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ABSTRACT

The patent regimes of several countries face an interplay of different
obligations today which has made it difficult to discern the methodology
adopted in answering questions of patentability. Consider India, where
the regime witnesses the tussle between obligations under domestic
legislation and Fundamental Rights, and those imposed by the Agreement
on Trade Related Aspects of Intellectual Property Rights. Harmonization
of these competing obligations raises important questions of an appropriate
methodology, the absence of which would reduce the intricate complexities
into an apparent jumble. In this article, the author takes up this issue in the
European context, specifically positing her arguments against the backdrop
of the debate surrounding the exclusion of natural phenomenon from
patentability in Europe. It is argued that the European setting witnesses a
lack of an appropriate methodology to determine the limits of patent law,
which has rendered the inevitable convergence around some basic principles
rather unsatisfactory and incoherent. B
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I. INTRODUCTION

The purpose of the United States (US) patent system is widely accepted as
being to promote the progress of the useful arts, consistent with the terms of the
constitutional clause by which Congress is empowered to “secur{e] for limited Times
to Authors and Inventors the exclusive Right to their respective Writings and Discoveries.”!
According to the US Supreme Court, this “clause is both a grant of power and a
limitation” on congressional power in the field of intellectual property (IP)? a
view which explains its widespread treatment as the reference point for assessing
substantive principles of US patent (as well as copyright) law.?

This treatment of the US constitutional clause in national (US) patent
jurisprudence raises important questions regarding the appropriate means for
assessing the legal and normative legitimacy of non-US patent law principles. For

1 Article 1, § 8, The United States Constitution (empowering Congress to make laws
. “To promote the Progress of Science and useful Arts, by securing for limited Times to Authors
and Inventors the exclusive Right to their respective Writings and Discoveries;). As Justice
Stevens remarked in Bilski v. Kappos, 561 US 23 (2010) [US Supreme Court], “[njumerous
scholars have suggested that the term “useful arts” was widely understood to encompass the
fields that we would now describe as relating to technology or “technological arts”.

2  Graham v. John Deere Co of Kansas City, 383 US 1, 5 (1996) (US Supreme Court].

3 With respect to patent law see, e.g., Grant v. Raymond, 6 Pet. 218, 241-242 (1832) (US
Supreme Court] (patent “laws which are passed to give effect to this [constitutional]
purpose ought ... to be construed in the spirit in which they have been made”); KSR
Int'l Co. v. Teleflex Inc. 550 US 398 (2007) [US Supreme Court] (Kennedy ], for the
Court: “The results of ordinary innovation are not the subject of exclusive rights under the
patent laws. Were it otherwise, patents might stifle rather than promote the progress of useful
arts.”); S. Chenette, “Muintaining the Constitutionality of the Patent System”, HasTiNGs
ConsTiTuTionAL Law Quarterwy, 35 (2008), 221-62; F. . Heald & S. Sherry, “Implied
Limits on the Legislative Power: The Intellectual Property Clause as an Absolute Constraint
on Congress”, UNiversiTY oF [LLINOIS Law REVIEW, {2000) 1116-97; all US Patent Acts
before 1870 (which had the express purpose of “promoting the progress of the useful
arts”). With respect to copyright law see, e.g., Feist Publications Inc. v. Rural Tel. Service
Co. 499 US 349 (1991) [US Supreme Court] (O'Connor J., for the Court, describing
the principle that “much of the fruit of the compiler's labor may be used by others without
compensation” as “a constitutional requirement”; the primary objective of copyright as
being “[t]o Promote the progress of Science and the useful Arts”).
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example, adopting the US approach in Europe might lead one to have regard to
the Treaty from which the European Union (EU) derives its patent authority and
assess the resulting law with reference to its necessity to achieve the purpose for
which that authority is conferred.! However, this would be problematic for at least
two reasons. One is that the European patent system is not a federal system in which
the EU occupies the role of federal legislator, and the second is that the particular
end to which the EU is empowered is the provision of uniform patent protection,
which, when considered in isolation at least, is a manifestly unsuitable basis for
assessing substantive European patent law principles. Hence the problem which US
jurisprudence underlines, which is essentially one of methodology, namely, what
is the appropriate method for establishing the limits of European patent law? The
aim of this article is to consider that problem with reference to the exclusion from
patentability of natural phenomena. It will be argued that in the crowded house of
European patent law, “substantive convergence” around principles is inevitable but
unsatisfactory: it will generally be the product of complex institutional dynamics as
much as principled policy making, and in the absence of unified methodology and
policy will fail to ensure coherence or consistency within the European patent system.

This argument has evident implications outside of Europe, where countries
are subject to their own legal harmonization pressures. As the ongoing litigation
in Novartis v. Union of India demonstrates,’ those pressures are particularly acute
in India, which is caught between a tradition of granting limited patent rights in
support of local industry, and an obligation to strength those rights in support of

4  Consolidated Version of the Treaty on the Functioning of the European Union O.J. C.
83/01 (March 30, 2010) Art. 118 (“In the context of the establishment and functioning of
the internal market, the European Parliament and the Council, acting in accordance with the
ordinary legislative procedure, shall establish measures for the creation of European intellectual
property rights to provide uniform protection of intellectual property rights throughout the
Union and for the setting up of centralised Union-wide authorisation, coordination and
supervision arrangements. The Council, acting in accordance with a special legislative
procedure, shall by means of regulations establish language arrangements for the European
intellectual property rights. The Council shall act unanimously after consulting the European
Parliament.”), previously Consolidated Version of the Treaty on the Establishment of the
European Community Q.J. C. 325/33 (December 24, 2002) Art. 95, On their equivalence
see House of Lords European Union Committee, “European Union -~ Tenth Report”
H.L. Paper 62-1 (February 26, 2008) ch. 1-5, [9.19]-[9.24] (describing Art. 118 as “a
restatement of existing powers”, albeit one that “marks a statement of political intent
and a commitment to achieving the Community patent”).

5  In Novartis v. Union of India, a foreign company, Novartis, is challenging the TRIPS-
compatibility of Indian law following the decisions of the Madras High Court (Novartis
v, Union of India (2007) 4 ML] 1153) [Madras High Court] {Hereinafter, “Novartis”] and
Intellectual Property Appellate Board (I.P.A.B., fune 26, 2009} that its life-saving cancer
drug, Gleevec, is not patentable under Indian patent. The case is currently before the
Indian Supreme Court.
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foreign industry under the Agreement on Trade-Related Aspects of Intellectual
Property Rights (TRIPS).* Hence the relevance of the argument above, which is to
validate the view of the Indian Legislature and courts regarding the scope which
that obligation leaves for the persistence of national policy and methodology.

II. THE PATENTABILITY OF NATURAL PHENOMENA AND
FuNDAMENTAL PrRINCIPLES OF EUROPEAN LAaw

The foundational principles of European patentability are contained in the
Convention on the Unification of Certain Points of Substantive Law on Patents for
Inventions’ (8.P.C.), on which the Convention on the Grant of European Patents®
(E.P.C.)is also based. Article 1 S.P.C. establishes the obligation of Contracting States
to grant patents “for any inventions which are susceptible of industrial application, which
are new and which involve an inventive step”. Article 2 S.P.C. creates exceptions to this
for “inventions the publication or exploitation of which would be contrary to ordre public
or morality, provided that the exploitation shall not be deemed to be so contrary merely
because it is prohibited by a law or regulation”, and “plant or animal varieties or essentially
biological processes for the production of plants or animals” excluding “micro-biological
processes and the products thereof’. Both provisions have an E.P.C. counterpart -
Article 1, S.P.C. in Article 52(1), E.P.C., and Article 2, S.P.C. in Article 53(a) and
(b) - the only differences of current importance being that Article 52(2) E.P.C.
defines an “invention” within the meaning of Article 52(1) to exclude “discoveries
... as such” (inter alia), and that Article 53(a), E.P.C. clarifies that an invention is
not to be excluded from patentability on order public or morality grounds “merely
because it is prohibited by law or regulation in some or all of the Contracting States”
{emphasis added).

For the first 21 years of their co-existence, the S.P.C. and E.P.C. were the
only operative European instruments concerned with substantive principles of

6 Marrakesh Agreement Establishing the World Trade Organization, Annex 1C, Legal
Instruments-Results of the Uruguay Round, vol. 31 (April 15, 1994, 33 LL.M. 81).
- According to its Preamble, the purpose of TRIPS is “to reduce distortions and impediments
to international trade, ... promote effective and adequate protection of intellectual property
rights, and ... ensure that measures and procedures to enforce intellectual property rights do
not themselves become barriers to legitimate trade” by (inter alia) introducing “new rules
and disciplines concerning ... the provision of adequate standards and principles concerning
the availability, scope and use of trade-related intellectual property rights”.

(Strasbourg, November 27, 1963) E.T.5. 47.
{Munich, October 5, 1973) 13 L.L.M. 268 (as amended).

57



Vol. 24(1) National Law School of India Review 2012

patentability.® This gave the body responsible for implementing them - the E.P.C.-
created European Patent Office (E.P.0.) ~ considerable freedom to fashion the
values of the emerging European system. An important landmark in that regard
was HOWARD FLOREY/Relaxin," involving an application for a patent fora D.N.A.
sequence encoding for H2-relaxin which had been isolated from the human body for
the first time using known recombinant techniques. The application was opposed
on the ground that the sequence was a “discovery” the protection of which would
confer excessive rights on the applicant, as well as concede the patentability of
other “discoveries” such as “the moon (after the Americans landed on it in 1969), ‘Otzi’
(2 mummified, around 5,000-year-old man found in ice in the Italian/Australian Alps),
or a new animal found in some remote area”." This argument was rejected by the
E.P.O.'s Opposition Division with reference to a distinction between the acts of
discoveringa naturally occurring substance and isolating the substance from its
natural environment. While the former did not result in an invention, the latter
did, by reason of the technical nature of all acts of isolation and thus (it was said)
of all isolated phenomena. It followed that provided an isolated phenomenon
satisfied the other requirements of patentability it would be capable of supporting
a European patent. It also followed that the scope of protection conferred by such a
patent would extend beyond the method of isolation to the isolated phenomenon
itself as the “invention” for which the patent had been granted. To the extent that
this would give the patentee rights beyond the method which he had devised, it
was regarded by the Division as “perfectly justified” in light of the phenomenon not
having previously been made available to the public in a form in which it could be
used.” The decision broke with earlier United Kingdom (UK) authority,” including
in its premise that the purpose of the system is to reward patentees, rather than
to confer the consideration required by the social contact which a patent (on one
view) represents.

Equally as a matter of doctrinal law, the importance of Howard Florey for
the European patent system went beyond its restrictive view of the discoveries
exclusion to its conception of patentability in general as appropriately extending
to any subject matter which is technical in nature. That conception is also apparent
from the E.P.O.’s interpretation of Article 53(b) E.P.C.,"* and from the second part

9  The Convention for the European patent for the common market (C.P.C.), 76/76/EEC
{December 15, 1975) has never been ratified.

10 HOWARD FLOREY/Relaxin [1995] EPOR 541 (Opp. Div.). [Hereinafter “Howard Florey”]
11 Howard Florey [5.4].
12 See Howard Florey [5.3].

13 See, e.g., American Cyanamid Company (Dann's) Patent, [1971] RPC 425 [House of Lords,
Lord Diplock diss].

14 See G_1/98 (NOVARTIS/Transgenic plant systems), [2000] EPOR 303; G_1/08 {TOMATOES/
State of Israel), [2011] O] EPO [Enlarged Board of Appeall.
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of the Division’s opinion in Howard Florey concerning the public ordre/morality
exclusion. In the opponent’s argument, D.N.A. sequences represent “life” the
patenting of which is immoral and therefore prohibited by Article 53(a) E.P.C. The
Division rejected this argument, finding instead that D.N.A. is “a chemical substance
which carries genetic information and can be used as an intermediate in the production of
proteins which may be medically useful”,'s and that “the opponents’ general assertions
concerning the alleged intrinsic immorality of patenting human genes ... are founded on
the premise that there is an overwhelming consensus among the Contracting States that the
patenting of human genes is abhorrent and hence prohibited under Article 53(a) [which]
assumption is false.”'* For the E.P.O. to conduct its own enquiry into the morality of
gene protection would be inappropriate, it said, having regard to the ambiguity of
public vféws on the issue, and its limited remit to decide questions of law rather
than morality.”” Consistent with this, and the E.P.O. Boards’ repeated finding
that exceptions to the general principle of patentability contained in Article 53(1)
“are to be narrowly construed”,'® the Division rejected the opponents’ Article 53(a)
argument. The earlier decision in HARVARD/Onco-Mouse' — that the exclusion
provided a mechanism for weighing the benefits and ethical risks represented by
an invention ~ was all but rejected.

Howard Florey was decided nearly 20 years ago, four years before the
EU entered the patent field with Directive 98/44/EC on the legal protection
of biotechnological inventions (Biotech Directive).?® Building on the E.P.C. as
implemented nationally, and reflecting its aim of harmonizing European patent
standards,? the premise of the Directive is the Howard Florey distinction between
technical (and patentable) acts of isolation and non-technical (and unpatentable)
acts of discovery.? According to Article 3(2), for example, “[bliclogical material which

15 Howard Florey.

16 Howard Florey [6.4.3].

17 Howard Florey [6.4.4}-[6.5].

18 Howard Florey [6.2.1]. In the Division’s opinion, this was presented as explaining
and justifying the view of the exclusion “as a measure to ensure that patents would not be
granted for inventions which would universally be regarded as outrageous” such as, it was
suggested, a letter bomb.

19 See T_19/90 (HARVARD/Onco-Mouse) [1990] EPOR 501 [Technical Board of Appeal].

20 OJL. 213 (July 30, 1998) 13-21. ‘

21  See Recitals 3, 5-7, 8.

22 The distinction is also recognized in US law. See, e.g,, AMP v. USPTO (C.A.F.C,, July
29, 2011) (reversing the district court’s decision that isolated D.N.A. molecules are
produets of nature and therefore incapable of supporting a patent on the ground that
“the molecules as claimed do not exist in nature” (p. 8). As reasoned by the court {at pp.

43-44), “...in nature, isolated D.N.A.s are covalently bonded to such other materials. Thus,
when cleaved, an isolated D.N.A. molecule is ... a distinct chemical entity.”)
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is isolated from its natural environment or produced by means of a technical process may
be the subject of an invention even if it previously occurred in nature”. And similarly
according to Article 5, while “(tlhe human body, at the various stages of its formation
and development, and the simple discovery of one of its elements” are unpatentable, “[a]
n element isolated from the human body or otherwise produced by means of a technical
process” is patentable, “even if the structure of that element is identical to that of a
natural element”.

In other respects, however, the Directive reflects markedly different values
from those of Howard Florey. For example, its basis is a view of the European patent
system as existing to support industry and research rather than technology per
se,® and as needing to accommodate “general principles of Community law”, viz.,
such “fundamental rights” as are guaranteed by European instruments or “the
constitutional traditions common to Member States” ** Of special importance in the
Directive’s recitals are the principles of health care and environmental protection,
freedom of science, non-discriminatory patent protection,® and the dignity and
integrity of the person “in line with the criteria of patentability proper to patent law,
whereby a mere discovery cannot be patented” * It is thus apparent that when the
EU entered the field in 1998 it injected a new set of values into the then existing
European patent system. Indeed, this was a central reason for the Court of Justice
of the European Union’s (C.J.E.U.’s) rejection of the Dutch challenge to the validity
of the Directive as “undermining human dignity” by “reducling] living human matter
to a means to an end” ¥ namely, that the Directive observes “the general principles of
Community law”, including “the fundamental right to human dignity and integrity” .®
Ten years later that right was given a more explicit form and basis in the EU’s
‘constitutional fabric with the elevation of the European Charter on Fundamental

23  In relation to indust?r see Recitals 1, 20, 22, 24; Art. 5(3). In relation to research see
Recitals 2, 10, 11, 14, 17, 18, 45.

24 Recita] 43.
25 The source of this principle is Art 27.1, Trade-Related Aspects of Intellectual Property
Rights.

26 See Recitals 16, 38. Cf Recital 34 (“Whereas this Directive shall be without prejudice to
concepts of invention and discovery, as developed by national, European or international
tent law”.) While human dignity had been raised in argument in Howard Florey, the
ivision responded to the argument dismissively, due in part to its narrow conception

of Article 53(a) generally. See Howard Florey [6.1], [6.3].

27 C-377/98 Kingdom of the Netherlands v. European Parliament and Council of the
Em;):ﬁean Union [2001] ECRI-07079, [69] [European Court of Justice]. [Hereinafter,
“Netherlands”).

28 Netherlands [70]-[71].
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