminal
law in combat against terrorism, enhanced law enforcement in regards to the use of
weapons of mass-destruction and introduced drastic investigatory tools and inter-
rogative mechanisms. Severe penalties were prescribed for knowingly possessing
(in certain circumstances), ‘biological agents, toxins, or delivery systems’, espe-
cially by certain restricted persons; enhanced domestic security was provided and
assistance in enforcement of Criminal provisions was extended.'”

In trying to define the ‘non-definable’, the Patriot Act provided (in amending the
Fed. Criminal Code), in a very wide-embracing non-definitive manner that:

‘international terrorism’ includes activities ‘that appear to be intended to affect the
conduct of government by mass destruction’ and ‘domestic terrorism’ includes
criminal acts ‘dangerous to human life, that appear to be intended to intimidate or
coerce a civilian population, to influence government policy...., or to affect
government conduct by mass destruction, assassination, or kidnapping’.

The Act provides jurisdiction over crimes committed at U.S. facilities abroad; neu-
tralizes the statute of limitations for certain terrorism offenses; prescribes penalties
for attempts and conspiracies, ‘the same as those for terrorism offenses’.'® It con-
tains stringent measures for confiscation and seizure of property, enhanced surveil-
lance procedures, money laundering counter measures, disclosure of suspicious
bank-activities, etc.!®

The USA Patriot Act 2001, in being enacted as a vigorous tool to combat world
terrorism has extended and enhanced an already existing-substantial body of provi-
sions relating specifically to biological weapons, namely The Biological Weapons
Anti-Terrorism Act of 1989°° (BWAT 1989) and The Antiterrorism and Effective
Death Penalty Act 1996*' (AEDPA 1996).

The Biological Weapons Anti-terrorism Act 1989 by implementing the 1972
Biological Weapons Convention and in compliance with it, provided, by amending
the Criminal offences that:

See ‘The Uniting and Strengthening America by Providing Appropriate Tools Required to

Intercept and Obstruct Terrorism Act of 2001, USA Patriot Act ( Public Law No. 107-56)

enacted on October 24, 2001

17" See Sections 103-105.

18 See Sections 804; 809-811 of the Patriot Act.

19 See Sections 106; 203; 209 of the Patriot Act.

20 See The Biological Weapons Anti-Terrorism Act of 1989, Public law 101-298, signed May
22,1989.

2l See The Antiterrorism and Effective Death Penalty Act 1996 (AEDPA), Pub.Law 104-132

signed April 24, 1996 (following the blast on the Federal building in Oklahoma City).



216 Shoshana Berman

Whoever knowingly develops, produces, stockpiles, transfers, acquires, retains, or
possesses any biological agent, toxin, or delivery system for use as a weapon, or
knowingly assists a foreign state or any organization to do so, — shall be fined ... or
imprisoned for life or any term of years, or both.??

With the aim not to restrict scientific research, the BWAT specifically proclaimed
that: ‘Nothing in this Act is intended to restrain or restrict peaceful scientific
research or development.”®® The Act clearly stated that the prohibition on using bio-
logical agents does not apply to uses ‘for prophylactic, protective, or other peaceful
purposes’. Violation of a prescribed prohibition is punishable by imprisonment from
ten years to life imprisonment.**

In broadly defining the meaning of a ‘biological agent’, ‘Toxin’, ‘Delivery sys-
tem’, and “Vector’,” the Act provided that any biological agent or toxin ‘of a type
or in a quantity that under the circumstances has no apparent justification for pro-
phylactic, protective, or other peaceful purposes’, may be seized and destroyed.

The Antiterrorism and Effective Death Penalty Act 1996 prescribed strict control
of biological agents and authorized the Secretary of Health and Human Services
(HHS) to regulate the possession and transfer of potentially hazardous biological
agents, in order to prevent exposure to such agents and protect public health and
safety. It strengthened penalties for threatening, attempting, or conspiring to use a
biological agent as a weapon for mass-destruction. It extended the definition of
‘biological weapons’ by including engineered biological products, infectious sub-
stances and bioengineered components of a microorganism, virus or biological
product. Also ‘toxic material of plants, animals, viruses, fungi or infectious sub-
stances or a recombinant molecule that may be engineered as a result of biotechnol-
ogy’ were included under ‘Biological Weapons Restrictions’.?®

Aware of the potential hazards from biological agents, in stressing the impor-
tance of the precautionary principle, the AEDPA 1996 imposes on the Secretary the
duty to establish and maintain, through regulations, ‘a list of each biological agent
that has the potential to pose a severe threat to public health and safety’. In deter-
mining whether to include an agent on the list, the Secretary shall consider:

[T]he effect on human health from exposure to the agent; the degree of contagiousness
of the agent and the methods by which the agent is transferred to humans; the
availability and effectiveness of immunization to prevent and treatments for any
illness resulting from infection by the agent; and any other criteria that the Secretary
considers appropriate.

In deciding on all these the Secretary shall consult with scientific experts represent-
ing appropriate professional groups.?’ The Secretary shall, by regulations, prescribe

22 See Title 18 US inserted chapter 10, sections 175-178.

23 See Sec. 2 of the BWAT ‘Purpose and intent’ and Sec.175 (a)&(b) Title 18 , chapter 10

24 Extraterritorial Fed. Jurisdiction is afforded to such offenses, if committed by or against a
national of the US.

% See Definitions, BWAT 1989

% See Section 511 (a-¢) of the AEDPA 1996.

27 See Section 511 (d)(1)(A)&(B) of the AEDPA 1996.
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safety requirements and procedures for the transfer of biological listed agents and
for the ‘proper training and appropriate skills to handle such agents’ and also for
‘proper laboratory facilities to contain and dispose of such agents’. The Secretary
shall ensure safeguards to prevent access to such agents for use in domestic and
international terrorism or for any other criminal purpose and shall establish proce-
dures ‘to protect the public safety in the event of a transfer or potential transfer of a
biological agent in violation of the safety procedures....”*® In securing furtherance
of scientific research and development, the act stipulates that measures shall be pro-
vided to ensure ‘[a]ppropriate availability of biological agents for research, educa-
tion and other legitimate purposes’.%’

Subsequently, with the aim to further ‘[iJmprove the Ability of the US to Pre-
vent, Prepare for and Respond to Bioterrorism and other Health Emergencies’ the
U.S. congress enacted The Public Health Security and Bioterrorism Preparedness
& Response Act of 2002.%° Tn its operative wide-embracing manner the Act requires
development and implementation of a coordinated strategy to be periodically
reviewed and revised,, if needed. It shall include provisions for ensuring appropriate
capacity to detect and respond effectively to bioterrorism and health emergencies
(laboratory readiness; properly trained and equipped emergency personnel; health
and safety measures for such personnel, etc.). Timely dissemination of relevant
information to the public, via communications networks, is to be ensured as a safety
measure. Invention, development and maintaining of medical countermeasures, is
to be strongly encouraged.?! ‘Security should be provided for R&D of countermeas-
ures, and for evaluation and production of new and emerging technologies against
Bioterrorist attacks and other public health emergencies....”*? ‘Stockpiles of drugs,
vaccines and other biological products, medical devices, and other supplies...
appropriate and practicable [for health security]... in the event of a bioterrorist
attack’ should be maintained.*?

In its wide spectrum of prescribed ‘Enhanced Regulatory Control of Certain
Biological Agents and Toxins’, the Act stresses the necessity and importance of
maintaining, by regulations, the ‘list of each biological agent and each toxin that has
the potential to pose a severe threat to public health and safety’.> It also repeats the
same criteria as prescribed by the AEDPA 1996, with slight changes in the consul-
tation process. The Act provides that the list is to be reviewed and republished bien-
nially, or more often and revised as needed.*> Standards and procedures for govern-
ing the possession and use of listed agents and toxins shall be established by

28 See Section 511 (e)(1)(A)&(B), (2)&(3) of the AEDPA 1996.

2 See Section 511 (e)(4).

30" See Public Law 107-188 107" Congress, June 12, 2002.

31 See Subtitle A Section 101 & 2801 subsec. (a), 2(b)(A)BYC)F)& (3).

32 See Subtitle B, Section 121(a)(1) (2)(D) & Sections 124 -126.

3 See Subtitle B, Section 121 (a)(1) Public Health Security &Bioterrorism Preparedness &
Response Act 2002.

3 See Sec 351A (a)(1)A of Public Health Service Act, Title ITI (42 USC 262 et seq.).

3 Amending the Public Health Service Act (42 U.S.C. 262 et seq.), by inserting Sec. 351A (a)(2).
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regulations.*® Registration procedures shall ensure that persons seeking registration
‘have a lawful purpose to possess, use, or transfer such agents and toxins’.>” Infor-
mation in regards to details and characterization of listed agents and toxins shall be
required to facilitate their identification, including their source. A national database
shall be maintained by the Secretary and is to include the names and locations of
registered persons; the listed agents and toxins that such persons possess, use or
transfer and information regarding their characterization.® A prompt notification is
to be given to the relevant enforcement agencies in case of theft or loss of listed
agents.> A registered person shall give prompt notification whenever a release of a
listed agent or toxin has occurred outside of the bio-containment area of his facility.
If such release poses a threat to public health or safety, the Secretary shall immedi-
ately notify the relevant authorities (local, State or Federal) and the public. Compli-
ance with these requirements shall be ensured by the Secretary, in consultation with
the Attorney General, as part of the registration system.’*’ Requirements and limi-
tations for access to listed agents should be imposed by regulations in accordance
with stringent stipulations by law.*! Upon receiving the names and other identifying
information the Attorney General shall, identify ‘whether the individuals involved
are within any of the [suspected by the act] categories’, and shall ‘promptly use
criminal immigration, national security, and other electronic databases that are
available to the Federal Government and are appropriate for such purpose’.*?

Exemptions are prescribed for clinical or diagnostic laboratories by providing
that:

Regulations under subsec (a) and (b) shall exempt clinical or diagnostic laboratories
and other persons who possess, use, or transfer listed agents or toxins that are
contained in specimens presented for diagnosis, verification, or proficiency testing,
provided that (A) the identification of such agents or toxins is reported...; and (B) such
agents or toxins are transferred or destroyed in a manner set forth by the Secretary by
regulation.*®

Products shall also be exempted if the ‘products are, bear, or contain listed agents or
toxins and are cleared, approved, licensed, or registered under any of the Acts.”*
The Secretary shall have the authority to inspect persons subject to the regula-
tions. ..to ensure compliance with these regulations.”®

3 See Section 351A (id)(c ) of Public Health Service Act.

37 See Section 351A (d)(1)(2) & (e) of Public Health Service Act.

38 See Section 351A (d)(1)(2).

3 See Section 351A (e)(9).

40 See Section 351A(e)(1).

41 See Section 351A(e)(2).

42 See also 18 U.S.C. Section 2331 and 50 U.S.C. Section 1801.

43 See Sec. 351A (g)(1)(a)(b).

4 See, Sec 351 A(g) & sec. 351(1)(2) A of the Act under  Exemptions’:
4 See sec. 351 A ()
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An additional Act, the Project Bioshield Act (2003), was enacted with the aim to
protect public health from biological terror. The Act provides authority for use of
certain procedures regarding biomedical countermeasure research and development
activities in stating that the Secretary may conduct and support such activities if
these concern ‘qualified countermeasures’ (a priority countermeasure that affects
national security). The Secretary may require, in any grant or agreement ‘with
respect to a bio-containment laboratory or other related or ancillary specialized
research facility...necessary for ...performing, administering or supporting quali-
fied countermeasure R&D’, that the facility of the recipient of such a grant ‘shall be
available as needed to the Secretary, to respond to public health emergencies affect-
ing national security needs.”*¢

It is to mention that on January 31, 2007, the U.S. President issued a Directive®’
drawing upon the ‘potential of the scientific community in the public and private
sectors to address [the] medical countermeasure requirements relating to CBRN
[chemical, biological radioactive and nuclear] threats’. These have to ‘balance the
immediate need to provide a capability to mitigate the most catastrophic, current
CBRN threats, with long-term requirements to develop more flexible broader spec-
trum countermeasures, to address future threats’.

1.1.1.2 United Kingdom

A special Anti-terrorism, Crime and Security Act 2001 (ATCSA)*® was enacted
amending the existing Biological Weapons Act 1974 (BWA 1974)*° which pre-
scribed ‘restrictions on development of certain ‘biological agents, ‘toxins’ and ‘bio-
logical weapons’ in providing that:

No person shall develop, produce, stockpile, acquire or retain —

(a) any biological agent or toxin of a type and in a quantity that has no justification for
prophylactic, protective or other peaceful purposes; or

(b) any weapon, equipment or means of delivery designed to use biological agents or
toxins for hostile purposes or in armed conflict.>

In consequence of the amendment, a new inserted Section 1(1A) extends the spec-
trum of deterrence by prohibiting transfer or entering into an agreement for transfer,
or making arrangements for transfer of any biological agent or toxin, (by any person
to another person or by others), ‘if the biological agent or toxin is likely to be kept
or used otherwise than for prophylactic, protective or other peaceful purposes and he
knows or has reason to believe that that is the case’.>! The BWA 1974 provides that:
‘Any person contravening this section shall be guilty of an offence and shall, on con-

4 See, Sec. 319F -1(a-h) of the Project BioShield Act of 2003

“ Homeland Security Presidential Directive/HSPD-18, available at <http://www.whitehouse.gov/
news/releases/2007/02/20070207-2.html> (as of May 2008).

48 See Ch. 24 Sec.43 & Sec 50. Eng. BWA 1974,

¥ See Biological Weapons Act 1974, (BWA 1974) Ch. 6. Sec.1 Eng.

3" See Section 1(1) of the Biological Weapons Act 1974.

31 See Section 1 (1A)(1).
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viction upon indictment, be liable to imprisonment for life.”>* ‘Biological agent’ and
“Toxin’, are defined as ‘any microbial or other biological agent or toxin — whatever
its origin or method of production’.>® The range of prohibited punishable acts was
extended by including ‘attempt, preparation, conspiracy, assistance, promotion, per-
suasion, and other acts and extraterritorial jurisdiction applies ‘to acts done outside
the UK, but only if they are done by a UK person’.>*

The Anti-Terrorism, Crime and Security Act (ATCSA) in dealing with ‘weapons
of mass-destruction’ prohibits any conduct of ‘aiding, abetting counseling procur-
ing or inciting a person who is not a UK person ‘to do a relevant act’” outside the UK
is an offence punishable by life imprisonment.>® It is not necessary to have any par-
ticular person in mind as the person in whom he intends to induce the belief in ques-
tion’.%

The Health and Safety at Work etc. Act 19747 aims to protect health, safety and
welfare in connection with work, and ‘Control of Dangerous Substances and Cer-
tain Emissions into the Atmosphere’. It prescribes general duties for employers and
self-employed persons, of such undertakings, towards persons other than their
employees, thus extending protection to the wider public.

It shall be the duty of every employer to conduct his undertaking in such way as to
ensure, so far as is reasonably practicable... that he and other persons (not his
employees) who may be affected [by his conduct with dangerous substances...] are
not thereby exposed to risks to their health or safety....%

In such cases it shall be his duty to give, to persons who may be affected, ’the pre-
scribed information about such aspects of the way in which he conducts his under-
taking as might affect their health or safety.””

1.1.1.3 European Union

A communication from the EC to the Council and EP, was issued on November 29,
2001, in regards to ‘Civil Protection’, stating that in consequence of the unprece-
dented outraging terrorist attacks of September 11, 2001 in the USA, the European
community and its individual members are ‘prompted to enhance their prepared-
ness and readiness to prevent or mitigate the impact of such reoccurring terrorist
attacks”.%° All the relevant bodies were asked to prepare a program designed for

32 See Section 1 (1A)(3) of the BWA 1974,

33 See Section 1 (1A(2)of BWA 1974.

3 See Section 1A of BWA 1974

% See Anti-terrorism, Crime and Security Act 2001 (Ch. 24., Section 50 Subsec. 4 + Subsec. 7
Eng.).

56 See Anti-terrorism, Crime and Security Act 2001, Ch. 24, Section 115 (Eng.) Sections 113+114
supplementary).

57 The Health and Safety at Work etc. Act 1974, Ch. 37.Section 3 Eng.

38 See.Section 3(1) of The Health and Safety at Work... Act 1974 (Ch. 37) Eng.

3 See Section 3(1)(2) & 3(3) of the Health and Safety at Work...Act 1974.

" See Communication from the Commission to the Council and the European Parliament — Civil
Protection — State of Preventive Alert against Possible Emergencies of November 29, 2001,
COM (2001) 707 final.



Legal and Moral Reflections on Modern Biotechnology in Use & Misuse 221

improving cooperation between the Member States ‘on the evaluation of risks,
alerts, intervention,... storage... detection and identification of infectious and toxic
agents as well as the prevention and treatment of chemical and biological attacks’.
Appointment of a European coordinator for civil protection measures was consid-
ered as part of the program. It was stressed that in order to enhance Europe’s capac-
ity ‘to respond to emergencies arising from biological and chemical terrorist
attacks,... a mobilization of its research and technology development potential...’,
is needed. A joint evaluation of the current knowledge and research capacities
should be undertaken.

An inventory on ongoing bio-defence research should be compiled.®' A series of
strategies and a ‘road map’ were prepared for making appropriate arrangements for
the life sciences. The importance of scientific research was stressed and the com-
mitment to encourage and advance it was underlined. However, it also emphasized
that there is an obligation to prevent exploitation of the positive results of this
research for malicious purposes.

Within the new Sixth Framework Program for R&D (2002 — 2006), the Joint
Center for Research (JRC) was to initiate:

a bio-response working group....comprising state-of- the- art laboratories...and world
experts...to detect and identify relevant transgenic strains...[for] addressing biological
attacks to the food chain... to determine the new scientific issues and questions related
to bioterrorism and... to assess the technological, social, economic and psychological
vulnerabilities of [the] modern societies with regard to possible terrorist attacks.5?

The Council Regulation setting up a Community Regime for the control of exports of
dual-use items and technology®, aimed to provide effective control on export of
dual use items, has established (in its Annex 1), the common list of dual use items
implementing the internationally agreed dual use controls including (among others)
the Wassenaar Arrangement and the Australia Group to be updated in conformity
with the relevant obligations and commitments.%*

1.1.1.4 Conflicts and Controversies in a climate of Uncertainties.

Taking as an example the profusion of existing and amended legal provisions, in the
randomly surveyed communities, it should be known that in recent years serious
efforts have been made by legislators to control the use and prevent misuse of bio-
logical agents. It is to stress that the most severe punishment has been prescribed for
malicious uses of biological agents. However, unfortunately it should be remem-
bered that even the severest penal sanction is neither totally deterrent nor preven-
tive. It definitely demonstrates public aversion to such deeds, as also to lesser vio-

61
62
63

See id., at para 4.1.

See id., para. 4.2.

EC Regulation No. 1334/2000 of 22 June 2000, setting up a Community Regime for the control
of exports of dual-use items and technology, as amended by EC Regulation 394/2006 of
February 27, 2006.

64 See id., Article 1-5.
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lent crimes, but it would be naive to believe that a severe penal sanction is ‘the tool’
for preventing, diverting or deterring monstrosities.

In a post-factum case of employing biological weapons for mass-destruction,
enforcement of the penal sanction is entirely abortive, especially in the present trend
of suicidal attacks. So while the civilized world is terrified by international terror-
ism and horrified by ‘clear and present’ dangers stemming from the dual character-
istics of certain biological agents — the main concern is to be given to precautionary,
preventive, security and safety measures, at their source, to be provided and
observed by relevant bodies. This alone is not enough. Judged by the surveyed pro-
visions it shall be said that there is enough legal authority for regulating research in
the field of new biotechnology at its source. It may also be said that in many com-
munities there already exists a regulatory framework, providing adequate precau-
tionary bio-safety and bio-security measures for preventing or minimizing reckless-
ness and possible destructive uses of dangerous biological agents. However, as
already said, the unprecedented race and advances in biological, biomedical
research and technological development, in comparison with the conventional slow
pace of the legislative process, make it impossible for the authorized bodies to
embrace all the advances, even if speeded up in consequence of recent events. The
same is to be said as to updating regulatory implementation regimes and enforce-
ment mechanisms. Thus, it is important to emphasize that awareness and alertness
of each individual scientist in dealing with dangerous biological agents and the will-
ingness of the entire scientific community for recognizing the seriousness and fea-
sibility of the possible misuse of biological agents and toxins — is very instrumental.
Knowledge, understanding and awareness of the general public is also an important
factor in the general effort to prevent, minimize or combat bio-terrorism.

However, ‘negative feedback’ is a known phenomenon. Human nature does not
respond to warnings, be it even against the most horrifying atrocities, as were
witnessed during WWII. There is apparently an innate human tendency to ignore
dangers and to see those as remote and theoretical.®®

Attention is drawn here to the recently announced innovation by a group of sci-
entists in Maryland. The public was informed that they succeeded ‘to build from
scratch an entire microbial chromosome, a loop of synthetic DNA, carrying all the
instructions that a simple cell needs to live and reproduce’.®® Craig Venter was
quoted saying that ‘the goal is to design novel microbes whose handcrafted
genomes endow them with the ability to produce useful chemicals, including
renewable synthetic fuels that could substitute for oil’! This definitely stresses the
beneficial application of the revolutionary invention, but some of his peers oppose
the use of synthetic DNA pronouncing a warning that ‘without better oversight of
the fledgling field, synthetic biology is more likely to lead to the creation of potent
biological weapons and runaway microbes that could wreak environmental

5 <A man is doomed to destroy himself and at the same time to refuse to believe he is doing so’,
See A. MARTIN, The Last Generation. The end of survival? (1975).

% GIBSON ET AL., supra note 12; see also WEISS, Md Scientists Build Bacterial Chromosome,
WASHINGTON POST, January 24, 2008, p. A04.
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havoc’.®” A Montreal-based group even called for a moratorium on the release and
commercialization of synthetic organisms, pending further public debate’.®

Attention is drawn also to the reported efforts to re-create by reverse engineer-
ing, old dangerous viruses including the most deadly 1918 flu-virus, or to produce
anew type of virus or vaccine, by another new technology. In giving justification to
such dealings, the public is informed that these advances in science may give a rapid
response to some of the newly emerging dangerous infectious diseases and protect
the public from the potentially devastating consequences of a pandemic disease out-
break (e.g., EBOLA and SARS).®” But simultaneously there are also warnings!
Such processes pose great unknown risks and must be done in containment in a
strictly safe manner, to avoid repetitious disasters!

In addition, the questions are:

1. Should the relevant scientist undertake and proceed in such experimentations
just upon his own integrity?

2. Will the public seriously respond to the challenges on these vital controversial
issues with their economic, social and moral implications?

3. Should the racing scientist, on his track to future inventions, be the one and only
decision-maker in the name of ‘public good’?

Attention is drawn to another controversial case relating to a public warning, which
was recently discussed in Steven J. Hatfill v. The New York Times Co.,”® an offshoot
case of the 2001 ‘anthrax disaster’. In describing a series of events preceding the
outrageous letters containing anthrax spores, the judgment reveals that in the mid-
ninety’s there were warnings about potential dangers in dealing with anthrax. This
was an action for ‘defamation’, commenced in 2004 against the NY Times, follow-
ing publication in 2002 of a series of columns describing failures of the FBI in its
investigation of the anthrax letters. The plaintiff alleged that the columns ‘falsely
implicate[d] him in the anthrax mailings... tending to incriminate him....””! In sum-
ming up the merits of the case, the court emphasized that the plaintiff had then (mid
1990s) an established reputation in the field of infectious diseases and bioterrorism
research and had a security clearance to work with dangerous pathogens including
anthrax. The court stressed that the plaintiff *

took it upon himself to publicize the threat posed to the United States from biological
weapons. ... In August 1997, [he] provided an interview to a Washington Times
columnist on the subject of bioterrorism and specifically on the threat of anthrax being
used as a weapon.... not[ing] that the US health care system was ill prepared for such

7 See WEISS, Md Scientists Build Bacterial Chromosome, WASHINGTON POST, January 24, 2008,

p- A04.

8 Id.

% See OSTERHOLM, A Weapon the World Needs, 435 Nature 417, 418 (May 2005) (it is said that
the genome of the Spanish flu virus which was reverse engineered has been published, and thus
also an article that describes how to make a virus out of a genome map).

" Hatfill v. New York Times Co., 488 F. Supp. 2d 522, 2007 U.S. Lexis 7295 (E.D. Va. 2007).

" Id., at 524.
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an attack. ... Plaintiff provided an interview ... about the risks of a biological attack
and how an anthrax attack could be orchestrated.”

Hatfill, who was considered an experts in the area of biological weapons and agents
by government officials and the scientific community alike, propagated increased
government vigilance to combat bioterrorism and in 1999 co-authored an article
which ‘urged the public health community to step up efforts to be prepared for a
chemical or biological attack.””?

In determining the plaintiff’s status, based on the mentioned facts, whether he
was a private or a public figure or a public official, the court concluded that he qual-
ifies as a ‘public official’, notwithstanding the plaintiff’s claim that he was a private
person, ‘involuntary dragged into the controversial situation’.”* The court stressed
the fact that the public had an interest in the plaintiff, considering his qualifications,
the highly sensitive nature of his work and its importance to national defense. In
describing him as ‘a vocal critic of the government’s level of preparedness for a bio-
terrorist attack’ and in reference to his lectures, writings, participation on panels,
and interviews, as well as his own resume as an expert in the field of biological
weaponry, the court concluded: ‘The Plaintiff voluntarily assumed a role of special
prominence in the public debate over the nation’s preparedness for a biological
attack, and indeed sought to influence government policy. The plaintiff should have
foreseen that by his activities he ‘was likely to invite [public] attention and scru-
tiny’.”

Moreover, the relevant questions are: Did his warning really draw attention
of the public? Did anybody draw consequences from their contents? Assuming
that it was a warning by a recognized expert expressed in classified circles but
also on public media, did the decision makers act upon it, and did it raise public
concern?

Another offshoot of the anthrax letters was the controversial case of ‘cipro-
floxacin’(‘Cipro).”® It was an example of a controversial issue in a climate of uncer-
tainty that had to be delicately balanced between conflicting interests. On one hand
there was the right of a patentee to retain his monopoly on a patented drug, on the
other hand was the dilemma whether to enforce or not to enforce government’s stat-
utory right to override patent rights in cases of emergency, and its duty to protect
public health and safety, which usually is to prevail, provided it is executed strin-
gently.

™ Id., at 524-525.

" Id., at 525.

" As a public official the plaintiff could recover compensation only if the Defendant acted with
actual malice in publishing the said columns. Actual malice must be established by clear and
convincing evidence. For a private person , the burden of proof is much lesser. See supra
note 70.

" qd.

76 See RESNIK/DEVILLE, Bioterrorism and Patent Rights: ‘Compulsory Licensure’ and the Case of
Cipro, American Journal of Bioethics. 2002 Summer.
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An additional controversial issue that recently revisited court was discussed in
Vietnam Assoc. for victims of ‘Agent Orange’ & others v. Dow Chemical Co.”’

Plaintiffs, Vietnamese nationals, filed suit against defendants, manufacturers of
herbicides, for allegedly causing wrongful death, severe bodily injuries (such as:
birth defects, breast and lung cancer ovarian tumors) and other health problems in
result of their exposure to dioxin during the United State’s use of herbicides in the
Vietnam War. The plaintiffs alleged violation of international and domestic law in
fulfilling the military’s demand for herbicides. They did not allege that the govern-
ment intended to harm human beings through its use of Agent Orange.

In reviewing the history of the herbicide operation that was employed by the
US military forces in Vietnam, court relied on the argument by the Defense minis-
try that ‘one of the most difficult problems of military operations in South Viet-
nam’ was ‘the inability to observe the enemy in the dense forest and jungle’. It
was stressed that the army was instructed to ‘carefully select crop destruction tar-
gets... in areas remote from population... [and] only of military significance’. The
US government claimed that the 1925 Geneva Protocol does not ban the use of
some herbicides in warfare, since ‘chemical herbicides which were unknown in
1925, could not be included within the scope of the prohibitions’. In reviewing the
justicibility of the herbicide program the judges emphasized that the operations
became a matter of scientific controversy almost from their inception, but the her-
bicide program was continued because of ’substantial military benefit’. Court
stressed that in April 1970 some components of the herbicide were banned from
most U.S domestic uses on the basis of evidence of its ‘possible teratogenicity’.
On April 15, 1970, DOD suspended military use of Agent Orange upon evidence
of toxicity of the dioxin component. In January 1971, the last spray mission took
place.

After a lengthy discussion on a diversity of complicated legal issues, the Court
concluded that the herbicide spraying complained of did not constitute a war crime
in pre-1975. Since ‘Agent Orange was intended for defoliation and destruction of
crops and not as a poison targeting human populations, its use did not violate the
international norms...."” The court stressed that: ‘[t]he concept of military necessity
or proportionality is a well accepted international norm governing the conduct of
war. There is nothing in the UN Charter outlawing the use of herbicides in Viet-
nam...." "8

The court observed: ‘Norms that depend on modifiers such as disproportionate
or unnecessary, invite case-by-case balancing of competing interests and black-let-
ter rules become vague and easily manipulated.””

One wonders whether ‘Agent Orange’ operation would go on if the US govern-
ment would have timely applied the ‘precautionary principle’ while the climate was

" Vietham Assoc. for Victims of ‘Agent Orange’ et al. v. Dow Chemical Co. et al. 517 F.3d 104,
2008 US App. Lexis 3737 (2nd Cir. 2008).

B 1d.

" 1d.
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of uncertainty which unfortunately became later, a certainty!. One wonders what
lesson will be learned from this recent court case?!%°

2. Conclusion

All these are very complicated issues, and no clear-cut answer can easily be pro-
vided. The ‘delicate balance’ to be found between conflicting interests is not exactly
‘delicate’ in many of these difficult controversial issues. Especially difficult is to
find an adequate balance in conflicts between human rights and national or interna-
tional security. Experienced in adjudication one may dare to say that there is a gen-
eral universal ‘feel and touch ° in justice, but moral and ethical attitudes that are part
of ‘justice’, differ from nation to nation and from person to person, embracing a
diversity of considerations, justified by one party and sometimes condemned by
another. Thus different vital decisions are reached, also in the adjudicative proc-
esses.

Life is full of dangers, most of which are man-created. As already mentioned,
science and new technologies enrich humanity, but along with its enrichment, some
of the innovative scientific findings or sophisticated technologies often seriously
threaten humanity. In extreme cases, there is a posed danger to the well-being of
humanity and its survival. Science in its dual capabilities, on the one hand as the
benefactor of humanity, and on its other hand as the cause for threats on its survival,
is under a heavy responsibility to balance between those capabilities, first within its
own boundaries and later in cooperation with other relevant disciplines.

It shall be remembered that in the dynamics of daily life many people are reck-
less, careless or negligent in performing their chores and legal responsibilities.
Some examples thereof are a reckless security guard not identifying a terrorist, a
driver recklessly speeding or driving on the wrong side of the road, a medical doctor
or a dentist who is careless in performing its duties. Without undermining the sever-
ity of such cases, it is to stress that the injury in most of these cases is limited to a
certain individual or a group of individuals. But in cases of careless, negligent or
wrongful dealing with lethal biological agents, letting those ‘escape’ or be reached
by terrorist hands, there is a danger of mass-destruction. Many of the dangerous bio-
logical agents are lethal or can genetically be engineered into lethality.

It is usually claimed that all advances in science and technology are for the ‘Pub-
lic’s Good’, but it is very seldom that the public is consulted or asked to decide on
its own good. Although policymakers are supposed to act and represent the public
interest, but in practicality this is rarely feasible, especially where there is no nor-
mative framework and the issue requires acquaintance with a sophisticated technol-
ogy in a climate of uncertainties.

Raising awareness and serious concern of laboratory directors, scientists and
students in regard to the already existing legal requirements in light of the current
bio-terrorist threats, is one of the immediate goals to be undertaken by relevant

80 See also J. Doe, et al. v. L.W. Sullivan Secretary of Health and Human Services, 291 U.S App.
D.C. 11; 938 F.2d.1370, 1991 U.S App. Lexis 14984 (D.C. Cir. 1991) (Ruth Ginsberg).
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authorities. The ‘precautionary principle’ is to be applied, however any normative
framework for preventing, decreasing or minimizing any hostile use or misuse must
provide for the undisturbed continuation of scientific research and possibilities of
scientific publications, provided these do not diminish the efforts for protecting
national security and public health and safety.

It is to think and provide answers and recommendations as to:

1. How can scientific information on controversial issues be framed and commu-
nicated by the media, to be best absorbed and seriously received by policy mak-
ers, scientists and the general public?

2. What mechanisms can be applied for mediating between expert advice and
warnings on risks and dangers and the common tendency of the individual to
distance himself from threats and warnings?

3. What criteria shall be applied for resolving conflict of interests and controver-
sies between the utilitarian-economic approach to scientific research, especially
now in the field of new biotechnology and other approaches such as political;
ethical, moral; social or religious?

Most of the above compiled laws state clearly that ‘nothing... is intended to restrain
or restrict peaceful scientific R&D’ and prohibitions on using biological agents do
not apply to uses ‘for prophylactic, protective, or other peaceful purposes’. How-
ever, it is to bear in mind that in case of conflict, it is only via the adjudicative proc-
esses that such rights and exemptions can be enforced. Thus, it is important to
observe that many of the clauses speak in a very amorphous language, subjecting it
to judicial interpretation of conduct or terms that partly have never been defined.

Although trained in deciding on whatever issue that seeks adjudication, in the
rapidly changing global world and highly sophisticated developments in the life sci-
ences, there is a growing gap between scientific expertise and judicial knowledge.
There is a need for cross-ventilation between all the relevant disciplines which Pro-
fessor Straus is practicing in his daily chores.

No man is an island. (John Donne, Meditations XVII)



Biotechnological Patenting and Innovation*

Michael Blakeney

1. Introduction

Professor Straus’ pioneering work on patenting and biotechnological innovation
has informed patent policy in the World Intellectual Property Organization and in
developing countries since the 1980s.! This paper examines the phenomenon of pat-
enting as a strategy not so much to protect innovations but as a means of securing
bargaining chips for access to others’ proprietary technologies. It traces the conse-
quential development of patent thickets and patent pools and notes their impact as
obstacles to innovation and the associated response of competition law. Biotechno-
logical patenting is taken as a case study of these developments.

The conventional wisdom is that one of the principal justifications for patent
protection is that such protection is required as an incentive to innovation, invest-
ment and technology transfer. This wisdom is reflected in Article 7 of the TRIPS
Agreement, which states that:

The protection and enforcement of intellectual property rights should contribute to the
promotion of technological innovation and to the transfer and dissemination of
technology, to the mutual advantage of producers and users of technological
knowledge ...

However, even in industrialized countries, the evidence that patenting is a prerequi-
site for or a facilitator of economic development is equivocal. In his celebrated 1959
study of the patent system in the United States, Fritz Machlup concluded that ‘no
economist on the basis of present knowledge, could possibly state with certainty that
the patent system, as it now operates, confers a net benefit or a net loss upon soci-
ety’2. Since that time a number of empirical studies have been undertaken to ascer-
tain the industrial significance of patent protection. In his celebrated 1971 study,
Firestone found that competition was reported by US firms as the principal factor
influencing R&D expenditures.® More recently, the UK Commission on Intellectual
Property Rights (CIPR) in its report Integrating Intellectual Property Rights and

* Published in 3 BioScience Law Review 95 [2006/2007].

See STRAUS, Industrial Property Protection of Biotechnological Inventions (1985); STRAUS,
Plant Biotechnology, Industrial Property and Plant Genetic Resources, Intellectual Property in
Asia and the Pacific 21, 41 (1988); STRAUS, The relationship between plant variety protection
and patent protection for biotechnological inventions from an international viewpoint, 18 IIC
723 (1987).

MACHLUP, An Economic Review of the Patent System, Patent Studies 15, Subcommittee on
Patents, Trademarks and Copyright of the U.S. Senate Judiciary Committee, 85th Congress,
2nd Sess. 79 (1959).

FIRESTONE, Economic Implications of Patents (1971).
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Development Policy* noted the complexity of evaluating the available evidence on
the impact of intellectual property rights regimes on developing, or developed coun-
tries. It concluded that ‘in most low income countries, with a weak scientific and
technological infrastructure, IP protection at the levels mandated by TRIPS is not a
significant determinant of growth’. Keith Maskus suggests that the literature dis-
cussing the extent to which stronger intellectual property rights influence foreign
investment, licensing behavior and the transfer of technology can reach only tenta-
tive conclusions, because of weaknesses in data or methodology.’

In a study published in 1986, Edwin Mansfield inquired among a random sample
of 100 firms from 12 industries in the USA, about the proportion of their inventions
which were introduced between 1981 and 1983, which would not have been com-
mercially developed if patent protection had not been available.® He discovered that
there were sectoral differences in the attitude to intellectual property protection. In
the pharmaceutical and chemical industries patent protection was considered essen-
tial for the commercialization of about one-third of the inventions. In the petroleum,
machinery and fabricated metal products industries the proportion was between one-
tenth and one-fifth. Mansfield found industrial property protection to be considered
of little significance in the electrical, office equipment, motor vehicle, instrument,
primary metals, rubber and textile industries. Despite the misgivings of Maskus
about the methodological limitations of such studies, it is now agreed that there are
sectoral differences in the significance of patenting for innovation.

However another interesting observation in Mansfield’s study was that even the
firms in industries where patenting was not considered to be essential, reported that
over 60 percent of patentable inventions were patented.

2. Biotechnological Patenting

Biotechnological research has addressed the development and provision of new
forms of healthcare involving, among other things, medical genetic testing, pharma-
cogenetics, gene therapy, and the use of therapeutic proteins or stem cells. It has also
addressed the development of new plant types, which have more efficient growing
capacities (e.g. disease resistance, early ripening, salt and aridity tolerance) or
enhanced nutritional value. The potential subject matter of biotechnology patents
are: methods of gene research; genetic material in its natural state, including DNA,
RNA, genes and chromosomes; isolated genetic materials, including gene fragments
such as single nucleotide polymorphisms (SNPs), expressed sequence tags (ESTs),
and other gene fragments encoding important regions of proteins; and genetic prod-
ucts produced by the use of genetic materials, including proteins, nucleic acid
probes, nucleic acid constructs such as vectors and plasmids, and anti-sense DNA.

CIPR, Integrating Intellectual Property Rights and Development Policy (2002).

Maskus, Transfer Of Technology And Technological Capacity Building (2003) available at
<http://www.iprsonline.org/unctadictsd/bellagio/docs/Maskus_Bellagio2.pdf> (as of March
2008).

MANSFIELD, Patents and Innovation: An empirical Study 1986 Management Science 173.
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Biotechnological patenting has raised a number of concerns. First, questions
have been raised about the patentability of genetic materials and technologies,
whether the identification of a gene or other genetic material is an invention rather
than a discovery and whether genetic materials are novel and whether their identifi-
cation involves an inventive step and whether broad claims satisfy the test of indus-
trial applicability. Additionally there is the over-arching question of the ethics of
biotechnological patenting.

Studies of the incidence of patenting in the USA trace a gradual increase from
the period 1976-1996, when the total number of patent applications in the U.S. grew
at an average annual rate of 1.8 percent to the period 1986-1996, when patenting
grew at 3.5 percent annually.” This growth is attributed to the pro-patent shift asso-
ciated particularly with the establishment of the specialized Court of Appeals for the
Federal Circuit.® This growth was particularly rapid in high tech industries, for
example, 9.3% in biotechnology, 11.0% in semiconductors and 11.2% in software.’

A simplistic application of the incentive thesis may suggest that this growth of
patenting is a reflection of the growth of innovation. However, a qualitative analysis
of these patents might suggest otherwise. The breadth of the patents which are
granted has important implications for innovation. Broad patent grants may be jus-
tifiable to permit inventors to appropriate returns on fundamental research, by
receiving some of the value of later commercial applications. On the other hand,
broad patent grants may deter firms from engaging in research in the area of the pat-
ented invention, and from searching for improvements in the patented invention.!®

It has been suggested that broad patents in the biotechnology field may have
greater potential to impede innovation than in other industries. For example,
‘molecular modification’ is a common practice in the pharmaceutical industry, but it
is suggested that it is much more difficult to ‘design around’ treatments that depend
on a particular gene sequence or gene fragment.'!

For example, patents have been granted over Expressed Sequence Tags (‘ESTs”)
which are fragments of DNA which can be used as tools to search for full-length
genes. A typical EST is 400 to 500 nucleotides in length compared with a typical
gene of 2,000 to 25,000 nucleotides in length. Thus, a number of ESTs may be
patented on the same gene. If a researcher wishes to use the full-length gene, he
would first need to obtain a license from the owners of the EST patents. '

NOEL/SCHANKERMAN, Strategic Patenting and Software Innovation, CEP Discussion Paper
No. 740 (2006), available at <http://sticerd.lse.ac.uk/dps/ei/EI43.pdf> (as of March 2008).
JAFFE/LERNER, Innovation and Its Discontents (2004).

HALL/ZIEDONIS, The Patent Paradox Revisited: An Empirical Study of Patenting in the Semi-
conductor Industry, 1979-1995 32 RAND Journal of Economics 101 (2001).
MAzzOLENI/NELSON, The Benefits and Costs of Strong Patent Protection: A Contribution to
the Current Debate, 27 Research Policy 273, 275 (1998).

LIPTON, Biopharmaceuticals: The Patent System and Incentives for Innovation, text at note
233, available at <http://leda.law.harvard.edu/leda/data/641/Lipton.html#fnB234> (as of
March 2008), citing THOMAS et al., Shares in the Human Genome — the Future of Patenting
DNA, 20 Nature Biotechnology 1185 (2002).

HOLMAN/MUNZER, Intellectual Property Rights in Genes and Gene Fragments: A Registration
Solution for Expressed Sequence Tags, 85 Iowa L. Rev. 735, 764 (2000).
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3. Impact of Biotechnological Patenting on Research

Biotechnological research may be upstream in the sense of basic research or down-
stream in the sense of developing products and research tools. The impact of bio-
technological patenting will have different impacts in the research continuum. It has
been noted that start-up biotechnology firms may need patents on their upstream
discoveries in order to attract investors, whereas for pharmaceutical companies pat-
ents are needed not to raise capital but to ensure effective commercial exploitation
of their products.'?

A critical question in the field of biotechnological patenting is whether the
growth of patenting inhibits research. The OECD has lamented the ‘conspicuous
absence of rigorous economic studies’ that explore the impact of gene patents on
research.”'* The Report of the OECD Working Party on Biotechnology identified a
number of issues concerning the possible adverse impact of gene patents on
research, including blocking patents or overly broad patents; increases in secrecy
and a slower pace of research; increased research and transaction costs; and
increased litigation involving public research organizations.'

A particular problem in the field of biotechnological patenting is the grant of
over-broad patents, which can chill the vigor of research and innovation because of
concerns about infringement, or because downstream inventors are obliged to seek
licenses from upstream inventors. The main impact of over-broad patenting upon
research is identified in the area of research tools. In biotechnology, patentable
research tools may include: (i) research techniques such as the Cohen—Boyer tech-
niques (for gene-splicing) and the polymerase chain reaction (PCR) methodology
(for DNA amplification); (ii) research products such as Taq polymerase (used in
PCR) and restriction enzymes (used in cloning), combinatorial chemistry libraries;
and (iii) genetic materials, cell lines, monoclonal antibodies, reagents, animal mod-
els, growth factors, drugs and drug targets, clones and cloning tools, methods, lab-
oratory equipment and machines, databases and computer software and genetic
materials that are targeted in research. For example, this includes genes for receptor
proteins used in designing new drugs or vaccines, expressed sequence tags (ESTs)
and single nucleotide polymorphisms (SNPs), which can be targets of research or
used to target other genetic materials.'® The most important research tools are “fun-
damental research platforms that open up new and uncharted areas of investiga-
tion”.!” In the hands of a single patentee, these could sterilize disparate areas of

AUSTRALIAN LAW REFORM COMMISSION (ALRC), Genes and Ingenuity: Gene Patenting and
Human Health (ALRC 99), para. 17 (2004), available at <http://www.austlii.edu.au/au/other/
alrc/publications/reports/99/index.html> (as of March 2008).

ORGANISATION FOR ECONOMIC CO-OPERATION AND DEVELOPMENT (OECD), Genetic Inven-
tions, Intellectual Property Rights and Licensing Practices: Evidence and Policies 82 (2002).
15 1d. at 12-15.

See NATIONAL INSTITUTES OF HEALTH — WORKING GROUP ON RESEARCH TOOLS, Report 1998,
available at <http://www.nih.gov/news/researchtools/index.htm> (as of March 2008).

See RAI, Genome Patents: A Case Study in Patenting Research Tools, 77 Academic Medicine
1368, 1369 (2002).
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research. For example, Barton suggests that patents on some foundational research
tools can ‘pre-empt large areas of medical research and lay down a legal barrier to
the development of a broad category of products’.'® Patented stem cell lines are an
example of fundamental research platforms, which have a significant impact upon
research trajectories.

4. Licensing

Access to proprietary research tools will depend upon the availability and terms of
licenses granted by patent holders to researchers. The OECD Report suggested that
research tool patents on occasion make ‘collaboration and communication with
other researchers more difficult’.!” This may be through the imposition of high
license fees or because of the transaction costs and administrative delays and bur-
dens in negotiating licenses. Eisenberg observed that ‘there seems to be a widely-
shared perception that negotiations over the transfer of proprietary research tools
present a considerable and growing obstacle to progress in biochemical research
and product development’.?°

On occasion, license agreements for the use of research tools may contain reach-
through provisions, which give the patent holder rights over discoveries made by
licensed researchers who utilize the research tools. For example, licenses of the Bio-
Rad gun, used by researchers to shoot DNA coated pellets into cells, required licen-
sees to make commercial applications of their research available to Bio-Rad. Such
reach-through rights may prejudice researchers’ later technology transfer and com-
mercialization prospects, as potential commercial partners are likely to demand that
intellectual property be unencumbered by competing interests.

It is not uncommon for patent holders to charge lower fees for academic
researchers than for commercial researchers. However, these lower prices may
carry a number of ancillary obligations. For example, genetic materials may be
made available to academic researchers on condition that they undertake not to seek
IP rights over these materials or derivatives. The licensor may seek priority in the
commercial exploitation of research products and may seek to control the publica-
tion of research results.

The Nuffield Council on Bioethics in a 2002 report indicated that there was
insufficient evidence to assess any negative effects on research the patenting of
research tools is producing.?! A review conducted in 2003 for the United Kingdom
Department of Health, concluded the evidence was limited and anecdotal.?

BARTON, Research Tool Patents: Issues for Health in the Developing World, 80 Bulletin of the
World Health Organization 121, 122 (2002).

19 OECD, supra note 14, at 14.

EISENBERG, Bargaining over the Transfer of Proprietary Research Tools: Is the Market Failing
or Emerging? in: DREYFUSS/ZIMMERMAN/FIRST (eds.), Expanding the Boundaries of Intellec-
tual Property: Innovation Policy for the Knowledge Society, 223, 225 (2001).

NUFFIELD COUNCIL ON BIOETHICS, The Ethics of Patenting DNA, para. 5.40 (2002).
CORNISH/LLEWELYN/ADCOCK, Intellectual Property Rights (IPRs) and Genetics (2003).
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The Australian Law Reform Commission noted that ‘the current position may
change, particularly if patent holders become more active in enforcing patent

rights”.?

5. Patent Thickets

The increase in patenting in these industries has led to the development of ‘patent
thickets’ which are defined as an overlapping set of patent rights requiring that
those seeking to commercialize new technology obtain licenses from multiple pat-
entees. The U.S. Federal Trade Commission in its 2003 hearings on the interface
between patent policy and competition policy?* noted in particular the development
of a patent thicket in the software industry, with ‘potentially dozens or hundreds of
patents covering individual components of a product’.?

The need to navigate patent thickets has been noted as particularly pronounced
in industries such as telecommunications and computing where formal standard-
setting is a core part of bringing new technologies to the market.?® For example,
James Bessen cites the example of Oracle Corporation, the software firm which has
developed innovative database management systems.?’ Oracle chose not to patent
its various innovations, apparently according to Jerry Baker, its Senior Vice Presi-
dent because of the risk of infringing numerous broad existing patents. According to
evidence presented to the USPTO’s Public Hearings on Patent Protection for Soft-
ware-Related Inventions, since the 1990s Oracle has expended substantial money
and effort to protect itself by selectively applying for patents that present the best
opportunities for cross-licensing with other companies which might allege patent
infringement.®

Empirical analyses of the impact of patent thickets upon patenting and upon
research and development are few. The leading empirical studies focus on the sem-
iconductor industry Hall and Ziedonis (2001) demonstrate that patenting in this
industry rose sharply in the 1990s, suggesting the creation of patent thickets in that
industry.?® Ziedonis (2003) concludes that the incidence of patenting is a measure of

23
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ALRC, supra note 13, at para. 12.80.

U.S. FEDERAL TRADE COMMISSION (FTC), To Promote Innovation: The Proper Balance of
Competition and Patent Law and Policy (2003).

» Jd. at 342.

26 SHAPIRO, Navigating the Patent Thicket: Cross Licenses, Patent Pools, and Standard-Setting in:
NATIONALE BUREAU OF ECONOMIC RESEARCH (ed.), Innovation Policy and the Economy
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BESSEN, Patent Thickets: Strategic Patenting of Complex Technologies (2003), available at
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the fragmentation of patent rights. Similarly Nagaoka and Nishimura (2006) con-
cluded that a firm in an industry in which there is extensive cross-licensing and in an
industry with higher patent thickets has a higher propensity to patent its inven-
tions.’!

The U.S. Federal Trade Commission in its 2003 hearings on the interface
between patent policy and competition policy observed that defensive patents may
have negative implications for innovation. It reported that some companies have
diverted resources from R&D to fund their defensive patenting programs and to
cover legal expenses.>?

Additionally, dealing with the owners of the thicketed patents will often involve
prohibitive transaction costs and will impose research hold-ups as patent owners are
identified and dealt with. Paradoxically, Noel and Schankerman observe that by
increasing the transaction costs of R&D, patent thickets provide an incentive for
firms to patent defensively, since a firm’s bargaining power is raised by more pat-
ents to trade in patent disputes.®® With the consequential increase in patents, trans-
action costs will rise as the complexity of negotiating multilateral licenses is
increased.

However, Bessen (2003) suggests that even in situations where there are no
transaction costs or research holdups, some companies aggressively seek to build
large patent portfolios for the purpose of extracting benefits from competitors.** A
phenomenon which has been identified is that negotiations are undertaken on the
basis of portfolios of patents, rather than on individual patents.®

6. Patent Thickets and Biotechnological Innovation

The original research on patent thickets was Heller and Eisenberg’s 1998 study on
the ‘Anticommons in Biomedical Research’. Their classic formulation was that

By conferring monopolies on discoveries, patents necessarily increase prices and
restrict use — a cost society pays to motivate invention and disclosure. The tragedy of
the anticommons refers to the more complex obstacles that arise when a user needs
access to multiple patented inputs to create a single useful product. Each upstream
patent allows its owner to set up another tollbooth on the road to product development,
adding to the cost and slowing the pace of downstream biomedical innovation.>®

30 ZiEDONIS, Don’t Fence Me In: Fragmented Markets for Technology and the Patent Acquisition

Strategies of Firms, 50 Management Science 804 (2003).

NAGAOKA/NISHIMURA, An empirical assessment of the effects of patent thickets (2006), avail-
able at <http://www.sussex.ac.uk/Units/spru/events/ocs/viewpaper.php?id=32> (as of March
2008).

32 USPTO, supra note 28, at 347.
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Heller and Eisenberg had speculated that the lowering of patenting standards had
encouraged the growth of patent thickets around both DNA sequences and frag-
ments of DNA which raised difficulties for biotechnological innovators, first
through the privatization of upstream research and secondly, through the introduc-
tion of excessive transaction costs. For example, a proposal by the International
Rice Research Institute to make available to poor farmers protein and vitamin-
enhanced ‘Golden Rice’ ran into the problem of some 70 patents over various ena-
bling technologies and gene sequences.

7. Patent Pools

An alternative to cross-licensing as a means of negotiating patent thickets is the
creation of patent pools. This is an arrangement among multiple patent holders to
aggregate their patents, which are shared by members of the pool and made availa-
ble on standard terms to non-members of the pool. The analogy is usually made
between patent pools and collective rights organizations which manage copyrights.
One of the first patent pools was formed in 1856 by a group of five sewing machine
manufacturers as a means of resolving their patent infringement disputes with each
other. Similarly, in 1908 the four pioneers of the motion picture industry pooled
their patents to avoid infringement litigation.

This stratagem appears to have recommended itself to innovators in areas of
newly emerging technologies. Thus a patent pool for the distribution of shared roy-
alties was formed in 1997, by the ten companies who developed and sought to uti-
lize the MPEG-2 compression technology standard. In 1998 and 1999 patent pools
were established for the inventions that were essential for DVD-Video and DVD-
ROM standard specifications. In 2005, a patent pool was formed by about 20 com-
panies active in the Radio Frequency Identification (RFID) domain.

Patent pools have been suggested as a means of securing access to essential
medicines. WHO’s Commission on Intellectual Property Rights, Innovation and
Public Health (CIPIH) suggested that pooling ‘could be most useful for technolo-
gies particularly relevant to developing countries, because the lack of strong market
incentives may enable agreements that would otherwise be more difficult to engi-
neer’.>” For example, the WHO has established the ‘SARS?® IP Working Group’, to
develop a patent pool for a SARS vaccine. Similarly, UNITAID, an international
drug purchase facility, established on the initiative of Brazil, Chile, France, Norway
and the UK to facilitate access to drugs and diagnostics to fight AIDS, malaria and
tuberculosis in developing countries, has proposed the establishment of the UNI-
TAID Medicines Patent Pool. This will focus on the patents required for anti-retro-
viral HIV AIDS treatments.

37 WORLD HEALTH ORGANIZATION (WHO), COMMISSION ON INTELLECTUAL PROPERTY RIGHTS,
INNOVATION AND PUBLIC HEALTH, Public Health: Innovation and Intellectual Property Rights,
68 (2006).

38 SARS = Severe Acute Respiratory Syndrome
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The UNITAID Medicines Patent Pool will operate by seeking voluntary contri-
butions of relevant patents by the patent holders to the Patent Pool for use in coun-
tries not designated as high-income by the World Bank.* In cases where the UNI-
TAID Medicines Patent Pool failed to obtain voluntary licenses, it would seek non-
exclusive open compulsory licenses from appropriate WTO members.

Underpinning the creation of a patent pool for essential medicines are the facts
of: the high cost of patented medical products, particularly when marketed under
monopoly conditions; restrictions on innovation and adaptation of proprietary med-
icines and devices to adapt to differing viral strains, changing immunities, related
infectious diseases, local health system conditions and local patient customs; the
necessity for access to economies of scale.

8. Patent Pools and Biotechnological Innovation

A study commissioned by the USPTO has suggested that patent pools are a solution
to the problem of biotechnological patent thickets.*® Questions of public health and
nutrition could be considered to be sufficiently crucial for the government to man-
date the creation of patent pools, as the US did in 1917 to secure access to aircraft
patents. The USPTO study referred to the creation of the Manufacturer’s Aircraft
Association, because the two major patent holders, the Wright Company and the
Curtiss Company, were blocking the development of new aircraft at the time of the
First World War.

Similarly Ebersole ef al. proposed the establishment of patent pools as a means
of securing access to diagnostic genetics.*! In 2001 the American College of Medi-
cal Genetics (ACMG) had sought to establish a standard for determining which
mutations of a disease were significant and should be tested. Problems have been
identified where diagnostic tests have been patented by different parties or where
multiple patents have been secured for similar tests. For example, a number of dis-
eases can be correlated to a genetic variation (single nucleotide polymorphism
(SNP) within an individual. Where the relevant SNP or a fragment has been pat-
ented by multiple patentees, navigating the patent thicket can become prohibitive.
Ebersole et al. give the example of patent thickets over multiplex tests, which per-
mit the simultaneous testing of 25 mutations identified by the ACMG.*? Patent
pools are suggested as a means of dealing with these thickets. The suggestion that
genomics might be too diverse a technological field to sustain patent pools* is met

3 See MEDECINS SANS FRONTIERES, Intellectual Property Rights and Medicines Procurement:

Patent Pools; Note for Consideration by the Ministry of Foreign Affairs (France) and UNITAID
(2006).
40 USPTO (ed.), CLARK/PICCOLO/STANTON/TYSON ET AL. Patent Pools: A Solution to the Prob-
lem of Access in Biotechnology Patents? (2000), available at <http://www.uspto.gov/web/
offices/pac/dapp/opla/patentpool.pdf> (as of March 2008).
EBERSOLE/GUTHRIE/GOLDSTEIN, Patent pools as a solution to the licensing problems of
diagnostic genetics 17 IPTLJ 6 (2005).
2 I1d,at7.
4 Id., at note 65.
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by the observation of Ebersole er al. that diagnostic genetics tends to be suitably
focused for pooling.** The members of a diagnostic genetic patent pool would be
those patent holders who have essential and complementary patents on specific
genetic mutations. The pool would be administered by a body such as the ACMG.
The incentives for participation by patentees would be their participation in an
industry standard, mediated by a respected organization such as the ACMG and the
freedom to operate within the pooled patents, as well as the prospect of higher rev-
enues from participation in the pool.

9. The Impact of Competition Law upon Biotechnological
Licensing

There is, of course an inherent conflict between the exclusivity of intellectual
property rights and the freedoms sought to be guaranteed by competition law. Intel-
lectual property law is content to allow mild distortions in competitive market con-
ditions to realize long term benefits.

Licensing, like any commercial transaction could have anti-competitive effects
where competitors agree to divide markets, fix prices or limit output or where the
license has an exclusionary effect, for example where it excludes other potential
licensors of substitutable intellectual property; or facilitates the licensee’s accumu-
lation of market power in competing technologies.

The TRIPS Agreement in Article 40 provides examples of other potentially anti-
competitive license conditions. These include: grant-back provisions, which require
the licensee to license back improvements that it makes to the licensed intellectual
property; conditions preventing challenges to validity or coercive package licens-
ing. Other restrictive conditions include: price or quantity restrictions on the licen-
see; coercive reach-through provisions as well as coercive tying conditions, where
the patent holder includes non-patented products in the license.

Refusals to license patented biotechnology could affect competition within the
relevant market for the research tool, or within downstream markets for goods and
services developed using the tool.

In most cases, a patent will not confer market power on the patent holder
because there will be numerous substitutes available for the patented inven-
tion.

10. The Impact of Competition Law upon Patent Pools and
Cross-Licensing

The creation of patent pools was originally seen as an impermissible use of intellec-
tual property rights beyond what was required to incentivise innovation. The hostil-
ity of competition law to patent pools was reflected in the US Supreme Court deci-
sions in Standard Sanitary Manufacturing Co. v. United States® (1912) and

4 Id., at 10.
4 226U.S.20 (1912).
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Hartford-Empire Co. v. United States*® (1945) which struck down these patent
pools on the grounds that they were devices to fix prices. The pro-competitive
effects of patent pools, particularly in dealing with the transaction costs caused by
impenetrable patent thickets, caused the U.S. Department of Justice and the Federal
Trade Commission to issue Antitrust Guidelines for the Licensing of Intellectual
Property (‘IP Guidelines’).*” The IP Guidelines state that the pooling of IP rights is
pro-competitive when it:

(1) integrates complementary technologies,
(2) reduces transaction costs,

(3) clears blocking positions,

(4) avoids costly infringement litigation, and
(5) promotes the dissemination of technology.

The exclusion of firms from pools may be considered anticompetitive if:

(1) the excluded firms cannot effectively compete in the relevant market for the
good incorporating the licensed technologies,

(2) the pool participants collectively possess market power in the relevant market,
and

(3) the limitations on participation are not reasonably related to the efficient devel-
opment and exploitation of the pooled technologies.

The IP Guidelines indicate that anticompetitive effects may also occur if the pooling
arrangement deters or discourages participants from engaging in research and devel-
opment which is more likely ‘when the arrangement includes a large fraction of the
potential research and development in an innovation market.’*8

In its first review of a patent pool under the guidelines, the Justice Department
added a number of additional guidelines:

(1) the patents in the pool must be valid and not expired,

(2) no aggregation of competitive technologies and setting a single price for them,

(3) an independent expert should be used to determine whether a patent is essential
to complement technologies in the pool,

(4) the pool agreement must not disadvantage competitors in downstream product
markets, and

(5) the pool participants must not collude on prices outside the scope of the pool.*

4323 U.S. 386 (1945).

4; Available at <http://www.usdoj.gov/atr/public/guidelines/0558.pdf> (as of March 2008).

8 Id. at 29.

4 MPEG-LA Review Letter, supra note 12 (citing IP Guidelines, § 5.5) (affirming of the Motion
Picture Experts Group pooling of video systems patents) quoted in: Clark et al.,Patent Pools: A
Solution to the Problem of Access in Biotechnology Patents? (2000), available at
<www.uspto.gov/web/offices/pac/dapp/opla/patentpool.pdf> (as of March 2008).
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A review by the USPTO in December 2000 indicates that the guidelines have been
‘collapsed’ into two overarching questions:

(1) ‘whether the proposed licensing program is likely to integrate complementary
patent rights,” and

(2) ‘if so, whether the resulting competitive benefits are likely to be outweighed by
competitive harm posed by other aspects of the program.’>

This analysis addresses whether the patents to be licensed are essential to comple-
menting the central technology in the pool, the likelihood of collusion and the pos-
itive effects on innovation. This latter question involves a consideration of whether
the pool participants are required to license to each other essential patents they
obtain in the future.

The Australian Competition and Consumer’s Commission (ACCC) follows the
US approach in finding that patent pools and cross-licensing arrangements could
have either positive or negative implications for competition. The ACCC noted the
potential for price fixing, market sharing, or agreements among competitors without
any possible pro-competitive justification. It suggested that patent pools would be
less likely to raise competition concerns if:

— they combine complementary patents;

— licensing arrangements do not restrict access to the pool’s technology by com-
petitors, potential entrants, or third parties; and

— pooling arrangements do not facilitate sharing or access to competitors’ com-
mercially sensitive information in the relevant or downstream markets.>!

11. Conclusion

The assumption that patent protection incentivises innovation has never been con-
vincingly demonstrated, even in industrialized countries, although it underpins the
globalized intellectual property regime. An explanation for the steady increase in
patenting is the fact that the establishment of complex patent portfolios is increas-
ingly becoming a business strategy. Patent portfolios are aggregated as bargaining
chips in anticipation of dealings with competitors. This phenomenon has particu-
larly characterized high technology industries, such as those which are digitally or
biotechnologically based. This conduct has resulted in the establishment of patent
thickets which have not only presented a barrier to new research and development,
but which has also added considerably to the transaction costs of researchers. Tech-
niques for navigating through these patent thickets include cross-licensing and the
creation of patent pools.

Incidentally recognizing the fact that patenting has become a tool of competition
is the increasingly sophisticated involvement of the competition regulators with
these arrangements. At one extreme was the position taken by the US Supreme

50 1d., at note 32.
31 ALRC, supra note 13.
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Court which initially struck down these arrangements as devices for price fixing. At
the other end of the spectrum was the approach of the Australian competition
authorities which exonerated patent licensing arrangements as a special exception
to prohibitions against anti-competitive cartel arrangements.’> The position in both
countries has now harmonized around assessments of the actual competitive
impacts of patent pooling arrangements.

The role of patenting as a competitive tool has been noted by Professor Straus in
other biotechnology contexts, particularly the shift from plant variety rights protec-
tion to patenting, which has enabled plant breeders to avoid the broad research and
seed saving defenses which UPOV-based statutes would otherwise confer.>® At the
same time, he has noted that the patenting of biotechnological inventions is a way of
preserving the value in biodiversity and in allocating benefits to source communi-
ties.>* In both of these areas, further research is required to examine the extent to
which competition policy can preserve the benefits which patenting should secure.

%2 See Sec. 51 Para. 3 Trade Practices Act (1974).

33 See STRAUS, Measures necessary for the balanced co-existence of patents and plant breeders’
rights — a predominantly European view, paper presented at WIPO-UPOV Symposium on the
Co-existence of Patents and Plant Breeders’ rights in the promotion of Biotechnological devel-
opments (2002).

5% See STrauUs, Biodiversity and intellectual property, in: AIPPI (ed.), AIPPI Yearbook: XXXVII
Congress of the International Association for the Protection of Industrial Property (AIPPI),
Workshops I-VII, 99-119 (1998).



Circumventing the Debate over State Policy and
Property Rights: Section 3(d) of the Indian Patents Act
Law

Tanuja V. Garde”

1. Introduction

The development of patent law in India, more so than any other intellectual property
right, from the time of India’s independence to the present has paralleled the devel-
opment of industrial policy. Most recently seen in the debates over the patentability
of new forms, captured in the infamous Section 3(d) of the patent law, the tension
over ownership of property rights and the socialistic goals of the Indian constitution
is not new. Indeed this tension has primarily been associated with the expropriation
of agricultural lands from the zamindars, wealthy Indians that were often considered
as cronies of the British Raj. Neverless the issues in the patent context are similar.
Industrial policy battled with social policy, with the latter emerging as the victor, in
the debate over patent rights on medicines. The development and change in the pat-
ent laws had the most adverse impact, from a perspective of property rights, on inno-
vators of medicines, typically foreign enterprises. Interestingly, patents as a property
right per se was not the issue; as discussed below, in the 1970 amendments and then
later, in the amendments intended to implement the TRIPS Agreement, the patent
rights in other areas of technology were, for the most part, not singularly affected.
This article will discuss the development of patent law in India and attempt to
address how the construction of Section 3(d) and the Madras High Court’s decision
in the Novartis case effectively immunizes the provision from judicial review under
the rights afforded by the Constitution, thereby circumventing another protracted
debate over just compensation for the taking of property rights as a measure to fur-
ther the social policies outlined in the Constitution.

2. Industrial v. Social Policy: Patent Protection on Medicines

While India’s patent law is rooted in the system erected by the British prior to inde-
pendence, the amendments post-independence reflect the tension in India’s devel-
opment of industrial and social policies. In 1948, the government appointed a tech-
nical committee to review the relationship of patent rights to industrial development.
The report of the committee, the Justice Bakshi Tek Chand Report! proposed the use

The views expressed in this paper are solely those of the Author and are not to be attributed in
any manner to United States Trade Representative or the United States Government.

The interim report was issued in 1949. See Report of the Patents Enquiry Committee, 1948-50,
New Delhi: Govt. of India, Ministry of Industry and Supply, 1950.
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of compulsory licenses as a means to address abuses of the system. The recommen-
dations of the report were not codified.’

Subsequently, another technical committee, led by Shri Justice N. Rajagopala
Ayyangar, was charged with the review of the patent laws. While the report of that
committee acknowledged that the purpose of the patent laws is to promote the
industrial policy of encouraging technological advancement, it noted that these pur-
poses would not be achieved when applying a patent system to an underdeveloped
country. Quoting the Interim Report, the Ayyangar Report noted:

[T]he Indian Patent system has failed in its main purpose, namely, to stimulate
invention among Indians and to encourage the development and exploitation of new
inventions for industrial purposes in the country so as to secure the benefits thereof to
the largest section of the public.’

The report focused on innovation among the domestic population and described the
disproportionality of patent grants between domestic and foreign proprietors, with
the ratio favoring the latter.* Focusing heavily on chemical products, the Report
reasoned that process patents were more conducive to industrial progress as they
would eliminate the product patent owners’ monopoly over the development of new
processes.’ The report made several recommendations, some of which were aimed
at subordinating patent rights to public health considerations.® The Patents Act
19707 followed these suggestions by recognizing both process and product patents,
with the latter not being available for inventions relating to food, medicine or drugs
or chemicals produced by a chemical process.® Furthermore, a patent claiming the
method or process of manufacturing a substance for use as a food, medicine or drug

A bill was introduced but lapsed when the lower House, the Lok Sabha, was dissolved.

N. RAJAGOPALA AYYANGAR, Report on the Revision of the Patent Law, Government of India
(1959).

Indeed, it was shown that the number of patent applications filed from 1949-1958 was 143%
greater than the number of applications filed from 1930-1939. However, the number of patent
applications filed by Indians remained proportionally the same. Moreover, 91% of patents in
force as of January 1, 1958 were owned solely by foreigners.

The concerns over foreign ownership were visible here as the percentage of patent applications
relating to drugs and pharmaceuticals increased from 92% to 95% in the ten years following
independence.

The first and fourth recommendations are as follows:

(1) defining with precision inventions which should be patentable and by rendering unpatenta-
ble certain inventions, the grant of patents, to which will retard research, or industrial progress
or be detrimental to national health or well-being; ...

(4) by providing special provisions as regards the licensing of patents for inventions relating to
food and medicine

7 Act 39 of 1970.

Section 5 of the 1970 Patents Act. In the case of inventions —

(a) claiming substances intended for use, or capable of being used, as food or as medicine or
drug,

(b) or relating to substances prepared or produced by chemical processes (including alloys,
optical glass, semi-conductors and inter-metallic compounds)

no patent shall be granted in respect of claim for the substances themselves, but claims for the
methods or processes of manufacture shall be patentable.
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benefited from a shorter term of seven years from the date of filing or five years
from the date of grant as compared to other inventions, where the term was reduced
to fourteen years.’

The committee’s work, the report, and the subsequent amendments to the patent
laws were concurrent with other issues regarding property rights that were taking
place in India.

3. Constitutional Debates: ‘Takings’ of Private Property Rights

The debates surrounding the ability of the government to expropriate property
rights in furtherance of the social policy were present at the drafting of the Consti-
tution. In 1948, the Union Cabinet adopted a resolution that decried the rights of the
government to acquire industrial property, but noted that ‘compensation will be
awarded on a fair and equitable basis.”'° The question of compensation was subject
to much debate, and in particular with respect to the role of the courts in determin-
ing the compensation. However, the focus of the debate was on the expropriation of
land, with Prime Minister Nehru clarifying that ‘if and when foreign enterprises are
compulsorily acquired, compensation will be paid on a fair and equitable basis as
already announced in the Government’s statement of policy.”!! This resolution illus-
trated that the intent of the drafters was that the central government take an active
role in the development of industry. While the focus was heavily on agricultural
productivity and food distribution, as a result, intellectual property was placed on
the Union List, i.e., the list governing the matters for which the central government
can make laws.

Expropriation of property rights again came to the forefront of Parliamentary
debate in the 1970s when there was an attempt by the ruling Congress party to sub-
ordinate property rights to the Directives on State Policy in Article 39 (c) of the
Constitution. In the context of Article 38, which directs the government to ‘secure a
social order for the promotion of welfare of the people’, the provisions provide that:

The State shall, in particular, direct its policy towards securing ...

(c) that the operation of the economic system does not result in the concentration of
wealth and means of production to the common detriment;

The attempts by the Parliament to move property rights out of the fundamental
rights and into the Ninth Schedule, thereby immunizing it from judicial review, gave
rise to a protracted legal debate and forced a confrontation between the authorities

The changes had their intended effect: the total number of applications dropped by half in the
first five years following the amendments; interestingly, while the percentage of patent applica-
tions by foreigners decreased substantially; there was no significant difference in the number of
applications filed by Indians.

GOVERNMENT OF INDIA, Resolution on Industrial Policy, No. 1(3) — 44(13)/48, dated April 6,
1948.

CONSTITUENT ASSEMBLY OF INDIA (Legislative Debates), Vol. IV, No. 1 of April 6, 1949, 2386.
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and mandates of the legislative and judicial branches of the government. In these
debates, Prime Minister Indira Gandhi asserted that:

It is unacceptable to us that a few should skim the cream of social investments,
defrauding society as a whole ... The whole idea of private profit at the cost of the
common man is repugnant to me, to my party, and, I think, to the nation.'?

The Ninth Schedule was created to contain acts that were deemed valid prospec-
tively and retrospectively notwithstanding anything in the Constitution. It has been
noted that Chief Justice P.B. Gajendragadkar described the Indian Constitution as
the only one containing a ‘provision providing for protection against itself.”!?
Amendments related to the regulation of monopolies and restrictive trade practices
were also added to the Ninth Schedule. Ultimately, the ‘fundamental right to
acquire, hold and dispose of property’ under Article 19f was later removed and Arti-
cle 31 which provided for just compensation in the case of government taking of
property was repealed. Instead, the right to property became a legal right under Arti-
cle 300A and ultimately, these rights became subordinate to the Directives on State
Policy.'

4. India’s Accession to the WTO: Implementation of the TRIPS
Agreement

The Agreement on the Trade Related Aspects of Intellectual Property Rights (here-
inafter “TRIPS’) changed the landscape for protection of intellectual property and,
in particular for India, its implementation was subject to much domestic opposi-
tion.!> During the negotiations, there were not only North-North differences but
also North-South discordance, particularly with respect to compulsory licensing of
patents. Indeed, a group of developing countries, including India, argued for com-
pulsory licensing of patents and exceptions to patentability:

As regards Part II, Section 5, patents, ... reaffirmed the vital importance to developing
countries of the possibility of exclusion of certain products and processes from
patentability on grounds of public interest, health or nutrition as provided in Article 28.'6

Lok Sabha Debates, Fifth Series, vol. 9, no. 12. For a detailed analysis of the debates, see
AUSTIN/GRANVILLE, Working a Democratic Constitution (Oxford University Press 1999, rep.
2007).

See AUSTIN/GRANVILLE, id. at 85.

' But see Minerva Mills Ltd v. Union of India, et. al., 1981 (1) SCR 206

Though India is an early signatory member to GATT, during subsequent negotiation rounds,
there was a sense that GATT favored the developed, rather than developing, countries. In 1958,
a committee reviewed the functioning of GATT and concluded in its final report, known as the
Haberler Report, that developing countries faced an unbalanced system, which led to the
establishment of the United Nations Conference on Trade and Development. See SIDDIQUY/
JAMSHED, GATT: The Indian Paradigm in: GUPTA (ed.), GATT Accord and India (1994). As a
result, Article XXX VI in Part IV was implemented, recognizing that a country’s stage of devel-
opment should be a factor when determining its treatment under the Agreement.

16 See GERVAIS,The TRIPS Agreement — Drafting History and Analysis 20-21(2nd ed. 2003)
(citing documents MTN.GNG/NG11/25 and MTN.GNG/NG11/27).
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In addition, the developing countries argued for a working standard to be incorpo-
rated in the agreement.!” Hence it was made apparent that compromises were going
to be difficult to reach and negotiations would be arduous. Consequently, the Dunkel
Draft was circulated and proposed, with respect to patents, that patentability be
available for inventions in all fields, with a possible exception for plants and ani-
mals. The execution of the Uruguay Agreement was finalized in Geneva on Decem-
ber 15, 1993.

India, as a developing country, was strongly opposed to the text, despite the
allowance of a transition period. In September of 1993, delegates from the National
Working Group on Patent Laws (India), the Indian Drug Manufacturers Association
and groups from other developing countries, submitted a declaration and statement
expressing concern of the impact of TRIPS on industry, science and technology
worldwide. Specifically, they declared that ‘governments must reject the proposals
to impose a monopolistic patent regime’ and that the scope of subject matter that
can be patented should remain a sovereign right. India was also concerned about
limitations on compulsory licensing, particularly in cases where a patent was not
being worked in the country.'® The statement was issued to support the declaration,
and noted that it is essential for developing countries in particular that:

(a) the supremacy of national laws of patent protection be maintained in particular for
adopting measures necessary to protect public health and nutrition and to promote
public interest in sectors of vital importance to their socio-economic and technological
development;

(b) in their national laws on patent protection, the developing economies must balance
rights granted to outside technology owners with adequate obligations on them. Only
then will they obtain much needed technology under fair terms and conditions in
conformity with their public interest requirements ..."

This position reflects the bias against industrial development and assumes again that
property rights subvert the promotion of public health.

17" Article 30 on conditions and obligations of patent owners, should ... clearly specify that work-
ing the patented invention in the country of grant was one of the obligations of the patentee.
Such working was an essential element upon which the patent system was based, and was part
of the balance between the interests of patent owners and those of the country undertaking to
protect inventions.

See WORKING GROUP ON PATENT LAWS, New Delhi Declaration on the Patent Regime Pro-
posed in the Draft Final Act of the Uruguay Round of GATT Negotiations, September 2 to 4,
1993, in: International Conference on Patent Regime Proposed in the Uruguay Round (1993).
WORKING GROUP ON PATENT LAWS, id. Interestingly, the position of India did not attract more
developing countries in large part because the others had already made substantial steps
towards international integration. Rather, most developing countries at this time had realized
that a liberal world trading order was necessary for their domestic reforms to bear fruition. See
INSTITUTE FOR INTERNATIONAL ECONOMICS, Reintregating India with the World Economy,
available at <http://www.iie.com/publications/chapters_preview/98/3iie2806.pdf> (as of May
2008).
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Nevertheless, in 1995, India became a member of the World Trade Organiza-
tion, and was obligated to amend the patent laws to comply with the provisions of
the TRIPS Agreement, though India was given a grace period of five additional
years to comply and an additional five years to amend its patent laws to provide for
pharmaceutical product patent protection. As India failed to provide means to pro-
tect such inventions during the transition period, illustrating its first attempt to not
give full effect to the provisions of the TRIPS Agreement, the United States
requested a WTO Dispute Settlement Panel, maintaining that India did not provide
a process for filing pharmaceutical product applications and did not provide for
exclusive marketing rights during the five year transition period, as was required by
Article 70 of the TRIPS Agreement.”

The WTO panel ruled that India failed to comply with its TRIPS obligations. In
its reasoning, the panel pointed out that a means for filing applications directed to
pharmaceutical and agricultural chemical products was required during the transi-
tion period as such applications must be examined after the expiration of the period
and if all requirements for patent protection are met, a patent must be afforded.
Moreover, the developing country must provide for a means of exclusive marketing
rights (‘EMRs’) during this transition period.?!' In the end, the Panel found that the
lack of legal security in the operation of the mailbox system rendered it inadequate
to serve the purpose of Article 70.8 and that its failure to notify the Council on
TRIPS of the legal basis of India’s assertion that it had an effective system for
receiving patent applications constituted a failure to comply with the transparency
obligations under Article 63.

With respect to EMRs under Article 70.9, India was required to amend its laws
no later than April 19, 1999.%2 The Patent (Amendment) Act of 19997 followed this
ruling, allowing for mailbox applications for product patents and introduced the
concept of exclusive marketing rights for five years for pharmaceutical and agricul-
tural products, where a claim for such product was already patented in a Convention

20 U.S. companies had filed 27% of the applications directed towards pharmaceutical and agricul-

tural chemical products.

These systems were required to be in place as of January 1, 1995, even though for some coun-

tries, such as India, product patent protection for pharmaceutical and agricultural chemical

products need not be available until January 1, 2005. Further, as the central object and purpose

of Article 70.8 is to preserve novelty and priority rights, there must be a sound legal basis for

the filings that protects the legitimate expectations of other WTO members.

See WTO Panel Report, India — Patent Protection for Pharmaceutical and Agricultural Chemi-

cal Products, WT/DS50/R (97-3496) (September 5, 1997); see also WTO Appellate Report,

India — Patent Protection for Pharmaceutical and Agricultural Chemical Products, WT/DS50/

AB/R (97-5539) (December 19, 1997)(upholding the Panel’s conclusions regarding Articles

70.8 and 70.9).

23 See The Gazette of India, No. 22, New Delhi (March 26, 1999)(available at http://ipindia.nic.in/
ipr/patent/patact_99.PDF).

21

22
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country.>* Not surprisingly, EMRs were not readily granted and indeed the first
EMR granted was the subject of a recent dispute.?

India’s further amendments to the patent law in 2002 and 2005 were subject to
much controversy, suggesting a greater degree of organization and awareness by the
public of the implications of WTO accession. Legislation bringing the patent laws
in line with TRIPS had to take effect as of January 1, 2005 for India not to be vio-
lating its obligations. However, as late as December 23, 2004, the last day Parlia-
ment was in session for the year, no legislation was introduced due to differences in
the ruling coalition, which was struggling under pressure from leftist allies and seg-
ments of the manufacturing industry.?® The primary concerns stemmed from a new
law’s effect on the pharmaceutical industry. A balance needed to be struck between
activists, industry and the political parties. At that time, the support of the Commu-
nist party was critical to the survival of the ruling coalition.?’ The debate focused on
the effect of patent protection for medicinal products; however, while the issue sym-
bolized health care implications for a large poverty centric population, it is impor-
tant to note that there was also a recognition that such an amendment would reduce
the significantly high profits enjoyed by domestic generic drug manufacturers and
potentially render tens of thousands of people in this industry unemployed.?® Propo-
nents of the amendments maintained that the changes would spur innovation, attract
foreign investment, and improve overall access to new drug technologies.

Despite India’s obligations, the public opposition to providing patent protection
for pharmaceutical products proved to be somewhat successful. In particular, the

24 See Patents (Amendment) Act, 1999 Section 24B:

(1) Where a claim for patent covered under sub-section (2) of section 5 has been made and the
applicant has —

(a) where an invention has been made whether in India or in a country other than India and
before filing such a claim, filed an application for the same invention claiming identical article
or substance in a convention country on or after the 1°' day of January, 1995 and the patent and
the approval to sell or distribute the article or substance on the basis of appropriate tests con-
ducted on or after the 1 day of January, 1995, in that country has been granted on or after the
date of making a claim for patent covered under sub-section (2) of section 5; or

(b) where an invention has been made in India and before filing such a claim, made a claim for
patent on or after the 1 day of January, 1995 for method or process of manufacture for that
invention relating to identical article or substance and has been granted in India the patent there-
fore on or after the date of making a claim for patent covered under sub-section (2) of section 5,
and has received the approval to sell or distribute the article or substance from the authority
specified in this behalf from the Central Government, then, he shall have the exclusive right by
himself, his agents or licensees to sell or distribute in India the article or the substance on and
from the date of approval granted by the Controller in this behalf till a period of five years or till
the date of grant of patent or the date of rejection of application for the grant of patent, which-
ever is earlier.

3 See infra notes 33-42 and accompanying text.

% See RAJESH MAHAPATRA, ‘India Struggles with Patent Reform’, Financial Times December 26,
2004.

27 See id. (noting that the Communist party insisted on parliamentary debate on the issue: ‘If there
is an ordinance that fails to address our concerns, the government will be in trouble.” (quoting
Nilopat Basu, a Communist politician)).

B See id.
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Patents (Amendment) Act of 2005% also broadened the classes of inventions that
are not patentable, and subjected patents related to pharmaceutical chemicals to a
higher burden.*

5. Section 3(d) of the Patents Act

Section 3(d) of the Patents Act provides that the following does not constitute an
invention under the patent law:

The mere discovery of a new form of a known substance which does not result in
increased efficacy of that substance or the mere discovery of any new property or new
use for a known substance or of the mere use of a known process, machine or
apparatus unless such process results in a new products or employs at least one new
reactant.

Explanation: For the purposes of this clause, salts, esters, ethers, polymorphs,
metabolites, pure form, particle size, isomers, mixtures of isomers, complexes,
combinations and other derivatives of known substance shall be considered to be the
same substance, unless they differ significantly in properties with regard to efficacy.

Section 3(d) was added on the floor of the Lok Sabha and was motivated by a con-
cern of ‘ever-greening’ of patents by multi-national corporations as well as access to
medicines. Citing Glivac as an example, Parliamentarian Suresh Kurup expressed
concern to Minister Kamal Nath of the Ministry of Commerce and Industry that a
new form of a known compound may benefit from patent protection.’! In his
response, Minister Nath noted that there is no question of ‘evergreening’ in view of
Section 3(d).*? Characterizing this type of innovation, termed often as incremental
innovation, as ‘evergreening’ highlights the intent of the Parliament to ensure no
property rights are available for new forms, efc., per se, without an additional show-
ing of improvement, thereby maintaining that pharmaceutical patent rights should
be subordinate to public health concerns. Indeed, the term ‘evergreening’ itself has
been used to maintain that double patenting should not be allowed, an argument that
is valid in its intent but inaccurate in its assumption. That previously patented tech-
nology falls into the public domain upon expiration of the patent was apparently not
recognized or understood during the debates over the 2005 Amendments and thus
public health concerns over a concept that is based on a false assumption appears to
have swayed the Parliament.

2 See The Gazette of India, No. 18, New Delhi (April 5, 2005)(available at http://ipindia.nic.in/
ipr/patent/patent_2005.pdf)

30 See Section 3(d) Patents (Amendment) Act of 2005.

31" See Novartis AG v Union of India (Affidavit of Petitioner) (w.p.no.24759 of 2006), dated May
17, 2006.

32 Seeid.
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5.1 The Novartis EMR cases

Novartis filed a patent application in 1998 and applied for an Exclusive Marketing
Right (EMR) pending the grant of its patent. Novartis received the EMR in 2003;
subsequently, though possibly coincidentally, the Comptroller General who granted
the EMR to Novartis was fired.>> Soon thereafter, Novartis sought an injunction to
stop defendant Adarsh Pharma from infringing its EMR. The Madras High Court
granted injunctive relief ex parte in January 2004. The defendant appealed arguing
that the invention was not novel but also argued that the plaintiff tried to create ‘a
monopoly and to take the entire profits out of the sale of drugs ... adversely affecting
the interest of the patients in India.”** The defendant then pointed out the difference
in the cost of the drugs, stating that the patented drug was seventeen times more
expensive than its generic version and that in ‘India, being a poor country, many
cannot afford to buy the plaintiff’s product and ultimately, they would die
untreated.” The court rejected this argument. After going through a lengthy and
detailed discussion on the validity of the EMR, the court noted that ‘when the Stat-
ute protects such rights, in my opinion, the balance of convenience loses its signifi-
cance, especially when the parties in opposition do not have a legal ground in their
favour at this stage.” The court further noted that the government has a right to fix
the price of at which a drug with an EMR can be sold.*® In the end, the court upheld
the injunction. This decision was not received favourably by the public, as there was
a general mistrust of patents on pharmaceuticals, believing that patents grant a
monopoly and render life-saving medicines out of reach of the majority of the
people.

A few months later, the Bombay High Court considered another action by
Novartis that sought an injunction against Mehar Pharmaceuticals.>® Here, again the
defendants submitted that the drug under patent is a life-saving drug and the only
drug in the market capable of combating blood cancer. The defendant noted that
nearly 30,000 patients are afflicted with the disease and about 10 patients die every
day. Interestingly, the defendant also noted that there is a lack of manufacturing
capacity by the patentee to accommodate this demand; moreover, the issuance of an
injunction would ‘stifle all avenues of supply of this life-saving drug and leave the
patients at the mercy of the erratic and costly supply by the plaintiffs.”” It was fur-
ther pointed out that the plaintiffs do not manufacture the drug in India but rather
that it is imported from Switzerland and that the defendant manufactures and sells

33 See NAREBDRANATH, ‘Patents’ controller fired over EMR to Novartis’, Economic Times, Sep-

tember 7, 2004, available at <http://economictimes.indiatimes.com/articleshowarchive.cms?
msid=842919> (as of May 2008).

3% Novartis AG v Adarsh Pharma, 2004(3)CTC95 (High Court of Madras, April 28, 2004).

35 See Novartis AG v Adarsh Pharma, id. (citing Section 24-D of the Patents (Amendment) Act
1999).

3 See Novartis AG v Mehar Pharma, 2005 (3)BomCR 191 (High Court of Bombay, December
23,2004).

3 1d.
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the product in India and received in excess of Rupees 10 crores®® (approximately
$2.5 million (USD)). The defendants pointed to their charity programs for delivery
of the medication.

The court denied injunctive relief. In its reasoning, the court first pointed out
that there were questions regarding the validity of the patent. Then the court noted
that the balance of convenience was in favor of the defendant because the drug was
a life-saving drug and it was an imported drug. The concern of the court was that
though the plaintiffs stated they would meet the demand, because it was imported, if
there was a problem in the international transport system, then the plaintiffs could
not make the drug available in the required quantity, which would be disastrous.
Moreover, an injunction would cause the defendant to dismantle its manufacturing
system and thus if there were a problem with the international transport system, then
the patients would not receive their medicine. Interestingly, this was a drug that the
defendant noted affected .003% of the population — this was not, e.g., an anti HIV
drug or a malaria drug or a drug for another prevalent disease. Thus, more than the
availability of this particular medicine, it appears more likely that the court was
making a statement about the patentability of life-saving pharmaceuticals. This case
set an important precedent. It appears that the court attempted to legitimize a provi-
sion that was crafted with the primary intent of appeasing public opinion.

The following month, the High Court of Madras issued its opinion in another
case brought by Novartis. In Intas Labs Pvt. Ltd. v. Novartis A.G.,* the court
referred to the case earlier decided by the High Court but in this case, it noted that
the public interest factor merits serious consideration, ‘particularly in the case of
[the] supply of medicines for Chronic Myeloid Leukaemia.’*” In this case, the court
upheld the injunction but only upon the patentee’s proposal of a supply and pricing
arrangement for the drug.*! Interestingly, neither court appeared to consider the
profits the defendants made through the manufacture and sale of the drug.

5.2 The Novartis Patent Application

In 2005, the mailbox ‘opened’ and the application was examined. The Madras pat-
ent office rejected the patent application, based primarily on the newly amended
Section 3(d) of the Patents Act. The Patent Office stated that the invention was only
anew polymorphic form of a known compound and that the properties did not differ
significantly with regard to efficacy. Novartis challenged the ruling of the Patent
Office, arguing that the patent is valid under Section 3(d) and alternatively, that Sec-
tion 3(d) is not valid under the Constitution and is not consistent with the TRIPS
Agreement. The court, recognizing the importance of the question, appointed a two-
judge panel. A few weeks before the High Court rendered its decision, the Govern-
ment of India appointed a patent technical expert to the Intellectual Property Appel-

38 One crore is equivalent to ten million rupees.

3 Intas Labs Pvt. Ltd. v. Novartis A.G,, 2005(1)CTC27 (High Court of Madras, December 20,
2004)

0 Iq.

4 1a.
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late Board (IPAB), thereby making it functional to hear appeals from the patent
office. As the Novartis case dealt with two issues, i.e., the rejection of the applica-
tion under Section 3(d) and the validity of Section 3(d), the case was separated with
the question of patentability under Section 3(d) appealed to the IPAB. Interestingly,
the technical expert the government appointed to the IPAB was the former Control-
ler General of the Patent Office when Novartis’ application was rejected. Novartis
challenged this move as creating a conflict but during the hearings, the Government
of India proposed using a two-judge panel, not including the technical expert previ-
ously appointed. A generic manufacturer of Glivec, Natco, challenged this move up
to the Supreme Court. The Supreme Court agreed with Natco and issued a stay
order effectively halting the hearing before the IPAB.

There is a possibility that the government considered the decisions of Madras
High Court in the Novartis EMR cases when it appointed the former Controller
General to the IPAB in part to avoid a narrow interpretation of Section 3(d). Around
the same time, the Report of the Technical Committee headed by Dr. R.A.
Mashelkar was issued, which promoted incremental innovation and suggested
guidelines for the applicability of Section 3(d). This report was quickly withdrawn,
with the government citing technical reasons, and another report was expected to
issue in the next few weeks.*? It is curious whether the timing of the move to the
IPAB would have been different had the High Court of Bombay been charged with
the appeal.

In the meantime, the High Court of Madras delivered its opinion as to whether
Section 3(d) violated the Constitution or was inconsistent with the TRIPS Agree-
ment.*> The court held that the language was not arbitrary or vague and therefore
was not in violation of Article 14 of the Constitution and moreover that declaratory
relief under Article 226 of the Constitution on the ground that Section 3(d) violated
TRIPS could not be granted as such relief would not be a basis for the patentee to
claim relief at a later stage, a requirement for declaratory relief under Article 226 to
be granted. Finally, when faced squarely with the issue of jurisdiction of the consist-
ency of the amendment with the treaty the law was amended to implement, the
Court refused jurisdiction, noting the question of TRIPS consistency should be
answered through the dispute settlement mechanism of the WTO.

6. Conclusion

The constitutional issue is a curious one. Novartis argued that the language was
arbitrary or vague, thereby violating Article 14 of the Indian Constitution, and that
without guidelines, there would be no standard for application of the provision by
patent examiners.** While weak, in view of the Constitution’s diminishing value of
property rights, this may have been the only hook to maintain a constitutional ques-
tion that deserved some, albeit little, review. Interestingly, prior to the examination

42 To date, the report has not been published.
4 See Novartis AG v Union of India, (2007) 4 MLJ 1153 (High Court of Madras, August 6, 2007).
44 .

See id.
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of the application in the mailbox, the courts sought to balance some aspect of the
property right, in the form of an exclusive marketing right, with the idea of just
compensation. Pending the determination of the scope of Article 3(d), or perhaps
even thereafter, there is some question as whether courts will involve themselves in
price determinations and compensation as a basis to uphold or deny temporary
injunctive relief, similar to their approach with respect to exclusive marketing
rights, and avoid making a preliminary determination of validity or invalidity under
Section 3(d) at the interim injunction stage.

On the other hand, Parliament’s inclusion of Section 3(d) in the article directed
to unpatentable inventions arguably precludes the question of any taking of property
rights, as it is arguable that no property is being taken. There is little doubt that
India’s approach is based upon a public health perspective, namely the concern that
absent such provision, the law would allow ‘evergreening’ or an extension of a pat-
ent protection through multiple patents on the same invention. Some have argued
that Section 3(d) is acceptable under the TRIPS agreement through the recognition
in the Doha Declaration of flexibilities in the TRIPS Agreement.

It is unclear, however, why, in light of changes to the laws to provide pharma-
ceutical patent protection, Section 3(d) is necessary if the intent was to promote
access to medicines. In other words, inclusion of this provision raises questions as
to the purpose of limiting the scope of property rights particularly considering other
measures available in the patent law to use the property if a public health issue
arises. Further, concerns about ‘evergreening’ could have been addressed by
describing efficacy as one of several factors when determining inventive step.*’
Accordingly, it is possible that section 3(d) was added not merely to protect against
such ‘evergreening’ but rather to limit the ability to obtain adequate remuneration
by narrowly construing what constitutes an ‘invention’ under the TRIPS Agree-
ment.

Ultimately, in constructing Section 3(d), Parliament effectively limited the abil-
ity to obtain property rights in incremental pharmaceutical innovation, where cur-
rently the bulk of pharmaceutical research and development occurs, including med-
icines that may be more effective in tropical climates, such as heat stable forms, but
not necessarily more efficacious. The absence of a legal property right effectively
circumvents a battle over a determination of just compensation or equitable remu-
neration, as required when issuing a compulsory license. Yet, by denying any prop-
erty right in such an invention, Parliament invites scruting of the laws with respont
to TRIPS compliance, including whether Section 3(d), by attempting to define
‘invention’ in a manner that avoids the grant of property rights in certain technolog-
ical fields, violates the obligation to make available patents in all fields of inven-
tions,*® and, consequently, further debate on the role of the Directives on State
Policy with respect to protections for property rights under the Constitution of
India.

4 See F. Hoffmann-La Roche Ltd v. Cipla, I.A. 642/2008 (High Court of Delhi, March 19,
2008)(where the court considered inventive step when analyzing Section 3(d)).
4 See TRIPS Agreement Article 27.
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1. Introduction

Patents, economic monopolies granted for a limited period of time, are generally
considered by the world wide industry as an important tool for returning invest-
ments into new technologies to further develop them up to a level on which society
can profit from them. Such patents are also particularly important in the pharmaceu-
tical area. It is currently understood that the development of a pharmaceutical until
its introduction into the market costs about $1.7 billion. Thus, it is straight forward
that optimization of medical care strongly depends on the patentability of research
based technical contributions in the pharmaceutical area. In this context, it should
also be mentioned that 99.9% of the tentatively useful pharmacologically active
compounds for which there has been proof of concept eventually fail. The average
success rate of those compounds that make it into clinical trials is only 11%. This
continuous searching for the needle in the haystack makes it a challenging task to
operate a pharmaceutical company steadily on a profitable level, something that
tends to be forgotten in academic debates about patenting pharmaceutical inven-
tions.

In the United States, in Japan and in the contracting states of the European Pat-
ent Convention it is customary practice to grant compound protection for lower
molecular weight organic compounds, proteins and antibodies, to mention a few.
This even applies to Germany, France and Italy after the amendment of their
national Patent Acts in light of Directive 98/44/EC of the European Parliament and
of the Council of July 6, 1989 on the Legal Protection of Biotechnological inven-
tions. Examples of successful drugs based on lower molecular weight organic com-
pounds are Clodronate and Ibandronate (for osteoporosis), Atorvastatin and Symv-
astatin (fat metabolism disorders) and Olanzapine (schizophrenia). Examples of
successful drugs based on recombinant proteins are Somatotropin (human growth
hormone for GH deficiencies), Epoetin (erythropoietin for anemia) and Filgastin/
Lenograstim (G-CSF for recovery from neutropenia). Finally, examples of success-
ful drugs based on antibodies developed relying on genetic engineering are Hercep-
tin (metasstatic breast cancer), Avastin (colorectal cancer) and Mylotarg (acute
myeloid leukemia).

In the patent area we historically distinguish between compound patents, first
medical use patents and second medical use patents.

Compound patents often come first. However, mostly a patent application is
filed for a compound because it has pharmaceutical relevance. Other patent applica-
tions deal with situations where a compound has already been patented and has been
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publicly available when it is discovered that it can be used for the treatment of a dis-
ease. In both cases, the pharmaceutical value of the compound can be protected by
“first medical use claims’ in a patent in the US, Japan and in Europe.

In another frequent scenario the respective compound as well as its usefulness
for treating one or more diseases have been known in the art when it is discovered
that it can be used for treating a further disease. This is called a ‘second medical use
invention’. A classical example is acetyl salicylic acid, the active compound con-
tained in, e.g., Aspirin®. First, it was used to treat pain, e.g., headache. Then it was
discovered that it can also be used as a prophylaxis for cardiovascular diseases. In
this example another patent could hypothetically be granted if properly limited to
taking the known compound for treating the other, new disease. Frequently, the
‘second medical use’ is the first commercially really successful use.

Further to the possibility to protect the mentioned innovations by patents, there
is the option to achieve collateral protection by Supplementary Protection Certifi-
cates (SPCs),! data protection/market exclusivity® and, e.g., orphan drug?® and pedi-
atric regulations.* Given the above discussed challenges for the industry working in
this area of pharmaceutical technology, this protection in addition to the available
network of compound patents and first and second medical use patents is entirely
justified to create a fair chance for return of investment while selling the corre-
sponding drugs for a reasonable price. It has to be understood that even given these
additional tools for providing a monopoly, the last 15 blockbuster drugs only had an
average market exclusivity of 13 years.

Europe is one of the most important global markets. In the meantime the heart of
Europe has a unified patent system that is based on the European Patent Convention
(EPC). As of January 1, 2008, there have been 34 contracting states.’ The EPC has
been in force since October 7, 1977. Its executing organ, the European Patent Office
(EPO) has accepted European patent applications since July 1, 1978. After more
than 20 years of practicing this EPC, the EPC1973, its users and the EPO had devel-
oped a strong interest in refining the EPC. The working project was called
‘EPC2000’ and, finally, EPC2000 was put into force by the signature of the required
15 contracting states on December 13, 2007. Besides many changes in procedural
issues, the introduction of centralized European limitation proceedings and the
introduction of a possibility for a further appeal against decisions of the Appeal
Boards to the Enlarged Board of Appeal, there have been major changes in the EPC
that are relevant for patenting and enforcing intellectual property in the pharmaceu-
tical area.

Before we turn to the amendments in the EPC by EPC2000 and to some of their
consequences, we would like to congratulate Professor Straus to his birthday and

Regulation 1768/92.

Article 10(1) of Directive 83/2001 (as amended).

Article 8(1) of regulation 141/2000.

Article 36(1) of regulation 1901/2006.

List of contracting states: AT, BE, BG, CH, CY, CZ, DE, DK, EE, ES, FI, FR, GB, GR, HU, HR,
IE, IS, IT, LI, LT, LU, LV, MC, MT, NL, NO, PL, PT, RO, SE, SI, SK, TR. The extension states
are: AL, BA, MK, RS.

[ N
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thank him for all the conversations, debates and discussions we had throughout the
years!

2. Patenting Scenarios

2.1 The Changing Legal Background and its Consequences for
Claiming Medical Use Inventions

2.1.1 First Medical Uses: Patentable Already Under the Old EPC (EPC1973)

The first relevant stipulation for patenting first medical uses under the old EPC1973
was Article 52(4):

Methods for treatment of the human or animal body by surgery or therapy and
diagnostic methods practised on the human or animal body shall not be regarded as
inventions which are susceptible of industrial application within the meaning of
paragraph 1. This provision shall not apply to products, in particular substances or
compositions, for use in any of these methods.

The second relevant stipulation for patenting first medical use inventions in the
EPC1973 was Article 54(5):

The provisions of paragraphs one to four shall not exclude the patentability of any
substance of composition, comprised in the state of the art, for use in a method referred
to in Article 52, paragraph 4, provided that its use for any method referred to in that
paragraph is not comprised in the state of the art.

Thus, while methods for the treatment of the human or animal body were unpatent-
able, the patentability of first medical use inventions was specifically established by
Article 54(5) EPC1973 as it established that there would still be novelty for first
medical use inventions even if the compound that is used for the ‘first medical use’
was already known in the art. Accordingly, the corresponding claim options were
available:

Compound X for use as an active pharmaceutical substance.
or

Pharmaceutical composition comprising compound X and, optionally, a
pharmaceutically acceptable carrier and/or diluent.

While there has been a plethora of decisions dealing with when first medical use
inventions are patentable, T 128/82, ‘Pyrrolidine derivativessHOFFMANN-LA
ROCHE’ ° has been a pioneering one indicating that the inventor of a first medical
use is entitled to a scope of claims covering all therapeutic uses, i.e., it is not required
to limit such claims to the actual first medical use that was discovered.

6 All EPO decisions cited herein are available from, e.g., the EPO homepage, from Gewerblicher

Rechtsschutz und Urheberrecht, Internationaler Teil (GRUR Int.) or from IIC.
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Article 54(5) EPC1973 was editorially amended in EPC2000 and became Arti-
cle 54(4) EPC:

Paragraphs 2 and 3 shall not exclude the patentability of any substance or composition,
comprised in the state of the art, for use in a method referred to in Article 53(c),
provided that its use for any such method is not comprised in the state of the art.

2.1.2 Second Medical Uses: How Jurisprudence Created Patentabililty Under
the EPC1973

The EPC1973 did not contain any specific stipulation in the body of its law that
would have provided direct guidance for the circumstances under which second
medical uses would be patentable and, if so, how corresponding claims could be
practically drafted. It did not really come as a surprise that already in the early days
of the EPO’s activities, there were applicants who vigorously requested the grant of
second medical use patents. Thus, as early as in 1983, there were already three par-
allel cases pending before the Enlarged Board of Appeal of the European Patent
Office (EBA) that dealt with the patentability of second medical use inventions:
G 1/83, ‘Second medical indication/BAYER’, G 5/83, ‘Second medical indication/
EISAI’ and G 6/83, ‘Second medical indication/ PHARMUKA’. The result of the
sophisticated legal debates documented in these decisions was that under EPC1973
second medical use contributions were patentable, but only when claimed by a so-
called ‘Swiss-type-of-claim’:

Use of compound X for the preparation of a pharmaceutical composition for treating
or preventing disease Y.

2.1.3 Second Medical Uses: EPC2000 Directly Provides for Their
Patentability

As pointed out earlier, an important amendment effected by EPC2000 was the
incorporation of Article 54(5):

Paragraphs 2 and 3 shall also not exclude the patentability of any substance or

composition referred to in paragraph 4 for any specific use in any method referred to in
Article 53 (c), provided that such use is not comprised in the state of the art.

(emphasis added)

Based on this reformulated legal background, second medical use claims will after
the advent of EPC2000 also be available in the form of purpose-limited compound
claims, e.g.:

Compound X for treating disease Y.
or

Pharmaceutical compositions for treating or preventing disease Y comprising
compound X.

This new claim format is supported by T1599/06.
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The new Article 54(5) EPC2000 provides legal certainty also for countries
whose courts had doubts as to the validity of Swiss-type claims.” As such claims
were only developed by the case law of the EPO Boards of Appeals and as the
courts of the EPO contracting states are in general not bound by such case law, pat-
entees had to deal with a degree of legal uncertainty which may have made it diffi-
cult to rigorously pursue claims for infringement as well. With purpose-limited
product claims being provided for in the EPC2000, they cannot be put into question
anymore. This is because national revocation proceedings against patents granted
by the EPO can only apply the Article 138 EPC2000 nullity reasons, i.e., for such
proceedings the patenting options created by Article 54(5) EPC2000 have to be
respected.

2.2 Case Law of the EPO

As mentioned in section 2.1.2, supra, it was initially required to establish whether
second medical use inventions can be patented at all and, if so, how this could be
done. Of course, after this had been positively attested by G 1/83 and its fellow
EBA cases, a large variety of fact situations has arisen with which the Boards of
Appeal of the EPO had to deal in order to refine the jurisprudence’s understanding
of when second medical use contributions are patentable.

The following discussion of this jurisprudence focuses on some significant
cases in order to illustrate which features characterizing second medical use inven-
tions can be a key to patentability.

2.2.1 How to Define the Disease to be Treated?

The question that arose in T 241/95, ‘Serotonin receptor/ELI LILLY’ was how
detailed the disease to be treated has to be characterized in a second medical use
claim. The applicant requested that a patent be granted on the basis of the following
claim:

The use of (R)-fluoxetine, that is (R)-fluoxetine substantially free of S-fluoxetine, or a
pharmaceutically acceptable salt or solvate thereof, for the preparation of a
medicament for treating a mammal suffering from or susceptible to a condition which
can be improved or prevented by selective occupation of the 5-HT¢ receptor.

The Technical Board took the position that the term ‘a condition which can be
improved or prevented by selective occupation of the 5-HT receptor’ is unclear so
that it did not satisfy the requirements of Article 84 EPC. It held that neither the
application itself nor its common general knowledge provided the skilled person
with information on how to assess whether a disease meets the functional criterion
set out in the claim or not. Furthermore, it stated that the finding of a ‘selective occu-
pation’ of a receptor cannot in itself be considered as a therapeutic application.
Defined, real treatment of a pathological condition would rather be required in order
to make a technical contribution to the art eligible for patent protection.

7 Cf, e.g. Bristol-Myers-Squibb v. Baker Norton Pharmaceuticals, [1999] RPC 253.
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2.2.2 How to Sufficiently Prove the Medical Use?

It is frequently discussed how much data a European patent application would have
to reveal in order to be considered to sufficiently support the hypothesis that the
given compound can indeed be used to treat the indicated disease. An important
decision in this respect is T 1045/98, ‘Eosinophilia/SCHERING’. The Board had to
decide whether a second medical use claim could be considered inventive when the
patent application for the first time discloses in vivo animal experiments while the
prior art only disclosed in vitro experiments. The Board concluded that inventive
step has to be denied and stated:

It is an accepted principle of the case law that, for the purpose of patent protection of a
medical application of a substance, a pharmacological effect or any other effect such
as an effect observed either in vitro or on animal models is considered to provide
sufficient evidence of a therapeutic application if for the skilled person this observed
effect directly and unambiguously reflects such a therapeutic application (cf. T 158/96
of 28 October 1998 and T 241/95, OJ EPO 2001, 103).®

Thus, in vitro experiments are generally sufficient to render plausible a hypothe-
sized second medical use. The decision is fully supported by 7 903/05 which dealt
with the prophylaxis and treatment of cancer with telomerase peptides and by 7' 219/
01. T 609/02 defines the limits for support by post-filing evidence. This EPO atti-
tude also is in line with the recent decision 3Ni 21/04 of the German Federal Patent
Court.

2.2.3 Novelty by Treating a Different Population

Many of the decisions dealing with the patentability of second medical use inven-
tions had to deal with aspects of novelty assessment. As will become evident from
the following discussion, novelty of a second medical use invention can be estab-
lished by treating a different population, by identifying a new route of administra-
tion, by establishing a different technical effect or, e.g., by contributing a specific
treatment regimen that differs from the one previously applied in the art.

T 19/86, ‘Pigs/DUPHAR’, established that treating a different population can
establish novelty. The claimed second medical use related to the vaccination of

pigs:

1. Use of a live attenuated Aujeszky-virus for the manufacture of a vaccine for
intranasally protecting maternally immune pigs against Aujeszky ‘s disease.

‘Maternally immune’ means sero-positive. The closest prior art used life attenuated
Aujeszky virus to protect sero-negative piglets by intranasal administration. Thus,
the difference to the closest prior art was in the immunological population of ani-
mals to be treated. However, they were of the same species, the disease was the same
and the medicine was the same.

8 T 1045/98 at section 8.
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The Board acknowledged novelty and said that a therapeutic application of a
vaccine in a new and different class of the same animal is a second medical use
within the principles set out in, e.g., G 5/83, and is therefore patentable if such new
use is inventive. Decision T 509/04 dealt with a similar question.

2.2.4 Novelty by a New Route of Administration: T 51/93, ‘HCG/SERONO’

The applicant claimed:

Use of HCG for the manufacture of a non-depot medicament for use in the treatment
by subcutaneous administration of infertility or male sexual disorders.

It was the route of administration that distinguished the claimed second medical use
from the art. The Board acknowledged novelty stating that a different mode of
administration for a pharmaceutical can indeed render a second medical use claim
novel.

2.2.5 Novelty by a Different Technical Effect: T 290/86, ‘Lanthanum salts/
ICI

The patentee claimed:

The use of, as the sole oral hygiene agent, a non-oxidising aqueous composition which
consists essentially of the unbound cation of the element lanthanum in the form of a
water-soluble salt, said composition being free of any ingredients which precipitate the
cation as a water-insoluble salt for cleaning plaque and/or stains from human teeth.

The Board concluded that when a prior art document and a claimed invention are
both concerned with a similar treatment of the human body for the same therapeutic
purpose (here: prevention of tooth decay), the claimed invention represents a further
medical indication within the meaning of G 5/83 if it is based on a different technical
effect which is both, novel and inventive (here: use of compositions including lan-
thanum salts to reduce the solubility of tooth enamel vs. use of such compositions to
improve the removal of plaque from teeth).

2.2.6 Novelty by Applying a Specific Treatment Regimen

Establishing patentability by finding a new and more effective treatment regimen
has been an issue that was intensively debated in the European Patent Office and its
contracting states, for instance, in the UK (section 2.3, infra) and in Germany (sec-
tion 2.4, infra).

2.2.6.1 T 317/95, ‘Gastrointestinal compositions/PROCTER’

While the Board 3.3.02 indicated in context with its assessment of novelty that it is
questionable whether features characterizing a specific treatment regimen can con-
tribute to novelty and further patentability of a second medical use claim, it denied
inventive step so that no final answer was given. Patentee claimed:

The use of a bismuth-containing agent and an H2-receptor blocking anti-secretory
agent for the manufacture of a medicament for the treatment or prevention of
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gastrointestinal disorders in humans or lower animals, said treatment or prevention
comprising administering to said human or lower animal a composition comprising, by
weight, from 0.1 to 99.8% of the bismuth-containing agent, and administering to said
human or lower animal a safe and effective amount of an H2 receptor blocking anti-
secretory agent, the administration of the said two agents being effected within 5
minutes of each other.

The sole difference over the art was that the prescribed regimen for this treatment
was slightly modified in that the administration of the two agents had to be effected
within 5 minutes of each other.

2.2.6.2 T 1020/03, ‘Method of administration/GENENTECH’

The invention to be decided on again concerned a new treatment regimen:

Use of IGF-I in the preparation of a medicament for administering to a mammal so as
to sustain its biological response in the treatment of a chronic disorder in the mammal
wherein the administration pattern comprises administering a therapeutically effective
amount of IGF-I to the mammal to provide an exposure to IGF-I that is continuous or
at least once a day consecutively over a period of days ...., then discontinuing said
administration ... over a period of days ... .

Technical Board 3.3.04 considered the EPC1973 as it was then in place, the previous
EBA decisions establishing patentability of second medical uses in principle, previ-
ous decisions of Technical Board 3.3.02, including T 317/95 (see section 2.2.6.1,
supra), and national case law that issued in EPC contracting states in great depth. It
then concluded that the EPC does not exclude patentability of treatment regimen:

Any use to which Article 52(4) EPC first sentence applies in circumstances where the
composition has already been suggested for some therapeutic use, allows a second
medical use claim to the preparation of the composition for that second medical use,
irrespective of in what detail that use was specified, subject to the use being novel and
inventive. For the purposes of novelty also under Article 54(5) EPC this depends on
whether use for therapy is novel, irrespective of the detail with which the therapy is
stated in the claim. (Headnote, emphasis added)

The terminology ‘detail’, ‘specified’ correlates with G 1/83 and G 6/83 and with the
term ‘any specific use’ in new Article 54(5) EPC2000. Thus, it might be speculated
that the treatment regimen will be found patentable unanimously by the Technical
Boards of the EPO in consideration of the latter’. If this is conditioned by the new
wording of the EPC, the national courts would have to respect patentability because
of Article 138 EPC2000, too; see also section 2.1.3, supra.

Board 3.3.04 confirmed its decision in favor of patenting treatment regimen in
T 36/04, T 399/04 and T 1074/06.

° On April 22, 2008, Technical Board 3.3.02 referred questions in T1319/04 to the Enlarged
Board to find out whether treatment regimen (“once per day prior to sleep”) could be consid-
ered a specific use patentable under Article 54(5) EPC2000.
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2.3 Jurisprudence: UK on Treatment Regimen

2.3.1 Taxol

In the case ‘Bristol-Myers Squibb Co. v. Baker Norton Pharmaceuticals Inc.’, the
Court of Appeal took a stricter approach on patents for treatment regimen. Claim 1
read:

Use of taxol and sufficient medications to prevent severe anaphylactic reactions for
manufacturing a medicamentation for simultaneous, separate or sequential application
of from 135mg/m? up to 175mg/m? taxol over a period of about three hours or less as a
means for treating cancer and simultaneously reducing neutropenia.

In the patent specification, it was said that by reducing the infusion from 24 hours to
3 hours, a similar therapeutic effect could be achieved with less neutropenia. The
Court of Appeal held that the invention was a method of treatment excluded from
patentability by Section 4(2) UK Patents Act1977 (corresponding to Article 52(4)
EPC) because the patent taught how to treat a patient rather than how to manufacture
a drug.'”

2.3.2 Alendronate

In 1997, Merck filed a patent application for a dosage regimen relating to Alendro-
nate. Claim 1 (as amended in the UK proceedings) was for

Use of alendronic acid ... for the manufacture of a medicament for inhibiting bone
resorption in a human...wherein such medicament is adapted for administration in a
unit dosage form which comprises about 70mg of alendronic acid...according to a
continuous schedule having a dosing interval of once weekly.

Justice Jacob mentioned that the key idea of the patent was to treat osteoporosis
patients with 70mg of alendronate once a week rather than with 10mg once a day,
which according to the patent caused less severe gastrointestinal problems. For this
reason, Justice Jacob applied the Taxol decision and held — with regret — that in sub-
stance, the claim was for a method of treatment of the human body by therapy.!! The
Court of Appeal confirmed this view.'?

2.4 Jurisprudence: NL On Treatment Regimen

On February 13, 2008 the District Court The Hague also had to decide on the valid-
ity of a Dutch part of a European Patent granted to Merck in its Alendronate series.
Again, as in the UK, the validity of a second medical use claim relating to the use of
a 70mg dosage form of alendronate in the treatment of osteoporosis in a continuous
schedule having a once-monthly dosing interval was to be assessed. !>

10 Bristol-Myers Squibb Co. v. Baker Norton Pharmaceuticals Inc, [2001] RPC 1, 3.

1" See, Teva v. Merck & Co Inc., [2003] EWHC 5 (pat) at paragraph 80.

12120031 EWCA CIV 1545.

13 Rechtsbank ‘s Gravenhage; HA ZA 07-1689, Merck.Sharp Dohme v. Ratiopharm Nederland
B.V.
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As in the UK, the District Court in the Hague was of the opinion that Merck was
not able to show that a 70mg once-weekly dose of alendronate provides a technical
advantage over once-weekly 40mg or 80mg doses provided in the prior art. Accord-
ingly, the Dutch part of this patent was nullified since its subject matter was not con-
sidered inventive. Yet, the Dutch judges did not comment on whether second med-
ical use claims comprising a ‘dosage-regime’ are to be considered as a non-
allowable ‘method of treatment’.

2.5 Jurisprudence: DE

2.5.1 The General Background for Patenting Medical Inventions in Germany

Historically, the German Patent Act (GPA) only allowed protection for methods for
the production of chemical compounds and pharmaceutical compositions. Only the
GPA 1968 introduced absolute product protection for chemical as well as pharma-
ceutical compounds and compositions as of October 1, 1968. With the introduction
of Section 3(3) into GPA1978, the option to also patent first medical uses was pro-
vided. As in the EPO, patent protection for second medical uses had to be estab-
lished in Germany via jurisprudence. Accordingly, the German Federal Supreme
Court (BGH) got its chance to conclude in its decision ‘Benzolsulfonylharnstoff’
that such second medical uses are patentable even in light of Section 5(2) GPA1968
that excludes methods for the treatment of the human or animal body from patenta-
bility (just as Articles 52(4) EPC1973 and 53(c) EPC2000)."

In 1978, when the EPC came into force, the patentability of ‘second medical
uses’ had to be considered in light of European harmonization. In the early 1980s,
two cases were of particular relevance in this respect. In Germany the ‘Hydropyrid-
ine’ case was pending and the Enlarged Board of Appeal of the EPO had to decide
on Bayer’s patent application which led to the decision G 1/83.'> Both cases
allowed second medical use claims. However, the particular format differed!

The EBA only allowed claims in the so-called Swiss-type format; section 2.1.2,
supra. In contrast thereto, the BGH in ‘Hydropyridine’ allowed the German-type
format

Use of compound X for the treatment of disease Y.

Interestingly, EPC2000 does still not allow claims in the German-type format since
it is still regarded as a method of treatment.

2.5.2 BGH, ‘Arzneimittelgebrauchsmuster’: X ZB 7/03 (2005)!6

According to this decision, Section 2, No. 3 of the German Utility Model Act does
not exclude utility models for the use of known compounds for another medical

14" German Federal Supreme Court (Bundesgerichtshof, BGH), 1977 Gewerblicher Rechtsschutz
und Urheberrecht (GRUR) 652 — Benzolsufonylharnstoff.

15 German Federal Supreme Court (Bundesgerichtshof, BGH) 1983 GRUR 729 — Hydropyridin.

16 German Federal Supreme Court (Bundesgerichtshof, BGH) 2006 GRUR 135 — Arzneimittel-
gebrauchsmuster.
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indication. The BGH allowed the following use claim considering that it has at least
elements of a product claim (see also section 3.3, infra):

Use of serine-threonine-proteinphosphatase inhibitors for a pharmaceutical
composition for the treatment and prophylaxis of arteriosclerotic diseases.

2.5.3 BGH, ‘Carvedilol II’, X ZR 236/01 (2006)"”

In this decision, the BGH had the opportunity to consider the patentability of treat-
ment regimen. The claim of the Main Request read:

Use of carvedilol for the production of a medicament for the reduction of mortality due
to congestive heart failure in combination with ... and ... , wherein the medicament is
administered in starting dosage of ..., followed by a duplication of the dosage... .

The claim of the second Auxiliary Request read:

Use of carvedilol for the production of a medicament for the reduction of mortality due
to congestive heart failure in combination with ... and ... , wherein the medicament is
provided such that a dosage of ..., followed by a duplication of the dosage ... can be
administered. (emphasis added)

The BGH held that the recited claim of the Main Request is accessible to patenta-
bility under Article 52(4) EPC1973 in spite of its treatment regimen features. How-
ever, the BGH investigated what the claim actually protected (as done previously
for ‘software inventions’) and concluded that, since this was an unpatentable treat-
ment conducted by the physician, therefore, the treatment regimen features cannot
be considered in the assessment of novelty and inventive step.'® Most importantly,
however, the BGH set out positive guidance in its criticism. Accordingly, the situa-
tion in the assessment of patentability would be different if, as done in the second
Auxiliary Request, the medicine would be claimed as provided in a purpose related
form, e.g., as a useful tablet size, with a specific instruction reciting the treatment
regimen and printing on the package or with an instruction leaflet reciting the treat-
ment regimen that is included in the package. The purpose-related form expressed
by stating ‘provided such that’ or the like, would create technicality for the claimed
‘treatment regimen’ and allow to consider those features in the assessment of pat-
entability. Thus, there can be a reasonable expectation that the BGH would allow
patents for ‘treatment regimen’ and, thus, in principle take the position that was
taken by Technical Board 3.3.04 in its decision 7 1020/03 (section 2.2.6.2, supra), if
the claims are properly drafted. It is self-evident that such claims should already be
prospectively incorporated when prosecuting the corresponding patent application
in the EPO.

17" German Federal Supreme Court (Bundesgerichtshof, BGH) 2007 GRUR 404 — Carvedilol I11.
18 This appears to contradict from ‘Hydropyridin® that specficially allowed a claim for what the
physician would do!
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3. Enforcement/Scope of Protection

The purpose-limited compound claim that is now available under Article 54(5)
EPC2000 for second medical uses is believed to have substantially the same effect
as a Swiss-type claim.!” Both are characterized by a purposive element. In both
cases, the plaintiff must establish the specific connection between the defendant’s
product and the claimed purpose, which will require the same sort of evidence.
From a procedural point of view, a purpose-limited compound claim will not by
itself be easier to enforce.

However, the scope of protection of the EPC’s new purpose-limited compound
claim may differ from the scope of protection of the traditional Swiss-type claim, in
particular as regards the nature of activities which can be contested. To this end, the
purpose-limited compound claim should be compared with German medical use
claims, which for reasons set out below are similar to purpose-limited compound
claims. Medical use claims as granted by the German Patent and Trademark Office
(GPTO) and Swiss-type claims as granted by the EPO have been co-existing for
more than 20 years. Although German courts and legal writers unanimously think
that both claim formats have substantially the same effect®, this has never been
fully confirmed by the BGH.

3.1 German-type Second Medical Use Claims

3.1.1 Scope of Protection: Relevant History

As mentioned above, in ‘Benzolsulfonylharnstoff’,*' the BGH allowed for the first
time in 1977 a claim for the ‘Use of benzolsulfonylurea or its salts for the treatment
of diabetes’. Thus, the second medical use claim in the form ‘Use of compound X
for treating disease Y’ was established. It is noteworthy that the German law did not
contain an express exclusion of therapeutic methods from patentability then. The
BGH had inferred such an exclusion from general principles in ‘Glatzenoperation’
(‘bald head surgery’),?? dealing with a method which exclusively consisted of surgi-
cal steps to be performed by the surgeon. The BGH said that that the invention in
‘Benzolsulfonylharnstoff’ was not excluded from patentability because its use was
not restricted to activities performed by a physician but also comprised and covered
activities at the industrial level, such as the formulation and packaging. By extend-

19 Basic Proposal, page 45; MEIER-BECK, 2007 GRUR 913, Footnote 26 (‘presumably’).

20" Some of them more, some less decidedly so: German Federal Supreme Court (Bundesgerich-

tshof, BGH) 2001 GRUR 730, 731 — Trigonellin (‘substantially’); MEIER-BECK, 2007 GRUR

913, Footnote 26 (‘presumably’); KONIG, 2002 VPP-Rundbrief, 50, at 56; KUHNEN, in:

SCHULTE, Patentgesetz, Sec.14, note 87 (7™ ed. 2005); MOUFANG, in: SCHULTE, Patentgesetz,

Sec.1, note 163 and 274 (‘similar scope of protection’ and ‘almost identical scope of protec-

tion’) (7" ed. 2005); ASENDORF/SCHMIDT, in: BENKARD, Patentgesetz, Sec.5, note 57 (10" ed.

2006).

German Federal Supreme Court — Benzolsufonylharnstoff, supra note 13.

22 German Federal Supreme Court (Bundesgerichtshof, BGH) 1968 GRUR 142 — Glatzenopera-
tion (‘Bald head surgery’).
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ing the scope of protection to industrial activities which otherwise would be
regarded as mere preparatory acts, the BGH provided the basis for the industrial
applicability and, consequently, for patentability. The BGH said that it made no dif-
ference that the claim also covered the actual non-industrial treatment from which
the patentee might enjoin the physician because for satisfying the requirement of
industrial applicability, the applicant in general only had to demonstrate one possi-
bility to industrially exploit an invention without having to demonstrate that there
cannot be non-industrial use.??> As a consequence, the use of a substance for the
treatment of a specific condition was considered to be fully patentable. The admis-
sibility of second medical use claims was confirmed in ‘Sifosterylgykoside’ in
1982.%

What kinds of activities are covered by such a claim? Before allowing medical
use claims, the BGH had held in its decision ‘Schddlingsbekdmpfungsmittel’
(‘insecticide’) that a claim for the use of a certain agent as insecticide could only be
infringed by using the agent as an insecticide. In contrast, the formulation of the
substance as ready-to-use insecticide was considered to be a preparatory act which
was not covered by the claim.?> The BGH expressly deviated from that approach in
the decision ‘Benzolsulfonylharnstoff’ and included into the scope of protection
preparatory activities which are purposively aimed at the industrial exploitation of
the medical use invention by supplying the product specifically for the claimed pur-
pose, namely by ‘manifestly customizing’ (‘sinnfilliges Herrichten’) the substance
for the claimed purpose.?® This includes a specific formulation, packaging or indi-
cations in the package insert or in advertisements. As mentioned above, it is exactly
this extension of the protection to industrial preparatory acts preceding the actual
therapy which paved the way for allowing second medical use claims. Otherwise,
such a claim could not be considered as industrially applicable.

With the implementation of the GPA1981, the legal background for medical use
inventions changed in two respects. First, therapeutic methods were expressly
excluded from patent protection in Section 5(2),>” which had the identical wording
as Article 52(4) EPC1973.2% Second, the liability for indirect infringement was
amended to the effect that it covered preparatory acts in the run-up of threatening
direct infringements without requiring directly infringing activities. Section 10
GPA1981 was modeled on Article 30 of the draft Community Patent Convention of

2 German Federal Supreme Court — Benzolsufonylharnstoff, supra note 13, at 653.

2% German Federal Supreme Court (Bundesgerichtshof, BGH) 1982 GRUR, 548 — Sitosteryl-
glykoside.

% German Federal Supreme Court (Bundesgerichtshof, BGH) 1970 GRUR, 361 — Schddlings-

bekimpfungsmittel (‘insecticide’); the actual claim was for an ‘insecticide, containing a com-

pound of a certain formula’; which was considered to have the same effect as a use claim.

See supra note 21.

27 According to the act implementing the EPC 2000 into German law of August 24, 2007 (2007

Bundesgesetzblatt (BGBI) I 2166), the wording of Section 5(2) of the Patent Act was included

into the new Section 2a(1) No.2 GPA 1981.

Caused by the Strasbourg Convention on the Unification of Certain Points of Substantive Patent

Law signed in 1963.
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1975,% which is why similar provisions are in force in various European countries.
In the light of these changes, the BGH’s case law was put into question by some
authors. Nevertheless, the BGH maintained its policy established by ‘Hydropyri-
din’3°

3.1.2 Protection Against Preparatory Acts at an Industrial Level (Manifest
Customization): Direct or Indirect Infringement?

As mentioned above, a German-type use claim is, according to the BGH’s case law,
directly infringed (already) by customizing the substance for such use, which can be
thought of as a preparatory act for the actual patented use.

3.1.2.1 Indirect Infringement

One has to keep in mind that such an extension of the protection in terms of time is
not a matter of course. Preparatory acts are also covered by the notion of indirect
infringement: according to Section 10 GPA1981, a patent is indirectly infringed if
someone offers or sells (not: manufactures) in Germany a means which relates to an
essential element of the invention, although he knows, or although it is obvious, that
the means is intended for the unauthorized use of the invention in Germany.*! The
liability for indirect patent infringement does not require proof that the contested
activity results in a direct use as long as such direct use is intended. Co-operation
between deliverer and customer is not required. Consequently, Section 10 GPA1981
aims at the patentee’s protection against acts in the run-up of threatening direct
infringements. Therefore, it was suggested that after the implementation of new
Section 10 GPA 1981, it was no longer necessary to extend the protection of use
claims to the preparatory act of manifestly customizing the substance for the
claimed use.*? Instead, such acts could and should only be considered as indirect
infringement.

However, even if indirect infringement does not require the direct infringement
to actually take place, it still requires that a direct infringement is possible. As men-
tioned above, medical use claims were only considered to be industrially applicable
because they cover the (industrial) manifest customization. If a medical use claim
did not directly cover such activities, it would hardly be possible to explain why a
medical use claim is patentable at all.>3 In other words, if the use as such is not pat-
entable, acts preparing such use, i.e. the delivery of customized products, cannot
constitute an indirect infringement because there is no patentable invention which
could be directly made use of. No direct infringement would be possible. Haedicke
submits that the use of a customized substance for the claimed use is not excluded in

2 By means of the Gemeinschaftspatentgesetz (German Community Patent Act) of July 29, 1979,

1979 Blatt fiir Patent-, Marken- und Zeichenwesen (BIPMZ) 266 et seq.

German Federal Supreme Court (Bundesgerichtshof, BGH) supra note 13.

Cf. HOLDER/SCHMIDT, 2006 EIPR 480 for an overview.

32 KoNIG, 2000 Mitteilungen der deutschen Patentanwilte (Mitt.) 10, 24; 2002 VPP-Rundbrief,
50, 57; HAEDICKE, 2004 Mitteilungen der deutschen Patentanwilte (Mitt.) 145, 147.

See supra note 23.
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accordance to Section 5(2)2 GPA1981,* which is why he claims the inclusion of
preparatory acts is unnecessary for establishing the industrial applicability. This is
not convincing because as a result, only the use of the customized product for the
claimed use would directly infringe the medical use claim.*> Consequently, the pur-
posive element immanent to a medical use claim would have to be realized twice,
namely in the customization and in the use. The wording of a medical use claim
offers no basis for such a limiting interpretation. Interestingly, Haedicke is also of
the opinion that deliveries of the non-customized product for the patented use (not:
customization) indirectly infringe the use claim. This contradicts his argument that
it is the customization which justifies patent protection.

3.1.2.2 Direct Infringement

For the above reasons, a German-type use claim can only be patentable if it directly
covers the manifest customization. Protection under Section 10 GPA1981 only
would not be in line with the hybrid nature of a use claim either. As it is similar to a
use-restricted product claim,*® also the manufacture/preparation of the customized
product, i.e. the customization, must be covered,’” otherwise the protection would
stay behind the protection afforded to product claims. In this connection, it must be
emphasized that the legal consequences of indirect infringement differ significantly
from those of direct infringement. First, indirect infringement does not cover the
manufacturing, but only the offer or sale for use in Germany. This is why the paten-
tee could not prevent a manufacturer from preparing customized products in Ger-
many for sale abroad if the patentee had to rely on indirect infringement only.*® Sec-
ond, damages could only be awarded to the extent to which the patentee could prove
that the contested product is actually used for the claimed purpose.*

3.1.3 Off-label Use

The extension of the scope of protection to manifest customization and the notion of
indirect infringement is closely linked to the aspect of off-label use. Often, a physi-
cian prescribes a generic drug for treating a certain disease for which the generic
drug was not specifically offered, approved or customized, although the use of such
drug for such treatment is protected by a second medical use patent. This is often the
case for cancer drugs. It significantly diminishes the value of a second medical use
patent. The question is how patentees can stop such activities.

3 Corresponds with Art. 53(c) 2 EPC2000.

3 This is expressly supported by KRASSER, Patentrecht, 809 (5" ed. 2004).

3 See infra, at section 3.3.

37 Manufacture and preparation in a Swiss type claim is understood to have the same meaning as

the manifest customization; see infra note 50.

German Federal Supreme Court (Bundesgerichtshof, BGH) supra note 13, at 731; BRANDI-

DOHRN, Die Schutzwirkung von Verwendungsanspriichen, in: ANN ET AL. (eds)., Festschrift

fiir Konig 43 (2003).

3 Cf. German Federal Supreme Court (Bundesgerichtshof, BGH) 2005 GRUR 848, 854 —
Antriebsscheibenaufzug.
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3.1.3.1 Direct Infringement by Physicians

Where a physician prescribes a drug for a patented medical use, he uses the drug for
treating the condition, independently of whether the drug was manifestly custom-
ized for that purpose on an industrial level. Thus, he makes literal use of a claim
directed at the use of the substance for treating the disease and could be sued for
such use. As mentioned above, it is not required that the physician prescribes a drug
which was customized for the patented purpose by a non-authorized supplier.*’

The position has been taken that after methods of treatment were expressly
excluded from patentability,41 a clear line had to be drawn between the industrial
preparative supply activities and the therapeutic activities performed by a physi-
cian, which must not be restricted. Accordingly, medical use claims covering both
industrial and non-industrial activities would not be allowable at all. If they were,
however, granted in the generality they are, it would have to be made sure that phy-
sicians cannot be sued for a use that, taken as such, is not patentable. It was accord-
ingly proposed that the physician might rely on a statutory exclusion from patenta-
bility as a defense against infringement claims.*> In fact, the Diisseldorf District
Court ruled that where a doctor prescribed two substances which form a composi-
tion of which the first medical use is patented, the prescription was outside the
effect of the patent, although making use of it.* In contrast, the District Court Ham-
burg* and the Upper District Court Munich® held that a doctor acted commercially
and was thus not exempted from patent infringement. We believe that the latter view
is more appropriate. There is no such defense as a ‘non-patentable use’. The prob-
lem arises because the legislator decided to protect the physician’s freedom of ther-
apy by an exclusion of patentability rather than by a use privilege. Where an inven-
tion can be applied industrially and non-industrially, it is nevertheless patented
without distinction. Since the physician’s activity is commercial, the physician can-
not rely on the private use privilege.*® It is not self-evident that physicians must be
protected against patent infringement suits. Physicians must in general respect pat-
ents in the medicinal sector, e.g. for compounds and devices. Why should this be
any different for second medical use inventions? If, however, one wished to protect
them, this could only be achieved by implementing a specific therapy exemption
rather than an exclusion from patentability.

40 See, supra note 35.

41 Under section Section 5(2) of the German Patent Act, which corresponds to Article 53(c)
EPC2000.

42 KONIG, 2002 VPP-Rundbrief 50, at 57.

3 The decision is referred to in the published appeal judgment (1996 Mitteilungen der deutschen

Patentanwilte (Mitt.) 87), by which the request for interim relief was rejected for other reasons.

1996 Mitteilungen der deutschen Patentanwilte (Mitt.) 315 — the case however concerned a

claim for the first medicinal indication.

1999 Mitteilungen der deutschen Patentanwilte (Mitt.) 223, 228 — Verletzung eines Verwen-

dungspatents (infringement of a use patent).

Konig had considered the physician to be exempted from patent protection under the private use

privilege (2000 Mitteilungen der deutschen Patentanwilte (Mitt.) 10, 25). This is, for the

reasons set out, inappropriate.

44

45

46



Medical Use Claims: EPC 2000 and its Impact on Prosecution and Enforcement 271

3.1.3.2 Indirect Infringement by Suppliers

The off-label use problem concerns not only physicians, who are, as a matter of pol-
icy, hardly ever sued by proprietors of pharmaceutical patents, but also drug suppli-
ers who may know that their product is being used off-label.*’ In these cases, sup-
pliers exploit the second medical use invention without customizing the product. It
is mandatory that the patentee must be protected against such activities. Suppliers
are in general liable for indirect infringement of a second medical use claim if it is
known or obvious to them that the person ultimately intending to use the product for
the claimed purpose without being entitled to do so.*® As the physician’s use for
therapy is covered by the claim,* the mere supply of the product for said purpose
can indirectly infringe the second medical use claim even if the product is not man-
ifestly customized prior to use. This is, by the way, yet another reason why the phy-
sician’s activity must in general be covered by the use claim. Otherwise, supply for
off-label use would not be actionable as indirect infringement because the supply
could not be intended for direct use. This should even apply if the physician could
rely on the ‘non-patentable use’ defense because in this case Section 10(3) of the
GPA 1981, according to which the indirect infringer cannot rely on his customer’s
private or experimental use privilege, would have to be applied mutatis mutandis. In
order to avoid liability for obvious off-label use, drug suppliers are — under general
principles — arguably required to take measures against infringing direct use, e.g.
warning notices in the leaflet or even on the package.

3.2 EPC1973: Swiss-Type Claims for Second Medical Use — Chances
and Problems in Infringement Litigation

In contrast to a claim in the German-type format, claims allowed under EPC1973
related to the use of a compound for the manufacture of a drug for the treatment of
a certain disease.

3.2.1 Manifest Customization

Such a manufacturing use claim aims, by its very wording, at the preparation of a
drug rather than at its administration. As the preparation/manufacture is understood
to have substantially the same meaning as the manifest customization as defined in
German jurisprudence,” such a claim covers the same preparatory acts done at the
industrial level. Presumably this is why German courts and authors unanimously
think that both types of claims have the same, or at least substantially the same
scope of protection.’!

47 For indirect patent infringement, it is not necessary that the supplier and the customer ‘agree’

on such use (¢f. HAEDICKE, supra note 32, at 147); it suffices if the customer’s intention is
known or obvious to the supplier.

4 Cf. section 3.1.2.1 above.

4 Cf. section 3.1.3.1 above.

50" German Federal Supreme Court (Bundesgerichtshof, BGH) 2001 GRUR 730, 731 — Trigonel-
lin.

1 Cf. supra note 20.



272 Hans-Rainer Jaenichen, Jiirgen Meier, Niels Holder

3.2.2 Off-label Use

However, there appears to be a difference for off-label use. While it can be argued
that a physician prescribing a certain substance for a claimed purpose uses said sub-
stance for treating the disease, he can arguably not be considered to prepare or
manufacture a medicine. Only if the prescribed product is customized for the
claimed use, it can be protected as a direct product of the manufacturing or custom-
izing process, in which case it must not be prescribed by the doctor (for whichever
purpose). In 7' 1020/03;°? the Technical Board of Appeal — being aware of its lack of
‘jurisdiction to consider questions of patent infringement’>® — said with respect to
claims in the Swiss-type format that ‘the feature supporting novelty and inventive
step will be the new treatment, but only the preparation of the composition is cov-
ered by the allowable claim, not the use of the composition for therapy’:>* The same
may be inferred from the Board’s statement that

‘The Enlarged Board decision’ merely allows obtaining of a patent covering the

manufacture of a medicament for a further medical use. Even if the proprietor of such
a patent can enforce it against a competing manufacturer or dealer...the patent will
still not allow the patentee to interfere in the excluded area of the medical treatment
itself.”%

The Board thereby implies that a physician falls outside the scope of protection
because it uses the substance for therapy rather than for manufacturing a medicine.
On the other hand, the Board — doubtfully — assumes that physicians are in general
exempted from patent protection under national law because it was ‘necessary to
protect physicians from being sued for patent infringement for merely prescribing a
composition for a course of therapy’ (paragraph 16 of the reasons). While this
appears to contradict the implication that physicians do not make use of a Swiss-
type claim because they do not manufacture/prepare the medicine, the arguments
can be interpreted to be meant as two independent reasons as to why Swiss-type
claims cannot interfere with the physician’s freedom to treat patients. As a conse-
quence, a supplier offering or delivering a non-customized drug which the supplier
knows is intended for treating the condition specified in the claim would not be lia-
ble for indirect infringement because no one intends to make direct use of the
claimed invention by customizing the drug prior to use. Accordingly, the patentee
would not be protected against such deliveries.

2 Supra, at 2.2.6.2.

Paragraph 12 of the reasons.
Paragraph 21 of the reasons.
Reference is made to G 5/03.
Paragraph 23 of the reasons.
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3.3 EPC2000: Purpose-limited Compound Claims for Second Medical
Uses — Any Changes for Infringement Litigation?

Purpose-limited compound claims were known in Germany before the BGH
allowed second medical use claims in its ‘Benzolsulfonylharnstoff’ decision.”’ In its
decision ‘Sistosterylglykoside’, the BGH even required, for reasons of clarity, that
the applicant of a medical use invention claims the medical use rather than a pur-
pose-limited compound.’® The BGH said that a purpose-limited compound claim
was characterized by the use of the compound for said purpose®® and expressly
stated that both claims have substantially the same scope of protection.®® The BGH
has recently expressly pointed out that a use claim does not concern a ‘classical’
method because its subject matter was based on the suitability of a substance for a
certain purpose, i.e. on characteristics that are immanent in the substance.®! Ulti-
mately, the subject matter of a use claim was the substance as such in a certain use.
Therefore, the BGH considered use claims to have at least elements of a product
claim.®? In general, a product claim is infringed by using the product. In the case of
a purpose-limited product claim, the use of the product for the claimed purpose is
the relevant use which falls directly into the scope of protection. It is not required
that the product was manifestly customized for that purpose. Otherwise, the pur-
pose-limitation would have to be met twice. This is confirmed by case law relating
to first medical use claims, which were granted already before the implementation
of the EPC2000 as purpose-limited compound claims. These claims can be consid-
ered to be realized by a physician prescribing the substance for therapeutic pur-
poses.® A purpose-limited compound claim as now admissible under Article 54(5)
EPC2000 will, for this reason, have the same scope of protection as a medical use
claim in the German-type format. It is likely that after the entering into force of the
EPC2000, a purpose-limited compound claim covers, unlike a Swiss-type claim,
off-label use and, under the notion of indirect infringement, offers and deliveries of
non-customized products suitable and intended/used therefore.

57
58

See supra note 21.

See supra note 24.

% German Federal Supreme Court (Bundesgerichtshof, BGH) 1987 GRUR 794, at 795 — Anti-
virusmittel (‘anti virus agent’).

% German Federal Supreme Court (Bundesgerichtshof, BGH) 1982 GRUR 549 — Sitosterylgyko-
side; German Federal Supreme Court — Antivirusmittel, supra note 57, at 796.

' German Federal Supreme Court (Bundesgerichtshof, BGH) 2006 GRUR 135 — Arzneimittel-
gebrauchsmuster.

2 Iq.

8 LG Miinchen, cited according to OLG Miinchen, 1999 Mitteilungen der deutschen Patent-

anwilte (Mitt.) 212, 213; the question of making use according to the patent is independent of

the question whether the physician can rely on a defense.
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3.4 Enforcing First Medical Use Claims

Purpose-limited compound claims for the first medical use have existed from the
beginning of the EPC. The EPC2000 leaves the legal situation unchanged.®* The
only, though substantial, legal difference of a purpose-limited compound claim for
a second medical use as now admissible is that the first medical use claim is not lim-
ited to a specific indication by definition, which is why an infringement action
requires less detailed evidence. In all other respects, the enforcement is similar.

As mentioned above, the most striking difference between a Swiss-type claim
and a purpose-limited compound claim for a second medical use is that the latter
covers off-label use whereas the former does not. From a factual point of view, a
purpose-limited compound claim for the first medical use will, of course, hardly
ever be infringed by ‘off-label” use, because there would be no drug which is patent-
free but for the intended specific purpose. In these cases, there is no patent-free drug
(and no label) at all. The claimed substance could only be used ‘off-label’ if the phy-
sician prescribed, e.g., an insecticide for treating a disease, a scenario which for
obvious reasons will hardly ever occur.

In summary, Article 54(5) EPC2000 incorporates into the EPC what has been
developed in the EPO’s jurisprudence and thereby improves the position of Paten-
tees for second medical use inventions in two respects.

First, in connection with Article 138 EPC2000, it provides legal certainty since
national courts will now have to respect patentability of second medical use inven-
tions in the new European format. This may even encompass treatment regimen
claims, particularly when drafted by language casting the ‘treatment regimen’ into a
feature of the composition itself (e.g., ‘provided such that’, ‘prepared for’ or ‘cus-
tomized for’).

Second, the new European purpose-limited compound claim format is likely to
improve protection against off-label use and, under the notion of indirect infringe-
ment, offers and deliveries of non-customized products suitable and intended/used
therefore.

% Cf. supra, at 2.1.1.



Purpose and Limits of the Exclusion from Patentability
of Medical Methods, Especially Diagnostic Methods™

Rudolf Krafier

1. Genesis and Substance of the Excluding Provisions in the
European Patent Convention (EPC)

1. As early as 1964, during the preliminary stages of the plan to introduce a Euro-
pean patent for the Common Market, the European Economic Community (EEC)’s
working group on patents resolved to recognize the principle of the free exercise of
the medical profession by means of a restriction on patentability.! This led to a pro-
posal to exclude methods for treatment performed on the human or animal body
from patentability. The proposal was expanded in the course of consultations to
include methods of diagnosis, and in its final wording referred to ‘methods for treat-
ment ... and diagnostic methods.” In this form it was presented to the Luxembourg
Inter-Governmental Conference to Establish a European System for the Grant of
Patents.” At this conference, in line with earlier proposals, a patent ban was instated
that explicitly referred to human as well as veterinary medicine.’ Diagnostic meth-
ods were further specified by the addition of the phrase ‘practiced on the human or
animal body.”*

2. The 1973 Munich Diplomatic Conference advised against including methods
for medical treatment on the list of subject matter and activities not to be deemed
inventions, as the former are inventions that merely lack industrial applicability.’
This resulted in Article 52(4) of the 1973 EPC, which stipulated that surgical or
therapeutic methods of treating the human or animal body and diagnostic methods
carried out on the human or animal body are not industrially applicable inventions
within the meaning of Article 52(1) EPC.

The German legislature placed even greater emphasis on the reference to indus-
trial applicability by adding a provision in line with Article 52(4) to its definition of
this condition for patentability (Section 5 of the 1978/1981 Patent Act).

3. This linking of the patent ban on medical procedures with the requirement of
industrial applicability was recognized as systematically incorrect at the Diplomatic

The author is very much obliged to Ms. Allison Felmy for the excellent work she has done by
translating his text into English.

NACK, in: Europiisches Patentiibereinkommen — Miinchner Gemeinschaftskommentar, Art.
52, marginal No. 18, 23 (28lh issue, 2005); VISSER, in: Festschrift fiir Gert Kolle und Dieter
Stauder 469, 471 (2005).

NACK, supra note 1, marginal No. 24.

NACK, supra note 1, marginal No. 34 ef seq.; VISSER, supra note 1, at 472 et seq.

NACK, supra note 1, marginal No. 36; VISSER, supra note 1, at 472.

NACK, supra note 1, marginal No. 44; VISSER, supra note 1, at 473.

[T SR )



276 Rudolf KraBer

Conference for the Revision of the EPC held in November of 2000. Therefore, and
in consideration of Article 27(3)(a) of the TRIPs Agreement, the respective proce-
dures were added to the list of non-patentable inventions contained in Article 53 of
the EPC. Article 53(c) EPC now lacks all reference to industrial applicability,
instead stipulating that no European patent will be granted for the procedures previ-
ously named in Article 52(4).

2. The Patent Exclusion and the Requirement of Industrial
Applicability

2.1 General Remarks

1. Even under the 1973 EPC, when patent protection was sought for medical proce-
dures, it was not relevant whether the industrial applicability required by Article 57
was truly lacking or not. Rather, Article 52(4) directed that such methods without
exception be deemed not industrially applicable. If in certain cases they were in fact
susceptible of industrial application, this definition constituted a legal fiction® used
by the legislator to require that a prerequisite on which the applicability of a provi-
sion depends be seen as given or lacking, whereas without that fiction the require-
ment would be lacking or given, respectively.

So that such fictions do not appear to be arbitrary, they must serve a commend-
able legislative purpose. As concerns excluding medical treatment methods from
patentability, this purpose consists in keeping the activities of physicians and other
healthcare professionals free of the constraints that could arise from a patent
holder’s assertion of his exclusive rights.” The revised wording and classification of
the patent exclusion provision achieved by the 2000 reform (see 1., No. 3 above)
now aims to fulfill this purpose without resorting to a legal fiction. However, the
content and scope of the patenting ban have not been altered, much less extended.

2. In applying Article 52(4) of the EPC, courts did not always clearly see that
industrial applicability was not the real issue.® This was first made manifest in the

% EPO, October 14, 1987, Case T 116/85, 1988 OJ EPO EPO 441, paras. 3.3, 4.1, 4.3, 7— Pigs I/
WELLCOME; EPO, July 30, 1993, Case T 182/90, 1994 OJ EPO EPO 614, para. 2.1 — Blood
flow/SEE-SHELL; Referral of the President of the EPO to the EBA of December 29, 2003, 2004
0OJ EPO 229, 231.

7 In the EPO, September 29, 1999, Case T 35/99, 2000 OJ EPO 447 — Pericardial access/

GEORGETOWN UNIVERSITY, the Board says of medical procedures (citing other previous

decisions in support): ‘As regards the European Patent Convention, the policy behind the exclu-

sion of the methods set out in Article 52(4) EPC was clearly to ensure that those who carry out
such methods as part of the medical treatment of humans or the veterinary treatment of animals
should not be inhibited by patents.” The same assessment is contained in the referral of Decem-

ber 29, 2003, supra note 6, at 231.

Examples, besides those decisions discussed in 2. below, are: EPO, September 25, 1987, Case

T 385/86, 1988 OJ EPO 308, para. 3.5 — Non-invasive determination/BRUKER; Federal Patent

Court (Bundespatentgericht), January 19, 1984, 26 Entscheidungen des Bundespatentgerichts

(BPatGE) 110 and Federal Patent Court (Bundespatentgericht), December 8, 1994, 35 Ent-

scheidungen des Bundespatentgerichts (BPatGE) 12, 15.
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problem of the patentability of a second’ medical use (or indication) of state-of-the-
art substances. '’

For the first use of such a substance, under Article 54(5) of the 1973 EPC (Arti-
cle 54(4) of the 2000 EPC), it was possible to obtain patent protection in respect of
that use, thus avoiding conflict with the Article 52(4) exclusion of treatment meth-
ods from patentability. Since there was no such special provision for second and fur-
ther uses, patent protection of these uses seemed to go against Article 52(4). The
same problem arose under the national laws that contained provisions correspond-
ing to Articles 52(4) and 54(5) (in Germany, Sections 5(2) and 3(3) of the Patent
Act).

2.2 Case Law on Second Medical Use

1. The German Federal Supreme Court did not hold the patent ban on treatment
methods in Section 5(2) of the German Patent Act to stand in the way of granting
patent protection for a second medical indication. It therefore permitted such proce-
dures to be patented as methods for treating a disease." In its findings, the Court
explained that medical uses of substances were only excluded from patentability —
as under former German law — when these substances lacked industrial applicabil-
ity. The Court was able to consider this applicability as given, in accordance with its
previous case law, when the substance involved had to be prepared for medical use
in a step that normally took place in a commercial facility. The Court did not seem
concerned about the legal fiction that prescribes the lack of industrial applicability.
By referring to previous law, the Court basically rendered the new provision with its
explicit exclusion meaningless, and instead maintained a line of argument devel-
oped in an earlier decision. This decision concerned a surgical procedure to treat
baldness that could only be carried out by a physician. Because the profession of
physician, according to the applicable provisions, is not a trade, it was possible to
argue that the procedure had no industrial application and thus did not fulfill one of
the requirements for patentability prescribed by the patent law then in force.'? How-
ever, this argument obfuscates the actual purpose of the patent ban that derives from
it. That purpose is to keep the use of medical procedures from being restricted by
patent-law claims, in the interest of public health. The German Supreme Court
referred to this interest in connection with the non-commercial nature of the medi-
cal profession: ‘Human health and the duties entrusted to doctors to preserve it
make up the common socio-ethical reason why the medical profession is not a trade,
but also why doctors must on principle be free of any constraints on their use of
therapeutic methods.” Despite emphasizing this interest in keeping the profession

For third and further uses, the same problem exists as for the second; these will therefore not be

discussed separately.

The discussion on substances below applies as well to compositions.

" German Federal Supreme Court (Bundesgerichtshof, BGH), September 20, 1983, 1983
Gewerblicher Rechtsschutz und Urheberrecht (GRUR) 729 — Hydropyridin.

12" German Federal Supreme Court (Bundesgerichtshof, BGH), September 26, 1967, 1968 GRUR

142 — Glatzenoperation.
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unfettered, however, the court did not consider it sufficient, on the basis of the pro-
visions then in force, for denying patent protection to the claim in this case.

To ensure that this finding was in accordance with the law, the Court used a
patent requirement anchored in that law as a bridge over which to reach the result
that it held to be correct due to its evaluation of the interests concerned. Yet in the
process, the question remained open of whether this bridge would hold the weight
of other cases and whether a patent ban derived from the lack of industrial applica-
bility would make it possible to include all — but no more than — that subject matter
that must be excluded from patentability in the interest of public health.

The Patent Office and courts in Germany could have considered themselves
freed from such problems by the 1978 introduction of an explicit exclusion of med-
ical procedures from patent protection — and yet the Supreme Court, in the case of
second medical use, preferred to more or less ignore this revision, because it felt that
it forced the Court to deny patent protection without proper justification.

2. The EPO’s Enlarged Board of Appeal (EBA), unencumbered as it was by any
previously expressed opinion on an earlier provision, took the patent ban on medi-
cal procedures more seriously, declaring it impermissible to grant European patents
with claims directed to the use of a substance for the therapeutic treatment of
humans or animals. It found a way around the ban, however, in permitting claims
for the ‘use of a substance ... for the manufacture of a medicament for a specified
new and inventive therapeutic application.’'® Thus the Board steered clear of the
obstacle of Article 52(4), but was compelled to acknowledge novelty in a by no
means new manufacturing process by virtue of the new use of its resultant product.
The Board found support for this interpretation in Article 54(5), according to which
a substance’s being comprised in the state of the art does not prevent its being pat-
ented for a first medical use. The EBA did not draw the opposite conclusion (argu-
mentum e contrario) from this that further uses could not constitute a basis for
patentability. Rather, it viewed the special provision as acknowledgement that new
medical applications of state-of-the-art substances were worthy of protection. Its
intention was therefore to open up patent protection for second and further uses of
this type as well. In doing so, the EBA wished to remain in accord with the wording
of Article 52(4) while also reserving the Article 54(5) purpose-based protection of
a product for the first medical use. This is why it referred the second indication to
the purpose-based protection of a manufacturing process. This roundabout path via
protecting the product of a process, as is obligatory for all signatories of the EPC
according to Article 64(2), ultimately achieves product protection, which is
purpose-based insofar as it only takes effect if a product is manufactured using the
process characterized by its intended use, and is thus manufactured for this pur-
pose.

13 EPO, December 5, 1984, G 1/83, 1985 OJ EPO 60 — Second medical use/BAYER; likewise the
decisions G 5/83 and G 6/83 id., at 64, 67.
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3. Rationales for Excluding Medical Procedures from
Patentability

3.1 Exclusion of Non-Commercial and Non-Industrial Activities?

In the findings in its decision on second medical indication, the EBA pointed out
that it is the purpose of Article 52(4) to keep the non-commercial and non-industrial
activities in the field of human and veterinary medicine unfettered by patent claims.
It did not, however, go on to explain why the solution at which it arrived fulfills this
purpose. Answering this question would seem to require clarification of which
activities in the field are industrial or commercial, and which are neither industrial
nor commercial. Each of these terms has various different connotations, however.
Which of these is applicable is revealed neither in the EPC nor by the EBA. If, for
instance, one takes every activity aimed at economic revenue as being commercial,
then it will be hard under today’s conditions to find a single activity in the medical
field that is not commercial. The interest in free practice recognized in the EPC,
however, is maintained even when a person who becomes active in the medical field
intends to earn money. An alternative solution might be to deem only activities of
doctors non-industrial and non-commercial, because these are not considered as
carrying out a trade. Assuming the latter would indeed be sufficient to uphold the
principle of free practice for a large part of the profession. However, it is foreseea-
ble that many other practitioners of medical activities would invoke this principle
for their own area of activity.

It is therefore doubtful whether it is even correct to view the protection of certain
activities from patent-law constraints as an interest of those who carry out these
activities. It is much more plausible to explain it as being in the interest of patients.
The patients should not have to tolerate treatment with a promising new procedure
being denied them due to patent protection, or postponed pending the grant of a
license. This is why the person who deals directly with a patient in the course of
performing medical activities must be free to choose which means of treatment to
use. A patient must likewise be free to choose the person to treat him. Whether or
not this person’s activity can in any way be considered industrial, commercial, or
neither is irrelevant to the patient. This reasoning makes it clear, however, that this
distinction is not appropriate to sensibly delimit the extent of application of the
patent exclusion of medical procedures.

3.2 Different Effects of Product and Process Patents

In contrast to medical procedures, products for use in such procedures, such as med-
icines, are not excluded from patentability, as sentence 2 of Article 53(c) (ex 52(4))
of the EPC clarifies. This different treatment under patent law is justified by the dif-
ference in effect between product and process patents.

Every specimen of a patented product that is put on the market by or with the
permission of the patent holder may legally be further marketed and used for any
purpose, because this act of putting on the market exhausts the exclusive rights con-
ferred by the patent. Therefore, there is no danger that a patent granted for a product
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will jeopardize the interests of patients by hampering medical activities, insofar as
these products can be procured quickly and in sufficient quantity when needed.
For the use of a process, on the contrary, the permission of the patent holder is
required in every single case. In non-medical fields, permission can of course usu-
ally be obtained in advance for a number of uses. This is how businesses will pro-
ceed whose plans call for the use of a procedure for which a third party holds a pat-
ent. With medical treatment methods, however, such timely planning is only seldom
possible, as the need to apply a certain method often arises unforeseeably. If they are
to cover all their bases, everyone who might at some point need a patented medical
treatment method, particularly doctors and clinics, would have to secure licenses in
advance for all process patents relating to their field of medicine. The effort
involved would be unreasonable and even futile in some cases, because not all pat-
ent holders are willing to grant licenses, and because some of the cases for which a
license had been obtained would never or only seldom arise. Furthermore, it is not
acceptable for a patient to be denied optimal medical care because the person or
institution from which he expects this care has not obtained in advance a license to
use a necessary procedure. For these reasons it is justified to exclude treatment
methods, as opposed to the products used in those methods, from patentability.'*

3.3 Differences Between Purpose-bound Protection of Substances and
of Processes

1. The patent claims admitted by the EPO for the protection of second medical use
(see 2.2 above) ultimately have an effect on the products of the process to which
they refer. If these are available on the market when need for them arises, there is no
risk that a patent will have an adverse effect on medical activities. The protection
granted is thus comparable with that of a purpose-bound product patent. The EPC
now expressly grants this protection for specified medical uses of state-of-the-art
substances (Article 54(5), revised version), even when this is the second or further
use of this kind. The detour the EBA was compelled to take has thus become super-
fluous.

2. According to the solution reached by the German Federal Supreme Court, the
subject matter of the patent is a process for treating an illness using a state-of-the-art
substance (see 2.2., No. 1 above). If sufficient quantities of the substance that has
been prepared for use in this method are readily available as a medicine when
needed, the unrestricted exercise of the medical activities that use this medicine
would seem to be sufficiently guaranteed. However, the permission of the patent
holder is required for the use of the patented process (see 3.2 above). Once a medi-

14 The question of whether any other solution is possible without jeopardizing the legitimate
interests of patients cannot be elaborated here. Cf. for example APPEL, Der menschliche Korper
im Patentrecht 183 et seq. (1995), BOSCH, Medizinisch-technische Verfahren und Vorrich-
tungen im deutschen, europdischen und amerikanischen Patentrecht 216 et seq. (2000);
MOUFANG, in: Europiisches Patentiibereinkommen — Miinchner Gemeinschaftskommentar,
Art. 52, marginal No. 352 (28lh issue, 2005); THUMS, 1995 Gewerblicher Rechtsschutz und
Urheberrecht, Internationaler Teil (GRUR Int.) 277, 284 et seq.



Purpose and Limits of the Exclusion from Patentability of Medical Methods 281

cine has been put on the market without provisos, every legitimate purchaser of that
medicine can be presumed to have that permission. Still, it is in the power of the pat-
ent holder to withhold or name additional terms for his consent. And yet the German
Supreme Court does not act according to this conclusion. In the Court’s view, a pat-
ent forces a doctor who would like to use the medicine to avoid acquiring or pre-
scribing such products (which have been prepared for patent-conform use) which
have been put on the market without the permission of the patent holder. It can be
concluded from this that products that have been put on the market with such per-
mission may be used in conformity with the patent without obtaining special per-
mission from the patent holder. This in effect attributes the effect of purpose-based
protection of a substance to the ‘process’ patent granted for its second medical indi-
cation.! This corresponds to the effect of a patent whose subject matter, according
to the solution reached by the EBA, is a process to produce a medicament for a sec-
ond medical indication (see 3.3., No. 1 above). The insertion of a provision corre-
sponding to Article 54(5) of the 2000 EPC in the German Patent Act (Section 3(4)
in the version of August 24, 2007) thus has changed nothing about the previous
legal situation, but has merely done away with a makeshift solution that was tenu-
ous for various reasons.

4. Delimiting the Patent Ban on Diagnostic Methods

4.1 Need to Keep Medical Activities Free of Patent Constraints

With regard to diagnostic methods as well, the patent ban in Article 53(c) (ex Arti-
cle 52(4)) of the EPC and in Section 2(a)(1)(2) (ex Section 5(2)) of the Patent Act
has the purpose of keeping medical activities free of restrictions that could arise
from patents. Such restrictions need not be feared as long as the results that can be
produced with a patented diagnostic method are available on the market when nec-
essary. This requires that enough facilities exist with the capacity and expertise to
carry out that diagnostic method on demand within a time frame that allows for reli-
able results. It must also be possible to permanently document the results and com-
municate them to those medical professionals who want to make use of them with-
out actually participating in the procedure.

These requirements are to a large extent fulfilled when it comes to analyzing
fluid or tissue samples that have been extracted from a human or animal body for
the very purpose of analyzing them, can be transported outside that body without
alteration to the analyzing facility, and are completely used up in the course of that
analysis. There are numerous university and other research institutes in the public
sector, as well as commercial operations in the private sector, that provide these
services. Certainly, these facilities must acquire the necessary licenses if the proc-
esses they need for their analysis are patented for third parties. However, because
they are designed to analyze large numbers of the same types of samples, it is as a
rule practicable, economically expedient, and reasonable for these facilities to

15 More details in KRASSER, Patentrecht 806 et seq. (2004).
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obtain licenses in advance for the patented processes that they have the equipment
and the personnel to carry out.

Patent protection therefore poses no such threat to this type of medical analyses
that would necessitate their exclusion from patent protection. This explains why a
patent ban only exists for those diagnostic methods that are practiced on the human
or animal body. However, there exist many such methods that are standardized and
— because the instruments alone constitute a huge investment — are provided by spe-
cialized institutions to which medical professionals can refer their patients for the
purpose of having a certain test done. An example of this is radiographic analysis.
This might prompt the question whether a need to keep medical activities free of
patent constraints must be recognized in all cases of diagnostic methods that are car-
ried out ‘on the body’. Still, one must assume that the patient has a legitimate inter-
est that the medical professional he has consulted will actually be the person to per-
form the analysis. Whenever this is possible — and it often is — constraints due to
patents must be avoided. Be that as it may, the applicable provisions must be
observed, even if one considers them in need of amending.

4.2 Narrow Interpretation of the Term ‘Diagnostic Method’

One way to radically restrict, indeed to render fully meaningless, the current patent
ban on diagnostic methods'® is demonstrated by decisions stating that a patent claim
is only directed to a diagnostic method when it includes the actual diagnosis, that is,
a conclusion based on an examination result that a certain disease is present or not.

According to EPO decision T 385/86,'7 only those diagnostic methods may be
excluded from patentability whose results make it immediately possible to decide
on a course of medical treatment. It must therefore be assessed whether the method
used contains all the steps necessary to arrive at a medical diagnosis. Processes that
only provide interim results do not fully qualify as diagnostic methods within the
meaning of Article 52(4), according to the EPO, even if these results can be used to
make a diagnosis. The steps leading to a diagnosis include, in particular, comparing
test results with normal values, determining a significant deviation from the norm,
and attributing this deviation to a certain clinical picture (the ‘phase of deductive
medical decision’). If at least one of these three steps is missing, the process is not
a diagnostic method.

Likewise, in the view of the German Federal Patent Court, a diagnostic method
necessarily includes the deductive step of making a diagnosis, defined as an evalu-
ation made by a medical professional by deductive reasoning using data already col-
lected in tests for detecting and systematically designating a disease.'®

16 Therefore critical on this point (among others): MOUFANG, 1992 GRUR Int. 10, 22 and 2005,
supra note 14, at marginal No. 389 et seq.; THOMAS, 34 IIC 847, 860 (2003); VISSER, supra
note 1, at 482 et seq.

EPO, September 25, 1987, supra note 8; for references to several decisions of the same tenor,
see Referral of December 29, 2003, supra note 6, at 234 et seq.

Federal Patent Court (Bundespatentgericht), December 8, 1994, 35 Entscheidungen des
Bundespatentgerichts (BPatGE) 12, 15; likewise Federal Patent Court (Bundespatentgericht),
July 11, 2006, 2007 GRUR 133, para. I1.3.c.
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4.3 Activation of the Patent Ban in Cases Requiring Medical
Supervision?

The EPO has declared a method not patentable that included a step involving risks
to the patient and therefore necessitating supervision by a medical professional.'”
Basing its reasons on the decisions of the EBA on second medical indication (see
2.2., No.2 above), according to which only non-commercial and non-industrial
activities in the field of human and veterinary medicine are to be kept free of restric-
tions by patent rights, the Technical Board of Appeal held it to be legitimate not to
deduce a diagnostic character from the ultimately diagnostic purpose of methods
whose steps are as a whole not of a medical but of a technical nature. This, said the
Board, does not apply for methods carried out for diagnostic purposes whose essen-
tial steps must be carried out by trained medical personnel or under a doctor’s
supervision. This remains the case even when the necessary supervision is carried
out by a different specialist than the one who makes the final diagnosis. Thus a diag-
nostic character within the meaning of Article 52(4) of the EPC can be assumed
simply from the medical character of some of the steps of the method, without
regard to the actual act of diagnosis, which was not the subject matter of the method
in the case at hand. This decision thus sets a precedent for deeming a procedure a
non-patentable diagnostic method even if it does not include the conclusive step of
deductive medical decision. However, the ruling also attempts to distinguish
between the commercial and non-commercial steps of a method, which for the
above-named reasons is not in accord with the wording or with the spirit and pur-
pose of Article 52(4) of the EPC (see 3.1. above).

4.4 Rejection of the Narrow Viewpoint

In its decision T 964/99,%° the EPO attempted a fundamental change of course away
from the highly restrictive interpretation of the term ‘diagnostic method’, which had
also come into use in the EPO’s examination guidelines.?! The expression ‘diagnos-
tic methods practiced on a human or animal body’ in Article 52(4) of the EPC, and
the corresponding passage in the other two official languages, the Board clarified,
are not to be understood as procedures that contain all the steps doctors have to take
when making a diagnosis. Instead, the point of Article 52(4) is to exclude from pat-
ent protection all the procedures carried out on human or animal bodies that relate to
diagnosis or can be used for diagnostic purposes. A step in which a sample of a sub-
stance is taken from a living human or animal body by iontophoretic means for
diagnostic purposes is to be considered a diagnostic method in the sense of Article

9 EPO, February 11, 1997, Case T 655/92, 1998 OJ EPO 17 — Diagnostic and contrast agent/
NYCOMED.

20 EPO, June 29, 2001, 2002 OJ EPO 4, paras. 4.1, 4.4, 5.2 — Device and method for sampling of

substances using alternating polarity/CYGNUS. Decisions in the same sense are cited in Refer-

ral of December 29, 2003, supra note 6, at 242 et seq.

Part C-IV 4.3 (status October 2001; now 4.8.1); compare Referral of December 29, 2003, supra

note 6, at 239.

2
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52(4). That this step could be carried out by the patient himself, and that its use
would neither have significant effects on his body nor pose a serious health risk, the
Board noted, was immaterial for its finding.??

4.5 Opinion of the EBA: Confirmation of the Narrow Viewpoint

1. The decision T 964/99 prompted the president of the EPO, pursuant to Article
112(1)(b) of the EPC, to refer the case to the EBA.? In its opinion,?* the Board
severely narrowed the term ‘diagnostic method’ within the meaning of Article 52(4)
of the 1973 EPC.? In order for the subject matter of a claim to be seen as a diagnos-
tic method in the sense of this provision, it stipulated, the claim must contain ele-
ments relating to (Headnote 1 and paras. 5-6.2.4):

(i) the diagnosis for curative purposes stricto sensu representing the deductive medical
or veterinary decision phase as a purely intellectual exercise,

(ii) the preceding steps which are constitutive for making that diagnosis, and

(iii) the specific interactions with the human or animal body which occur when
carrying those out among these preceding steps which are of a technical nature.

As concerns diagnostic methods, the EBA thus consciously departs from the exist-
ing case law, according to which a procedure is excluded from patentability as a sur-
gical or therapeutic method when it includes so much as one step that qualifies as
being surgical or therapeutic®® (para. 6.2.2).

2. One reason for this dissimilar assessment could be that examinations carried
out on the body of a human or an animal can serve other purposes besides determin-
ing the existence of a disease as a pathological condition, such as determining a
physiological condition.?” This is the case, for example, in testing people’s physical
fitness for a certain line of work, or when bodily functions are monitored in condi-
tions of athletic exertion or weightlessness. A patent claim directed to a method of
examining the human or animal body can therefore include non-medical uses. In
this respect, however, there is no need to keep patent rights from impinging on such
a method, as is intended by the exclusion of medical procedures from patent protec-

22 EPO, Case T 964/99 supra note 20, para. 6.1. Compare also EPO, June 11, 1997, Case T 329/

94, 1998 OJ EPO 241 — Blood extraction method/BAXTER: It hardly matters whether a measure

is performed by a medical practitioner or other person with medical knowledge, or under the

supervision of such a person. Much more important are the ‘purpose and inevitable effect’ of
that step.

Referral of December 29, 2003, supra note 6.

24 Opinion of December 16, 2005 G 1/04, 2006 OJ EPO 334 — Diagnostic methods; concurring,

Federal Patent Court (Bundespatentgericht), July 11, 2006, 2007 GRUR 133 — Auswertung dis-

kreter Messwerte.

This opinion retains its validity, as it points out in paras. 10 and 11, under Article 53(c) of the

2000 EPC, which replaced Article 52(4); ¢f. I 3 above.

26 EPO, Case T 182/90, supra note 6; EPO January 11, 1994, Case T 890/92, 1995 OJ EPO 113 —
Contraceptive method/THE GENERAL HOSPITAL; EPO May 15, 1995, Case T 82/93, 1996
0OJ EPO 274 - Cardiac pacing/TELETRONICS; EPO, Case T 35/99, supra note 7, paras. 7, 8.

2T Cf. Federal Patent Court (Bundespatentgericht), January 19, 1984, 1984 Mitteilungen der deut-
schen Patentanwilte (Mitt.) 214; THOMAS, 34 IIC 847, 856 (2003).

23

25
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tion. It would therefore be inappropriate to deny such an examination method patent
protection in its non-medical areas of use as well. While this situation is certainly
avoided when a claim is considered to be directed to a diagnostic method only under
the conditions set out by the EBA, it is nevertheless questionable whether an inhibi-
tion of the medical use of an examination method by patent effects can also be
avoided in this way.

4.6 Significance of the ‘Phase of Deductive Medical Decision’ as
Feature of a Claim

1. As the EBA itself sees (para. 5.2), the ‘deductive medical decision phase’ is as
such an intellectual exercise, unless it should become possible to use a technical
device that can reach diagnostic conclusions. As an intellectual exercise, however,
pursuant to Article 52(2) of the EPC, the deductive medical decision phase does not
count as an invention within the meaning of Article 52(1). On the other hand, the
EBA rightly assumes (paras. 4 and 5.3) that the procedures excluded by Article
52(4) are inventions in the sense of Article 52(1) and that the only reason why they
are excluded from patentability via the legal fiction that they are not industrially
applicable is so that those who use diagnostic methods to treat humans or animals
will not be inhibited in their work by patent rights.

2. There might be reason to include the deductive medical decision phase in a
patent claim directed to a method of analysis if this feature represented the novelty
and non-obviousness of the invention. That this might ever actually be the case is
highly unlikely. In this respect diagnostic methods are different from software. With
the latter, the new and inventive step is often contained in features that are not tech-
nical in and of themselves, so it can be justified to include them in the claim.
Despite this, however, patent protection is not always possible in such cases due to
the recent case law of the EPO, which requires that examinations for inventive step
take only those features into consideration that contribute to the technical character
of the subject matter of the application.?®

3. For diagnostic methods, on the other hand, there is no reason from the appli-
cant’s perspective to include the ‘deductive medical decision phase’ in the claim, as
it does not contribute to the technical character, novelty, or inventive step of the
method. Including such a feature would in fact be detrimental, as it would automat-
ically trigger a rejection of the patent application pursuant to Article 52 (4) (now
53(c)) of the EPC.

4.7 Is the Lack of a Feature Relating to the Phase of Deductive
Medical Decision an Infringement of Article 84 EPC?

1. The EBA assumes, judging from its opinion G 1/04, that patent applicants will
simply leave any feature concerning the phase of deductive medical decision out of

23 Cf. EPO, December 8, 2000, Case T 931/95, 2001 OJ EPO 441 — Improved pension benefits
system/PBS PARTNERSHIP, EPO April 21, 2004, Case T 258/03, 2004 OJ EPO 575 — Auto-
matic auction method/HITACHI.
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their claims. To avoid such ‘evasion’ of the provision excluding diagnostic methods
from patentability, the EBA concludes, based on Article 84 of the EPC, that this fea-
ture must be included in the claim (para. 6.2.4 in conjunction with para. 6.2 and
6.2.3). The first sentence of this provision reads: ‘The claims shall define the matter
for which protection is sought.” It is complemented by the first sentence of Rule
43(1) (ex 29(1)): ‘The claims shall define the matter for which protection is sought
in terms of the technical features of the invention.” The EBA explains that, accord-
ing to the established case law of the EPO on Article 84, in order to be patentable,
an independent claim must contain all essential features that are necessary for the
clear and complete definition of a certain invention. Essential features are for the
most part of a technical nature. If, however, a non-technical feature must be consid-
ered constitutive for the invention, then it must also be included among the essential
features of the claim. Thus, although the diagnosis in the narrow sense is a purely
intellectual exercise — if it is not carried out by a device — the step relating to this
diagnosis is such an essential feature. It is thus to be included in the claim if it is
clear from the application or patent concerned that it is essential. The Board holds
this to be the case if a method for determining diagnostically relevant values is dis-
closed in the application or patent that would allow the deviation from standard val-
ues to be attributed to a certain disease.

2. If an examiner recognizes such a situation and determines that the (independ-
ent) method claim does not include a feature related to the phase of deductive med-
ical decision, the examiner is obliged, in the view of the EBA, to require that this
feature be added to the claim. If it is not added, the examiner must reject the appli-
cation. If the applicant does follow the examiner’s invitation to add this item, then
the application must be rejected due to the patent ban laid out in Article 53(c) of the
EPC. One wonders why this should not be possible as soon as it becomes clear from
the contents of the application as a whole that the method used serves diagnostic
purposes.

It is only in this way that evasions of the patent ban can reliably be prevented,
for it is highly doubtful whether Article 84 truly provides a basis for requiring a
feature related to the deductive decision phase to be inserted in the claim. As men-
tioned above, this feature is not relevant for the technical character, the novelty, or
the inventive step of the subject matter of the application. It is likewise not needed
for a complete description of the method of analysis, as required in the disclosure
part of an application, so that a person skilled in the art can carry it out. This element
is thus in no way ‘constitutive’ for the invention of a (technical) method of analysis.
On the contrary, this invention must be patented, provided that the exclusion of
diagnostic methods does not rule it out.

That the EBA deems that feature ‘essential’ is due solely to the narrow defini-
tion it has given the term ‘diagnostic method’. Here the feature acts as a necessary
requirement for the claim’s not being admissible due to Article 53(c) of the EPC. If,
by contrast, the feature’s inclusion in the claim were required pursuant to Article 84,
the feature would act as a prerequisite for the claim’s admissibility. Whether or not
it is an essential feature of the claim is only a question of which features the claim
must contain in order to define the method technically in the disclosure and to dis-
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tinguish it from prior art. As concerns methods of analysis on the human or animal
body, it is hard to imagine that this would necessitate the inclusion of a feature relat-
ing to the phase of deductive medical decision, in addition to those features desig-
nating the technical steps of a method. For this reason, if a patent application were
rejected because it did not contain such a feature, as per the EBA’s specifications, an
appeal by the applicant would as a rule have to be successful. Opposition to a patent
granted without the feature in question could not be based on an alleged infringe-
ment of Article 84 anyway, because such a breach is not included among the admis-
sible grounds for opposition in Article 100 of the EPC. As a result, the exclusion of
diagnostic methods from patentability that is provided for in Article 53(c) of the
EPC will therefore lose all practical significance.

4.8 Opinion of the EBA on Further Requirements of the Exclusion
Provision

1. In this opinion, the EBA also took up the question of under what conditions a pro-
cedure is to be considered practiced on a human or an animal body. Its answer is that
every interaction with the body of a human or an animal is sufficient that requires
the presence of that body (Headnotes 3, 4 and para. 6.4 ef seq.). The type or inten-
sity of the interaction are of no significance.

2. The involvement of a physically present or responsible medical or veterinary
doctor, according to the EBA’s opinion, is not a requirement for determining whether
or not a method is diagnostic in the sense of Article 52(4) EPC. Likewise, it is not rel-
evant whether all the steps of the method can or must be carried out by medical or
technical support personnel, the patient himself, or an automated system. No distinc-
tion may be made in this context between essential steps of the method, with diag-
nostic character, and non-essential steps, without this character (Headnote 2 and
para. 6.3).

3. This delimitation corresponds completely to the rationales laid out in 3. above
for keeping medical activities free of patent constraints. The medical professional
sought out by the patient should face no restrictions in applying any diagnostic
method he or she considers necessary or merely appropriate, and this must apply
even when that method is not a sample analysis performed in the absence of the
patient that can readily be ‘purchased’ on the market. The possibility that such a
need to deny patentability might for this reason be only slight or non-existent in
even a fraction of the examinations requiring a patient’s presence cannot be taken
into consideration under the current provisions. In addition, this problem is miti-
gated by the fact that the equipment or other products needed to carry out such
examinations are as a rule patentable. Admittedly, the holder of a patent granted for
such a product may be interested in patenting not only the product itself but also its
proper use as a method, as determined by the features of that product. This interest
is not without objection, however, because such a patent would authorize its holder
to impose use restrictions on those acquiring patented products. For this reason, it is
not unreasonable to deny patents for such methods, at least when the method of
analysis that consists in using the product must according to the EBA’s opinion be
considered one that is practiced on a body.
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4. The question remains how to do justice to those cases involving a method of
analysis capable of both medical and non-medical application (see 4.5., No. 2
above). If in such cases the medical use can be distinguished from the non-medical
use, a patent can be granted solely for the non-medical area of application, as has
occasionally been done in the past for processes that can serve therapeutic as well as
cosmetic purposes.?’ How to delimit the claims so as not to include the medical area
of use is a matter of the individual case. It could be advantageous to except the med-
ical use by a disclaimer, which after a landmark decision of the EBA can be an
acceptable means to make an exception of a subject matter that is excluded from
patentability for non-technical reasons according to Articles 52 to 57 of the EPC.*
Since that decision had to do with the permissibility of adding a disclaimer after the
fact, there should certainly be no objections to a disclaimer that is contained in the
originally submitted version of the patent application.

5. Concluding Remarks

The principles established by the EBA on the question of when a diagnostic method
is to be considered as practiced on a human or animal body and the question regard-
ing the persons carrying out a diagnostic method do away with some of the false
interpretations that have been expressed in the case law, and they could contribute
to a sensible delineation, reflecting the spirit and purpose of the law, of the scope of
the exclusion of diagnostic methods from patentability.

However, these principles are drained of any practical relevance by the defini-
tion adopted by the EBA of the term ‘diagnostic method’. This definition cannot be
justified by the wording?! or the purpose of Article 52(4) (now 53(c)) of the EPC. It
focuses on the deductive activity of the doctor, which as such cannot be hampered
by patent effects anyway, and fails to consider the possibility that a restraint can take
place during the phase of collecting the data that a doctor needs as the basis for his
conclusion.

During the revision conference in 2000, several amendments to the EPC were
resolved and some changes discussed that failed to materialize. The abrogation of
the patent exclusion of diagnostic procedures was not even on the agenda for dis-
cussion. The EBA, however, has seen to it that this provision can be regarded as
abolished for all practical purposes. The application of Article 84 of the EPC does
not constitute an appropriate means to resuscitate the exclusion to the extent called
for by the spirit of the law.

2 Cf. EPO, March 27, 1986, Case T 144/83, 1986 OJ EPO 305 — Appetite suppressant/DU PONT.

3 EPO, April 8, 2004, Case G 1/03, 2004 OJ EPO 413 — Disclaimer/PPG.

31 Cf. EPO, Case T 964/99, supra note 20, para. 4.2, where major reference works are cited to
define the term ‘diagnostic method’.



Special Legislation for Genetic Inventions — A Violation
of Article 27(1) TRIPS?

Wolrad Prinz zu Waldeck und Pyrmont

1. Introductory Remarks

Professor Joseph Straus, to whom the following remarks are dedicated, has very
early and continuously researched the challenges patent law faces in view of new
technologies, especially in the field of biotechnology.! Early on he stressed the
importance that the framework of the international conventions in the field of intel-
lectual property, and in particular the TRIPS Agreement,” have for the field of pat-
ent law, especially by providing minimum standards as regards the scope of patent-
able subject matter and the effect of the patent right.® One of the most important and
most contentious provisions of the TRIPS regime of patent law is its Article 27,
embodying non-discrimination requirements with respect to patentable subject mat-
ter and the rights conferred by a patent.*

This contribution follows Straus’ focus on biotechnology and on the impact of
international treaties in the field of patent law. It will analyze whether the adoption
of special legislation relating to the treatment of inventions in one of his most
eminent fields of research, biotechnology patent law, in particular as it relates to
gene patents and research tool patents, is warranted due to peculiarities of the sub-
ject matter, and permissible in view of the non-discrimination requirements of Arti-
cle 27(1) TRIPS.

! See e.g., STRAUS, Patent Protection for New Varieties of Plants Produced by Genetic Engineer-

ing - Should ‘Double Protection’ be Prohibited?, 15 IIC 426 (1984); Industrial Property Protec-
tion of Biotechnological Inventions (1985); Biotechnologische Erfindungen — ihr Schutz und
seine Grenzen, 1992 Gewerblicher Rechtsschutz und Urheberrecht (GRUR) 257; Patenting of
Human Genes in Europe — Past Developments and Prospects for the Future, 26 IIC 920 (1995);
An Updating Concerning the Protection of Biotechnological Inventions Including the Scope of
Patents for Genes — An Academic Point of View, [2003] OJ EPO Special Issue 166; The Scope
of Protection Conferred By European Patents on Transgenic Plants and on Methods for Their
Production, in: BAKARDJIEVA-ENGELBREKT/NORDELL (eds.), Festskrift till Marianne Levin,
639-653 (2007).
Agreement on Trade-Related Aspects of Intellectual Property Rights (TRIPS), Marrakesh
Agreement Establishing the World Trade Organization, Annex 1C, Apr. 15, 1994.
See, e.g. STRAUS, Implications of the TRIPS Agreement in the Field of Patent Law, in: BEIER/
SCHRICKER (eds.) From GATT to TRIPS — The Agreement on Trade-Related Aspects of Intel-
lectual Property Rights, IIC Studies Vol. 18, 160-215 (1996) (hereinafter: TRIPS Implications).
4 See e.g. DE CARVALHO, The TRIPS regime of patent rights 165 (2nd ed. 2005) (Art. 27(1) is
‘perhaps the core provision, and the reason of being of the whole TRIPS Agreement’);
SOMMER, The Scope of Gene Patent Protection and the TRIPS Agreement — An Exclusively
Nondiscriminatory Approach?, 38 IIC 30 (2007) (considering the non-discrimination principle
of Art. 27(1) one of the ‘major achievement of the TRIPS Agreement’).
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2. The Developments in the Biotechnological Sector

Biotechnology has become one of the fastest growing industries in the last decades
and has made already invaluable contributions to medicine, agriculture and indus-
try.> Global revenues have increased from 2005 to 2006 by 14% to $ 73.5 billion,
and R&D expenses in the research intensive industry reached $ 27.8 billion in 2006,
up more than 33% from 2005.% Also within the pharmaceutical industry, biologics
have seen the fastest growth and account for an increasing share of compounds in
research pipelines.’ In 2005, worldwide annual expenditures for biologic drug ther-
apy have increased by 15-17% to $50 billion, and are expected to grow to $105 bil-
lion by 2010.8

The fast industry growth was spurred by the rapid technological advances in
biomedical research, which had extensive (beneficial) consequences for the quality
of human life. Much of the research has been made possible by the development of
new research technologies, e.g. basic technologies such as the polymerase chain
reaction (PCR) or the recombinant DNA techniques developed by Cohen and
Boyer, animal models such as the Harvard-Oncomouse or the CreLoxP-mouse, and
technologies based on the use of genes and partial gene sequences like RNA-Inter-
ference and the use of ESTs and SNPs.” The increase in biotechnological discover-
ies and development of new technologies since 1990 was accompanied by an
upsurge of the number of patent applications filed for genomic inventions.'”

For the most part, concepts known from the patenting of chemical inventions
were applied also to the field of biotechnology. In Europe, the Biotech-Directive'!
transposed the concept that the making available of naturally occurring chemical

See generally ALBERTS, Molecular Biology of the Cell (2002). For an overview of individual
biotechnological achievements, see BIOTECHNOLOGY INDUSTRY ORGANIZATION (B10), Guide
to Biotechnology 6-15 (2007), available at <http://bio.org/speeches/pubs/er/BiotechGuide.pdf>
(as of May 2008).

% LAWRENCE, Data Page: State of the biotech sector — 2006, 25 Nature Biotech. 706 (2007).
LAWRENCE, Data Page: Pipelines turn to biotech, 25 Nature Biotech. 1342 (2007) (reporting
that more than one quarter of FDA submissions for marketing approval and 42% of compounds
in preclinical testing are biologics).

8 LIANG, Safety Issues in Regulating Follow-On Biologic Drugs, 10 J. Biolaw & Bus. 44 (2007)
(noting that the growth in biologic drug therapy has by far outpaced the growth of the pharma-
ceutical sector, which in 2005 increased by 7% up to $600 billion).

See, e.g. STRATTON, Genome resequencing and genetic variation, 26 Nature Biotech. 65 (2008)
(deeming the Human Genome Project and current resequencing proposals inconceivable but for
the development of powerful genomic research tools and technologies, such as high-throughput
screening and shotgun sequencing).

A study by the National Academies of Sciences has identified 33.000 patents granted by the
USPTO between 1976 and 2006 which claim or refer to nucleic acids. The yearly grant rated
remained constant below 500 until 1991 when it started increasing rapidly, peaking at 4.500 in
2001. See MERRIL/MAZZA, Reaping the Benefits of Genomic and Proteomic Research 101
et seq. (2006).

Directive 98/44/EC of the European Parliament and of the Council of 6 July 1998 on the legal
protection of biotechnological inventions, [1998] OJ L 213, p. 13. The ECJ determined that the
directive is in conformance with the EC Treaty and that it did not violate Article 27(3) TRIPS;
a violation of Article 27(1) was not alleged. See ECJ, Case C-377/98, [2001] ECR 1-7079.
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substances may be the basis for a patentable invention'? to the field of genomics by
explicitly acknowledging in its Article 3(2) that ‘biological material which is iso-
lated from its natural environment or produced by means of a technical process may
be the subject of an invention even if it previously occurred in nature’ — also
referred to as the ‘doctrine of isolation’. Article 5(2) Biotech-Directive endorses the
concept’s application to elements isolated from the human body in general and to
gene sequences or parts thereof in particular.'?

However, the application of traditional patent law to biotechnology and the
increase in patent applications for genomic inventions has been observed with cau-
tion, and concerns have been voiced repeatedly that the increased patenting in the
biomedical field will hinder research and development of new medicines and thus
negatively impact innovation in this important industrial sector. One of the most
often quoted articles uses the expression tragedy of anticommons for a situation
where a fragmentation of rights in a needed resource — e.g., a gene sequence —
would lead to its underuse due to the difficulty and costs to procure licenses from all
rightholders and thus would negatively impact biomedical research.'* The situation
was deemed most pressing in the area of genomics, and consequently, numerous
suggestions have been put forward to alleviate the perceived problem, ranging — in
order of the impact on the (prospective) patentee — from excluding from patentabil-
ity human gene sequences or research tools, introducing special research exemp-
tions/expanding existing ones, to specific provisions for compulsory licensing of
patents for gene sequences or research tools. 15

3. Specific Legislation for Biotechnological Inventions

These calls have not gone unheeded, and some countries have adapted their national
patent laws following these proposals or have according legislation pending. For
example, when implementing the Biotech-Directive, France expressly excluded
product protection for gene sequences and permits only claims directed to their

12 See, e.g., German Federal Patent Court, 16 W (pat) 64/75 of July 28, 1977, GRUR 1978, 238 —
Naturstoffe.

Article 5(2) reads: An element isolated from the human body or otherwise produced by means
of atechnical process, including the sequence or partial sequence of a gene, may constitute a pat-
entable invention, even if the structure of that element is identical to that of a natural element.
HELLER/EISENBERG, Can Patents Deter Innovation? The Anticommons in Biomedical
Research, 280 Science 698 (1998).

See, e.g., BARTON, United States Law of Genomic and Post-Genomic Patents, 33 IIC 779 et
seq. (2002) (suggesting the exclusion from patentable subject matter whenever a situation of
blocking patents becomes acute and naming proteomics as an example); DERZKO, In Search of
a Compromised Solution to the Problem Arising from Patenting Biomedical Research Tools,
20 Santa Clara Computer & High Tech. L.J. 347 (2004) (proposing a broadened experimental
use exemption); FREEBURG, No Safe Harbor and No Experimental Use: Is it Time for Compul-
sory Licensing of Biotech Tools?, 53 Buff. L. Rev. 351 (2005).
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uses.!® A legislative proposal is pending in the U.S House of Representatives which
would end the patenting of genes by prospectively barring any patents directed to
‘nucleotide sequences, or its functions or correlations, or the naturally occurring
product it specifies.”!”

While subject matter exclusions remain isolated, several European countries
have introduced legislation expressly limiting the scope of protection of gene pat-
ents to their disclosed function. For example, Article L611-18(2) French Industrial
Property Act limits the protection of any invention relating to an element of the
human body, e.g. to a protein or a human cell, ‘to the extent necessary to the reali-
zation and the exploitation of this particular use’. Furthermore, Article L 6113-2-1
essentially converts any product claim including a gene sequence — if not be already
barred by Article L611-18 — to a method-claim or use-claim as it expressly restricts
the patent scope to the disclosed application.'® Likewise, the interplay of Paragraphs
3 and 4 of the new Section 1a German Patent Act effectively restrict the scope of
patents for human gene sequences to their disclosed purpose by requiring patent
applicants to disclose and to claim the specific application of the gene sequence.
Similar provisions can be found in Swiss>® and Italian®! patent laws.

16 See Article L611-18 (3) French Intellectual Property Code, introduced by Act No. 2004-800 of
6 August 2004, Article 17a II, Official Journal of August 7, 2004: ‘The following, in particular,
shall be considered unpatentable: ...d) total or partial sequences of a gene as such.’

17 Proposal for a Genomic Research and Accessibility Act, H.R. 977, 110" Cong. (2007), intro-

duced on February 7, 2007. It would constitute the first subject matter-specific proscription of

patentability in U.S. patent law.

See Article L611-18 (2) Intellectual Property Code: ‘... This protection shall cover the element

of the human body only to the extent necessary to the realization and the exploitation of this

particular use.’

Article L613-2-1 reads:

(1) The scope of a claim concerning a gene sequence shall be confined to the part of such
sequence that is directly related to the specific function disclosed concretely in the description.

(2) The rights created by the delivery of a patent including a gene sequence may not be called
upon against a later claim on the same sequence if this claim satisfies the requirements of
Article L. 611-18 and if it discloses any other particular application of this sequence.

Whether these provision will be interpreted to preclude product patent altogether or merely

stipulate a narrow purpose-bound protection is yet unclear for lack of case law.

Sec. 1a German Patent Act: ...

(3) The industrial application of a sequence or a partial sequence of a gene must be disclosed
in the patent application in a concrete manner indicating the function performed by the
sequence or partial sequence.

(4) Where the object of the invention is a sequence or partial sequence of a gene, whose
structure is analogue to the structure of a naturally occurring sequence or partial sequence of
a human gene, the claims shall include the use, for which the industrial applicability is
described in a concrete manner pursuant to sub-section 3.

See Art. 8¢ Swiss Patent Act, introduced by Law of June 22, 2007 amending the Federal Law on

Patents for Inventions, available at <http://www.admin.ch/ch/d/ff/2007/4593.pdf> (as of May

2008). The new provision restricts the scope of a claim on any nucleotide sequence derived

from a naturally occurring (partial) gene sequence to the parts fulfilling the function concretely

disclosed in the patent.

Article 3.1d of Law Decree n. 3 of January 10, 2006, implemented with Law 78/2006 permits

the patentability of ‘un’invenzione relative ad un elemento isolato dal corpo umano o diversa-

20
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These provisions narrow the scope of gene patents to the disclosed purpose,
effectively approximating it to the protection conferred by use or method patents,
and thus breaking with the principle of absolute product protection prevailing in
other technical fields.?

4. Article 27(1) and its Non-Discrimination Requirements

4.1 Background

Agreeing on the non-discrimination requirements of Article 27(1) has been consid-
ered ‘one of the major concessions made by developing countries during the TRIPS
negotiations’? and still remains one of the most contentious issues of TRIPS. Prior
to the negotiations of the TRIPS agreement, several unsuccessful attempts were
made to adopt an international agreement eliminating discrimination relating to the
field of technology, one at the diplomatic conference on the revision of the Paris
Convention held in Lisbon in 1958,2* the most recent during the negotiations for a
Treaty Supplementing the Paris Convention as far as Patents are Concerned some
30 years later.> One of the main reasons behind the drive for such non-discrimina-
tion requirements was to make available patent protection for chemical and pharma-
ceutical inventions*® which more than 50% of the Paris Convention contracting
states did not provide for at the time of the negotiations of the TRIPS Agreement or
only very gradually introduced.?” Article 27(1) provides:

mente prodotto, mediante un procedimento tecnico ... a condizione che la sua funzione e appli-

cazione industriale siano concretamente indicate, descritte e specificamente rivendicate’.
22 See, e.g., German Federal Supreme Court (Bundesgerichtshof, BGH), Case X ZB 2/71 of
14.03.1972, 3 1IC 386, 390 (1972) — Imidazoline; X ZR 14/02 of December 13, 2005, 2006
GRUR 399 — Rangierkatze; European Patent Office, Enlarged Board of Appeal, G2/88 of
December 11, 1989, [1990] OJ EPO 90 — Friction Reducing Additive/MOBIL OIL IIl. See also
KEUKENSCHRIJVER, in: BUSSE (ed.), Patentgesetz, § 9 marginal note 51 (2003); BENTLY/SHER-
MAN, Intellectual Property Law 294 (2001); KRABER, Patentrecht 125, 129 et seq. (5th ed.
2004).
CORREA, Trade Related Aspects of Intellectual Property Rights 275 (2007).
See Union International pour la Protection de la Propriété Industrielle, Actes de la Conférence
Réunie a Lisbon du 6 au 31 Octobre 1958, at 370-387 (1963).
Cf. World International Property Organization [WIPO], Draft Treaty Supplementing the Paris
Convention for the Protection of Industrial Property as Far as Patents are Concerned (Patent
Law Treaty), Art. 10 Alternative B, WIPO Doc. PLT/DC/3, of December 21 (not adopted),
1990 (‘Patent protection shall be available for inventions, whether they concern products or
processes, in all fields of technology.”) = SCP/4/3, available at <http://www.wipo.int/edocs/
mdocs/scp/en/scp_4/scp_4_3.doc>.
Cf. Submissions from Participants on Trade Problems Encountered with Intellectual Property
Rights of May 29, 1987, GATT document MTN.GNG/NE11/W/7.
STRAUS, TRIPS Implications, supra note 2, at 181 (referring to the WIPO study ‘Existence,
Scope and Form of Generally Accepted and Applied Standards/Norms for the Protecting of
Intellectual Property’, Document WO/INF/29 of September 1988). See also SOMMER, supra
note 4, at 31.
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Subject to the provisions of paragraphs 2 and 3, patents shall be available for any
inventions, whether products or processes, in all fields of technology, provided that
they are new, involve an inventive step and are capable of industrial application.
Subject to paragraph 4 of Article 65, paragraph 8 of Article 70 and paragraph 3 of this
Article, patents shall be available and patent rights enjoyable without discrimination
as to the place of invention, the field of technology and whether products are imported
or locally produced.?® (emphasis added)

As can be easily discerned, the provision contains several non-discrimination
requirements, namely the prohibition of discrimination as to (1) place of invention,
(2) field of technology, and (3) whether products are imported or locally produced.
The following remarks will focus on the compatibility of specific legislation with
the second requirement, i.e. the prohibition of discrimination as to the field of tech-
nology.

4.2 Interpreting Article 27(1)

According to the general rule of treaty interpretation embodied in Article 31(1)
Vienna Convention on the Law of Treaties, the provisions of the TRIPS Agreement
have to be ‘interpreted in good faith in accordance with the ordinary meaning to be
given to the terms of the treaty in their context and in light of its objects and pur-
pose.”?° The importance of considering purpose and the objective of the agreement
is stressed by Paragraph 5(a) of the Doha Declaration on the TRIPS Agreement and
public health which reads:

In applying the customary rules of interpretation of public international law, each
provision of the TRIPS Agreement shall be read in the light of the object and purpose
of the Agreement as expressed, in particular, in its objectives and principles. *°

When interpreting ‘discrimination as to the field of technology’, the elements
referred to in Article 31(1) Vienna Convention — i.e., text, context, object and pur-

2 The EPC 2000 amended Article 52 EPC emphasizing the non-discrimination requirement:
Art. 52(1) EPC: ‘European patents shall be granted for any inventions, in all fields of technol-
ogy, provided...” (emphasis added).

Vienna Convention on the Law of Treaties, done at Vienna on 23 May 1969 and entered into
force on 27 January 1980, United Nations, Treaty Series, vol. 1155, p. 331 (hereinafter: Vienna
Convention). Articles 31 and 32 Vienna Convention have been held to form part of the 'custom-
ary rules rules of interpretation of public international law' which govern the interpretation of
TRIPS provisions. See WT/DS2/AB/R, Report of the Appellate Body, United States —
Standards for Reformulated and Conventional Gasoline, at 15-16; WT/DS50/AB/R, Report of
the Appellate Body, India — Patent Protection for Pharmaceutical and Agricultural Products,
para. 46. Cf. WOLFRUM, WTO - institutions and dispute settlement, Art. 3 DSU note 14 (2006).
Declaration on the TRIPS-Agreement and public health, adopted November 14, 2001,
WT/MIN(01)/DEC/W/2. The Doha Declarations has to be taken into consideration under Arti-
cle 31(1)(a) Vienna Convention. See ABBOT, The Doha Declaration on the TRIPS Agreement
and Public Health: Lighting a Dark Corner at the WTO, 2002 JIEL 491-492. See generally
CORREA, Implications of the Doha Declaration on the TRIPS Agreement and Public Health,
WHO/EDM/PAR/2002.3, available at <http://www.who.int/medicines/areas/policy/WHO_
EDM_PAR_ 2002.3.pdf> (as of May 2008).
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pose and good faith — must be applied in a holistic way and not in a sequence of tests
of hierarchical order.”!

Dictionaries provide two differing meanings of ‘to discriminate’: (1) ‘to per-
ceive, note or make a distinction between things, differentiate, distinguish’ (corre-
sponding directly to its Latin origin discriminare — distinguish between); and (2) ‘to
make a difference in treatment or favor on a basis other than individual merit’,
respectively, to ‘make an unjust distinction in the treatment of categories’.> While
the term ‘discrimination’ is used two more times, it has not been defined in the
TRIPS Agreement. Until today, only one WTO panel attempted an interpretation of
the prohibition of discrimination as to the field of technology.*® In Canada — Patent
Protection of Pharmaceutical Products, the provision’s meaning was discussed in
some detail, and though the panel explicitly refrained from defining the term ‘dis-
criminate’, it seems appropriate to draw on its deliberations in the course of inter-
pretation.

4.3 De jure Discrimination v. Differential Treatment

Recalling that the primary non-discrimination provisions — National Treatment
(Article 3) and Most-Favored-Nation Treatment (Article 4) — address the concept in
more precise language without using the term ‘discrimination’, the panel inferred
that the concept would be broader than the discriminatory situations addressed by
these provisions. It stated: ‘It certainly extends beyond the concept of differential
treatment. It is a normative term, pejorative in connotation, referring to the results
of the unjustified imposition of differentially disadvantageous treatment.’>*

31 See, e.g., WT/DS152/R, Report of the Panel, United States — Sections 301-310 of the Trade Act
of 1974, para. 7.22 (‘[T]he elements referred to in Article 31 — text, context and object as well
as good faith — are to be viewed as one holistic rule of interpretation rather than a sequence of
separate tests to be applied in a hierarchical order.”) See also INTERNATIONAL LAW COMMIS-
SION, Commentary to Art. 31, 1966 Yearbook of the ILC, Vol. II, at 219-220; SHANKER, The
Vienna Convention on the Law of Treaties, the Dispute Settlement System of the WTO and the
Doha Declaration on the TRIPs Agreement, 35 Journal of World Trade 726 et seq. (2002).
See, e.g., Webster’s Ninth Collegiate Dictionary (1984); Shorter Oxford English Dictionary
(6th ed. 2007). Dictionaries have become an ‘essential research tool in WTO TRIPS litigation’
and panels tend to stay close to the text of a provision, ¢f. DINWOODIE, The Architecture of
International Intellectual Property System, 77 Chi.-Kent L. Rev. 993, 1005-06 (2002).
Panel Report, Canada—~Patent Protection of Pharmaceutical Products, WT/DS114/R (Mar.
17, 2000) available at <http://www.wto.org/english/tratop_e/dispu_e/cases_e/ds114_e.htm>
(as of May 2008). Different proceedings where Canada alleged a violation of Article 27(1),
non-discrimination requirement by Europe’s law on supplemental protection certificates have
not been further pursued and neither a panel was established nor a settlement notified. See
Request for Consultations, European Communities — Patent Protection for Pharmaceutical and
Agricultural Products, December 7, 1998, WT/DS153/1; IP/D/15; G/L/283.
Canada—Pharmaceutical products, supra note 33, at para. 7.94. See also CORREA, supra note
23, at 282 (availability and scope of enforcement measures should not unjustifiably differenti-
ate on the basis of the field of technology); DINWOODIE/DREYFUSS, Diversifying Without Dis-
criminating: Complying with the Mandates of the TRIPS Agreement, 13 Mich. Telecomm.
Tech. L. Rev. 445, 450 (2007).
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However, if one starts from the assumption that — while broader than the two
narrow provisions of most-favored-nation and national treatment — the term ‘dis-
crimination’ is used consistently throughout the TRIPS Agreement, it would follow
that the first definition, i.e. to distinguish, would more likely be the ordinary mean-
ing of discrimination. In contrast to Article 27(1), Article 4(d) prohibits discrimina-
tion only if it is arbitrary or unjustifiable. The second dictionary definitions of ‘dis-
crimination’ discern permissible differential treatment from discrimination by the
fact that a discriminatory treatment is not based on individual merit or justified in
view of the different categories. Consequently, such interpretation would render any
discrimination under Article 4(d) always either arbitrary or unjustified, and would
render meaningless part of the provision if followed.*

Nevertheless, it does not follow from this more narrow reading that patent law
cannot treat different situations differently — only the criterion ‘field of technology’
is an impermissible basis for the differentiation. The panel acknowledged this fact
when it stated:

Beyond that, it is not true that Article 27 requires all Article 30 exceptions to be
applied to all products. Article 27 prohibits only discrimination as to the place of
invention, the field of technology, and whether products are imported or produced
locally. Article 27 does not prohibit bona fide exceptions to deal with problems that
may exist only in certain product areas.

Different situations can and must be treated differently; the underlying distinction
just has to be based on factors other than a technical field. For example, a valid basis
for a distinction could be the requirement to obtain regulatory approval before an
invention can be marketed.”’

That several countries provide for purpose-limited product protection only for
the field of gene patents does not result in a different appraisal as their legislative
activities cannot be viewed as a subsequent practice under Article 31(3) Vienna
Convention which would have to be taken into consideration for the treaty’s inter-
pretation. A subsequent practice must be such as to establish a ‘concordant, com-
mon and consistent’ practice®® which had been interpreted as ‘sequence of acts or
pronouncements which is sufficient to establish a discernable pattern implying the
agreement of the parties’.> In view of the diverging approaches employed by the

35 See also DE CARVALHO, supra note 4, at 205 (pointing out that Article 27(1) conclusively lists
all permissible exception from the non-discrimination requirements in its own text and that it
does admit discriminatory measures even if non-arbitrary or justified).
Canada—Pharmaceutical products, supra note 33 at para. 7.92 (emphasis added).

DE CARVALHO, supra note 4, at 170 (interpreting Article 27(1) to clearly state that ‘it is not that
fact that two inventions belong to two different technology fields that make them different.”)
See also DINWOODIE/DREYFUSS, WTO dispute resolution and the preservation of the public
domain of science under international law, in: MASKUS/REICHMAN (eds.), International Public
Goods and Transfer of Technology Under a Globalized Intellectual Property Regime, at 861,
866 (2005) (finding that a subject matter exclusion directed at a technical field such as biotech-
nology would violate the non-discrimination requirement of Art. 27(1)).

SINCLAIR, The Vienna Convention on the Law of Treaties 137 (2nd ed. 1984).

3 WT/DS11/AB/R, Report of the Appellate Body, Japan — Taxes on Alcoholic Beverages, at 12.
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member states vis-a-vis patent protection for genetic inventions, it is obvious that
the required common agreement of the parties is lacking.*°

4.3.1 The Impact of Principles and Objectives

While the preamble may be referred to in order to establish the ordinary meaning of
the agreements provisions, it does not contain operative language and cannot serve
to modify or re-negotiate the existing obligations under the TRIPS Agreement.*!
The same holds true with regard to Article 7 (Objectives) whose language is too
vague to be given operational meaning that could justify derogation from existing
requirements.*?

Likewise, Article 8 (Principles) expressly makes the adoption of any measures
to protect public health, other important social policies or to prevent abuse of intel-
lectual property rights contingent on their consistency with the provisions of the
Agreement. In view of the considerable leeway Article 4 of the Doha Declaration on
TRIPS and public health stipulates for the Agreement’s interpretation, it could be
conceivable to justify the adoption of non-compliant measures with public health
concerns. However, public health concerns under Article 8(1) cannot justify dero-
gation from the non-discrimination requirement of a field of technology as such
measures would have to be limited to individual circumstances.*> As the panel put
it:

Moreover, to the extent the prohibition of discrimination does limit the ability to target

certain products in dealing with certain of the important national policies referred to in

Articles 7 and 8.1, that fact may well constitute a deliberate limitation rather than a
frustration of purpose.*

Furthermore, Articles 7 & 8 cannot serve to justify a differential approach towards
new technologies, e.g., by allowing for transitional provisions with a gradual intro-
duction of product protection.*’ Even though the wish to end the discrimination of
pharmaceutical and chemical inventions has been a primary motivation for some
negotiating parties,*® the provision adopted was worded to apply to all technologies,
and subject only to the specific limitations provided for in its text. By its very nature
as an instrument to stimulate innovation, patent law was and will be confronted with
new technologies that may or may not create specific problems it has to address, and

40 ¢f. Canada-Pharmaceutical products, supra note 33, at 7.47 (rejecting the argument that some
countries had introduced Bolar-like provisions arose to the level of subsequent practises).

Id. at para. 7.25; Carvalho, supra note 4, at 34.

DE CARVALHO, supra note 4, at 123.

See also CORREA, supra note 23, at 108 (conceiving of the justifiability of non-compliant mea-
sures only in view of ‘distinct health emergencies...distinct from ordinary or everyday health
measures’).

Canada-Pharmaceutical products, supra note 33, at para. 7.92. See also DE CARVALHO, supra
note 4, at 131.

But see SOMMER, supra note 4, at 50 (following calls for a ‘moratorium for higher intellectual
property standards’).

Cf. Submissions from Participants on Trade Problems Encountered with Intellectual Property
Rights of May 29, 1987, GATT document MTN.GNG/NE11/W/7.
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it would be an implausible suggestion that the members were not aware of the fact
during the negotiations of the TRIPS Agreement. Nevertheless, Article 27(1) does
not include an ‘experimentation clause’ allowing for discrimination of new technol-
ogies. It is very rare that new technologies raise completely new issues — it is rather
that certain generally known issues arise more frequently and more visibly in spe-
cific technical fields than in others. For example, while it is true for all areas of tech-
nology that the owner of a dependent invention needs to procure licenses to domi-
nating patents in order to practice her invention, the situation appears to occur more
frequently in the biotechnological field.

As a matter of course, the objectives and public policies referred to in Article 7
and 8 may be given significant importance where members have considerable dis-
cretion in tailoring their national legislation, e.g., with regard to exceptions under
Article 30,4 or for the assessment of whether a country’s ostensibly technology-
neutral treatment is a sham.*®

4.3.2 Public Policy Favors a Narrow Interpretation

Prohibiting discrimination against specific fields of technology (and the perception
that all technologies are more or less treated equally under patent law, even if not
completely true®’) helps preventing regulatory capture as it constrains industries
from exerting (more) pressure to get ‘their’ patent legislation, i.e., tailored to the
perceived needs of their industry.’® Due to the need for technology-neutral rules,
industries arguing for specific legislation for their technical field will meet opposi-
tion from other industrial sectors with differing interests. Such opposition will be
better organized and more effective in preventing undue influence of interest
groups than opposition by the ordinarily more disorganized general public.’! Con-
sequently, exceptions are less likely to be adopted and thus the incursion on patent
law as a whole will remain more ‘limited’ than without the non-discrimination
requirement. Furthermore, it can serve as a check to domestic political pressure as
it will prevent industry from spending resources to arrive at special forms of pro-

47 CORREA, supra note 23, at 109. See also Canada—Pharmaceutical products, supra note 33, at

para. 7.26.
8 See infra 4.4.2.
4 See, e.g., BURK/LEMLEY, Is Patent Law Technology-Specific?, 17 Berkeley Tech. L.J. 1155
(2002); BURK/LEMLEY, Policy Levers in Patent Law, 89 Va. L. Rev 1575 (2003).
According to the capture theory, specialized institutions or rules are subject to higher influence
of particular interest groups, ¢f. NARD, Rethinking Patent Law’s Uniformity Principle, 101 NW.
U. L. Rev. 1619, 1629 (2007) (with respect to the proposal of allocating the competence for dif-
ferent technical fields to different courts).
See, e.g., JAFFE/LERNER, Innovation and its Discontents 204 et seq. (2004) (citing examples of
special interest legislations in patent law). The push for legislation tailored towards the spe-
cific interests of an industry can be observed in the legislative process of the patent reform bill
in the discussions on the so called ‘second window’, championed by the software industry and
vehemently opposed by the pharmaceutical industry. Cf. MOSSINGHOFF/KUNIN, The Need for
Consensus on Patent Reform, White Paper of February 1, 2008, at 8 ef seq., available at
<http://www.oblon.com/files/news/389.pdf> (as of May 2008).
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tection that would be more effectively (and beneficially) be used elsewhere.>
Technology specific rules on subject matter may likely prove ineffective and will
invite patent attorneys to practice their drafting skills, as could be observed when a
specific review procedure was introduced for patent applications claiming business
methods in the US.”

4.3.3 Justifying Differential Treatment

Even accepting that the non-discrimination requirement would only bar unjustified
differential treatment based on an invention’s belonging to a specific technical field,
barring ‘ordinary’ product protection for the field of gene sequences seems unjusti-
fied. Ethical reasons aside, three lines of argumentation in favor of a differential
treatment of gene patents have to be addressed.

The first line of arguments posits that genes should not be viewed as products,
but only the information they embody; consequently, as the information always
relates to a specific function, limiting patent protection to that function would not
discriminate but would be simply a result of the nature of genetic inventions.>* But
genetic sequences are undeniable tangible products when they are made available
to the public in isolated form, even though their primary value lays in the informa-
tion they encode. Denying them the characteristic of a product and positing that
the disclosed function is the product appears arbitrary and refuted by the well-
known fact that one sequence can be responsible for several functions.”> Even
though in most cases, the inventor’s contribution will not be the isolation of a
sequence, but the decoding of the functional relationship between gene and pro-
tein, limiting the protection of patents would not be appropriate in cases where the
making available of the gene sequence was inventive®® and diverge from ordinary
patent practice. Another parallel can be drawn to the field of chemical inventions,
especially the field of pharmaceuticals, where the primary chemical structure
alone is not necessarily determinative for a compound’s effect. The effect of pre-
cursor drugs, metabolites, polymorphs and racemates often results from a partial

2 Cf. Canada-Pharmaceutical products, supra note 33, at 7.92. See also DINWOODIE/DREYFUSS,

supra note 34, at 449 (seeing merit in such objective while questioning its basis in the agree-
ment or negotiation history).

JAFFE/LERNER, supra note 52, at 204 (reporting a decline of patent application in the IPC class
that was submitted to double review while the patent applications for business methods more
broadly defined continued to rise and deducing therefrom that ‘applicants have been going out
of their way to classify their patents outside the class targeted for special (more rigorous) treat-
ment).

5% Cf., e.g. SCHRELL, 2001 GRUR 782, 785 et seq.

55 See also FELDGES, Ende des absoluten Stoffschuztes? — Zur Umsetzung der Biotechnologie-
Richtlinie, 2005 GRUR 977, 983; WHITE, Problems of Patents for Research Tools, 4 Bio-
science L. Rev. 138 (1998/1999).

STRAUS, An updating concerning the protection of biotechnological inventions, supra notel, at
184 et seq.
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compound that materializes only as a result of a particular biological interaction
with the human organism.>’

The second line of argumentation starts from a gene sequence’s possibility to
code for more than one protein as between 33% and 59% of human genes are mul-
tifunctional due to the phenomenon of alternative splicing.”® A ‘normal’ product
patent on a gene sequence would cover all uses of the gene sequence; consequently,
a license to the patent would be needed for all uses discovered later. However, the
mere fact of a high number of dependent inventions in the field of genomics — even
if arguably higher than in other technical fields — cannot justify a different treat-
ment.>® Even assuming that multi-functionality would be a justifiable criterion for
the distinction, it is neither a characteristic trait that is inherent to all gene
sequences, nor, for that matter, one that is limited the field of gene technology.

The subsequent argument, that the likelihood of multiple dependent inventions
as well as the needed access to numerous research inputs warrant a different treat-
ment lest the patenting in the field of genetic inventions negatively impact bio-
medical research, must seemingly carry more weight in view of the importance of
public health emphasized in various provisions of the TRIPS Agreement and the
Doha Declaration. However, as elaborated above, public health concerns alone
cannot justify derogation from the non-discrimination requirement as the prohibi-
tion of such discrimination of the field of pharmaceutical inventions was one or
the primary reasons for the adoption of the non-discrimination requirement. A cri-
terion for drawing a distinction must be an inherent characteristic of the technical
field.

Furthermore, the concerns of a negative impact on biomedical research have not
been validated. Several empirical studies have shown that the existence of patents
for genes so far had only an insignificant negative impact on biomedical research as
researchers in the biomedical field have found working solutions.®” Even where
specific research projects are discouraged or blocked by the existence or exercise of
a particular gene patent, the impact on social and economic welfare, whose further-
ance is one of the objectives under Article 7, depends on the productivity of the
alternative research project a researcher pursues with the time and resources availa-
ble to him. The necessity of pursuing a different research trajectory can also result

57 See also HANSEN, Hinde weg vom absoluten Stoffschutz — auch bei DNA-Sequenzen, 2001

Mitteilungen der deutschen Patentanwilte (Mitt.) 477, 482 (referring to Omeprazol, Enalapril,
Terfenadin as examples).

Cf. SOREK/MOR, Piecing together the significance of splicing, 19 Nat. Biotech 196 (2001);
JOHNSON ET AL., Genome-wide survey of human alternative pre-mRNA splicing with exon
junction microarrays, 302 Science 2141 (2003).

See also STRAUS, Abhingigkeit bei Patenten auf genetische Information — ein Sonderfall?,
1998 Gewerblicher Rechtsschutz und Urheberrecht, Internationaler Teil (GRUR Int.) 314, 319
(finding that a higher occurence of dependent inventions does not justify different treatment).
Cf. CAULFIELD ET AL., Evidence and Anecdotes: An Analysis of Human Gene Patenting Con-
troversies, 24 Nature Biotech. 1091 (2006) (reviewing data from several empirical studies);
HOPKINS ET AL., DNA patenting: the end of an era?, 25 Nature Biotech. 185 (2007) (presenting
data from their own empirical study and reviewing data of other studies).
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in a positive effect on net welfare, especially in view of the fact that there is overall
an excess overlap of research portfolios in genomic research.®!

The only area where a significant negative impact has been found is the area of
genetic testing, which has been brought to the public’s attention by Myriad Genet-
ics’s highly controversial use of its BRCA 1 and BRCA2 patents.®> Though a restric-
tion of the scope of product patents to the disclosed purpose could reduce the prob-
lem, it would not have prevented the BRCA1 and BRCA2 controversies as they
relate to the function disclosed in the patents.

Article 27(2) TRIPS cannot serve as a justification for the limiting the scope of
gene patents to the disclosed purpose either.®® Even if it could justify the mere cur-
tailment of patent rights and not only their exclusion from patentability, such cur-
tailment/exclusion would necessarily presuppose that the national law prohibits the
exploitation of this group of inventions.** While the exploitation of certain genomic
technologies, such as methods for cloning of human beings, are prohibited, there is
certainly no prohibition of the exploitation of all gene sequences which would be
necessary to justify an exclusion from patentability under Article 27(2). To the con-
trary, the use of gene sequences as research tools or in therapeutic application is
strongly desired to advance public health and biomedical research.

To be sure, Article 27(3) permits derogation from the non-discrimination
requirement. However, Article 27(3)(a) does not relate to an exclusion or curtailing
of product protection for certain technical fields but to certain methods of treatment
of humans or animals; their exclusion (e.g. the exclusion of methods for gene test-
ing or gene therapy®’) would not affect the patentability of the equipment and sub-
stances — in the present context: genes — used therein.®® Where the patenting would
lead to a de facto monopolization of a method is excluded from patentability under
the corresponding national provision, which is a danger in case of diagnostics,
recourse may be taken to compulsory licensing.®’ Likewise, as Article 27(3)(b) only

6 SAMPAT, Genomic Patenting by Academic Researchers: Bad for Science?, at note 18 (2004);

CAULFIELD ET AL., supra note 61, at 1093.

See in detail HERRLINGER, Die Patentierung von Krankheitsgenen — dargestellt am Beispiel der
Patentierung der Brustkrebsgene BRCA 1 und BRCA 2 (2004). See also CAULFIELD ET AL.,
supra note 61, at 1093 (finding that the BRCA1 and BRCA?2 controversies is the most publiz-
iced controversy in gene patenting).

But see SOMMER, supra note 4, at 49 (finding that Article 27(2) alone would justify ‘any special
treatment of gene patents as recognised in the [Biotech-]Directive Art. 5(3)’ and determining
that the requirement of disclosing and claiming the technical use of a gene sequence does not
constitute discrimination).

STRAUS, supra note 3, at 182; CORREA, supra note 3, at 291.

See, e.g. the proposal for a Genomic Research and Diagnostic Accessibility Act of 2002, H.R.
3967, 107" Congress, 2™ Segs., Introduced on March 14, 2002, available at <http://thomas.
loc.gov/cgi-bin/query/z?c107:H.R.3967:>. The lapsed proposal would have introduced a new
Section 271(j) exempting from infringement the use of genetic sequence information for
research for non-commercial entities, and the extension of the medical practitioners’ privilege
codified in § 287(c)(2) to include ‘the performance of a genetic diagnostic, prognostic, or pre-
dictive test’.

STRAUS, supra note 3, at 184.

See also CORREA, supra note 23, at 292.
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permits the exclusion from patentability of plants, animals and some related proc-
esses, it cannot serve as basis for a restriction of the patent scope of gene patents.

4.4 De Facto Discrimination v. Permissible Differential Treatment

As pointed out in the preceding sections, the non-discrimination requirement does
not prevent members from treating different situations differently when the differ-
entiation is based on factors other than an invention’s belonging to a specific tech-
nical field. However, beside barring de jure discrimination where legislation explic-
itly provides for different treatment of a specific technical field, the prohibition of
discrimination also prohibits de facto discrimination. In Canada-Pharmaceutical
Products, the panel defined de facto discrimination as a general concept ‘describing
the legal conclusion that an ostensibly neutral measure transgresses a non-discrim-
ination norm because its actual effect is to impose differentially disadvantageous
consequences on certain parties, and because those differential effects are found to
be wrong or unjustifiable.”®8

4.4.1 Differentially Disadvantageous Consequences

Under the assumption that the non-discrimination requirement should be inter-
preted structurally in that it also applies to exemptions under Article 30 and com-
pulsory licensing provisions under Article 31,% a slightly modified version of Arti-
cle 40b Swiss Patent Act may serve as an example of an ostensibly technology-
neutral measure:

Whoever intends to use a patented [...] invention as an instrument or means in
research, is entitled to a non-exclusive licence.

It shall be mentioned only in passing that the original provision clearly appears to
violate Article 31(a) and its requirement to consider the grant of a compulsory
license on individual merits as it seems to remove any discretion as to whether a
compulsory license should be granted and leaves discretion only with regard to the
terms of the license. More importantly, and similar to the narrow tailoring of the
European Bolar-exemptions,’ the application of the original provision is explicitly

%8 Canada-Pharmaceutical products, supra note 33, at para. 7.94, 7.101

% Cf. id., paras 7.85 et seq. Whether Article 27(1) should be interpreted structurally is subject of
considerable dispute. See DINWOODIE/DREYFUSS, Diversifying Without Discriminating: Com-
plying with the Mandates of the TRIPS Agreement, 13 Mich. Telecomm. Tech. L. Recv. 445,
448 et seq. (2007); SHANKER, The Vienna Convention on the Law of Treaties, the Dispute Set-
tlement System of the WTO and the Doha Declaration on the TRIPs Agreement, 36 Journal of
World Trade 721, 745 et seq. (2002); CORREA, supra note 23, at 283 et seq. (all arguing against
a structural effect of Article 27(1)).

Cf., e.g., in Section 11 No. 2b German Patent Act, which exempts from infringement ‘[s]tudies
and trials ... necessary to obtain a permission ... according to the effective pharmaceutical
regulations.” (emphasis added). In similar vein, Art. 9 ¢ Swiss Patent Act, supra note 20. The
provisions have been introduced to implement Art. 10(6) of Council Directive 2004/27/EC
amending Directive 2001/83/EC on the Community code relating to medicinal products for
human use, [2004] OJ L 136, p. 34.
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limited to a single technical field as it uses the wording ‘a patented biological inven-
tion’, thus applies only to the use in research of inventions from the field of biotech,
and does not exempt other research tools such as lasers or microscopes.

However, it is questionable whether the provision would survive scrutiny even
without this express limitation. Making compulsory licenses available for any
invention’s use in research, while ostensible technology-neutral, has a considerable
greater impact on the field of biotechnology due to the research intensity and the
high number of inputs and research tools used in an average biomedical research
project, as a significantly higher number of research tools will be affected.

The same holds true for the experimental use exception codified in Article 28
Sec. 1(b) Belgium Patent Act, whose newly reworded and broadened wording
exempts from infringement acts carried out for scientific purposes on or with the
subject matter of the invention.”! Even more, exempting the use of inventions in sci-
entific research will have only limited economic consequences for most technical
fields where research tools are staple products that are most commonly obtained by
acquisition, thus indirectly creating income for the inventor despite the exemption
as commercial manufacture is not exempted. By contrast, a significant part of bio-
medical research tools can and will be easily engineered by the researcher herself
without any compensation for the inventor.

Thus, the differentially disadvantageous treatment that both provisions bring
upon research tool owners in the field of biotechnology fulfils the first requirement
of de facto discrimination.

4.4.2 The Second Element — Discriminatory Intent

Additionally, the panel seemed to require some element of discriminatory intent,
which had to be deduced from the ‘objective characteristics’ of the ostensibly neu-
tral measure.”

Both provisions have been adopted as part of the implementation of the Biotech-
Directive and were intended primarily to address the perceived negative impact of
patents on biomedical research.”” In Canada-Pharmaceutical products, however,
the panel rejected finding discriminatory intent which is based only on ‘preoccupa-

tion with the effect of a statute in one area’ and as long as its application to a broader

field is not a ‘sham, or of no actual or potential importance’.”*

71 Art. 28 Section 1(b) reads in its original language: ‘Les droits conférés par le brevet ne s’ éten-

dent pas.... b) aux actes accomplis a des fins scientifiques sur et/ou avec 1’objet de I’invention
brevetée.” For a detailed analysis of the provision see VAN OVERWALLE/VAN ZIMMEREN,
Reshaping Belgian Patent Law: The Revision of the Research Exemption and the Introduction
of a Compulsory Licence for Public Health, 64 IIP Forum 42-49 (2006).
Canada-Pharmaceutical products, supra note 33, para. 7.101.

With regard to the Belgian provision, confer VAN OVERWALLE/VAN ZIMMEREN, supra note 72,
at 42-43. For the Swiss proposal, see, e.g., Botschaft zur Anderung des Patentgesetzes und zum
Bundesbeschluf iiber die Genehmigung des Patentrechtvertrags und der Ausfithrungsordnung
of November 23, 2005, at 69 et seq., 77.

Canada-Pharmaceutical products, supra note 33, para 7.104.
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Consequently, the demonstration of a legitimate purpose for the differential
treatment should be sufficient to negate an element of discriminatory intent.”> In
view of the Doha Declaration on TRIPS and public health, the principles and objec-
tives can be given significant importance, and public health concerns, e.g. the desire
to facilitate improved access to biomedical research tools would certainly be
deemed a legitimate purpose, even if one may not consider curtailing patent protec-
tion for research tool patents a suitable approach.’® While both provisions would
likely pass as non-discriminatory under Article 27(1), the Belgian provision appears
to violate Article 28 as the exemption for the use of inventions for research purposes
constitutes a significant incursion on the rights of research tool patent owners that
could hardly be qualified as a limited exception permissible under Article 30.”’

5. Conclusion

Restricting the scope of gene patents to the disclosed purpose while maintaining the
principle of absolute product protection for all other technical fields violates the
non-discrimination requirement of Article 27(1). Under a strict interpretation that
prohibits even differential treatment of a field of technology, legislation that is
passed in Germany, France, Italy and Switzerland undoubtedly violates Article
27(1) as the criterion for the differential treatment is an invention’s belonging to the
field of gene technology. However, even when broadly interpreting Article 27(1) to
permit justified differential treatment based on an invention’s belonging to a partic-
ular technical field, the reasons predominantly given do not seem to justify such dif-
ferential treatment.

Lastly, from a practical point of view, using the fact that the object of the inven-
tion is a ‘gene’ as the basis for a legal categorization does not appear very helpful in
view of the fact that the concept of the ‘fuzzy entity’ gene — which has been defined
differently by members of different biological disciplines and modified over time as
new biological insights have become known’® — is becoming more and more eva-
nescent.” Technology-specific legislation is backwards oriented and bears the
danger of becoming obsolete or ill-fitting with the progress of technology. Legisla-
tion should be adopted with a view to the future and address the underlying issues in
a technology-neutral fashion to allow its direct application to new technologies.

> Id., para. 7.94 (Stating that the standards by which a justification for differential treatment

would be measured were a ‘subject of infinite complexity’); DINWOODIE/DREYFUSS, supra note
34, at 452 et seq.

See PRINZ ZU WALDECK UND PYRMONT, Research Tool Patents after Merck v. Integra — Have
They Reached a Safe Harbor?, 14 Mich. Telecomm. & Tech. L. Rev. 367, 416 et seq. (2008).
71 Id., at 429 et seq.

"8 Cf. HOLMAN, The Tmpact of Human Gene Patents on Innovation and Access: A Survey of
Human Gene Patent Litigation, 76 UMKC Law Rev. 295, 307 et seq. (2007)

The notion of ‘gene’, which has been termed a ‘fuzzy entity’ already several years ago, further
has been called into question by recent scientific insights, see, e.g., PERSON, What is a Gene?,
441 Nature 399 (2006); PENNISI, DNA Study Forces Rethink of What It Means to Be a Gene,
316 Science 1556 (2007).
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Effects of the German Law on Employees’ Inventions
when Posting Employees Within the European Union

Kurt Bartenbach, Franz-Eugen Volz, Markus J. Goetzmann

In the globalized world economy, the law on employees’ inventions is no longer a
mere national issue. One of the merits of Joseph Straus whose jubilee is celebrated
herein is to have realized at an early point in time the importance of transboundary
effects of the law on employees’ inventions and to have worked on the legal issues
related thereto.!

This is all the more creditable in view of the lack of uniform international regu-
lations governing this legal area and the missing harmonization of the laws on
employees’ inventions. Such uniformity or harmonization cannot be expected in the
near future either (see section 1 below). In appreciation of his pioneer approach
which strongly influenced any subsequently arising discussions, this contribution
shall be dedicated to Joseph Straus.

The posting of employees working in research and development at companies
abroad, e.g. cooperation partners or other companies belonging to the same group,
has meanwhile become usual practice. The applicability of the law of employees’
inventions depends on the specific definition and qualification of such secondment
(see sections 2 and 3 below).

The agreements between the parties on how to define and qualify the second-
ment are governed by the conflict of law rules. Since the regulations on employees’
inventions are — under the prevailing opinion — deemed mandatory provisions for
the protection of employees,” the parties involved are subject to certain restrictions
in regards to their choice of law. When posting employees from Germany, the dif-
ferent national regulations governing employees’ inventions may collide (see sec-
tion 4 below).

! STRAUS, Die international-privatrechtliche Beurteilung von Arbeitnehmererfindungen im

europdischen Patentrecht, 1984 Gewerblicher Rechtsschutz und Urheberrecht, Internationaler
Teil (GRUR Int.) 1-7; STRAUS, Rechtsvergleichende Bemerkungen zum Begriff des Arbeit-
nehmererfinders, 1984 GRUR Int. 402-406.

HELDRICH, in: PALANDT (ed.), Kommentar zum Biirgerlichen Gesetzbuch und Nebengesetzen,
Article 30 EGBGB (German Private International Law), note 6 (67th ed. 2008); MAGNUS, in:
STAUDINGER (ed.), Kommentar zum Biirgerlichen Gesetzbuch mit Einfiihrungsgesetz und
Nebengesetzen, Article 30 EGBGB, note 79 (13th ed. 2002); MARTINY, in: Miinchener Kom-
mentar zum BGB, Article 30 EGBGB, note 97 (4th ed. 2006); see also GAUM, Patent- und
Urheberrecht: Arbeitnehmererfindungen und Hochschullehrerprivileg in Vertrigen der Univer-
sitdten mit Industriepartnern aus der Europidischen Gemeinschaft — Geltung ausldndischen
Rechts, 1991 Gewerblicher Rechtsschutz und Urheberrecht (GRUR) 805, 806.
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1. Lack of International Provisions Governing Employees’
Inventions

1.1 No Transboundary Regulations Governing Employees’ Inventions

Even though about 90% of all inventions for which patents are filed were made by
employees,’ international patent law conventions such as e.g. the TRIPS Agree-
ment, the Paris Convention for the Protection of Industrial Property or the Patent
Cooperation Treaty do not contain any regulations on employees’ inventions.

Solely Article 60(1), 2nd sentence of the European Patent Convention gives a
provision relating to employees’ inventions which, however, is a mere conflict rule
for determination of the specific national law to be applied in the respective individ-
ual case. The actual problems regarding employees’ inventions were deliberately
excluded from the harmonization approach at that time, leaving them for national
regulation.*

For transboundary constellations, any questions regarding the assignment of
rights in the invention or remuneration will have to be answered in light of the
respective (differing) national regulations governing employees’ inventions.

1.2 Lack of Harmonization of the Laws on Employees’ Inventions

Harmonization of the laws on employees’ inventions has been considered and
claimed since the early days of the European Community.’ Joseph Straus has sub-
mitted some valuable suggestions on this issue.® Indeed, the first harmonization
approach in the late 1970s resulted in a comprehensive description and statement on
the differences between the existing national laws and also produced a working
draft for harmonization, containing so-called elements of orientation.” However,
this proposal that was based on the German law concept was broadly rejected and
ended up in dropping the harmonization issue on the European level.

Some 20 years later, the European Commission resumed discussion of the sub-
ject in its Green Paper on Community patents and the European patent protection

See BARTENBACH/VOLZ, Arbeitnehmererfindergesetz, Kommentar, Einl. ArbEG (German
Employees’ Inventions Act), note 2 (4th ed. 2002); GODENHIELM, Employee Inventions, in:
International Encyclopaedia of Comparative Law, Volume XIV: Copyright and Industrial
Property, Chapter 7, at note 3 (1975); JONCZYK, Employee Inventions, 20 IIC 847, 848 (1989);
UBERTAZZI, Die Zuordnung von Arbeitnehmererfindungen im italienischen Recht, 1986
GRUR Int. 365; LE STANC, The new French Law on employees’ inventions, in: PHILLIPS (ed.),
Employees’ Inventions, 41 (1981).

CRONAUER, Das Recht auf das Patent im Europidischen Patentiibereinkommen, 111 et seq.
(1988); STRAUS, supra note 1, at 6.

NEUMEYER, Die Arbeitnehmererfindung in rechtsvergleichender Sicht, 1962 GRUR. Int. 65,
75; WEINMILLER, Bemerkungen zum Arbeitnehmererfinderrecht in der EWG, 1975 GRUR Int.
381, 383 et seq.

STRAUS, Arbeitnehmererfinderrecht: Grundlagen und Moglichkeiten der Rechtsangleichung,
1990 GRUR Int. 353-366.

RAMM, Vergleichende Untersuchung iiber das Recht der Arbeitnehmererfindung in den Mit-
gliedstaaten der Europdischen Gemeinschaften (1977).
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system,® but again dropped any new harmonization approach within the following
two years.” Indeed, such (preliminary) abandonment of harmonization consider-
ations is neither reasonable from an economic-political point of view, nor is it con-
vincing in a legal respect.!’ However, the Commission is not expected to give a new
impulse to harmonization in the measurable future.

The AIPPI (Association Internationale pour la Protection de la Propriété Indus-
trielle) also dealt with the laws on employees’ inventions and the differences between
the existing national systems in the summer of 2004. In the final Congress’s state-
ment, the majority of the attending national groups — in view of the existing differ-
ences between the individual national legislations — argued for an international har-
monization.!! However, when considering the individual national statements in more
detail, it becomes quite clear that the states are only more or less willing to support
such harmonization and all states are reluctant to adjust their own national laws.

1.3 Relevance of the National Regulations on Employees’ Inventions

Since there is no uniform international legislation governing employees’ inventions
and — for the time being — harmonization will not take place either, any specific
issues in a transboundary constellation such as the assignment of rights in the inven-
tion or remuneration must be handled in accordance with the respective national
regulations involved — which may differ from time to time. The question as to which
national regulations will apply, is to be answered under the principles of the conflict
of laws rules.

2. Options for Agreements when Posting Employees

2.1 Determination of the Relevant Employer

First, it has to be pointed out that any legal issues relating to employees’ inventions
must solely be resolved between the employer and the employee. Such basic princi-
ple governing the law on employees’ inventions also remains applicable where
employees are posted and even where employees are posted within the same group.
For not the group as such is the actual employer but one single company of such a
group.!?

European Commission, Greenpaper on the Community Patent System in Europe, COM (1997)
313 final, 21.

Communication from the Commission to the Council, the European Parliament and the Eco-
nomic and Social Committee, February 5, 1999, COM (1999) 42, 1999 OJ EPO 197, 214 et seq.
GOETZMANN, Die Harmonisierung des Arbeitnehmererfindungsrechts in der Europiischen
Union, 174-187 (2008).

AIPPI, Summary Report Q 183, Employers’ rights to intellectual property, 6 et seq.
BARTENBACH/VOLZ, supra note 3, Section 1 ArbEG, note 129; German Federal Labor Court
(Bundesarbeitsgericht, BAG), October 14, 1982, 2 AZR 568/80, 1983 Der Betrieb (DB) 2635;
Arbitration Board (Schiedsstelle), October 10, 1989, Arb.Erf. 37/89 (unpublished); see also
BARTENBACH, Zwischenbetriebliche Forschungs- und Entwicklungskooperation und das Recht
der Arbeitnehmererfindung, 66 et seq. (1985).
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Therefore, determining the relevant employer is the first step to be taken before
answering — in the second step — the question which specific substantive regulations
on employees’ inventions are to be applied in the respective individual case. The
question which company is to be deemed the ‘real’ employer of the inventor
employee will depend on the specific definition and qualification of the second-
ment.

2.2 Duration of Secondment

The parties may agree on the duration of a secondment at their own discretion. In
principle, there may either be a temporary or an unlimited secondment. In the case
of unlimited secondment, the parties agree that the employee will work abroad for
an indefinite period of time; there is no definite intention to return. In such a case,
employment with the posting company is usually deemed terminated and a new
exclusive employment with the host company abroad is deemed to be constituted.
In fact, it would be more appropriate to rather call this a change of employer than a
secondment or posting of employees.

The key aspect is whether the parties involved — when entering into the second-
ment agreement — want the employee to return or not. It is, however, of no relevance
how long the secondment shall last. In the past, it was assumed from time to time
that the decision whether the secondment is deemed a permanent or a mere tempo-
rary one actually depends on the duration of such stay abroad.'® This legal approach
was rightly denied by the prevailing opinion'* and cannot be supported in light of
the revised version of Article 6 of the Rome I Regulation.

Such revised Article 6 shall now make clear — by so supplementing the existing
regulation under Article 6(1) of the Rome Convention — that the ‘engagement
abroad is to be deemed a temporary one if the employee — after completion of work
performance abroad — is obliged to resume work in the original posting country.’” In
fact, this will be the case if the parties stipulate in the respective secondment agree-
ment that the employee will return to the posting company after expiry of the agreed
secondment.

Article 6(1) of the Rome I Regulation also makes clear that ‘the conclusion of a
new employment agreement with the original employer or another employer
belonging to the same group as the original employer does not rule out the option
that the employee may temporarily perform his work in another country.” Thus,
Article 6(1) of the Rome I Regulation in particular provides guidance on how to

13 GAMILLSCHEG, Ein Gesetz iiber das internationale Arbeitsrecht, 1983 Zeitschrift fiir Arbeits-
recht (ZfA) 307, 333 (3 years); FRANZEN, IntArbR, AR-Blattei 920 note 76 (2-3 years); VON
HOFFMANN, Internationales Privatrecht, Section 10 note 81 (7th ed. 2002) (12-24 months).

14" German Federal Labor Court (Bundesarbeitsgericht, BAG), May 9, 1959, 2 AZR 474/58, 1959
Neue Juristische Wochenschrift (NJW), 1702; MARTINY, in: REITHMANN/MARTINY, Interna-
tionales Vertragsrecht, note 1888 (6th ed. 2004); SCHLACHTER, Grenziiberschreitende Arbeits-
verhiltnisse, 2000 Neue Zeitschrift fiir Arbeitsrecht (NZA) 57, 59; LORENZ, Das objektive
Arbeitsstatut nach dem Gesetz zur Neuregelung des Internationalen Privatrechts, 1989 Recht
der Arbeit (RdA) 220, 233.
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interpret the situation in the case of secondment within a group. However, such
principle must — beyond the wording of the aforesaid provision — also apply in the
case that an employment agreement is entered into with some other employer. There
is no reason to differentiate the case that a new employment agreement is concluded
with an employer abroad who does not belong to the same group as the posting
company. According to the proposal for the Regulation, one must have particular
regard to the intention of the parties at the time of conclusion of the secondment
agreement. '’

2.3 Options for Secondment Agreements

In the case of temporary secondment of employees, the following constellations
may occur:

1) Only the employment relationship with the respective employer will subsist.
The employee still solely performs the tasks assigned to him for his original (i.e.
the posting) employer with the host company abroad.

2) The employment relationship with the posting company is terminated for the
duration of secondment. During such a period, there is no other employment
relationship than that with the host company abroad.

3) There are employment relationships with both companies. The employee enters
into an employment relationship with the host company abroad; in addition, the
employment relationship with the posting company subsists even during the
period of secondment. Such continuing employment relationship with the post-
ing company may be
a) either an active employment relationship in that the employee (also) per-

forms tasks for the posting company, or
b) a suspended employment relationship in that the primary duties of perform-
ance thereunder are suspended for the duration of secondment.

Which of these constellations applies will depend on the individual — explicit or
implicit — agreement between the parties as to the secondment of the employee.

2.3.1 Employer’s Right to Give Instructions

In practice, employers rarely post an employee for performing his tasks abroad
without a specific individual agreement, i.e. by mere unilateral instruction given to
the employee. Such practice may only occur in the case that the original employ-
ment contract already contains a clause granting the employer extensive rights to
give instructions on the details of performance of the tasks, including the right to
instruct the employee so as to temporarily perform his work abroad. Even though
the employer may under the relevant national regulations possibly be entitled to
determine time and place of work performance within the scope of employer’s

15 European Commission, Proposal for a Regulation of the European Parliament and the Council
on the law applicable to contractual obligations (Rome I), December 15, 2005, COM (2005)
650 final, 8.
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rights to give instructions,'® it must be assumed that the posting of an employee for
work performance abroad amounts to a considerable modification of and interfer-
ence with the originally agreed place of work which is not covered by the employ-
ers’ general right to give instructions as provided in Section 315 BGB (German
Civil Code), unless explicitly agreed between the parties.

If a clause granting the employer such extensive rights of instruction was
agreed, the situation described in the preceeding paragraph will apply, unless the
parties stipulate to the contrary by supplementary agreement: The employment
relationship with the posting employer will subsist and the employee — in per-
forming his (research) tasks with the host company abroad — will still (solely)
perform his duties resulting from the employment relationship with the posting
company.

2.3.2 Amendment to an Existing Employment Agreement

If the employment agreement does not contain an extensive clause on employer’s
instruction rights, the temporary secondment agreement between the employer and
the employee constitutes an amendment to the existing employment agreement
between the parties. Since — under German employment regulations — neither the
employment agreement nor any amendments thereto are subject to specific form
requirements, such supplementary agreement may, in principle, be concluded with-
out observance of a specific form.!

The specific contractual agreement and definition of secondment of an
employee will depend on the individual interests of the parties involved, i.e. of both
companies involved and the employee. The respective interests of the individual
parties may collide.

From the point of view of the companies involved, it must be clearly stipulated
which of the two companies shall be entitled to claim the inventions of the
employee, if any. If and to the extent that the entitlement to such inventions
involves the obligation to pay remuneration to the employee, it must also be agreed
which company shall actually be obliged to pay such remuneration.'® The acquisi-
tion of rights may also entail obligations under tax and accounting law, which also
needs to be considered by the companies involved when drafting the secondment
agreement.

From the employee’s point of view, the secondment agreement must — in addi-
tion to general provisions (as to change of domicile, usual remuneration) — also con-

16 In Germany, Section 106 GewO (Industrial Code) provides that the employer may, within rea-
sonably exercised discretion, give detailed instructions on the subject, place and time of work
performance.

This is true except for the case that the employment agreement contains a so-called double writ-
ten form requirement, i.e. a clause by which the parties agree that modifications or amendments
of the agreement require written form for being valid and that such requirement of written form
also applies in the case that the written form clause as such shall be canceled or modified.
This may be either a regulation with effect to the employee, depending on the respective posi-
tion of the employer, or an internal regulation for compensation with effect as between the two
companies only.
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tain regulations on tax issues and in particular social security issues.'” For ensuring
in particular social security of the employee and possible claims to company old age
pension, the parties in practice hardly ever agree on a termination of the employ-
ment relationship with the posting company but continue their relationship as a sus-
pended employment at least.

Suspension of an employment relationship means that the latter is continued but
the mutual primary duties, namely the duty to perform work and the duty to pay
remuneration, are suspended, whereas accessory duties and duties of good faith
remain in force. An agreement for suspension of a domestic employment relation-
ship does not require any specific form by law either so that the existence of a sus-
pension agreement may even be derived from the implied will of the parties.

However, the parties may also explicitly agree that the domestic employment
relationship shall remain in full force, including the primary duties of the parties.
Such an agreement may also be concluded from the specific circumstances of the
respective individual case (e.g. if the employee — even abroad — performs specific
tasks in accordance with the working instructions from the posting company and is
still subjected to the right of the posting company to give instructions). Thus, the
employment relationship with the posting company remains in full force, including
all primary and accessory duties.

2.3.3 Agreement with the Host Company Abroad

Regarding the relation with the host company, it must be considered whether a sep-
arate employment agreement is entered into. Such an employment relationship
between the host company abroad and the posted employee may even be estab-
lished without an express agreement. This is the case when it must be concluded
under the relevant conflict of laws rules that there is such a close relation between
the posted employee and the host company abroad that — when considering all
aspects of the respective individual case from an objective point of view — an
employment relationship must be deemed established between the parties
involved.?

3. Law on Employees’ Inventions and Conflict of Laws Rules

After determining which of the companies involved in an employment relationship
is established, it must be decided under the conflict of laws rules which specific
substantive law on employees’ inventions is to be applied within such an employ-
ment relationship. Apart from the special provision in Article 60 EPC, this question
must be answered in accordance with the general principles under the conflict of
laws rules.

19 The Regulation 883/2004 dated May 20, 2004, is expected to take effect in 2008, following a
corresponding implementation regulation and replacing the existing Social Security Regulation
1408/71.

20 See infra 3.3.1.
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3.1 Special Provision Under Article 60(1), 2nd sentence EPC

Article 60(1), 2nd sentence EPC contains (the only) special conflict of laws provi-
sion which relates to employees’ inventions. Regarding the question of entitlement
to European patents, it refers to the law of the country where the employee is mainly
employed. If it cannot be definitely determined in which country the employee is
mainly employed, the the law to be applied shall be that of the State in which the
employer has his place of business to which the employee is attached.

However, the scope of Article 60 EPC is limited: Firstly, it only applies to appli-
cations for registration which are filed under the EPC. For all other applications, the
genereal conflict of laws principles as mentioned below will apply. Secondly, Arti-
cle 60 EPC merely refers to the question who is entitled to the patent, i.e. the ques-
tion of ownership of rights. Any other issues regarding employees’ inventions (e.g.
remuneration issues) are not covered by Article 60 EPC and thus need to be decided
under the general conflict of laws principles.

Due to its restricted applicability*' Article 60(1), 2nd sentence EPC will not be
taken into account in the subsequent explanations. Moreover, Article 60(1) EPC
regularly will result in the same determination of the applicable law as the general
rules, since Article 60(1) EPC — when interpreted correctly — must be deemed a pro-
vision referring to the entire respective national law, including the corresponding
conflict of laws rules under such national law.>?

3.2 Employment Regime as Relevant Connection

Employees’ inventions are intellectual property rights created within an employ-
ment relationship. Thus, legislation on employees’ inventions is at the interface
between employment law on the one hand and intellectual property law on the other
hand.? These two legal areas are subject to different requirements of connection to
determine the applicable municipal law under the conflict of laws rules.

Regarding employment law, the conflicts of laws rules — in Germany as well as
in other legal systems — refer to the employment regime, i.e. the municipal law
applicable to the respective individual employment relationship. Within the Euro-
pean Union Article 6 of the EC Convention on the Law Applicable to Contractual
Obligations, dated June 19, 1980 (Rome Convention)** will apply. In Germany, this
rule has been implemented in Article 30 EGBGB. The (revised) Rome Convention
is about to be incorporated as directly applicable EU law, namely by adoption of the

2l BARTENBACH/VOLZ, supra note 3, Section 1 ArbEG, note 35; ROTHER in: REIMER/SCHADE/

SCHIPPEL, Das Recht der Arbeitnehmererfindung — Kommentar, Section 1 ArbEG, note 14 (8th
ed. 2007); STRAUS, supra note 1, at 6.

STRAUS, supra note 1, at 4-6; for a thorough examination of Article 60(1) EPC see CRONAUER,
supra note 4; GOETZMANN, supra note 10, at 58-70.

For the different approaches of classification see German Federal Supreme Court (Bundes-
gerichtshof, BGH), September 18, 2007, X ZR 167/05, 2008 GRUR 150 — Selbststabili-
sierendes Kniegelenk and BARTENBACH/VOLZ, supra note 3, Einl., note 5.

24 EC Convention on the Law Applicable to Contractual Obligations, 1980 OJ EC L 266, p.1.

22

23
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so-called Rome I Regulation,?® whose Article 6 also provides for the employment
regime to be the relevant connection for employment law issues. Issues of intellec-
tual property are — under the conflict of laws rules — governed by the principle of
territoriality (which is internationally accepted, too). The intellectual property
regime for patent related questions is thus to be determined under the legal system
of the respective country where the patent enjoys protection (lex loci protectionis).?®

It is generally accepted both in Germany?’ and internationally,”® that any issues
relating to employees’ inventions are to be decided under the employment regime.
Therefore, in order to determine the applicable national law under the conflict of
laws rules, the existence of an employment relationship prevails over the aspects of
intellectual property law. This is an appropriate consequence in view of the fact that
most legal systems contain provisions for the assignment of rights to the employer,
despite differences in detail. Such assignment of rights to the employer is governed
by the general principle under employment law which provides that the work results
belong to the employer (c¢f. Section 950 BGB) — which constitutes a deviation from
the internationally accepted inventor’s principle.

The employment regime thus will apply to any issues of ownership of rights or
issues of remuneration of the employee for such invention. However, the principle
of territoriality governing intellectual property rights will prevail where solely
issues relating to patent law such as e.g. requirements for creation, contents and
expiry of patent rights, the right to designation of the inventor or inventor’s person-
ality rights?® are at stake. In such cases, the respective national patent law of the
country where the invention enjoys protection is solely applicable.*

» European Commission, Proposal for a Regulation of the European Parliament and the Council

on the Law applicable to Contractual Obligations (Rome I), Decemer 15, 2005, COM (2005)
650 final, 8 at note 15.

HIESTAND, in: REITHMANN/MARTINY, supra note 14, at note 1740; BAUER, Das Internationale
Privatrecht der Arbeitnehmererfindung, 69 (1970); TROLLER, Das internationale Privat- und
ZivilprozeBrecht im gewerblichen Rechtsschutz und Urheberrecht, 48 ef seq. (1952); SACK,
Kollisions- und europarechtliche Probleme des Arbeitnehmererfinderrechts, in: BAUER (ed.),
Festschrift fiir Ernst Steindorff zum 70. Geburtstag, 1333, 1335 (1990).

STRAUS, supranote 1, at 2; BARTENBACH/VOLZ, supra note 1, Section 1 ArbEG, notes 36, 108;
ROTHER, supra note 21, Section 1 ArbEG, note 14; GAMILLSCHEG, Internationales Arbeitsrecht,
327 et seq. (1959).

See BAUER, supra note 26, at 72 et seq.; TROLLER, supra note 26, at 193 et seq.; CRONAUER,
supranote 4, at. 128; SZASZY, International Labour Law, 289 (1968); GODENHIELM, Fragen des
internationalen Privatrechts auf dem Gebiete des Patentrechts, 1957 GRUR Int. 149, 155 ef seq.
For a detailed differentiation between law of contract and the principle of territoriality see
SACK, Miinchener Handbuch zum Arbeitsrecht, Volume 1, Section 101 notes 101-107;
GAMILLSCHEG, supra note 27, at 328 et seq.; BARTENBACH/VOLZ, supra note 3, Section 1
ArbEG, note 36.

BARTENBACH/VOLZ, id.; SACK, supra note 29, at note 100; GAMILLSCHEG, supra note 13, at
362; BIRK, Das internationale Arbeitsrecht der Bundesrepublik Deutschland, 1982 Rabels
Zeitschrift fiir auslindisches und internationales Privatrecht (RabelsZ) 384, 400.
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3.3 Article 6 of the Rome Convention

Within the European Union, Article 6 of the Rome Convention will apply for the
determination of the law governing employees’ invention. This provision will soon
be replaced by Article 6 of the Rome I Regulation which will be briefly explained
later on (see section 3.4).

3.3.1 The Objective Regime of Article 6(2) of the Rome Convention

Pursuant to Article 6(2) of the Rome Convention, the governing law shall be either
the law of the country in which the employee habitually carries out his work or, if
such habitual place of work cannot be established, the law of the country in which
the place of business through which he was engaged is situated. Such — rather
inflexible — reference that, in principle, corresponds to the reference made by Arti-
cle 60(1) EPC will, however, only apply if an overall consideration of all facts and
circumstances of the respective contractual relationship (including conclusion of
the contract and experienced practice within the contractual relationship) does not
suggest a closer relation to any other regime. This ‘corrective clause’ in Article 6(2)
of the Rome Convention shall allow to determine a so-called objective regime, i.e.
the regime deemed to be most closely related to the case.! Application of such
regime meets the general intention of the conflict of laws rules which is to ensure
application of such regime to the respective individual case which is most closely
related to it and can thus be deemed the ‘best’ regime to be applied.*

According to labor courts, the following criteria are deemed relevant facts and
circumstances of a specific individual case: the parties’ nationality, seat of the
employer, governing language, currency of remuneration, place of conclusion of the
contract or residence of the employee.’® The arbitration board for employees’
inventions with the ‘Deutsches Patent- und Markenamt’ (DPMA — German Patent
and Trademark Office) — briefly referred to as the ‘arbitration board” — refers to
these criteria, t0o.3*

3.3.2 Priority of and Restrictions to the Parties’ Choice of law

Pursuant to Article 6(1) Rome Convention, the parties may under the principle of
contractual freedom choose any national law to be applied. Such choice of law
should be agreed explicitly between the parties for reasons of legal security and

31" German Federal Labor Court (Bundesarbeitsgericht, BAG), August 24, 1989, 2 AZR 3/89,

1990 Neue Zeitschrift fiir Arbeitsrecht (NZA) 841; December 12, 2001, 5 AZR 255/00, 2002

NZA 734. This general principle of Private International Law is also reflected in Article 4

Rome Convention (implemented in Article 28 EGBGB).

KROPHOLLER, Internationales Privatrecht, 24 et seq. (6th ed. 2006); KREUZER, Zur Funktion

von kollisionsrechtlichen Berichtigungsnormen, 1992 Zeitschrift fiir Europarecht, Internation-

ales Privatrecht und Rechtsvergleichung (ZfRV) 168 et seq.

3 German Federal Labor Court (Bundesarbeitsgericht, BAG), December 12, 2001, 5 AZR 255/
00, 2002 Neue Zeitschrift fiir Arbeitsrecht (NZA) 734; October 29, 1992, 2 AZR 267/92, 1993
Neue Zeitschrift fiir Arbeitsrecht (NZA) 743.

34 E.g. Arbitration Board (Schiedsstelle), January 16, 1991, Arb.Erf. 70/90 (not published); July 5,
1991, Arb.Erxf. 43/90, 1992 GRUR 499 — Einheitliches Arbeitsverhdiltnis.

32
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contractual clarity. The respective contract may — as a whole — be subjected to a cer-
tain national law; however, it is also possible to choose some specific law for some
specific parts of the contract. Therefore the parties may choose the entire contract to
be governed by a certain national law A (e.g. the law of the country of the host com-
pany), but at the same time any issues regarding employees’ inventions can be gov-
erned by a certain national law B (e.g. the German ArbEG as the law of the home
company).

Article 3(1) Rome Convention (Article 27 EGBGB) provides that the parties
may not only explicitly choose some specific national law, but that such choice of
law may also be implied. The latter applies if it may with reasonable certainty be
stated from the provisions agreed under the contract or the facts and circumstances
of the respective case which specific national law was intended by the parties as the
law governing the contract.®® In order to avoid any premature assumption of some
specific choice of law that was not actually intended by the parties, such an assump-
tion of an implied choice of law must be based on sufficient circumstantial evidence
to be found in the respective contract and in the actual performance of such contract
in practice. In the field of employment law, such circumstantial evidence may, in
general, be seen in any existing agreement on the place of jurisdiction or in the ref-
erence to some specific national law or national collective agreements.>® In the
event that any alleged intention of a parties’ choice of law may not be ascertained by
such circumstantial evidence, it cannot be assumed that there was an implied choice
of law at all, and the law of of the objective regime of Article 6(2) Rome Conven-
tion will be applied.

Other jurisdictions outside the EU take the regime governing the respective con-
tract as key point of reference for any related employment law issues, too, and only
differ, if at all, in regards to what specific extent a choice of law is admissible.”’

The parties’ freedom to choose the governing law is limited by national manda-
tory rules for the protection of employees. Article 6(1) Rome Convention rules that
the parties’ choice of law must not deprive the employee of any protection of man-
datory rules under the regime which would have to be applied under paragraph 2 in
the absence of a choice of law. The employer being the stronger party shall be pre-
vented from choosing — by unilateral decision and to the detriment of the employee
— the law most favorable to him and discriminating the employee by adoption of
such law by contractual agreement.*®

3 German Federal Labor Court (Bundesarbeitsgericht, BAG), July 26, 1995, 5 AZR 216/94, 1996
Neue Juristische Wochenschrift (NJW) 741; HELDRICH, supra note 2, Article 27 EGBGB, notes 5-7.
3 German Federal Labor Court (Bundesarbeitsgericht, BAG), id.; December 12, 2001, 5 AZR
255/00, 2002 Neue Zeitschrift fiir Arbeitsrecht (NZA) 734; JUNKER, Internationales Arbeits-
recht in der Praxis im Blickpunkt: Zwanzig Entscheidungen der Jahre 1994-2000, 2001 Recht
der Internationalen Wirtschaft (RIW) 94, 96; Schlachter, supra note 14, at 59 et seq.
See STRAUS, supra note 4, at 2-3; CRONAUER, supra note 4, at 129.
HOHLOCH, in: ERMAN (ed.), Kommentar zum BGB und Nebengesetzen, Article 30 EGBGB,
note 1 (11thed. 2004); MAGNUS, supra note 2, Article 30 EGBGB, note 68; HELDRICH, supra
note 2, Article 30 EGBGB, note 4; see also GIULIANO/LAGARDE, Report on the Convention on
the law applicable to contractual obligations, BT-Drs. 10/503, 33, 57.
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The prevailing opinion in Germany holds that the ArbEG is to be deemed a pro-
tective law in favor of the employees and at the same time mandatory law in the
sense of Article 6(1) Rome Convention.*® This is argued in light of Section 22
ArbEG, which deems any preliminary agreement discriminating against the
employee void. The employee shall be protected from waiving his statutory rights
even before reporting any inventions made by him.

Other jurisdictions also provide that any deviation from statutory regulations
governing employees’ inventions which would discriminate against the employee is
not admissible at all,** or is admissible to a certain extent only41 or from a certain
point in time only*? (which is similar to the German system). If such restrictions are
actually imposed by the respective legislation on the freedom of contract, the corre-
sponding provisions governing employees’ inventions must — for the benefit of the
employees — be deemed mandatory protective law in the meaning of Article 6(1)
Rome Convention.*?

3.3.3 Application of the More Favorable Regime

However, this does not mean that parties may not make a choice of law at all
under these circumstances. In fact, the regimes which are, in principle, eligible
for application — i.e. both the law which was (explicitly or implicitly) chosen by
the parties and the objective regime to be determined under Article 6(2) Rome
Convention — must be compared to each other under the principle of application
of the more-favorable-regime. This general principle governing the conflict of
laws rules will apply and finally the rules more favorable to the employee are to
be applied.*

Yet this will not mean a comparison of the whole employment law schemes of
two countries, but only a comparision of the relevant complex of national employ-

39 BARTENBACH/VOLZ, supra note 3, Section 1 ArbEG, note 109; HELDRICH, supra note 2, Article

30 EGBGB, note 6; MAGNUS, supra note 2, Article 30 EGBGB, note 79; MARTINY, supra
note 2, Article 30 EGBGB, note 97; VON HOFFMANN, in: SOERGEL (ed.), Kommentar zum BGB
und Nebengesetzen, Article 30 EGBGB, note 22 (12th ed. 1996); HOHLOCH, supra note 38,
Article 30 EGBGB, notes 10, 26; SACK, supra note 26, at 1343; GAUM, supra note 2, at 806.
E.g. Austria: Section 17 Patent Act; Hungary: Section 15(2) Patent Act; Greece: Article 6(7)
Patent Act. See also France (Article L. 611-7 pr. Industrial Property Code), Luxemburg (Section
13(1) Patent Act) and Italy, UBERTAZZI, supra note 3, at 368.

The Employees’ Inventions Acts of the Scandinavian Countries rule out agreements about cer-
tain substantial rights of employees, see GOETZMANN, supra note 10, at 82 note 310.

E.g. Spain: Article 19(2) Patent Act; Portugal: Article 59(9) Industrial Property Code.
GOETZMANN, supra note 10, at 76-86.

MARTINY, supra note 2, Article 30 EGBGB, note 38; HELDRICH, supra note 2, Article 30
EGBGB, note 5; HOHLOCH, supra note 38, Article 30 EGBGB, note 11; MAGNUS, supra note
2, Article 30 EGBGB, note 81; HEILMANN, Das Arbeitsvertragsstatut, 101 et seq. (1991);
SACK, supra note 26, at 1343; HONSCH, Die Neuregelung des Internationalen Privatrechts aus
arbeitsrechtlicher Sicht, 1988 Neue Zeitschrift fiir Arbeitsrecht (NZA) 113, 116; DAUBLER, Das
neue internationale Arbeitsrecht, 1987 Recht der Internationalen Wirtschaft (RIW) 249, 253;
JUNKER, Die ,,zwingenden Bestimmungen® im internationalen Arbeitsrecht, 1989 Praxis des
internationalen Privat- und Verfahrensrechts (IPRax) 69, 71.
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ment law.*> On the other hand this complex must not be determined too narrow in
order to avoid to ‘atomize’ the individual protective provisions. The protection of
employees under Article 6(1) Rome Convention does not go as far as to allow the
employee a specific selection of single rules to achieve the best solution for each
individual issue (no ‘cherry-picking’). With respect to employees’ inventions, it is
therefore required to compare the entire regulatory complexes governing employ-
ees’ inventions under both regimes, i.e. the (entire) German ArbEG on the one hand
and the respective foreign regulations on employees’ inventions or, respectively, the
entire regulatory complex governing employees’ inventions within some specific
foreign patent law on the other hand.*

3.4 Article 6 of the Rome I Regulation

The pending introduction of Article 6 Rome I Regulation will not bring any sub-
stantial change to the afore-mentioned principles. Moreover, it will clarify for sec-
ondments that it will primarily depend on the respective contractual agreement
between the parties whether a change of the governing employment regime in the
case of such secondment is actually intended. The new Article 6 suggests that the
parties, in case of doubt, may not be deemed to favor an abandonment of the law
governing their employment relationship hitherto, but that it will continue to govern
the employment contract, unless an overall consideration of all facts and circum-
stances of the respective individual case shows a more close relation to any other
jurisdiction.’

Indeed, the revised version emphasizes prima facie the contractual freedom of
the parties. However, it also makes clear that a change of the governing law only
because of a change of the habitual place of work will be subject to a more restric-
tive approach in the future. This underlines the continuation of common rules and
points out that a stronger preservation of mandatory rules for the protection of
employees is considered necessary by the legislator.

4. Posting of German Employees Abroad

Given the different contractual constellations occurring when posting employees,*®

the question whether the German ArbEG is to be applied if German employees are
posted abroad must be answered with reference to the contractual relationships
entered into with the individual companies. Only after due reference it can be

4 Prevailing Opinion, see MAGNUS, supra note 2, Article 30 EGBGB, note 83; MARTINY, supra

note 14, note 1883; SACK, supra note 26, at 1343; HONSCH, supra note 44, at 116; HOHLOCH,
Arbeitsverhiltnisse mit Auslandsbezug und Vergiitungspflicht, 1987 Recht der Internationalen
Wirtschaft (RIW) 353, 358.

SACK, supra note 26, at 1344; BARTENBACH/VOLZ, supra note 3, Section 1 ArbEG, note 109 et
seq.; MARTINY, supra note 2, Article 30 EGBGB, note 40; MAGNUS, supra note 2, Article 30
EGBGB, note 84; HOHLOCH, supra note 45, at 358.

For the parties’ common interest see supra 2.3.2.

See supra 2.3.
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decided which specific national law on employees’ inventions applies to the respec-
tive contract.

4.1 Exclusive Employment Relationship with the Posting Company

4.1.1 ArbEG to Apply Towards the German Employer

If there is only one employment relationship with the posting company and no (sec-

ond) employment relationship with the host company abroad exists, the ArbEG will

continue to govern the employment relationship with the German posting com-
49

pany.

4.1.2 ArbEG not to Apply Towards the Host Company Abroad

The ArbEG, however, will not apply towards the host company abroad with which
no employment relationship is entered into. The law on employees’ inventions only
governs the relationship between employer and employee. However, in the said
case, such employer-employee relationship only exists between the employee and
the German posting company.

4.2 Exclusive Employment Relationship with the Host Company
Abroad

4.2.1 ArbEG not to Apply Towards the German Company

If an exclusive employment relationship exists with the host company abroad only,
application of the ArbEG towards the Germany company is excluded for lack of an
employment relationship. Accordingly, no foreign employees’ inventions law will
apply either.

4.2.2 Options for the Application of the ArbEG Towards the Host Company
Abroad

It will depend on the specific nature and details of the local employment relation-
ship with the host company abroad whether the ArbEG shall apply to the host
company. If the parties decided to choose German employment law to govern the
entire employment relationship with the host company, or if they specifically
agreed on the German ArbEG to govern issues of employees’ inventions law, such
agreement is, in principle, deemed a valid choice of law under Article 3 Rome
Convention.

The validity of such choice of law may only be doubted under Article 6(1) of the
Rome Convention if

(1) German law is not the objective regime to be determined under Article 6(2) of
the Rome Convention,

4 The applicability of the ArbEG towards the national employment relationship insofar is
assumed.
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(2) the respective regulations on employees’ inventions to be applied are — in
whole or in part — mandatory law in terms of Article 6 of the Rome Convention
and finally

(3) by comparing both regimes it turns out that the provisions of the objective
regime are more favorable to the employee than the application of the ArbEG.

Such comparison as to what regime is more favorable to the employee must be made
on an abstract basis and may not take into account the facts of the specific individual
case, in particular the specific individual demands of the employee.”® This would
entail inconsistent practice in handling such cases because — depending on the spe-
cific nature of the invention and the personal perspective of the respective inventor
— one employee may possibly prefer an ownership and exploitation of the rights by
the employer (providing for extra remuneration of the employee), whereas other
employees may prefer the invention to be free (e.g. because the objective regime
does not grant the employer abroad a right to claim such invention) in order to
exploit the invention by himself.

Therefore, the entire German ArbEG and the respective foreign regulations on
employees’ inventions need to be compared.’’ When comparing the different
national regulations governing employees’ inventions in the individual European
countries, it becomes apparent that the German ArbEG provides a rather extensive
protection of the employees when compared to international standards.>® Thus, the
German ArbEG will regularly turn out to be the more favorable regime for the
employee.>® This, in turn, will ensure that the ArbEG will be actually applied and
not replaced by any other regime in the case that the parties agreed the application
of the German ArbEG for the employment relationship abroad.

In absence of any express choice of law by the parties, the ArbEG will regularly
not apply towards the host company. This would require an implied choice of law
voting for the ArbEG that will rarely be supported by sufficient evidence. The
agreement of an employment contract with the host company rather implies the con-
trary.

59" SCHNITZLER, Das Giinstigkeitsprinzip im internationalen Arbeitsrecht, 62 et seq. (1974); MAR-

TINY, supra note 14, note 1883; KRONKE, Das Arbeitsrecht im Gesetzentwurf zur Neuregelung
des IPR, 1984 Der Betrieb (DB) 404, 405; see also GAMILLSCHEG, supra note 13, at 337 et seq.;
SACK, supra note 26, at 1343 et seq.

SACK, supra note 26, at 1344; see also BARTENBACH/VOLZ, supra note 3, Section 1 ArbEG,
note 109 et seq.; MARTINY, supra note 2, Article 30 EGBGB, note 40; HOHLOCH, supra note
45, at 358.

ROTHER, in: REIMER/SCHADE/SCHIPPEL, supra note 21, Section 1 ArbEG, note 14; BARTEN-
BACH/VOLZ, supra note 3, Section 1 ArbEG, note 110; SACK, supra note 26, at 1345; HEATH,
Zur Vergiitung von Arbeitnehmererfindungen in Japan, 1995 GRUR Int. 382, 387; SCHADE,
Arbeitnehmererfindungen — Kritische Wiirdigung einiger tragender Grundsitze, 1975 Recht
der Arbeit (RdA), 157, 159; SCHIPPEL, Die Grenzen der Privatautonomie im internationalen
Arbeitsvertragsrecht und die Arbeitnehmererfindung, 1971 Mitteilungen der deutschen Paten-
tanwilte (Mitt.) 229, 231.

BARTENBACH/GOETZMANN, Europdisches Arbeitnehmererfindungsrecht vs Arbeitnehmer-
erfindungsrecht in Europa, 2006 VPP-Rundbrief 73, 80.
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For this very reason, it seems unlikely that the ArbEG can be applied without
any corresponding (explicit or implicit) agreement. This could only be the case if
German law was deemed the relevant objective regime in the meaning of Article
6(1) Rome Convention. However, this is rather unlikely given the explicit termina-
tion of the employment relationship with the German posting company and a new
exclusive employment contract with the host company abroad for this clearly shows
the intention of the parties that they obviously want to exclude German law from
governing their relationship in future.

4.3 Employment Relationships with both Companies

The cases shown above are rather easy to handle as they involve only one employ-
ment relationship with either of the two companies. Difficulties may arise, however,
if employment relationships are entered into with both companies.

4.3.1 Multiple Employment Relationships

Employment relationships with both companies may be entered into by explicit
agreements. Frequently parties agree that the employment contract with the posting
employer remains in force and, additionally, agree on a new employment contract
with the host company. This double employment is in many cases the common
intention of the parties, either with regard to some intended legal commitment
towards both companies or due to tax and/or social security requirements or
requirements under public law.

A second employment relationship may also be established by implicit conduct,
namely by taking into account the actual development of the secondment as well as
the contractual practice resulting therefrom. Since, in general, other legislations do
not require employment agreements to be concluded in written form either,> a sec-
ond employment agreement may be established by the fact, that the employee —
contrary to the original intention of the parties — is ever more closely integrated into
the organization of the host company and more extensively receives his assignments
and instructions by this company, so that the latter finally takes over the actual
enforcement of the employment relationship on its own behalf.

The facts and indications referred to when determining the objective regime in
the meaning of Article 6(2) Rome Convention are also of substantial relevance for
the assessment, whether an employment agreement has been established between
the host company the employee. Yet the criteria to be considered are not the identi-
cal: the mere fact that one of the eligible jurisdictions is deemed to be more closely
related to the case and thus more appropriate for solving a conflict, does not auto-
matically justify the assumption that the parties’ intention was to create a contrac-
tual relationship under the regulations of this jurisdiction. It must rather be consid-
ered in each individual case whether an ever closer relation between the employee
and the host company and the primary handling of employment issues by that host

3 For details of the respective jursidictions see the reports in: HENSSLER/BRAUN (ed.), Arbeits-
recht in Europa (2nd ed. 2007).
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company do suggest an implicit intention of the parties to establish an (additional)
local employment agreement. The question whether and by what specific circum-
stances an employment relationship may be constituted between the parties without
explicit agreement will, in the end, depend on the regulations under the respective
national law.

4.3.2 Application of the ‘Sphérentheorie’ (Principle of Spheres)

If there are two employment relationships, on the basis of German law it must first
be determined — in accordance with the principles of the ‘Sphirentheorie’ (principle
of spheres) — within which specific employment relationship the invention was
made: This will also be decisive for the legal character of the invention (service
invention or free invention).”> The application of the ‘Sphirentheorie’ is also
accepted by the arbitration board.’® According to the principle of spheres it needs to
be determined, under which specific capacity and framework, i.e. within which spe-
cific employment relationship, the employee developed and completed the inven-
tion.”’

The law to be applied to such employment relationship is the law chosen by the
parties (taking into account Article 6 Rome Convention), and any issues regarding
employees’ inventions must be handled and decided on the basis of such law and
within such relevant relationship as determined under the ‘Sphérentheorie’:

— If the invention was made within the employment relationship with the German
posting company, the explanations given in section 4.1 above apply mutatis
mutandis: the ArbEG will apply towards the German employer.

— If, however, according to the results found under the ‘Sphérentheorie’, the
employment relationship with the host company abroad is decisive, such law as
is agreed or objectively determined to govern employees’ inventions under that
employment relationship will apply. In such case, the explanations set forth in
section 4.2 above apply mutatis mutandis.

Therefore, the general approach in both cases is as follows: After the application of
the ‘Sphirentheorie’ in order to determine which employment relationship is the rel-
evant employment relationship for which the invention occurred, it must be estab-
lished on the basis of this employment relationship which national law regime is to
be applied. Any issues regarding employees’ inventions — including report of the
invention, ownership of rights or possible special remuneration — have to be handled
in accordance with this respective substantive law.

55 BARTENBACH/VOLZ, supra note 3, Section 1 ArbEG, note 20; ROTHER, supra note 21, Sec-

tion 5 ArbEG, note 13.
56 Arbitration Board (Schiedsstelle), July 5, 1991, Arb.Erf. 43/90, 1992 GRUR 499 — Einheitli-
ches Arbeitsverhdltnis; July 1, 1999, Arb.Erf. 49/97 (not published).
Fundamental: VOLMER, Der Begriff des Arbeitnehmers im Arbeitnehmererfindungsgesetz,
1978 GRUR 329, 332.
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4.3.3 Collision of Conflicting Legal Systems

However, the ‘Sphérentheorie’ is no universal solution for solving all cases of con-
flicting legal systems. The ‘Sphirentheorie’ was developed with regard to double
employment relationships which are both subject to the same substantive law.

However, such a common legal basis is missing in transboundary constellations
because two different national systems collide. There are some substantial differ-
ences between the individual substantive laws governing employees’ inventions in
the EU Member States.’®

4.3.3.1 Conflicting Regulations on Employees’ Inventions

The differences between the individual national regulations range from different
terminology and definitions (what is deemed a ‘service invention’ under system A,
is not necessarily likewise interpreted as such under system B)*® to divergent legal
consequences, in particular as regards the assignment of rights in the invention and
entitlement to the invention and remuneration issues related thereto.

Indeed, all European legal systems pursue the same basic principle which is to
solve the systematic conflict between employment law on the one hand and indus-
trial property law on the other hand. Whereas — under employment law — the
employer may, in principal, claim and is entitled to the results of the employee’s
work, the inventor’s principle under patent law at first assigns any rights in the
invention to such person as performed the creative work on which the invention is
based.®® However, the different national regulations make different approaches to
solve this conflict. Indeed, there is a common basic assumption that the legal posi-
tion of the employer shall be deemed to be stronger, the closer the connection is
between the invention and the performance of work tasks; but the specific
approaches and often also the results of such assignment of rights vary.®!

The national legislations differ as to the extent to which the employer is granted
the possibility to claim and seize employees’ inventions. Such differences may
result from the specific qualification of the inventions (the term ‘service invention’
may be construed either restrictively or extensively) and from the different
approaches of assignment of the rights in the invention to the employer (original
entitlement to the invention, derivative acquisition of the rights in the invention,
shared right, rights of use etc.).5?

38 STRAUS, supra note 1, at 402 et seq.; supra note 6, at 355 et seq.; comprehensive: BARTEN-

BACH/GOETZMANN, supra note 53, at 76-79; detailed: GOETZMANN, supra note 10, at 115-145;
GODENHIELM, supra note 3.

GOETZMANN, supra note 10, at 123-129; STRAUS, supra note 6, at 358-359, 365; BARTENBACH/
GOETZMANN, supra note 53, at 75.

STRAUS, supra note 6, at 354; GODENHIELM, Die internationalen Bestrebungen zur Verein-
heitlichung des Rechts der Arbeitnehmererfindungen, 1966 GRUR Int. 125, 126.

STRAUS, supra note 6, at 358-360; BARTENBACH/GOETZMANN, supra note 53, at 75 et seq.;
GOETZMANN, supra note 10, at 115-129.

BARTENBACH/GOETZMANN, id., at 75 et seq. with further references notes 5-9; GOETZMANN,
id., at 118-128.
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The individual national legislations also vary in regards to remuneration.®® This
is, on the one hand, due to the fact that assignment of the rights in the invention is
handled differently and, on the other hand, caused by the fact that certain legisla-
tions do not provide for remuneration to be paid to employees for certain service
inventions.** Moreover, for calculating any remuneration different factors are taken
into account.%

4.3.3.2 Legal Questions to be Settled and First Answers

The coexistence of two different employment relationships and, accordingly, two
regulatory systems to be applied to employees’ inventions brings up legal questions
that cannot simply be answered by taking recourse to the ‘Sphérentheorie’.

Since there are no uniform transboundary European regulations, the initial ques-
tion is how to handle the coexistence of two different and often conflicting laws on
employees’ inventions with respect to the same invention:

— If an invention is deemed a service invention with regard to both employers, e.g.
because one employer has assigned the task (to which the invention provided the
solution) and the other employer contributed to such invention by making avail-
able internal know how — whose rights to claim ownership will have priority?

— In particular: what will happen to the right of the German company to claim the
invention in the case that — under the respective foreign law — such right was
already originally acquired by the host company abroad?

— The respective foreign law to be applied (under the ‘Sphirentheorie’) does not
provide for assignment of the right in the invention to the local host employer so
that there is no way for the host employer to actually claim and seize the inven-
tion. May the German posting company eventually manage to enforce its rights
under the ArbEG?

— Will such enforcement be restricted to the rights under Section 4(3), Section 18
and Section 19 ArbEG (because — according to the ‘Sphérentheorie’ — the for-
eign regime would actually have priority or e.g. because the employee is only
actually obliged to perform his tasks towards the host company abroad since the
German employment contract was agreed to be suspended)?

— Is the invention deemed released and free with regard to both employers or is —
beyond that — the right of the German company to claim the invention excluded
because the local regime to be applied under the ‘Sphérentheorie’ does not at all
provide any possibility to claim inventions that are no service inventions?

— May the secondment agreement possibly be construed so as to suggest the
assignment of a ‘overriding general’ research task which would allow for claim-
ing of the invention?

63
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GOETZMANN, id., at 119-145; BARTENBACH/GOETZMANN, id., at 76-78.

E.g. no claim for remuneration for inventions based on tasks specifically assigned to the inven-
tor. Contrary to the German ‘Monopolprinzip’ the European jurisdictions mostly follow the
‘Sonderleistungsprinzip’ and provide no remuneration for such inventions (or only under rare
circumstances), see GOETZMANN, id., at 137-141; STRAUS, supra note 6, at 360 et seq.

% GOETZMANN, id., at 141-145; BARTENBACH/GOETZMANN, supra note 53, at 77 et seq.
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— Is there any obligation between the two employers to share in or, respectively,
compensate for the claiming of the invention in respect to the other party,
depending on the extent of such acquistion?

European law does not provide an answer to these questions. This remains true even
in view of Article 60(1) EPC. Article 60 EPC only deals with the question of who
will be entitled to the European patent, excluding any issues going beyond that such
as the principal assignment of the rights in the invention and remuneration to be paid
for it. In addition, Article 60 is a mere conflict of laws rule for determination of the
respective national law to be applied and thus either requires an explicit agreement
between the parties to the employment contract or prescribes that reference must be
made to certain circumstantial evidence.

To avoid these difficulties, the secondment agreement between the employee
and the German employer should in any case be carefully prepared, involving the
respective host company abroad, if possible. The purpose of such agreement, which
may then be possibly entered into by and between three parties is to ensure legally
secure performance of transboundary research and development work.

Such agreement should, in particular, contain stipulations on the following
issues:

— Towards which employer shall the employee be obliged to report the invention
and under what regulations?

— To which employer and to what specific extent shall the invention be assigned
after reporting? And which employer shall be finally entitled to the invention?

— Which employer shall ultimately be liable to pay remuneration for the invention?
Is there any intention to ensure consistent remuneration of the inventors within
an international research team?

Such an agreement must always observe any existing restrictions of contractual
freedom under the respective governing law. For Germany, this is in particular the
prohibition of any agreement discriminating against the employee when compared
to the provisions of the AtbEG (cf. Section 22, 1st sentence ArbEG). Furthermore,
the inequity barrier under Section 23 ArbEG must be observed, particularly with
respect to remuneration agreements.

It would, for instance, be possible that a German employer waives any right to
claim and seize a service invention, either with respect to any and all inventions
made by the employee within execution of his tasks abroad for the local host
employer, or with respect to any inventions relating to a specific technical area. It
would further be admissible to agree on joint and several liability for remuneration
claims of the host company abroad (collateral promise). It would, however, not be
admissible to depart from one’s own obligation to pay remuneration even if the host
company abroad undertakes to fulfill such obligation and the employee agrees to
such shifting of the obligation; such an agreement would only be legitimate after the
reporting of the specific service invention in question (cf. Section 22, 2nd sentence
ArbEG).
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However, agreements between the posting company and the host company
abroad are not subject to the provision under Section 22, 1st sentence ArbEG. This
rule only refers to the relationship between the parties to the respective employment
agreement. Thus, the two companies involved may agree on mutual obligations
relating to the claiming or transferring of any bound inventions as well as on mutual
granting of licenses or assignment of rights in the invention, by reserving — as the
case may be — the right of using the invention for own purposes. It is also possible
to internally agree as between the two companies that one of the parties be released
from any liability to pay remuneration. The rule of thumb is as follows: If and to the
extent that some specific agreement between the employer and the inventor is not
admissible, the companies involved must try to fill any loopholes resulting there-
from by agreeing that corresponding regulations apply between the said companies.

However, agreements between the two employers are — like any agreement
between the employer and the employee — also subject to certain general restrictions
resulting from general legal principles (e.g. Article 6 and Articles 30, 34 EGBGB)).

5. Conclusion

Although Joseph Straus has pointed out the differences between national rules con-
cerning employees’ inventions, and frequently has called for the legislator to
address these issues,® neither European Law nor the Private International Law pro-
vide for satisfactory means to solve the problems that may arise when employee
inventors are sent abroad. From a German point of view it is noteworthy that the
current situation tends to result in ‘exporting the ArbEG’, which can cause prob-
lems when foreign companies have to apply the ArbEG despite not being familiar
with this legal scheme.

Joseph Straus whose jubilee is celebrated herein has recently suggested that the
time may have come where the industry should rather rely on careful employment
contracts and reasonable collective labor agreements than to hope for the legisla-
tion.%” Given the status quo of European Law, this recommendation must be
adhered to when posting employees abroad. To avoid results that are not in line with
either of the colliding legal systems,®® the parties involved should come to a reason-
able tri-partite agreement under consideration of the aforementioned issues.*

% STRAUS, supranote 1, at 402 et seq.; STRAUS, supra note 6, at 353 et seq.; STRAUS, Zur Gleich-

behandlung aller Diensterfindungen, in: HAESEMANN et. al. (ed.), Festschrift fiir Kurt Barten-
bach zum 65. Geburtstag, 111, 123 et seq. (2005).

STRAUS, id. at 125.

Cf. the examples given by STRAUS, supra note 1, at 3; SACK, supra note 26, at 1347; GOETZ-
MANN, supra note 10, at 60-63.

See also BARTENBACH/GOETZMANN, supra note 53, at 82 about the implementation of common
incentive schemes.
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The Finnish 2006 Act on University Inventions —
The Road Map to Identifying, Protecting and Utilizing
Patentable Research Results

Rainer Oesch

1. Legislative and Regulating History on Employee Inventions
and University Inventions in Finland

Researchers and teachers in Finnish universities have traditionally belonged to the
group of so-called free inventors, i.e., they have been able to decide whether they
utilize their patentable innovations themselves or whether they grant the rights to
third parties. The Finnish Act on Employee Inventions from 1967" contained a pro-
vision concerning this, the so-called teacher exemption in Article 1, Paragraph 2.

According to Article 1 in the original version of the Act, a university teacher or
researcher was not regarded as an employee in the sense of the Act. Now the situa-
tion has changed. The exemption has been abolished, but in a redefining manner.
University teachers and researchers are no longer regarded as totally free inventors
but rather as inventors with more or less restricted rights to negotiate and agree
about the utilization of their inventions, depending on the connection in which the
invention has been created.

The position of teachers is regulated by the new specific Act on Inventions made
at Universities (hereinafter ‘Act on University Inventions’ or ‘Act’) of 2006, which
came into force on January 1, 2007.2 It is an act born of the pressure of compromis-
ing interests, predominantly reflecting the interests of society as a whole and those
of the universities as organizations. In spite of this, inventors have not been com-
pletely neglected either. They still have something to say concerning what happens
to their inventions and how to patent them. This short article undertakes a brief
examination of the goals, content and means of the act, with particular focus on how
the act influences the technically creative teacher or researcher at Finnish universi-
ties.

The general Finnish Act on Employee Inventions from 1967 is largely based on
the discussions normally conducted by the Nordic States (Sweden, Denmark, Nor-
way and Finland). This cooperation was particularly active when the general patent
acts were drafted. However, the Nordic Acts on employee inventions still do vary in
some respects. The Finnish Act has been reformed on some occasions since 1967,
e.g., with regard to the right to use the patent by the employer and the employer’s
right to remuneration in consolidation companies (international concerns)’. The

' Law No. 656/1967.
2 Law No. 369/2006.
3 Law No. 1078/2000.
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new Act on University Inventions of 2006 is lex specialis to the general Act on
Employee Inventions. The principles concerning the right of remuneration are
meant to be largely the same, but some differences can be found in the details, such
as the question of how to calculate a fair amount of remuneration.

When the teacher exemption was removed from the Finnish Act on Employee
Inventions, it was replaced by Article 1, Paragraph 2 of the new Act:

The Act on Inventions made at Universities applies to a person employed by a Finnish
institution of higher learning or a person holding a research staff position from the
Academy of Finland, and to a person doing research in a Finnish institution of higher
learning).

2. The Purpose of the Act on University Inventions

The general goal of the Act according to the government proposal is to promote
identification, protection and utilization of inventions in an appropriate manner
from the point of view of various interest groups.* A specific goal of the Act is to
strengthen the position of the universities in the commercialization of inventions
made in the course of research activities. The purposes of the Act are practical by
nature. The reasons for drafting the new act are the growing importance of the
inventions and the problems that arose within the administration and management
of inventions at the universities.’

In the preparatory legislative work, no specific or general opinion was raised
concerning the transfer of the technology from the universities to industry, nor was
attention given to the globalization of markets, although somewhat idealistic com-
ments about Finland’s competitiveness and the continuation of cooperation between
industry and the universities were made. The declared aim of the Act was to solve
the problems of how to transfer the rights for inventions and to have means to utilize
inventions effectively within research and teaching both inside and outside univer-
isities. A degree of clarity and equality of treatment was presupposed for the provi-
sions concerning the transfer of the rights to the inventions.®

3. The Debate About the Draft for the Act on University
Inventions

The debate about how to regulate university inventions in the best and most bal-
anced way was first initiated by experts. The debate also continued in the parlia-
mentary committees while drafting the Act. The arguments culminated in the Con-
stitutional Law Committee of the Finnish Parliament, which has an authoritative
role. This is an idiosyncratically Finnish feature of the legislative system, because
Finland has no constitutional court with powers to give an opinion about the consti-
tutionality of an Act after it has entered into force, as is available in many other

* Government Proposal No. 259/2004 p. 13.
> Government Proposal No. 259/2004 p. 4.
% Governmetn Proposal No. 259 pp. 4-5 and 13.
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countries, including Germany. The functions of the Finnish committee are restricted
to oversight of constitutional rights in the drafts of bills. ’

However, in this case, the opinion of the Constitutional law Committee was
requested during the drafting procedures in the parliament, which is significant in
itself as regards the realization of constitutional rights. The question was about how
the economic interests of university inventors had been taken into account and how
the draft treated the rights to publish the research or make the results public. The
arguments about the basic rights of inventors thus culminated here, although this
did not happen as dramatically as when amendments to the Copyright Act were
debated some time before.®

There is a long tradition of pre-control (advance control) of constitutional rights
in the Finnish parliamentary system. Sometimes the interpretation of constitutional
rights becomes relevant in general courts nowadays as well, but this is still quite
rare. However, the parties to a case can rely on their constitutional rights and courts
should take these remarks into consideration in their decisions.

Fortunately, during the drafting of the Act on University Inventions, some con-
troversial arguments were put forward. This resulted in a more balanced Act and the
discussions and debates made the Act a somewhat more interesting piece of legisla-
tion for the general public as well. The first drafts, e.g., the one proposed in 1998 by
a committee established by the Ministry of Education and Culture, were very insti-
tutionally oriented and university-centered at the expense of the university inven-
tors.’ There were, and still are, perhaps too many bureaucratic elements in the pro-
cedures applying to university inventions — but the draft really matured during the
legislative procedure. It is, however, a little premature to say whether the resultant
legislation is balanced enough or not.

The first draft by the committee set up by the Ministry of Education and Culture
in 1998 categorized researchers as normal employee inventors under the general
Act on Employee Inventions.'” The consequence of this proposal would have meant
that university researchers were put directly in the position of being employed
rather than free inventors. This provoked criticism and controversy. First, the criti-
cism pushed the proposal towards a more detailed plan concerning innovative
research at the university. In the later phase of the drafting, the research was divided
into three categories: open, commissioned and other research. This division is also
reflected in the new Act on University Inventions. The rights of the researcher are
broadest in scope in open research and ‘weakest’” in commissioned research.

According to Article 74 of the Finnish Constitution (Supervision of constitutionality), the
Constitutional Law Committee shall issue statements on the constitutionality of legislative pro-
posals and other matters brought before it for consideration, as well as on their relation to inter-
national human rights treaties.

See discussion about the copyright draft on digital technology in 2005; as in Oesch, R. Teki-
jinoikeudet ja perusoikeusndkokulma (Copyright and Constitutional Rights), 2005 Lakimies
(LM) 351 et seq.

Report on the Researchers’ Intellectual Property Rigths. Ministry of Education Reports 9:1998.
Draft No. 1998:9, by the Working Group on Researchers’Intellectual Property Rights, Ministry
of Education Publication.
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In addition, there was a tendency in the legislative process to regulate the posi-
tion of inventors through the administrative and structural provisions of universi-
ties. However, it was fortunately realized quite early that this is not possible simply
by changing the functions and sphere of operation of universities in the law. The
goal of this initiative was also clearly to extend the rights of the employers, i.e., of
the universities. It was then realized that changes in the system were possible only
through introducing new norms and making essential changes in the law of
employee inventions, not simply by changing the law applying to the functions of
universities. The Finnish university legislation was reformed in 2004!!. A societal
service function of universities, including the obligation to cooperate with industry,
was added in the new law on universities and their administrative structure and
functions.

4. Questions Considered by the Constitutional Law Committee

The Constitutional Law Committee of the Finnish Parliament received the draft for
consideration because of its possible implications for constitutional rights and gave
its opinion in 2005.'? The Committee considered the matter purely as a question of
the order of enactment. The constitutional rights mainly concerned the protection of
property in general and the freedom of expression of researchers.

The procedure for constitutional enactment is more difficult than for ordinary
acts, which require simple majority only. Article 73 of the Finnish Constitution'?
states that a proposal on the enactment, amendment or repeal of the Constitution or
on the enactment of a limited derogation of the Constitution shall be left in abey-
ance in the second reading, by a majority of the votes cast, until the first parliamen-
tary session following parliamentary elections. The proposal shall then, once the
Committee has issued its report, be adopted without material alterations in one read-
ing in a plenary session by a decision supported by at least two-thirds of the votes
cast. However, the proposal may be declared urgent by a decision that has been sup-
ported by at least five-sixths of the votes cast. In this event, the proposal is not left
in abeyance and can be adopted by a decision supported by at least two-thirds of the
votes cast.

The result of the Constitutional Committee’s deliberations was that there was no
obstacle to drafting the act in normal order, that is, the committee did not find any
unnecessary interference with the proprietary or any other rights of inventors in the
draft.

5. Statement of Reason of the Constitutional Committee

The Constitutional Committee saw the position of the researchers as quite free.
Otherwise the language of the opinion is formalistic, a kind of ‘formalistic paper

' Law No. 715/2004.
12 Opinion No. 25/2005.
13 Law No. 731/1999.
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language’ focusing on the order of enactment, clarity and content of the draft. The
Committee stated that:

From the researcher’s point of view it is a question about a selection of research forms.
A researcher is able to do his research in open research as set out by the draft. In that
case he is able to keep his rights in the invention made by him during the research. On
the other hand, a researcher is able to carry out commissioned research financed by an
outsider or any other contract-based research. The result derived from this kind of
situations the right to an invention can be taken by the university according to Article 7
of the draft.'*

You may ask whether a researcher is really de facto free to ‘do what he wants’. How-
ever, the Constitutional Law Committee accepted this somewhat idealistic point of
view.

Contractually based research was found to be appropriate as a definition. The
opinion of the Committee based on following ideas:

Contractual research according to the Article 3, Section 3 of the draft also means other
kinds of research in which at least one outsider party is a co-researcher, financer or
other kind of actor who has obligations concerning the utilization of the results. On the
other hand the wording of Article 3, Section 2 b of the draft does not answer the
question of whether the obligation to publish the research results is enough to make the
research to belong to the category of contractual research.

The difficulties caused by the division into three categories were identified by the
committee but, no obstacle to use this categorization was seen. The breadth of the
regulation concerning the nature of obligations to use the research results by a third
party (financer, research partner or other kind of participator) was relieved accord-
ing to the committee by the fact that a university and its partner can always agree on
the nature of the research work to be called open research (Article 3, Section 2 ¢). 15

The rights of the university are linked to the research done in contractual com-
mitment situations according to the committee. In actual situations, the university
has the burden of proof concerning the nature of the research, since it has to prove
that the result has been obtained within contractual research, or that it is obvious
that the invention was developed or created during the course of contractual
research. This is important to note from the researcher’s rights point of view,
because a researcher carrying out contractual committed research can take part in
other research at the same time; e.g., open research projects as well as other
research. The committee stated that there should be a connection between the con-
tractual project and the research outcome as a patentable invention.

The proposed regulation in the draft that the inventor’s rights can be automati-
cally transferred to the organization was not seen as unproportional interference in
the constitutional rights of a researcher (e.g., property rights) by the committee. It
was also clear according to the committee that it was not to be regarded as an uncon-

14 Report of the Constitutional Law Committee 28/2005 at 2.
15
Id.
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ditional transfer or expropriation or similar compulsion in the sense of Article 15 of
the Finnish Constitution.

The draft was regarded as containing adequate provisions on researchers’ rights
to fair and reasonable remuneration for a patentable invention. From the legal pro-
tection point of view, the essential features were the provisions on announcement of
the invention and those on division of burden of proof. The potential dispute over
how to divide the rights between different parties may be settled by the court. The
provisions on transfer of rights did not contradict this according to the committee.

6. The Right to Publicize the Results and the Researcher’s
Fr