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PREFACE

This study was commissioned by the World Intellectual Property Organization (WIPO)
to assess the main implications of the international patent systesieveloping countries and
analyze the reform opportunities. It does not offer a comprehensive engagement of the issues
that confront the international patent system. Neither does it plead for, nor oppose, the
specific causes and interests of any natogroup of nations. Instead, it adopts a broad
global perspective on the issues canvassed. Where pertinent, references to statements that
substantiate or augment alternative global viewpoints are included.

As part of the research undertaking, | hakging the two months of the project sought
to consult broadly with key organizations from the A8lacific region including Bangladesh,
Bhutan, Brunei Darussalam, Cambodia, China, DPR of Korea, Fiji, India, Indonesia, Iran,
Laos, Malaysia, Maldives, Mongja, Myanmar, Nepal, Pakistan, Papua New Guinea,
Philippines, Republic Of Korea, Samoa, Singapore, Sri Lanka, Thailand, Tonga and Vietnam.
Unfortunately, many expressed interests but were unable to participate due to the short notice.
Written submissionand views received from organizations and eminent individuals are
available separately as “Compiled Comments” related to this study on WIPQO’s Web site at
http://www.wipo.int/patent/agenda

Due to time costraints and limitation of resources, | regret that many equally
significant issues had to be omitted from this study or were given less attention than merited.
Thus, it is hoped that further consideration and collaboration with the public and private
bodies of developing and developed nations will continue to take place on these and other
major issues that have raised in this study and other eminent works.

| wish to thank Dr Kamil Idris, DirectoGeneral of the WIPO for the honor of being
appointed a casultant to undertake this study. | would also like to thank German Cavazos
Trevifio of the WIPO for his kind support and assistance. A special note of thanks also goes
to the Honourable Mr. Yong Pung How, Chief Justice of Singapore, Mr. Chan Sek Keong,
AttorneyGeneral of Singapore, Prof. Edison Liu, Director Genome Institute of Singapore,
Prof. John Wong, Vice President (Research/Life Sciences) of National University of
Singapore (NUS), and Prof. Seeram Ramakrishna, Director of NUS Enterprise, fddtioeir
comments, contributions and assistance. Finally, my gratitude and thanks to Associate
Professor Stephen Phua, Faculty of Law, NUS, for his invaluable contributions and editorial
assistance.

The views expressed in this report are solely mine aranlain responsible for all errors
and omissions therein.

NG Siew Kuan, Elizabeth
July 2003
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EXECUTIVE SUMMARY

This work attempts to develop on the works of scholars on the relationship and impact
between intellectual property rights (IPRs) and natiggeaformance. The consensus of some
analysts appears to confirm that good reasons substantiate the insight that economic benefits
of adopting robust IPRs may not accrue uniformly or equitably to every nation or groups of
nations. Some have cited statisfibases to infer positive and perhaps +ioear correlations
between IPRs, industrial performance and technological effort. Different rates of, or gains
from, participation may well be explicable on other grounds. While it may be speculative to
pinpoirnt precise motivations behind each country’s adoption of specific IPR policies and
standards, national support for different IPR standards may be intuitively connected with
economic seHnterest. While the utility in such analyses is undeniable, researtdomes
based on such broad geographical divides as between developed and developing nations,
however defined, carry risks of presenting mere manifestations of the real casual links as the
causes they belie.

However, there are genuine challenges andailauces that threaten to undermine the
attainable objectives of the global IPR regime if measures within our grasp are not
implemented to redress the tensions. No system of laws is immutable. This report falls short
of making a case for radical reform #&osystem that is fundamentally robust and functional.
Nevertheless, it is important to seize the opportunities presented by such threats to engage in
incremental selective reform. The innovation age is likely to accentuate the polarity and
disparity betveen nations in IPR creation, exploitation and utilization. Some differences may
never be equalized but if wider and more meaningful participation of all nations is desired,
global and open dialogues must prevail to forge common values and principleddmin an
international patent system that is enamoured of all.

Guided by common principles of sound governance, it is submitted that there is room
for further exploitation of the inherent flexibility that has been incorporated into the
international ptent system. A robust IPR system is not negotiable. Standards that are
products of mutual agreement ought to be strictly and consistently enforced. Yet this in no
way precludes a more structured differentiation of IPR standards that can accommodate
greder flexibility in implementation. The lack of homogeneity in industry as well as national
economic and technological performance may compel more rigorous differentiation over
time, space and subjentatter to accommodate any overriding immediate publierests.

The goal to realize a harmonized and integrated international patent system is commendable
and intact but due care must be taken to avoid any haste that may produce severe adverse
outcomes.

As comprehensive studies on the technical rules BsIRave been accomplished
elsewhere, general observations on some procedural and substantive laws that are amenable to
reform are offered for further consideration. Processes and procedural rules that clearly
contribute to costly and wasteful duplicationght to be eradicated. Where feasible, member
nations may be encouraged to pursue deeper and wider elective recognition of search,
examination reports and other documents. While this study does not reveal a case for radical
reform of substantive rulesgveral areas that could benefit from some incremental reform are
highlighted. Biotechnology, public health and traditional knowledge are areas that are likely
to prove challenging and would profit from further detailed studies.

One of the key objectiveof reform must be to avert any risks of potential alienation of
any member nation or alignment of national blocs along lines of mutual interests. As with
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any reform, some may be controversial; others provide challenges in the long term. To

reform is poactive. Few initiatives possess universal appeal but we cannot afford to be
indifferent to differences. Hopefully, common principles of governance would serve to chart
the course where difficulties prove intractable. Change is a process and insitselikely to
constitute an immediate panacea for the confluence of political, economic and social pressures
constantly being exerted on the international patent system. Courses may change but the final
destination may prove to be worth the delicate juay.
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CHAPTER 1:

A SURVEY OF THE INTERNATIONAL PATENT SYSTEM:!
ROLES AND CHALLENGES

1.1 THE IMPORTANCE OF INTELLECTUAL PROPERTY

The advent of new technologies has led to a dramatic shift in business strategies and
global economic development. Countres are racing to keep up with the technological
revolution, to attract foreign investments and to develop frameworks that encourage research
and development into areas that would generate innovation and intellectual property rights. In
this innovation agethe effective exploitation of knowledge and information will be a major
force to propel national economic growth. Intellectual property, particularly patents, is a tool
for “technological advancement, economic growth and wealth creation for all nafidhs.
has been termed the “new gold of our timehat is waiting to be mined and exploited. The
increasing reliance on the patent system can, for example, be seen in the rapid development
and implementation of patent strategies and the growth of iatemal licensing in recent
years.

Regardless of the levels of their economic development, many nations have come to
realize the enormous benefits of having high vadaleled industries ranging from
biotechnology and healthcare, food and agriculturentormation technology and
bioinformatics. The chart below amply illustrates the dramatic increase in the participation of
developing nations in this new source of wealth creation.

The WIPO has used the term “international patent system” in a very broad sense to mean “not
only the legal system at all levels, including national and regional as well as the PCT, together
with any futue initiatives that may emerge, but also the supporting infrastructure for the
administration, maintenance, exploitation and enforcement of applications and patents under the
various legal regimes. This involves national and regional patent officeq)téraational
Bureau of WIPO, partner organizations in public and private sectors, such as ministries of
justice, trade, science and technology, other relevant government agencies, enforcement
agencies, private industry, universities and research institeind associations of industry
users, inventors and patent professionals. See Memorandum of the Director General of the
WIPO on the Agenda for Development of the International Patent System (A/36/14) [“WIPO
, Patent Agenda (A/36/14)"] at p 2.

Ibid.
Opening address by Senior Minister of State for Law and Home Affairs, Associate Professor Ho
Peng Kee at the Europe Asia Patent Information Conference (EAPIC) September 2002 in
Singapore.
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However, as the WIPO has highlighted, the international patent systeshaperate to
the “maximum benefit of the countries that participate in it, taking account of their widely
varying stages of technological and economic developnfeitdeed, the heterogeneity of
nations has been noted in many scholarly works, incluthiege of the Commission on
Intellectual Property Rights (CIPRand the World Bank.

Like other intellectual property rights, a patéderives its scope of protection from the
unique domestic laws in force in each courftrit.is widely accepted that aterial
inconsistencies in the national patent laws and regulations among countries may pose
impediments to the desired appropriation of benefits from patent rights. As noted by the
WIPO:

“A more unified framework for obtaining patents worldwide wouldcearage more

users to develop and commercialize their inventions on a truly international basis, with
less fear that their work would not be evenly and effectively protected, thus fostering
innovation and economic growth more effectively and at lower tost.

4 See WIPO Patent Agenda (A/36/14)pranote 1, at p 2.

See Repordf the UK Commission on Intellectual Property Rights, Integrating Intellectual
Property Rights and Development Policy (2002) (CIPR report). Note also: The UK
Government response to the CIPR report from the Department for International Development
and Deprtment of Trade and Industry lattp://www.dfid.gov.uk

See World Bank, ‘Intellectual property: balancing incentives with competitive access’ (2001)
Global Economic Prospects 1:A%0 athttp://www.worldbank.org/prospects/gep2002/chapt5.pdf

A national patent awards an inventor the right to prevent others, inter alia, from making, selling,
or using the protected product or process without aightion for a fixed period of time within

a country. In return, society at large obliges the disclosure of the claimed invention in sufficient
detail to disclose how the invention works, thereby increasing the stock of public knowledge.
See World Bank (@01) ‘Intellectual property: balancing incentives with competitive access,”
supranote 6.

8 See WIPO Patent Agenda (A/36/14), seranote 1, at p 2.
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As a result, many countries appreciate the need for, and have forged a number of,
regionaf and international patent systeffi® secure more effective technology transfer in an
age of increasing free trade and commerce. The tabling of intellectyaéyarights issues
at international trade negotiations, such as the Uruguay Round of negotiations of the General
Agreement on Tariffs and Trade (GATT) [now the World Trade Organization (WTO)] that
culminatedjnter alia, in the Agreement on Trade Relatddpects of Intellectual Property
Rights (“TRIPS Agreement”) serves to underscore a major transformation in the role played
by intellectual property in free trade. Arising from the TRIPS Agreement, a global
framework for the mandatory implementation of mimum standards of intellectual property
protection was created for all members of the WHO.

1.2 THE TRADITIONAL ROLE OF THE PATENT SYSTIM

“A robust and dynamic industrial property system, and particularly the patent system,
supports and encourages teclugical innovation, brings more and better products onto
the market for the benefit of people, and promotes investment and technology
transfer.*?

The traditional role of the patent system that aims to seek an ideal balance between the
desire to encouraganovations with appropriate incentives and the need to preserve
reasonable access to, and use of, the knowledge and information thereof remains intact today.
Legal protection for the products of successful investments prevents illegal copying, and
enabes the patent owner to benefit from an “exclusive market position” with a temporary
ability to set prices above the marginal costs of productfo®n the other hand, there is also
great societal benefit in the dissemination of, and access to, knowledgefarmation that
may be derived from patents. The patent system seeks to achieve an appropriate balance
between these two objectives liyter alia, setting limits on the types of patentable subject
matter, the scope and duration of protection and etxaep thereto. Upon the expiry of the
duration of “protected exclusivity,” the knowledge and information can be used by the public
unfettered by patent rights.

However, what constitutes an “appropriate tradi between incentive and
dissemination halseen very much a matter of debate. The development of new technologies
entails considerable investment in research and development that is fraught with significant
risks and uncertainties. In addition, the emergence of a highly competitive market has

Examples include the European Patent Convention (EPC), the Agreement establishing the
African Intelledual Property Organization (OAPI), the Eurasian Patent Convention, the
Protocol on Patents and Industrial Designs within the Framework of the African Regional
Industrial Property Organization (ARIPO) (the “Harare Protocol”). Note also the European
Communty Patent System which will provide for the grant of a unitary patent that has legal
effect in all European Community member countries.

Apart from the Agreement on Trade Related Aspects of Intellectual Property Rights (TRIPS
Agreement), other examplescinde the Paris Convention (adopted in 1883), Patent Co
operation Treaty (PCT), Patent Law Treaty (PLT).

1 See the TRIPS Agreement.

12 See WIPO Patent Agenda (A/36/14), seranote 1, at p 1.

13 See World Bank (2001) ‘Intellectual property: balancinggntives with competitive access,’
supranote 6.

10
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gererated some degree of divergence in views over the factors, and their respective weights,
that ought to be taken into account in determining how the balance should be*truck.

Traditionally, the patent system developed as a public policy tool using:teation
and exercise of private [exclusive] rights as a means of promoting the public Jodis.”
critics have argued that this symbolizes “the shift of control and ownership over technology
from the public to the private, serving to commodify vital techological information that they
argue should remain in the public domaffi."Thus, any enhancement of patent rights may be
perceived to be prioritizing private rights over public welfare. This may well account for
some of the resistance to extend patewotgction to new technological advances, such as
those in the field of biotechnology.

1.3 ADAPTING TO MEET THECHALLENGES OF THE NNOVATION AGE

“The future evolution of the international patent system should provide an appropriate
balance between thgyhits of inventors [and their investors] and the general public,
while at the same time taking into account the implications for the developing wirld.”

The rapid pace of scientific and technological advances over the last few decades has
triggered an ungecedented technological revolution that poses immense challenges to the
international patent system. One of these is the increased pressure faced by many nations to
conform to new international standards to facilitate the growth of, or participatehighéy
integrated and competitive global market. The revolution spawned, in particular by the
biotechnology and inf@ommunication industries, has created wealth for many, just as it has
sparked outrage from others. These challenges have been sucootetiypy the WIPO:

“The international patent system ... enjoys levels of use far beyond what would have
been imagined only a decade ago... Yet, this great success has not given rise to
universal satisfaction, either within the immediate circle of administators and users of
the patent system or among the intended beneficiaries of the system more widely in
society. The system today faces twin challenges: an internal challenge, concerning the
actual operation of the system [e.g. workload crisis faced bypatent offices,
duplication of work, need for expert patent examiners etc.]; and an external challenge,
concerning the policy role, and the economic and social impact of the patent system ...
[A]t the broader level of public debate, general perceptmiitbe international patent
system are marked by apprehension and unease. After a long period of relative
obscurity ... it has more recently emerged into the public spotlight. Yet this increased
prominence has not resulted from the contribution of theqtadystem to the creation

and spread of new technology. Rather, it comes from concerns about perceived

14 See World Bank (2001) ‘Intellectual property: balancing incentives with competitive access’,

ibid.

See Memorandum of the Director General of the WIPO on the WIPO Patent Agenda: Options
for Development otfhe International Patent System (A/37/6).

See WIPO Patent Agenda: Options for Development of the International Patent System
(A/37/6) at Annex | p 3.

Take, for example, the African Group’s demand that patents on all life forms and living
processes shutd be prohibited. See Khor, “TRIPS debate on biological materials: Africa
reiterates proposal to ban life patents” (June 11, 2008{tpt//www.twnside.org.sg

See WIPO Patent Agenda: Options for Developnu#rihe International Patent System
(A/37/6),supranote 15.

15

16

17

18
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negative effects of the system: first, the controversy over the possibility that patents
may be hampering governments’ attempts to deal with urgdiypissues; and

second, concerns about the granting of patent protection for some forms of new
technology, especially, biotechnolog}’”

1.3.1 New Technologies: Biotechnology

The patent system has had to adapt to the needs of rapid advances in meoldgies,
particularly in the field of biotechnology. In the process, it has been confronted, and will
continue to do so, with many difficult and often controversial issues in the field of
biotechnology and bioethics. The biotechnological race has bt@iput an acute sense of
urgency for many countries to seek and create the ideal environment that would attract talents
and investments to their shores. This has generated anatitnal and multdisciplinary
inquiry into the legal, economic, techmglical, environmental and social aspects of
intellectual property creation, exploitation and management. This intricate web of legal,
scientific, ethical, environmental and business policy considerations in the field of
biotechnology is a fertile grounaf global initiatives and collaboratidfi. The furore over
stem cell research and the recent global dilemma relating to human reproductive and
therapeutic cloning serve to highlight some of the difficulties involved. Other controversial
and difficult chalenges that have arisen in recent years include those relating to genetically
modified (GM) food and life forms, tissue engineering, medical and gene therapy,
patentability of genes and biological molecules (such as, DNA, RNA, EST, SNP, protein
etc.), xentransplantation, embryo testing and selection, animal cloning and the recent
creation of the hybrid human “sheales.”

In addition, the amalgamation of biology and information technology has spawned
bioinformatics inventions that are estimated to gerenadre than a billion dollars in revenue
annually worldwide due to the potential from healthcare advancemkfitsis has also raised
interesting questions relating to the protection of bioinformatics under the intellectual
property regime. Issues relagimo the protection of biological sequences, biological
databases and bioinformatics software and hardware, such as, “thermocyclers” and gene
chips, will straddle many branches of the intellectual property regime including patents,
copyright, trade secretsd database protection.

1.3.2 New Technologies: Information Technology

Apart from the biotechnology revolution, the advent of internet technology has led to a
“seismic shift” in the way information is being dealt with in the*Xentury. This has
increased global competition and posed many challenges that profoundly affect the social,
economic, as well as, the legal systems of the world. Instantaneous access and the ease of

19 See WIPO Patent Agenda: Options for development of the international patent system (A/37/6)

at Annex | p 2.

It is worth noting that some countries, such as, the USA, India, Japan, KorearayappSie

have recently completed their consultation paper on stem cell research.

See M. Scott McBride, “Bioinformatics and Intellectual Property Protection” (2002) 17
Berkeley Techonology Law Journal 1331, citing John Thackray, BIOINFORMATICS Grows
LEGS,ELEC. BUS., July 2001 (stating from a report by Strategic Direction International (SDI)
that “Bioinformatics generated worldwide revenue [in 2000] of more than $700 million ... and
total bioinformatics volume could exceed $2 billion [in 2001]").

20

21
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reproduction make geographical boundaries inadequate benchmarks of protddte

existing flux over the extent and mode of protection of computer software in general and

those available over the intangible media such as the internet has posed great challenges to the
patent systerfic This is further reflected in the tremendoinsrease in patent applications that

have been filed in the information, communication and technology (ICT) sectors. Take, for
instance, the European ICT sector where patent applications have more than doubled over the
last decade. (See 2 charts belowrecent report by Eurostat, the statistical office of the

European communities, has shown an increase in EPO patent applications for the ICT sector
as follows).

22 See, genatly, David Bainbridge, “Software Patents” (2002) 7 IP & IT Law 5; “Japan gives

software patents green light” (2002) Managing IP (April); Stephen Whybrow, “Directive
diverges from practice” (2002) Managing IP (May); David Booton & Peter Mole, “The Action
Freezes? The Draft Directive on the Patentability of Compumgtemented Inventions” [2002]
IPQ 289.
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Increase in ICT patent applications to the EPO

Fignre 1. Evoluntion of the ICT secior’s share in tofal patent applicaiions fo the EFO
Jrom EU-135, Japan and the US4 (1)
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Figure 2; Evohition of JOT sector patent applications to the EPQ
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s In 2001, the share of the Information and Communication Technology (ICT) sector
in the total number of patent applications to the European Patent Office (EFPQ)
from EU-15 was 2.3 times larger than that of 1991. This ratio was 1.3 and
2.0 times larger for Japan and the US respectively.

» |CT patent applications to the EPG accounted for 15.5 % of the total for the EU in
2001, 18.7 % for JP and 24.6 % for the United States.

s 6 countries accounted for 90.7 % of the EU's ICT patent applications to the EPO:
Gemmany (29.9 %), UK (186 %), France (153 %). the Metherands (10.4 %),
Sweden (8.9 %) and Finland (7.5 %).

(Source: Guido Strack, ‘Increase in patent applications to the EPO in the ICT sector between 1991 a)1d 2001
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The convergence of legal and technological domains in the field of international interne
transactions (namely;@mmerce) and the law of patents have also generated much
controversy, for example, in relation to business method patents. The intersection between
global ecommerce and patent law has generated both fuulsidictional “forcesof conflict
and forces of convergence among national patent I&vhis in turn is exacerbated by the
divergence of patent laws in force in different countries over issues such as the patentability
of business methods.

1.3.3 Other Challenges

The recat controversy arising from the HIV/AIDS pandemic also serves to highlight
another unprecedented challenge faced by the international patent system in the field of public
health. The resulting WTO’s Doha Ministerial Declaration on the TRIPS Agreement and
Public Healt&* was said to be at “core a response to the concern of many governments that
they should have adequate policy flexibility at a national level to address public health
problems.®

The increased integration between intellectual property atktrcoupled with an
acceleration in international trade and commerce, call for a cooperative international approach
to the evolution of an effective international patent system that holds to its core principles that
have the public interest at their cent€ Unless they are satisfactorily articulated and
addressed, tensions and imbalances are likely to be exacerbated.

Chapter 2 seeks to identify and evaluate some of the correlative and possibly causative
factors that may account for real or perceiveeduities being experienced by participants in
the current international patent system.

2 Adistinguishing characteristic of this intersection was noted by the WIPO as “the

interdisciplinary nature of electronic commerce, and the correspgriglipact that this element
brings to the forces of convergence.” See the World Intellectual Property Organization, “Primer
on Electronic Commerce and Intellectual Property Issues” at
http://ecommerce.wipo.int/primer/sectionl.htoited in Larry A. DiMatteo, “The New

‘Problem’ of Business Method Patents: The Convergence of National Patent Laws and
International Internet Transactions” (2002) 28 Rutgers Computer and Technology Law Journal
1. Seealso Eugene R. Quinn Jr, “The Proliferation of Electronic Commerce Patents: Don't
Blame the PTO” (2002) 28 Rutgers Computer & Technology Law Journal 121.

It recognized the importance of intellectual property, particularly, patent protection for the
devdopment of new medicines.

See WIPO Patent Agenda: Options for Development of the International Patent System
(A/3716).

See WIPO Patent Agenda: Options for development of the international patent system (A/37/6)
at Annex | p 2.
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CHAPTER 2:
TENSIONS AND IMBALANCES
2.1 INTRODUCTION

Intellectual property rights, particularly patents, are tools that can enhance or hinder
national economic anéchnological development. A less than appropriate utilization of them
can potentially cripple a country’s development. However, if aptly employed, they are
capable of securing superior rates of scientific and technological innovations to support
investrrents that lead to increased global trade, thereby promoting economic, social and
technological development.

However, many developing countries face real policy and structural dilemntes,
alia, about the extent and timing of their participation in thiernational patent system. It
has been succinctly pointed out that:

“As their national economic circumstances improve, such countries need to pass
through the stage of integration into the international patent system to the point where
they are full @rticipants, whose nationals gain tangible benefits not only from the
import%tYion of patented products and technology but also from ownership of patent
rights.’

Many other views have been raised and it will suffice to highlight some of the key
points aml observations here. It is worth noting that these differing, and often conflicting,
interests have been alluded to in debates along the lines of ‘Whether IPRs are “good or bad”
for developing countries.’

IPRs: GOOD OR BAD?
(Some viewpoints)

On the si@ of the net exporters of IPRs (usually associated with the developed world),
arguments highlighted have included the following:

- Itis argued that IPRs are “good for business, benefit the public at large, act as
catalysts for technical progress” and $ih IPRs are good, more IPRs must be
better.” Per Hugh Laddie J's Foreword to the CIPR report.

— In strengthening their IPRs regimes ... developing countries may be able to
attract greater inflows of technology through international trade in goods &
senices, foreign direct investment (FDI), and contractual licensing of
technologies. (See World Bank (2001) ‘Intellectual property: balancing
incentives with competitive access’, in Global Economic Prospects1329
Washington, DC.)

On the side of the némporters of IPRs (commonly associated with the developing or least
developed world), arguments highlighted have included the following:

2l See WIPO Patent AgendA/36/14), seesupranote 1, at p 3.
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—  “IPRs are likely to cripple the development of local industry and technology, will

harm the local population andenefit none but the developed world” and so “if
IPRs are bad, the fewer the better.” Per Hugh Laddie J's Foreword to the CI|
report.

- IPRs could lead to higher prices for imported products and new technologies
under IPR protection and loss of econaraictivity due to the closure of imitative

activities; the possible abuse of protection by patent holders, especially large
foreign companies. (See Maskus, K. (2000) Intellectual Property Rights in the

Global Economy, Washington DC: Institute for Intational Economics. Note,
however, that the author argues that the costs are more than offset by the-lor
term benefits of IPRs, even in developing countries).

A recent World Bank publication has noted that:

“There are reasons to believe that the eoéonent of IPRs has a positive net impact o
growth prospects. On the domestic level, growth is spurred by higher rates of
innovation— although this tends to be fairly insignificant until countries move into th
middle-income bracket ... In particular, paarcountries ... may find it advantageous
stage implementation of some aspects of IP&s.”
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ENFORCEMENT OF RIGHTS INCREASES WITH INCOME
Several stylized facts emerge from the literature about the level of development and IPH

1. Countries with a high rao of R & D in gross domestic product (GDP) or a high
proportion of scientists and engineers in the labor force have markedly stronger patent |
than others. Clearly such countries desire to protect returns on inventive activity.

2. Interests in ensuraging lowcost imitation dominate policy until countries move into
middleincome range with domestic inventive and absorptive capabilities. Only at high
income levels do patent rights become strongly protective.

- Least developed countries devoteually no resources to innovation and have
little IP to protect.

— Asincomes and technical capabilities grow to intermediate levels, some ada
innovation emerges but competition flows primarily from imitation. Thus, the
majority of economic intessts prefer weak protection.

—  As economies mature to higher levels of technological capacity and demand
toward higherquality products, domestic firms come to favor protective IPRs.

RS.

ights

htive

5 shift

28 See World Bank, ‘Intellectual property: balancing incentives with competitive accegsa

note 6.
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—  The strength of IPRs shift upward at the highest incomdsg#venson and
Westphal 1997). Not only do legislated IPRs become stronger, but enforcement
and compliance also rise with income levels.

3. Countries that are more open to trade tend to have stronger patent rights.

—  This result suggests that trade@nacts positively with the demand for IP
protection.

—  The size of an economy, as measured by absolute GDP, has no detectable
correlation with patent rights.

Source: World Bank (2001) “Intellectual property: balancing incentives with competitive
access” (2001) Global Economic Prospects, 1280. See also Evenson and Westphal (1997)
“Technological Change and Technology Strategy” in Behrman and Srinivasan (Eds.),
Handbook of Development Economics (Vol. 3A).

2.2 CORRELATION OR CAUSATION: AN OBSERVATION

It is not within the scope of this study and resources available to engage in a
comprehensive evaluation of the perceptions and real causes surrounding the apprehensions
and reservations about the current international patent system. Countrieslopaevand
developing worlds appear to be divided over the directions and developments that the
international patent system ought to take. It would be difficult to confidently isolate the major
causes of these tensions as the chains and agents of caasataiten complex and inter
connected.

Notwithstanding this, it may be worthwhile to highlight some of the more common
grounds that allegedly contribute to the imbalances that exist in the international patent
system. It should be noted that many oésle grounds, as with the others, deserve more
attention and deliberation than this study can afford.

2.2.1 The TRIPS Agreement

In this innovation age, a drive towards a more uniform or “siee fits all” patent
regime may serve to exacerbate the ergtyap between the developed nations (generally
regarded as net exporters and owners of IPRs) and developing nations (generally regarded as
net importers and users of IPRs). Indeed, it has been argued that the implementation of the
TRIPS mandatory minimum standards of IP protection on all WTO members has reinforced,
rather than shrink, this g&.

Whilst the effects of the TRIPS Agreement on industry and technology will vary according to
the countries’ levels of economic and technological developrifénhas been noted that

29
30

See Laddie J's Foreword to CIPR repapranote 5.

See, for example, Sanjaya Lall & Manuel Albaladejo, “WaoikiPaper Number 85: Indicators of

the Relative Importance of IPRs in Developing Countries,” QEH Working Paper Series

QEHWPSS85 (April 2002) (“Lall & Albaladejo”) ; Braga, C.A.P., Fink, C. and Sepulveda, C.P.

(1999) ‘Intellectual property rights and econierdevelopment’, World Bank, background paper
[Footnote continued on next page]
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“TRIPS has decidedly shifted the global rules of the game in favor of [industrialized
countries]” since the overwhelming majority of intellectual property is created fhere.

The World Bank has observed that many of the developingto@sragreed to the
TRIPS Agreement in order to gain concessions from rich ones in other areas of economic
activity (or for greater aidf and expressed the view that “developing countries went along
with [it] for a variety of reasons, ranging from the hopleadditional access to the agricultural
and apparel markets in rich nations, to an expectation that stronger IPRs would encourage
additional technology transfer and innovatioi. However, the “promise of longerm
benefits seems uncertain and costhathieve in many nations, especially the poorest
countries.®* Apart from the structural costs of implementation, some less developed
countries face immediate obstacles such as the “administrative costs and problems with higher
prices for medicines and kegchnological inputs® In addition, these countries generally
lack the requisite technological capability to benefit from domestic innovation and hence,
expect less intellectual property to be generated. It is thus not surprising to find that some
devebping countries encourage leeost imitation in the hope of securing rapid capacity
building.

ECONOMIC CASE FOR TIGHTENING IPRs?

Given the clear net shotterm costs to less industrialized countries from IRR8gher prices
for technology and protectgatoducts— a valid economic case for them to accept TRIPS

(interpreted here as the tightening of IPRs) entails that they reap larger netteyngbenefitg
(technology and FDI inflows and stimulus to local innovation). Moreover, the present vglue

of thesebenefits ... must more than offset the present value of these costs.... [T]his reqliires
that the benefits be very large and accrue in the medium term: any that accrue after, say, a
decade would be practically worthless in terms of present value.

Source: @njaya Lall & Manuel Albaladejo, “Working Paper Number 85: Indicators of th
Relative Importance of IPRs in Developing Countries,” QEH Working Paper Series
QEHWPSS85 (April 2002).

1%

It, therefore, remains an open question as to whether the developingiesuhat
agreed to the TRIPS Agreement in order to gain concessions from the developed world in

[Footnote continued from previous page]

for the World Development Report 1999, Technet Working Paper available at
http:/Mww.cid.harvard.education/cidtrade/issues/ipr.hidaskus, K. (2000) Intellectual Property
Rights in the Global Economy, Washington DC: Institute for International Economics at
http://www.iie.com/publications/publication.cfm?pub_id=99

See World Bank (2001), ‘Intellectual property: balancing incentives with competitive access,’
supranote 6.

See Lall & Albaladejosupranote 30, at p 85. See also World Bank (2001) ‘Intellectual
property: balancing incentives with competitive acgesgpranote 6.

See World Bank (2001) ‘Intellectual property: balancing incentives with competitive access,’
ibid.

See World Bank (2001) ‘Intellectual property: balancing incentives with competitive access,’
ibid.

% Ibid.
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other areas of economic activity (or for greater aid) actually ditf sbhere is indeed a case

for further review of the scope and operation of the TRIP$e&ment. If there is any real or
potential detriment arising from material imbalances in the trading of concessions between the
developed and developing countries over the TRIPS Agreement and its actual, rather than
intended, operation then the soluticnsilable to redress them are certainly within our grasp.

2.2.2  Structural Inadequacies in Developing Countries

While the issues highlighted with respect to the TRIPS Agreement are unlikely to
disappear in the near future, it may be rather simplistigremature at this stage to attempt
any conclusions about the role played by the TRIPS Agreement, or any other similar
multilateral agreement, in some of the developing countries’ failure to reap the benefits
expected from a fuller participation in the @mhational patent system. Notwithstanding this,
there is little doubt that some developing countries have valid concerns that need to be
addressed. However, the solution does not lie in recriminations of international obligations
that have been duly adtedl in the exercise of national sovereignty. Where there is
incontrovertible evidence of deficiencies, pragmatism demands a dedicated search for
consensual compromises that might mitigate the effects of unforeseen and unintended
repercussions experiencby different countries.

As with all other international agreements, benefits from participation are difficult to
guantify, let alone equalize. The links between intellectual property rights, innovation,
foreign direct investments (FDI) and lostgrm ecaomic growth are poorly understood, and
remain controversial’ It appears to be netinear and certainly seems to be dependent on
other factors, such as, the level of economic developriengturity of the legal system,
political will to adopt appropriateitiatives, quality of the labor force, effective transfers of
technology and the effective functioning of state machinery. In the short term, it may be
illusory to contemplate that mere enhancements to existing intellectual property regimes
would consitute an immediate panacea for the observable structural inadequacies in some of
the developing countries.

2.2.3 Issues of Public Interest: Health and Food

Since one of the key objectives of the patent system is to reward innovation by allowing
innovabrs to charge “higher prices” for protected products, it has been argued that a fully
functional patent system would result in an inverse relationship between the cost of such
products and affordability of acce$5.Some have gone further to suggest that global
intellectual property system is facing a crisis of public legitimacy as citizen groups around the

%6 See World Bank (2001), ‘leflectual property: balancing incentives with competitive access,’

supranote 6 and Lall & Albaladejosupranote 30.

See World Bank (2001) “Global Economic Prospects and the Developing Countries 2002:
Making Trade Work for the World’'s Poor” at p 135.

See, for example, Carsten Fink, “Intellectual Property Rights and US and German International
Transactions in Manufacturing Industries.” Manuscript, World Bank, 1997, Washington, D.C.
See Lall and Albaladejo, Indicators of the relative importance of liAR&eveloping countries,
paper prepared for the UNCTAD/ICTSD Capacity Building Project on Intellectual Property
Rights and Sustainable Development, April 2002, at pag8s 2
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world are raising questions, for example, on how patents may be blocking the access of
ordinary people to medicind$.

While a stronger patent rege may provide the incentive (noted by the World Bank to
be “marginal”f* for pharmaceutical firms to discover new treatments for some “third world”
diseases, there is an urgent need to consider corresponding enhancements in access to
medicine. The situatn in some leastieveloped countries that are facing a critical need for
urgent access to some pharmaceutical products to treat HIV/AIDS, malaria, tuberculosis and
other diseases merits serious attention. It is submitted that the patent regime cathese to
challenge of improving the accessibility of some medicines to the poor and possibly
differential pricing for costly treatments that often accompany new medical breakthrughs.

The call for such moves has also been echoed recently byRieare Garrer,
GlaxoSmithKline's chief executive officéf in his impassioned call on drug innovators to use
their discoveries to help those who need it nfdsHe urged pharmaceutical and
biotechnology companies to provide cheap medicines to sufferers in the piexgleorld.

2.2.4 A Case of Perception Rather than Reality?

The perception of a tilt in global IP rules in favor of the developed world and the
uncertainty surrounding the nature of the long term benefits to the less developed world have
made the undeylng unhappiness of some less developed countries more acute in recent
years. This is particularly so when compared to their immediate €a@std benefits in
settling for a weaker IP regime. The push by developing countries for greater protection in
tradtional knowledge and genetic/bi@sources, the recent controversy arising from the
HIV/AIDS pandemic, the call for better access to some pharmaceutical drugs and treatments
are manifestations of increased tensions between the developed and the dewetolua’

The intensity of these tensions has in no small part been exacerbated by the arguments
of various interest and lobby groups. On the one hand, some deduce that “there is no reason
why a system that works for developed countries could not dedhge in developing

40 See, for exampleMartin Khor, Patents System Facing Legitimacy Crisis, E&rénds, Monday 26

March 2001 at http://www.twnside.org.sg/title/et0110.htm

See World Bank (2001) ‘Intellectual property: balancing incentives with competitive access,’
supranote 6.

See also, World Bank (2001) ‘Intellectual property: balancing itigea with competitive
access,supranote 6.

The head of the world’s second largest drugs company.

See article by Legal Media group, “Glaxo chief challenges industry on cheap drugs” (22 June
2003) at
http://www.legalmediagroup.com/default.asp?Page=1&SID=12738&CH=5&CN=&CountryNa
me=&Type=News

It is argued that the costs (higher prices of imported products and new technologies under IPR
protecton; loss of economic activity due to the closure of imitative activities; the possible abuse
of protection by patent holders, especially large foreign companies) are more than offset by the
long-term benefits of IPRs, even in developing countries. SeekigaK. Intellectual Property
Rights in the Global Economy (2001), Institute for International Economics, Washington DC.
Available at http://www.iie.com/publications/publicationraf?pub_id=99

See also Intellectual Property Office of Singapore (IPOS) submission. (See Compiled
Comments).
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countries.*” On the other hand, others proceed on historical perspectives that in the early
industrialization of today’s developed world, weak patent protection was leveraged off to
enable them to build up their scientific and techrgpdal capabilities through copying and
reverse engineering, and the call for a stronger patent regime grew over time as these
countries progressed up the technological ladder to become leaders in theiti@kis. call
has been reiterated recently bgtGIPR:

“[D]eveloping countries should not be deprived of the flexibility to design their IP
systems that developed countries enjoyed in earlier stages of their own development,
and higher IP standards should not be pressed on them without a serious and objective
assessment of their development impact ... We need to make sure that the IP system
facilitates, rather than hinders, the application of the rapid advances in science and
technology for the benefit of developing countrié.”

Some will find these gyuments neither persuasive nor entirely fallacious. Be that as it
may, it is submitted that as each nation evolves through various stages of technological,
economic and social development, it is likely to derive different types and degrees of benefits
in any system of rules. Itis highly unlikely that the international patent system will succeed
in moving in tandem with the subjective needs of any nation whether it is at its early stages of
technological industrialization or is a technological leadeheworld. The merits of the
international patent regime ought not to be too harshly judged on its ability to eliminate
inevitable unevenness or transient inequities in the benefits expected by all participants from
both the developed and developing world&hatever the real cause or combination of causes
may be, there are clearly differing rates of participation and gains experienced by developing
countries in the international patent system. See the charts below:

47
48

See CIPR reporgsupranote 5, atp 1.

See Lall & Albaladejosupranote 30; see also Edmund W. Kitch, “The Patent System: A
Design for All Sfasons?” paper delivered at the WIPO Conference on the International Patent
System, Geneva, March 25 to 27, 2002.

49 See CIPR reporsupranote 5, at p 8.
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EVOLUTION OF PCT FILINGS IN SEVEN MAJOR DEVELOPING COUNTRIES (1998-2002)
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INTERNATIONAL APPLICATIONS FROM DEVELOPING COUNTRIES
RECEIVED BY THE INTERNATIONAL BUREAU OF WIPO, 2002
(BY COUNTRY OF ORIGIN)
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2.3 CONCLUSION

It has been suggested that it would be in the interests of the developed/industrialized
countries to provide assistance to the less developed Wand to support a more flexible
international patent regime. The impamnce of flexibility in creating an effective
international patent system must be a critical component for “governments andpali®rs,
for inventors and industry, for national and international markets, and for consumers and the
general public.®* Thiswould better optimize the benefits that may accrue to all nations at
different stages of development.

It is submitted that the key to avert undesirable escalations of tensions between nations
is to further enhance the flexibility that could be builtarthe existing framework of the
international patent system. It would be idle to pretend that any group of nations is
homogeneous. The call for further differentiation of countries within the group of
“developing countries’” certainly merits attentionln addition, the international patent
system could strive to support differentiation of patent laws by degree, content and industry
that is compatible with the economic, social, political and technological developments of a
country.

The timely establishent by the Director General of the World Intellectual Property
Organization (WIPO) of its Patent Agenda and the UK Government of its Commission on
Intellectual Property Rights (CIPR) are desirable steps in our search for meaningful solutions.
Indeed, thecurrent study into the impact of the international patent system on developing

%0 See World Bank (2001),’Intellectual property: balancing incentives with competitive access’,

supranote 6.
® See WIPO Patent Agenda (A/36/14), sepranote 1, at p 1.
2 See IPOS submission (Compiled Comments).



A/39/13 Add.3
page24

countries serves to +a&ffirm the urgency of the matter and hopefully would lead to more
global dialogues on these and other related issues.

Any neglect in establishing timelnd effective responses to these problems may serve
as a catalyst for the erosion of its credibility and legitimacy. In its search for solutions, it is
vital that the international patent system holds firmly to “its core principles: principles that
havethe public interest at their centet>” It should encourage international cooperation that
will enhance a flexible patent policy tool for public and private stakeholders in developed,
developing and least developed countries alike so that patent rightsearaged as “part of a
nation’s stock of intangible assets” to be exploited for the ultimate and widespread public
benefit of all.

This study does not seek to-state the many exemplary activities in the WIPO, such as
those relating to the:

- PatentLaw Treaty (PLT),

— Draft Substantive Patent Law Treaty (SPLT),

- Reform of the Patent Cooperation Treaty (PCT),

— Intergovernmental Committee on Intellectual Property and Genetic Resources,
Traditional Knowledge and Folklore, and

—  Various informatiortechnology projects.

Instead, it will seek to propose some key guiding principles and highlight selected areas
for consideration.

>3 See WIPO Patent Agenda: Options for Development of the International Patent System
(A/37/6) at Annex | p 3.
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CHAPTER 3:

PRINCIPLES OF GOVERKWNCE FOR THE EVOLUTON OF AN EFFECTIVE
INTERNATIONAL PATENT SYSTEM

3.1 INTRODUCTION

It is a trite suggestion that any attempt to achieve full global patent harmonization is
likely to be futile, at least in the near future. Neither can much value be gained from a
profiling of countries, or groups of countries, for the main purpose of idgngfor resolving
the causes of imbalances that exist within, and between, some of the developed and
developing worlds. Nevertheless, there are concerns highlighted in the WIPO Patent Agenda,
CIPR report, and those expressed by national governmentséhadled and deserve further
attention.

An immediate evaluation of the causes of the imbalances and tensions within, and
between, some of the developed and developing worlds, and the practical solutions for
ameliorating them, will be a useful step towa@ search for a more effective global patent
regime that caters to the varying needs and interests of its participating countries. While the
survey on the impact of the current international patent system on developing countries may
appear to be conduaealong geographical blocs that are evidently not homogenous, there is
little doubt that it will reveal common issues such as causes and degrees of
tensions/imbalances as well as the nature of the solutions required. This study will eschew
“micro-evaluaton” for some broad guiding principles that are regarded as pertinent for a
comprehensive approach to these challenging issues and solutions. They are, namely, as
follows:

3.2 SUGGESTED PRINCIPLE®F GOVERNANCE
(1) CONVERGENCE, NOT FULL HARMONIZATION, ISTHE PROCESS

In an increasingly integrated world economy, it is imperative to secure a more uniform
international patent regime across countries. Critical inconsistencies and incompatibilities in
national patent laws and regulations between countridposge severe impediments that may
distort the efficient flows of technology and investment. It is worthwhile to note that the
bilateral, regional and international agreements and treaties relating to patents, such as, the
Paris Convention, Patent Coopt&on Treaty (PCT) and the TRIPS Agreement seek to
ameliorate some of these distortions.

The WIPO has noted that whilst one of the prevailing questions for the international
patent system is that of patent law harmonization that may produce the “woelt 5% it is
“not an end in itself, but a toela means to an end. Itis not ... important exactly what legal
form or structure this harmonization takes. What matters is to give national and regional
patent authorities access to a common operationdbptatthat permits them to cooperate,
exchange information, share resources and reduce duplication in their Work.”

>4 See WIPO Patent Agenda: Optidios Development of the International Patent System

(A/37/6) at Annex | p 3.
See WIPO Patent Agenda: Options for Development of the International Patent System
(A/37/6),ibid.
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If and when harmonization is to be attempted in whatever form and degree, it is
submitted that a distinction between the procedural andtankive patent law aspects of the
international patent system ought to be maintained. At the procedural level, some degree of
harmonization would further streamline the operational aspects of the international patent
system. For example, the Patent Laveaty (PLT) aims to harmonize patent formalities to
enhance “legal certainty whilst continuing to streamline and simplify practices and
procedures, reduce costs and [maintain] quality in the rights granted.”

To the extent that some standardization gfpects of substantive patent laws may be
necessary to support procedural harmonization, they ought to be advanBegond that, it
is submitted that any measure to achieve full scale harmonization of substantive patent rules
worldwide may be questionablat least in the near future. Indeed, the WIPO has also noted
that “full and deep harmonization remains a long way 8ff.”

Instead, the international patent system could consider first moving towards a
convergence of outcomes, rather than full harmaioneof substantive rules. It is submitted
that convergence of the desired outcomes in substantive patent laws and policies ought to be
one of the major tools with which an ideal international patent regime can be created. Each
desired outcome may be dedd by reference to a set of measurable standards that are capable
of being calibrated to take into account factors including the specific needs of an
industry/technology or the developmental needs of a country. By way of an illustration, the
desired outome of improving access to medicine in the field of public health relating to
HIV/AIDS and other diseases may be achieved through different means, such as, compulsory
licensing, parallel imports, differential pricing or any other mechanism that may lsaged
from time to time.

(2) FLEXIBILITY AND DIFFERENTIATION ARE THE KEYS

In achieving this goal, it is imperative for the international patent system to remain
flexible and amorphous centered on the public intéféstaccommodate the different stages
of technological, economic, social and political development of nations at any given point in
time. A “onesize fits all” patent regime would only serve to exacerbate the existing tensions
between nations that perceive an inequitable distribution offienénstead, it should adopt
a more sophisticated framework in which there are degrees of differentiation in outcomes and
standards by content and time, to cater to the specific needs of each technological industry
and nation.

Indeed, the WIPO Pateigenda, CIPR report and the current study on the impact of
the international patent system on developing countries are clear affirmations that flexibility is

%6 See WIPO Patent Agenda: Options for Development of the International Fatsteim

(A/37/6),ibid.

See, for example, the draft Substantive Patent Law Treaty (SPLT) relating to the harmonization
of substantive patent laws worldwide.

See WIPO Patent Agenda: Options for Development of the International Patent System
(A/37/6),ibid.

The WIPO Patent Agenda states the core principles of the patent system as “principles that have
the public interest at their center.” See WIPO Patent Agenda: Options for Development of the
International Patent System (A/37/@)id at Annex | p 3.
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a critical component in creating an effective international patent system for “governments and
policy-makers, for inventors and industry, for national and international markets, for
consumers and the general publfié.”

(3) IDEAL BALANCE IN A ROBUST SYSTEM IS THE GOAL

A robust and dynamic international patent system that “operates to the maximum
beneft of the countries that participate in it, taking account of their widely varying stages of
technological and economic developmé&htt promote technology transfer and investment
for the advancement of the public good is the goal. The pursuit of anlidéahce between
the desire to encourage innovations with appropriate incentives and the need to preserve
reasonable access to, and use of, knowledge and information arising therefrom may involve a
conflict between allocativé and dynami® efficiencies. Hwever, policy makers are
recognizing that dynamic efficiency remains the vital growth engfn¥et, it is important to
bear in mind that simply offering enhanced protection does not necessarily lead to more ideas
and innovation. On the contrary, ovprotecting IP can sometimes “stifle further ideas and
innovation because future innovation depends on the ability to use past ideas that may be
protected by intellectual property rights. [A] careful balance needs to be drawn between
protecting ideas to enaoage innovation and ensuring that those protected ideas do not stifle
further innovation.®® This will require the interests and needs of both developing and
developed countries to be taken into account recognizing that patent is “one of the tools for
technological advancement, economic growth and wealth creation for all courfttids this
regard, it may be useful to bear the following general principles in mind, namely, that:

(@) No Perfect International Patent System

There is no perfect internatial patent system that can satisfy all the needs and interests
of inventors, investors, users and the general public within, and between, developed and
developing countries. Furthermore, an international patent regime operates within the
complex economiqyolitical and social suisystems of each country.

(b) Market Forces to Determine Pricing Policies

It is clearly beyond the scope of this study to evaluate the relationship between patents
and the existence of predatory pricing, monopolistic businiagegies or other exorbitant

% See WIPO Patent Agenda (A/36/14), seranote 1, at p 1.

61 See WIPO Patent Agenda (A/36/14), seranote 1, at p 2.

62 “Allocative efficiency,” which is a shorterm concept, requires that new information should be
disseminated as widely and quickly possible at cost and that IPRs (such as patents) should be
limited in scope and length. See the submissions from the Ministry of Trade and Industry
(MTI), Singapore (Compiled Comments).

“Dynamic efficiency” is concerned with optimal innovation ovené, recognizes that

innovation needs incentives therefore creators need to be rewarded by broadening the scope and
length of IPRs (such as patents). See the submissions from the Ministry of Trade and Industry
(MTI), Singapore (Compiled Comments).

See tle submissions from the Ministry of Trade and Industry, Singapore. (Compiled
Comments).

See the submissions from the Ministry of Trade and Industry, Singapore. (Compiled
Comments).

% See WIPO Patent Agenda (A/36/14), seranote 1, at p 3.
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pricing policies that may arguably compromise the objectives and goals of the patent system.
However, it would be worthwhile to consider embarking on a detailed study of pricing

policies and access in a separate study onforin the absence of a specific regulatory

pricing framework for patents, it would be desirable to allow market forces to achieve the
balance.

(c) Need to Preserve the Benefits of Competition

The evolution of an effective international patent systemmnot be achieved to the
exclusion of benefits that come with the preservation of some degree of competition in the
global and borderless marketplace. While the adoption of selective sectoral regulation and
open markets may to some extent ensure a comeegnvironment in the domestic
economy’’ nonetheless, there are risks in the concentration of market power in a few giant
corporations of the worl® While competition laws may curb the legitimate rights of a
patent ownef? the unmitigated exercise afiff patent rights may degenerate to abusive
practices that diminish innovation and knowledge diffusidrit is important to reconcile
these inevitable, though not necessarily conflicting, tensions. In the evolution of the
international patent system, tieemay be a need to augment the causes of actions and
remedies available under national patent laws that are consistent with the rationale of
competition laws or the principles embodied therein.

(d) Rule of Law Is Fundamental

With increasing tensiongiaing from any real or perceived imbalance within, and
between, some of the developing and developed world, there is an urgent need to take
immediate measures to redress these tensions that may threaten to undermine the attainable
objectives of a globalgtent regime. Negative perceptions of the international patent system
are inimical to the rule of law that underpins it. It has been said that the powerful and
vociferous lobbies “for” (on behalf of the developed world) and “against” (on behalf of the
developing world) a strong international patent regime has ended in an undesirable aftermath
of “persuasion is out, compulsion is if™" A failure to address these issues effectively may,
to some extent, “legitimize” piracy and low cost imitation.

The “unpgrecedented public health challenge” arising from the “humanitarian calamity of
HIV/AIDS” "is but one manifestation of the “rising apprehension and unease.” This resulted
in the WTQO’s Doha Declaration on the TRIPS Agreement and Public Health (Doha
Declaraion) that was “at core a response to the concern of many governments that they

67 As in thecase of Singapore which has no generic competition law, although she intends to enact

a generic competition law by 2005. See the submissions from the Ministry of Trade and

Industry, Singapore. (Compiled Comments).

See Martin Khor, “The WTO and the Stutimplications and recent developments” at

http://www.twnside.org.sg/title/plin.htm

See, for example, submissions from Ministry of Trade and Industry, Singapore, generally.

(Compiled Comments)

Take, for example, “pricing restrictions” and “tin” or “tie -up” clauses in patent licensing

agreements.

L Laddie J. in the Foreword to the CIPR report.

& WIPO Patent Agenda: Options for Development of the International Patent System (A/37/6),
supranote 15, at p 2.
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should have adequate policy flexibility at a national level to address public health
problems.”?

The preservation of the rule of law is fundamental for an effective intennaltjpatent
system with enforceable standards. This will minimize the risk of breakdown, rejection,
circumvention and compliance in form (but not in substance) of the laws of countries that
participate in the international patent regime.

(e) Stringent ad CrossBorder Enforcement of Patent Laws

It is trite to emphasize that strict enforcement of patent rights is as important as the rigor of
the substantive rules themselves. The extent to which violations can be detected or are
penalized consistently undr national system plays a critical role in the integrity of the
international patent regime. Where serious violations amauotet; alia, to offences under

the national laws, it may be worthwhile to explore the benefits of enhancing the opportunities
for mutual assistance and cooperation between national agencies.

() Effective Resolution of International Patent Disputes

An effective mechanism for the resolution of international patent disputes is critical to
the evolution of a robust internationaltpat system. Such a mechanism will not only
complement the patent enforcement regime but will also provide the much needed certainty
and impetus for the global exploitation of patents. An effective mechanism should aim to
provide finality to the outcomesf dispute resolution within a reasonable tifin@eme to avoid
any undue delay in exploitation and deployment of patents.

(4) REFORM IS AMUST

A more integrated global market coupled with the strengthening of IP protection have,
to a large extent, conbuted to the imbalances and tensions between some of the developed
and developing countries. As scientific and technological developments gather pace, the
pressure to reform some aspects of the international patent system will increase. The WIPO
PatentAgenda, CIPR report and other national and international studies, including this one,
portend meaningful international reforms that would further strengthen the goals of the patent
system.

& See WIPO Patent Agenda: Options for Development of the International Patent System

(A/37/6),supranote 15, atp 3.
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CHAPTER 4:
OPPORTUNITIES FOR REORM
4.1 INTRODUCTION

The conflence of forces exerted by politics, economics, technology and public interests
has aggravated the tensions between some developed and developing countries. Indeed, the
“need to find immediate solutions to some acute problems have given rise to renewed
momentum for change ... Change in the wide sense is vital, and it should be based-on long
term needs and objectives, in addition to addressing present critical conéersy’ reform
“solely at a national level is impractical, and in some cases would eveourger
productive.” An effective reform strategy requires international consensus on priorities that
require immediate action.

This study is not a technical review of the detailed provisions of national and
international sources of law, as they haweh comprehensively addressed in numerous
scholastic works and outstanding national and international initiaffvérsstead, it provides
observations on broader concerns that may be dealt with in 2 parts. Part 4.1 “Procedural and
Infrastructural aspects patent law” offers perspectives into some issues on processes in
connection with the grant of patents as well as some implications arising from some
provisions of the Patent Law Treaty (PLT) and ongoing reform of the Patent Cooperation
Treaty (PCT). InPart 4.2, “Selected Substantive aspects of patent law reform,” I highlight
reform options in some major substantive areas of patent laws that relate to public health,
protection of biotechnologyelated inventions and traditional knowledge.

4.2 SOME PROEDURAL AND INFRASTRUCTURAL ASPECTS OF PAENT LAW
REFORM

4.2.1 Administrative Capacity and Human Resources

“[linternationalization of the patent system is not just an interesting and lofty idea: itis
an inevitable fact of life.”

In this regard, coriderable progress has been achieved through existing reffiamal
international patent systems, such as, the Paris Convention’ 0T ° Budapest Treafy

74 See Dr. Kamil Idris, Director General of the World Intellectual Property Organization (WIPO),

Opening address to the WO Conference on the International Patent System, Geneva, March
25 to 27, 2002.

See WIPO Patent Agenda: Options for Development of the International Patent System
(A/37/6) at Annex | p 4.

& Such as the WIPO Patent Agenda, CIPR and works by other natindahternational
organizations. See also other works published by the WIPO under its many initiatives including
those relating to the Patent Law Treaty (PLT), the draft Substantive Patent Law Treaty (SPLT),
reform of the Patent Cooperation Treaty (P@nH the Intergovernmental Committee on
Intellectual Property and Genetic Resources, Traditional Knowledge and Folklore.

See WIPO Patent Agenda: Options for Development of the International Patent System
(A/37/6) at Annex | p 4.

Regional patent systenmsclude the Organisation Africaine de la Propriete Intellectuelle

(OAPI), African Regional Industrial Property Organization (ARIPO), the European Patent

[Footnote continued on next page]
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and the TRIPS Agreement. These have made major inroads into streamlining the procedural
aspects othe international patent system. But “[r]apidly advancing technology and changes
in the way that the system is used mean that processes which were appropriate in the past,
both in the PCT and national systems, may need reevaludtiofitie WIPO'’s Patenfgenda
succinctly identified features of the patent system that “can or should be truly
internationalized” and those which “could be enhanced or facilitated at the national level by
options made available through international arrangemé&hts.”

However, meh of the procedural and infrastructural concerns of reform appear to be
confined to the amelioration of problems faced by patent offices and users of the international
patent system. As a result of globalization of trade and commerce, “techrbésgpd,
internationally focused, expedriented enterprises” file multiple patent applications in many
different countried? This has strained the ability of some patent offices to meet the growing
user demands at the national, regional and international I&/&sme of the immediate
concerns are elaborate patent procedures, excessive workload and unnecessary duplication
experienced by some patent offié8sln some cases, this is aggravated by a lack of expertise
in search and examination of patentability dfr@ad range of new technological subject
matter.

The 2 charts below show an exponential increase of more than 8000% in international
patent applications received by the WIPO from developing countries between 1991 and 2002.
Of these, more than 80% ofelpatents filed in 2002 were from the Adtacific region.

[Footnote continued from previous page]

Office (EPO), and the Eurasian Patent Office (EAPO). For more details, see WIPO Patent
Agenda (A/36/14)supranote 1, at p 3.

The main aim of the PLT is the harmonization of procedures for application, acquisition and
maintenance of patents. It expressly excludes substantive aspects of patent law. See WIPO
Patent Agenda: Options for Development of thiernational Patent System (A/37/6) at
Annexl p 9. See also the South Centre, T.R.A.D.E. Working papers on “The WIPO Patent
Agenda: The Risks for Developing Countries” (2002).

The PCT provides for procedural standards of patent law. Ongoing refattme 8fCT aims to
further simplify and streamline international patent procedures. See WIPO Patent Agenda:
Options for Development of the International Patent System (A/37/6) and Working Group on
the Reform of the Patent Cooperation Treaty (PCT): Option&fture Development of
International Search and Examination (PCT/R/WG/4/7) (May 2003).

The Budapest Treaty on the Deposit of Mi@mganisms provides a system for the international
recognition for deposits of microrganisms for the purposes of pateistatbsure.

See Memorandum of the Director General of the WIPO on the WIPO Patent Agenda: Options
for Development of the International Patent System (A/37/6) at Annex I p 7.

See the Memorandum of the Director General on the “WIPO Patent Agenda: Ofaions
Development of the International Patent System” (A/37/6) at Annex | p 5.

See WIPO Patent Agenda: Options for Development of the International Patent System
(A/37/6),supranote 15, and WIPO Patent Agenda (A/36/14), sggranote 1.

See WIPO Patg Agenda: Options for Development of the International Patent System
(A/37/6),supranote 15.

See the 2 charts above.
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INTERNATIONAL APPLICATIONS FROM DEVELOPING COUNTRIES
RECEIVED BY THE INTERNATIONAL BUREAU OF WIPO, 1991 - 2002
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Arab
0.34%

Latin America and Caribbean
7.33%

Asia and Pacific
84.31%

(Source: WIPO)
4.2.2 Some Possible Solutions and Responses

The unprecedented escalation of workload in national patent offices is a result of both
increased world trade as well as an effee international patent system. The extent to which
an increased load impairs work performance could also be a function of structural efficiency
and operational productivity. While the risk of severe paralysis to the system has not been
presented, manscholars support the ongoing reform of areas that may afford some vital
relief. In this regard, it is submitted that the costs of separate or simultaneous work by
numerous patent offices to process and grant patents for the same invention are peohibitiv
An evaluation of potential measures to eliminate costly and wasteful duplication may require
a separate scrutiny of the search and examination processes for the grant of patents.

The CIPR has noted that such duplication could be “avoided by harmgnizi
differences in standards and criteria in search and examination procedures. For some, the
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ultimate goal is an international patent, valid throughout the world and based on a single
application process>® Although that goal of a “world patent” is commeable and intact,
full global patent harmonization is unlikely to be achieved, at least in the near future.

Currently, there is “not yet the degree of harmonization, confidence and experience necessary

to establish a fully integrated international patsystem.*® Notwithstanding the difficulties

and controversies, the scholarly wotki this area carry many recommendations that may be
worthwhile to pursue. The opportunity for selective incremental reform ought not to be
passed over.

For example, ihas been recommended that under the PCT, “an international search
opinion, equivalent to a written opinion in the international preliminary examination
procedure (under Chapter Il of the PCT) ... [be] produced at the search stage for every
application” wherin the “international search and international preliminary examination
procedures will be combined to a much greater extent than is the case at presemere is
also merit in exploring possible alignments to the recently adopted PLT that seekseweachi
further harmonization of patent formalities. The procedures for application, acquisition and
maintenance of patents can be further streamlfAed.

Currently, the extent to which a patent office makes use of materials derived from
another patent offichas been left to the discretion of individual statésn this regard, the
WIPQ'’s proposal for patent offices to envisage certain forms of “recognition or exploitation
of the work of other offices” deserves serious consideration. Various alternatives put forth
include an exchange or recognition of search reports by other patent offices and unilateral
recognition of examination results of other offices. The possibility of setting up an
international assurance system to benchmark the quality of seat@xamination results has
also been moote¥. The value of a quality assurance mechanism cannot be overlooked as the

87
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See CIPR reporgupranote 5, at p 113.

See WIPO Patent Agenda: Options for Development of the International Patent System

(A/37/6) at Annex | p 6.

See, for example, WIPO Patent Agenda: Options for Development of the International Patent

System (A/37/6), WIPO Patent Agenda (A/36/14), sepranote 1, the paper by the Working

Group on the Reform of the Patent Cooperation TreByT): Options for Future Development

of International Search and Examination (May 2003), South Centre reppranote 79, and

CIPR reportsupranote 5.

See WIPO Patent Agenda: Options for Development of the International Patent System

(A/37/6) at Amex | p 8. See also the observation by the South Centre repogupesnote 79,

at p 15, that reform “does not entail establishing a PCT Search Report which is regarded as

conclusive. This is a positive element, since it will preserve the room fasmedtpatent offices

to disagree with the conclusion reached in the report. It is also indicative ... that ... developed

countries are not prepared to lose their autonomy in the examination of patent applications.”

See South Centre repostipranote 79, ap 13.

92 See WIPO Patent Agenda (A/36/14), seranote 1, at p 7. See also generally WIPO Patent
Agenda: Options for Development of the International Patent System (A/37/6).

9 See WIPO Patent Agenda: Options for Development of the International Fyisieim

(A/37/6) at Annex | p 6.

See WIPO Patent Agenda: Options for Development of the International Patent System

(A/37/6) at Annex | p 10.

See WIPO Patent Agenda: Options for Development of the International Patent System

(A/37/6). It is worth noing that some countries, for example, Singapore, have unilaterally
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implemented schemes that recognize the search and examination results obtained in other patent

offices.
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next big step towards the formation of a uniform mutual recognition system that facilitates an
elective exchange of materials between allgmt offices’® However, some developed
countries, such as the USA, have called for more radical reforms including a “more
fundamental overhaul of the PCT system in order to facilitate global patenting.”

4.2.3 Whatis the Fair Price for Further Harmorétion?

The pain that accompanies every change may be successfully mitigated if we remain
vigilant to the risks of neglecting the need teintegrate disaffected nations that may have
common interests or causes. Yet, the strive to reform the interahpatent system cannot
and must not be hindered by private or parochial concerns. What these concerns might be
may be difficult to articulate. The appropriate price and time to pay for extracting efficiency
gains from further harmonization has to be deermined by all participants of the international
patent system.

It is vital to seize opportunities to create a broad and deeper participation between
developed and developing countries in the process of reform. For instance, it is submitted
that developd countries could assist developing countries in capacity building programs such
as the training of patent examiners, management of patent registries and enhancement of
search and examination processes. The assistance could extend to include finantsal gr
and other aids to educate and provide technical support to the officers of patent offices and
users.

In addition, there is a need to keep abreast of improvements in information technology
to optimize the gains from reform efforts. National pateffices of some developed
countries could consider integrating relevant databases to support unified search, retrieval and
storage functions. Where appropriate, information that would aid the reduction of costs and
redundancy may be migrated to the puldamain. Technology can be harnessed to free the
patent system from the multiplicity of potentially incompatible data and functions without
compromising procedural standaftithat may “open the door for manipulation and fradd.”

4.2.4 Some Reservations Beveloping Countries
Some developing countries have expressed reservations that the operation of the system

seems to “prioritize the interests of existing patent agplicants, typically larger companies in
the developed world, over the broader public iet."® As it is, there is a perception that

% See WIPO Patent Agenda: Options for Development of the International Patent System

(A/37/6) at Annex | p 6.

See South Centre repostypranote 79, at p x.

It has been argued that the relaxation of standards relating, for example, to the conditions for the
admission of a patent application and the determination of filing date (tHampact on the
assessment of novelty and inventive step of an invention) may permit the “deliberate submission
of an application prior to the actual conception of an invention,” as well as, allow the

introduction of “new, different or additional subjetiatter and claims while benefiting from an
earlier filing date.” See South Centre repaupranote 79, at p 6.

Due to the lax requirements, uncertainty about the identity of the applicant may occur and lead
to manipulation and fraud. See South Centportsupranote 79, at p. 6.

See WIPO Patent Agenda: Options for Development of the International Patent System
(A/37/6) at Annex | p 4.
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the system poses severe obstacles to a more meaningful and homogeneous participation of
individual inventors and smaller enterprises from developing couriftes.

For instance, the proposal to overhaul the R@@% sparked grave concerns in some
quarters that it could “move away from its current, Aanding patentability opinions and
adopt procedures where substantive rights could eventually be granted via thé®P@Ts’
argued that the corollary is that ptge examination results frorertain PCT authorities may
bind PCT contracting states. More seriously, there is fear that should the PCT eventually
create a “world patent” within all contracting stat®s*it would not only mean that most
national patentfbices would become superfluous but, more importantly for developing
countries, the current flexibilities permitted by the TRIPS Agreement with regard to rules on
patentability and exceptions thereto would be eliminat&d.”

Another example may suffice. hE proposal for the establishment of international
“mutual recognition” of search and examination results with quality assurance certification
has raised fears that it may further alienate the participation of developing countries. In
particular, some othese countries may not satisfy the required standards of process
certification if these are adopted and implemented swiftly. Nor are they likely to have the
confidence to aspire to be one of the select group of “PCT authorities” that may eventually
issue reports that are binding on PCT members. Thus, in the short term, some countries are
more likely to see a certain loss of current flexibility for no or little immediate national
benefits.

It is easy to appreciate that the validity of some of these esrecmay be questioned.
However, the management of any change is as important as the change itself. Few reforms
can be successfully advanced by simply ignoring the resistance and opposition. Education
and dialogues must continue.

4.3 SELECTED SUBSTANTVE ASPECTS OF PATENTAW REFORM

The WIPO has stated that the overall objective of further harmonization of substantive
patent laws is:

“[T]o achieve enhanced legal certainty whilst continuing to streamline and simplify
practices and procedures, reduosts and maintaining quality in the rights granté.”

The main aim of this part is to offer observations on some areas of substantive patent
law that may benefit from some review to strengthen and advance legal certainty in the patent
system. With refan of substantive patent law, it is hoped that a patent application filed in
one country would satisfy both the formalities and patentability criteria in more, and
eventually, all countries. As with procedural reform, further standardization in key dreas o
substantive laws would greatly ameliorate the workload of patent offices through a reduction

101 See WIPO Patent Agenda: Options for Development of the International Patent System

(A/37/6),supranote 15.

See South Centre repostpranote 79, at p 11.

See South Centre repostpranote 79, at p 11.

See South Centre repostjpranote 79, at p x.

See WIPO Patent Agenda: Options for Development of the International Patent System
(A/37/6) at Annex Ip 10.
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or elimination of redundancies. Indeed, it has been argued that the harmonization of
substantive patent law is a central piece in the new proposed architéttoe/ards
achieving a “world patent.”

4.3.1 Need for Further Harmonization of Substantive Patent Law Worldwide?

In this respect, considerable progress in reform has been made through existing regional
and international treaties. The Paris Converlfibaperating in conjunction with the TRIPS
Agreement went some distance in standardizing some areas of substantive patent laws.
However, the divergent, and often conflicting, interests of different users made it difficult to
establish common grounds on theedeand extent of desirable harmonization. For instance,
in the area of patentability of subjestatter, many states feel a “particular policy need to
retain the flexibility which is available under the present framewdfR.1t has been argued
by some deveping countries that flexibility is consistent with the exercise of sovereignty
over key domestic policy issues in areas such as public health, access to bio/genetic resources,
patentability of some subjectatter in biotechnology® and protection of trational
knowledge.

The ongoing negotiations on the draft Substantive Patent Law Treaty (SPLT) appear to
have generated some degree of controversy although several issues appear to have found
agreement in principl&®® As an extension of the mandated reguients in the TRIPS
Agreement, the draft SPLT seeks to standardize substantive patent law standards relating to
issues such as the requirements of patentaBifitsirafting and interpretation of patent claims,
sufficiency of disclosure, revocation and innktion of a patent. This study does not seek to
evaluate the detailed provisions of the SPLT as these have already been comprehensively
covered in many scholarly worR$?

106
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See South Centre reposipranote 79, at p 11.

The Paris Convention establishes substantive standards in many areas of IP, including patents.
It is often said to be the corner stone of the current international patent system. See South
Centrereport,supranote 79.

See WIPO Patent Agenda: Options for Development of the International Patent System
(A/37/6) at Annex | p 11.

Take, for example, the controversy over geakated patents and cloning. In this regard, it may
worth noting that thé\frican Group has reiterated their demand that patents on all life forms

and living processes be prohibited. See Khor, “TRIPS debate on biological materials: Africa
reiterates proposal to ban life patents” (June 11, 200Bjtpt//www.twnside.org.sg

Take, for instance, the draft provisions relating to what constitutes “prior art” and industrial
application/utility. See WIPO Patent Agenda: Options for Development of the International
Patent System (A/37/6).

These are, namely, the requirements of novelty, inventive stebainusness and industrial
application/utility.

112 For example, See WIPO Patent Agenda (A/36/14) ssgeanote 1, and “WIPO Patent

Agenda: Options for Development of the InternationakRaSystem” (A/37/6); “Working

Group on the Reform of the Patent Cooperation Treaty (PCT): Options for Future Development
of International Search and Examination (May 2003). See also South Centre sepaoatyote

79, and CIPR reporsupranote 5.
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SPLT may create a new set of rules on the conditions of patentabilitye political
substance of a potential world patent syst&f that has implications for both developed
and developing nations. Take, for example, issues relating to patentability of sotgtet
relating to biotechnolody* the requirement of “technical charactef inventions, concept of
“prior art,” interpretation of patent claims and the doctrine of “equivalence.” It is thus not
surprising that it elicited strong reactions such as:

“The SPLT is potentially ... the most troublesome buildinlgck of the proposd
international patent system from the perspective of developing and least developed
countries. If adopted, it would establish new binding international standards in critical
areas of patent law, so far left to the discretion of national legislatioron§tpressures

to adopt such standards both bilaterally and multilaterally ... can be anticipdted.”

Notwithstanding these observations, there is merit in some of the recommendations to
standardize provisions especially if they are advanced in conjunettbrprocedural
harmonization such as those outlined above. For example, there is clearly benefit to see some
degree of standardization in the exact scope of the concept of “priot*&thbn prejudicial
disclosures/grace period$'* There are valid coneas, for example, that “in the absence of
any international harmonization on [*non prejudicial disclosures/grace periods”], an inventor
risks losing patent rights in a jurisdiction [that does not recognize such disclosures] because of
disclosure in one thaloes.*'® Another example relates to the recent proliferation of patents
for “trivial inventions” that has sparked calls to raise the standards of inventiveness. The
CIPR has urged developing countries to explore “whether a different higher standaockis m
desirable,” pointing out the impact it might have on the “ability of domestic enterprises to
protect their own innovations-*® Where appropriate, it has been suggested that certain class
of innovation (i.e. “subpatentable or incremental innovationud be protected under the
utility model or petty patent systems, or by “improvement patents or certificates of addition.”
A delicate balance has to be struck to ensure that the standard of inventiveness is not pegged
too high that it impedes rather thencourages innovation.

Whilst full harmonization of substantive patent rules may not be attained in the near

future?° it may be worthwhile to address fears that some developed countries are seeking to

impose their “own standards of patentability on tket of the world*** through “webs of

113 See GRAIN, “WIPO moves toward “world” patent system” (July 2002). Available at
http://www.grain.org/docs/wippatent2002en.doc Cited in South Centre repodypranote 79, at

p 20.

Suchas, genes, proteins and research tools [e.g. expressed sequence tags (ESTs) and single
nucleotide polymorphisms (SNPs)]. For a more detailed discussion on biotechnological
inventions, see below.

See South Centre repostjpranote 79.

Take, for exam|e, the recommendation of the CIPR on whether it should include “disclosure
through use anywhere in the world.”

Namely, disclosures of an invention preceding the filing of the patent application for that
invention that do not destroy the novelty of tlatention.

See CIPR reporgsupranote 5, at p 116.

See CIPR reporgsupranote 5, at p 116.

See Chapter 3: Principles of Governance for the Evolution of an Effective International Patent
System.

See South Centre reposipranote 79, at p 15.
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coercion,” whereas, developing countries have had to work through “webs of dialtfgue.”
removing “a significant number of flexibilities®* from the TRIPS Agreement, some critics
have gone further to predict that thIST “could make the World Trade Organization’s
TradeRelated Intellectual Property Rights (TRIPS) Agreement obsoféte.”

This merely serves to highlight the rising policy tensions that exist between some
developed and developing countriés.If such tensbns are allowed to fester, it will derail
even the finest blueprint for reform. Active engagement of any developing country would
greatly entrench the interests of a broader group of stakeholders in the evolution of the patent
system. Besides the conterdf the draft SPLT, many other controversial issues arising from
the application of substantive patent rules would have to be confronted. Several of these,
namely issues relating to the protection of inventions in biotechnology, public health and
traditional knowledge, are canvassed below.

4.3.2 Challenges Posed by the Application of Patent Law
4.3.2.1 Biotechnology Revolution
Introduction

“The patent system has never been immune from skepticism as to its validity and public
benefit, yet the very suess and growth in use of the patent system in recent decades
has accentuated policy tensions that are increasingly the subject of international policy
debate ... The controversy over the possibility that patents may be hampering
governments’ attempts taedl with urgent policy issues ... and ... concerns about the
granting of patent protection to some forms of new technology, especially
biotechnology.*?°

The biotechnology revolution has generated controversy, as well as promise, that the
world has not been edronted with for a long time. The “remarkable development and
application of new genetic technologies” have generated “profound changes in the way in
which research is commercialized in the life scient®sThe phenomenal developments, just
to name a fewin genetics?® transgenic life forms?° medical and gene therapies,
xenotransplantation, tissue and organ engineering, embryo selection, proteomics and
functional genomics, highlight an urgent need to evaluate the balance between stimulating
‘innovation fa the public good” and rewarding inventors for useful inventions in

122 See Braithwaite and Drahos, Global Business Regulation (2000) at p 26, cited also in South

Centre reportsupranote 79, atp 17.

See CIPR reporgsupranote 5, at p 132.

See South Centre repostipranote 79, at p 20.

See Chapter 2: Tensions and katdnces.

See WIPO Patent Agenda: Options for Development of the International Patent System
(A/37/6) at Annex | pp 2 & 28. See also See WIPO Patent Agenda (A/36/143upeanote 1,
generally.

127 See Nuffield Council on Bioethics, The ethics of paiegtDNA (July 2002) at p xi.

128 Including human stem cells research [particularly embryonic stem cells (ES cells)] and cloning
processes (e.g. reproductive and therapeutic cloning). See, for example, the “Edinburgh patent”
highlighted below.

Take, for exanple, Dolly, Polly, ANDi, oncomouse and the recent creation of the hybrid human
“she-males.” See also the “Edinburgh patent” discussed below.

123
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biotechnology. There are “thousands of patents which assert rights over DNA sequences
[that] have been granted to researchers across the public and private $8c¢See table
below). Patents in geneelated inventions may be construed as a form of “assertion of
ownership over components of lif€* and there are calls to confine protection to “those
patents that assert rights over DNA sequences that reflect a significant contributioa by

researcher?®?

Many of the controversy, such as the patenting of life forms and human stefitells
and tissues, traverse ethic¢atsocial, moral, religious, environmental and regulatory isSies
that are beyond the immediate concerns of the patentraysiéis may not be the appropriate
forum to discuss these and many other difficult issues. However, observations on two of
these issues, namely, the patentability standards for biotechnological inventions, including a
discussion on patenting of “researtdols,” and the appropriate scope for gep&ated patents
will be offered.

Trends in the patent applications of biological sequences

Over the past 20 years, the increase in the number of sequences being claimed in patent
applications has been phenomen@equences first began appearing in patent applications in
1980, just 16 sequences all year. By 1990 that figure had risen to over 6,000 sequencep

Throughout the 1990s the growth of patent applications of sequences expanded exponentially,

and this l@ks set to continue. In 2000 over 355,000 sequences were published in patert
applications, a 5000% increase over 1990. (Source: Giles Stokes, “Lies, damned lies, and
statistics: Patent applications of genetic sequenoesthe up and up” (April 2000t
http://www.derwent.com/ipmatters/statistics/genetics.html)

130 Ibid.

131 See WIPO Patent Agenda: Options for Development of the International Patent System
(A/37/6) at Annex Ip 31.

132 See Nuffield Council on Bioethics, The ethics of patenting DNA (July 2002)xiit p

133 Including derived cell lines. See for example the Edinburgh patent (EP 0695351).

13 See, for example, Nuffield Council on Bioethics, The Ethics of patenting DiNaiscussion

paper (July 2002); Nuffield Council on Bioethics, AnirtatHuman transplants: The Ethics of

Xenotransplantation (March 1996).

Such as the current debate over whether patenting of some biotechmelatpd inventions

will contradict theprinciples of the Convention on Biological Diversity (CBD). See WIPO

Patent Agenda: Options for Development of the International Patent System (A/37/6) at Annex

I p 28.
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Difficulties in Determining Patentability Standards

It would come as no surprise that there is a lack of global consensus on patentability
standards for biotechnologglated inventionsit has been observed that:

“In general, the law has, in our view, tended to be generous in granting patents in
relation to DNA sequences. Not only are many of the patents broad in scope, but they
have been granted when the criteria for inventivenessuéihity were weakly

applied.*3®

While there appears to be common ground that a human Ipeingecannot constitute a
patentable invention, controversy ragesiotgr alia, as to geneelated patents, such as
sequences or partial sequences of genesavafieutic proteins, that are said to be “mere
discoveries” rather than “invention$® The issue of “whether an isolated and purified form
of a natural product is patentabté®would also extend to human tissues and ¢&lihat are
isolated from the humandaly (or otherwise produced by means of a technical process) that
are identical to that of a natural element. In this regard, it should be noted that the exclusion
from patentability of inventions the exploitation of which would be contrary to “publiciorde

1% See Nuffield Council on Bioethics, The ethics of patenting DNA (July 2002) at pS&& also
Trilateral Project B3b, “Comparative Study on Biotechnology patent practices: Patentability of
DNA fragments” athttp://www.jpo.go.jp And Trilateral Project B3b, “Nucleic acid molecule
related inventionsvhose functions are inferred based on homology search” at
http://www.jpo.go.jp

See the EU Directive on the Legal Protection of Biotechnological Inventions (98/44/EC)
relating to the protection of biotechnologglated inventions, Article 5.1 and the recital thereto.
See also EPC Article 53 and EPC rule 23.

See South Centre repostjpranote 79, at p 18.

Including human stem cells and cloning processes (e.g. reproductive and therapeutic cloning).
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or morality” are found in the patent laws of many jurisdictions. Similar issues arise in the
patenting of chimeras, as well as animals, as highlighted by the Harvard oncomou$® saga.

Three Main Pillars of Patentability

These issues touch on the thfaadamental pillars of patentability novelty,
inventiveness and industrial applicability/utility. In their application to biotechnoledgted
inventions, it is unclear, for example, whether “novelty” means “new” in the sense that it is
not “pre-exising” or is it sufficient if it is new in a prior art sens&? Can biological material
that has been isolated from its natural environment be the subject of an invention? There is no
global consensus on this, although some jurisdictions have sought idg@guuidance on this

issuet#?

Difficulties have also arisen in relation to the requirement of inventiveness. Although
there is no uniform global standard of inventiveness, the prevalent test seems to be linked to
“a person skilled in the art** Discoure is prevalent even on “basic” issues, such as, who is
the notional “skilled person in the art,” what is the level of expertise possessed by this person
in relation to biotechnological inventions and whether the performance of experimental work
by a skilled person employing routine means to achieve the solution satisfies the requirement
of inventiveness. As an illustration of the potential divergence, the EPO has indicated that
silico identification of gene$* would not be regarded as inventi&. The EFO has stated
that the “structural nombviousness is not a reason to accept an inventive step; sequences as
well as all other chemical compounds should solve a technical problem in-alnvious
manner to be recognized as inventivé®”

140 In the USA, he oncomouse was patented in 1988. It is also patented in Austria, Belgium,

Denmark, Finland, France, Germany, Greece, Ireland, Italy, Luxembourg, The Netherlands,
Portugal, Spain, Sweden and the United Kingdom. A similar patent has been issued in Japan.
See also EPO Harvard oncomouse case [1992] OJ EPO 588. Cf. Commissioner of Patents v.
President and Fellow of Harvard College (December 2002) (Supreme Court of Canada).

See also South Centre rep@tipranote 79, at p 18.

For example, in the USA aisolated and purified form of a natural product is patentable, see
South Centre reporsupranote 79, at p 18. See also the EU Directive on the Legal Protection
of Biotechnological Inventions (98/44/EC) relating to the protection of biotechnelelgyel
inventions that provides, inter alia, that “Biological material which 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.” Similarly, an “elemésolated from the human body

... including the sequence or partial sequence of a gene, may constitute a patentable invention,
even if the structure of that element is identical to that of a natural element. (See Articles 3.2
and 5.2 thereof). Contrast thwith the Brazilian Patent Law that excludes from patentability
“biological materials found in nature” even if isolated, including “genome or germplasm” of any
living being; see South Centre repastipranote 79, at p 18.

Namely, that in order to be ientive, the invention must not be “obvious to a person skilled in
the art.”

l.e. whether to allow “rights asserted over DNA sequences that have been identified and
characterized only by in silico analysis of the DNA sequence and comparisons with other
identified sequences,” see the Nuffield Council on Bioethics, The ethics of patenting DNA (July
2002) at p 50.

With whom the Nuffield Council of Bioethics concurs.

See the Report of Trilateral Project B3b of the European, Japanese and US Patent Office
(November 2001) Annex 2 at p 43 fattp://www.europeaipatent
office.org/tws/report/report_start_page.htm
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Last, there is amrgent need to determine whether the requirement of industrial
application is satisfied where only a speculative utility is disclosed. Although there are many
well-known applications of DNA sequences, such as, in diagnostic testing, gene therapy and
the poduction of therapeutic proteirtd’ some observations relating to the recent controversy
generated by the patenting of research tools will be made.

Patenting Research Tools

The dilemma in patenting research tools, such as expressed sequence tagauESTs)
single nucleotide polymorphisms (SNPs), has been highlighted in many eminent réports.
Such DNA research tools are “to be used principally as a means of developing a commercial
product, such as a medicine or vaccine, rather than constituting a pindisetf.”**° In
some cases, such technologies may be “outputs of one research process but are possible inputs
into one or several downstream processes.However, they often reveal “no immediate
therapeutic or diagnostic value” beyond research “to ifiepbtential targets for the purpose
of designing new medicine">

Research tools are vital to propel research and development. Granting patents over
these DNA “research tools” may hinder their use to aid research in the discoveries of new
medicine, theapies and treatment. Indeed, it has been argued that “the progress of science
may be slowed down, particularly in developing countries and in public research
institutions.™? Access to such tools may not be adequately met by licensing or other
schemes athese are often complex and involve “unpredictable costDespite the
“potential to yield commercial products in the future when their function is better
understood;*** the Nuffield Council on Bioethics has recommended that, in general, “routine
discoveres with weakly demonstrated or speculative uses” should seldom deserve “the status
of patentable inventions” and that grants over DNA sequences as research tools should be
discouraged®

The observations on the impact of granting patents over reseasictrtainly merit
further consideration. It may be argued that the monopoly inherent in patenting research tools

147 Comprehensively dealt with elsewhere. For example, Nuff@dncil on Bioethics, The ethics

of patenting DNA (July 2002).

“Research tool” has been defined as the “full range of resources, methods and techniques that

are used in research.” See CIPR repsupranote 5, at p 174. The Nuffield Council on

Bioethics uses the term “research tool,” defined in the Report of the National Institute of Health

(NIH), Working Group on Research Tools (1998), as: “We use the term “research tool” in its

broadest sense to embrace the full range of resources that sciergisighsslaboratory, while

recognizing that from other perspectives the same resources may be viewed as “end products.”

149 See Nuffield Council on Bioethics, The ethics of patenting DNA (July 2002) at p 56.

%0 See CIPR reporsupranote 5, at p 112.

131 See Niffield Council on Bioethics, The ethics of patenting DNA (July 2002) at p 56.

152 See South Centre reposipranote 79, at p 20.

133 See South Centre reposyipranote 79, at p 20. See, for example, patents relating to Mataria
MSP-1 protein (merozoitelgface protein 1) that is discussed in the South Centre Repiult,
at p 20 and the Nuffield Council on Bioethics report on The ethics of patenting DNA (July
2002) at p 43.

134 See Nuffield Council on Bioethics, The ethics of patenting DNA (July 2002)54. p

135 See Nuffield Council on Bioethics, The ethics of patenting DNA (July 2002) at pp 57, 59.
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may have a deleterious effect on society overall such that it may justify an enquiry into
whether the deleterious effects of not making salaparture from the protection currently

offered by the patent system outweighs the beneficial effects. In this context, steps taken by

the USPT3*® and EPO’’ to make the utility requirement “more stringet®are instructive.
For example, a demonstration@tubstantial, credible and specific use when rights are

asserted over DNA sequences in patent applications is now required in some jurisgiction.

RESEARCH TOOL PATENT: CASE STUDY OF THE CCR5 RECERTIR/AIDS

In February 2000, Human Genome Scienbes(HGS), a US company, was granted a US
patent which asserted rights over the gene that codes for the CCR5 receptor. (See US
6,025,154). The CCRS5 receptor is the route by which the HIV/AIDS virus enters a cell.
HGS originally isolated thgene for this receptor and filed for the patent in June 1995, its
estimate of how it would meet the criterion of utility was that the CCR5 protein product \
be a cellsurface receptor. Their patent claims did cover a viral receptor, but at the timeg,
were unaware of the receptor’s role in HIV/AIDS. Instead, the researchers expected to
exploit the patent primarily for the development of anflammatory therapies.
Subsequently, the role of the CCRS5 receptor in HIV/AIDS was revealed by otherctessa
six months after HGS filed its patent application. Another researcher, Dr M Parmentier,
isolated the gene some years earlier but only filed a patent application in March 1996 w
its biological function had been confirmed. His team and a beinof other research groups
simultaneously published the finding that CCR5 was indeed a critical site for entry of the
virus into the cell. Parmentier’s patent has not yet been granted. HGS has already agré
several licenses for the use of th€R5 receptor gene in research into new drugs. In one
recent example, Praecis Pharmaceuticals was licensed to develop therapies for AIDS,
employing the receptor. Future therapeutic interventions will depend on licensing of the
patent. At present, ppears that HGS does not plan to prevent academics from undertg
unlicensed research involving CCR5.

The Nuffield Council on Bioethics has stated that the outcome of this case clearly illustrs
that the level of protection granted is not reflectedhe extent of the contribution made by
the applicant whereby a broad US patent was granted to the company even though it w
unaware of the actual role of the receptor in HIV/AIDS. (Source: Nuffield Council on

Bioethics, The Ethics of Patenting DNA (2002) at pp. 41, 57). Note also: Euroscreen’s

patent
\When

ould
t

had
hen

HIV

bed to

HGS
king

htes

S

°Z

patent (US patent No. 6,448,375) of September 2002, relating to CCRS5 receptor in HIV

infection. This patent is said to directly challenge the HGS patent (No. 6,025,154) for th|e

CCRS5 receptor that was issd in February 2000. (Source: PR Newswire, “Euroscreen

1% | e. United States Patent and Trade Mark Office (USPTO). See USPTO Utility Examinatio
Guidelines (Fed Reg 66: 1093) and Written Description Guidelines (fegdR: 1103).

157 |.e. European Patent Office (EPO). See, for example, ICOS Corporation patent: EPO

n

Opposition Decision revoking European patent No. 0 630 405 on the grounds, inter alia, that a
DNA sequence encoding a protein without a credible functiortsa patentable invention: see

Official Journal EPO 05/2002 (June 20, 2001 hvab://www.europeaipatentoffice.org See also
EU Directive on the legal protection of biotechnological inventions.

158
Property Rights and Development Policy” (2002) at p 116.

19 gee, for example, the USPTO Utility Examination Guidelines. Note the Nuffield Council’s

See the Report of the UK Commission on Intellectual Property Rights “Integrating Intellectual

approval of hese Guidelines in the report of the Nuffield Council on Bioethics, The ethics of

patenting DNA (July 2002) at p 59.
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Awarded US Patent Covering Key HIV Target” (September 12, 2002) available at
http://www.cafezine.com.)

Scope of Patents over DNA Sequences

Finally, a quick word should be said on the scope of patever biotechnologyelated
invention, particularly DNA sequences It is a feature of DNA that “one gene will often
generate more than one product, for example, different proteins.” It has been observed that
many of the patents that have been grante@lation to DNA sequences appear to be broad.
Some may allow inventors to secure broad protection on all uses of the DNA including the
proteins that the DNA producé®’ It has been said that the granting of “too many broad
patents at too early a point irthe development of an emerging area of science may restrict
others from having access to the genetic information covered by the pat&nts.”

The scope of patent§? particularly product patent$®is another area that could profit
from some global consensus. The USA and German approaches appear to provide absolute
protection for all possible uses without restricting it to the particular use set out in the patent
claim. This would result in the rights encompassing even “uses which have not yet been
anticipaed or discovered*®* The Nuffield Council on Bioethics has proposed curtailing the
breadth of some product patents over DNA sequences by “limiting the scope of product
patents that assert rights over naturatcurring DNA sequences to uses referrechtthie
patent claims, where the grounds for inventiveness concern the use of the sequence only, and
not the derivation or elucidation of the sequence itstff.”

In the light of the proliferation of patents, particularly over DNA sequences, a re
evaluationof the appropriate scope of some of these patents would indeed be timely. An
effective review would extend to an evaluation on the construction and interpretation of patent
claims. This is so particularly in view of the differing approaches that cuyexibts, for
example, on “equivalenc&® doctrines.

180 sSee Nuffield Council on Bioethics, The ethics of patenting DNA (July 2002) at p 47. See also
the CCR5 case study abaove

161 See Nuffield @uncil on Bioethics, The ethics of patenting DNA (July 2002) at p 65.

162 gee, for example, the “Edinburgh” Patent (EP 0695351) entitled “Isolation, selection

propagation of animal transgenic stem cells” which as granted by the EPO had claims arguably

encomg@ssing the cloning of human beings but has since been amended to exclude this

possibility. The patent owner stated that it had never intended to the scope of the patent to

extend to the creation of transgenic human beings. hpd/www.europeapatentoffice.org

Including productby-process patents.

164 See Nuffield Council on Bioethics, The ethics of patenting DNA (July 2002) at p 65.

185 See the Nuffield Council on Bioethics, The ethics of patenBiNA (July 2002) at p 66. For

example, if the scope of such patents is not construed too broadly, there will be more incentive

for others to “invent” around it.

The “doctrine of equivalence” is wetleveloped in the US. In Europe the approach is to seek

balance between “fair protection to the patentee” and “reasonable degree of certainty to third

parties” (see Protocol on the Interpretation of Article 69 of the EPC), supplemented by

possibilities of equivalence
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Conclusion
Indeed, it has been noted that:

“[T] he massive private sector investment in biotechnological research is exactly the
sort of research and innovation that [the patent system] was inteagedrhote.

Healthcare is the major beneficiary of biotechnology. At the same time, vast amounts
of money must be found to finance biomedical research. The [patent system] embodies
the public policy that those who directly benefit from an invention should be asked,
through the patent system, to pay for it, at least in p&rt.”

In determining the appropriate price, the competing policy tensions within and beyond
the patent system must be effectively managed to ensure optimal relevance for those that
participate in the system. The many challenges highlighted above are relevant to countries in
both the developing and developed worlds.

Finally, it may be interesting to note the suggestion for the establishment-bfe'd®
zones to demarcate that some ‘tt&of precious information resources must be off limits for
private ownership. As we grapple with the emerging realities of a knowledged
economy, it will prove to be of ... enormous valu€? It has been noted that a carefully
crafted IRfree zone, foexample, “over the raw sequence data of the human genome can
prevent a lot of bitter litigation and acrimonyot to mention helping to speed the next
generation of drugs and treatments to the mark&tIf adopted, this may provide the balance
that will allow “biotechnology and pharmaceutical firms to develop new drugs and treatments
while still insisting that the infostructure in this arethe raw sequence data of all human
genes remains resolutely in the public domailf® As has been noted by theiSreme Court
of Canada, “the mobility of capital and technology makes it desirable that comparable
jurisdictions with comparable intellectual property legislation arrive at similar legal
results.*"

4.3.2.2 Public Interests: Public Health
Introduction

In recent years, major concerns have been expressed by some developing countries that
the implementation of effective intellectual property regimes may “affect their efforts to
improve public health ... particularly if the effect of introducing patent privdedis] to
increase the price and decrease the choice of sources of pharmacettfcalse’ controversy
generated by the “unprecedented public health challenge of the humanitarian calamity of

167 See Commissioner of Patents v. Prestderd Fellow of Harvard College (December 2002)

(Supreme Court of Canada).
See Shulman, ‘It's Time For “IFFree” Zones” (August 2000). Available at:
o http://www.derwent.com/ipmattefeatures/shulman.html
Ibid.
0 Ibid.
11 SeeCommissioner of Patents President and Fellow of Harvard Colled®ecember 2002)
(Supreme Court of Canada).
See CIPR reporsupranote 5, at p 29.
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HIV/AIDS” "3 serves to highlight tensions that patents on sohapaceuticals “may be
hampering governments’ attempts to deal with urgent policy issues” by “unacceptably
imped[ing] access to affordable healthcare, thus frustrating public health progr&nihis
outcry is but another manifestation of broader undegyansions and imbalances that exist
between the developed and developing worlds.

There is, therefore, an urgent need to reconcile and effectively manage the competing
policy interests to facilitate better access to drugs in certain circumstancesd,|tiisés also
echoed in the WTO Doha Declaration on the TRIPS Agreement and the Public Health as
follows:

“We agree that the TRIPS Agreement does not and should not prevent Members from
taking measures to protect public health. Accordingly, whileerating our commitment to
the TRIPS Agreement, we affirm that the Agreement can and should be interpreted and
implemented in a manner supportive of WTO Members’ right to protect public health and, in
particular, to promote access to medicines for &if.”

Some Observations on Selected Avenues of Reform

The ultimate goal in this discussion is to ensure that medicines can fulfill their central
role in improving the access to medicine for some and health for all. Similarly, the
recommendations proceed solely the basis of improving access and affordability of
medicines for those in need. In conjunction with the other published studies on the laws and
other related issugd® some observations on selected proposed options will be discussed.

173 See WIPO Patent Agenda: Options for Development ofriternational Patent System

(A/37/6) at Annex | p 2.
See WIPO Patent Agenda: Options for Development of the International Patent System
(A/37/6) at Annex | p 28. See, for example, the recent outcry by a consortium of non
governmental organizations Kenya over the high cost of Aids drugs. This has called for a
consideration of the following: “How does a mercilessly globalizing world balance the
3Ps- Pharmaceuticals, Patents and Profitgth the right of patients to access essential drugs?
See Odur Ong'wen, Crocodile Tears: How ‘Trips’ Serves West's Monopoly, The East African,
March 12 2001
See paragraph 4 of the DOHA Declaration on the TRIPS Agreement and Public Health
WT/MIN(01)/DEC/W/2) athttp://www.worldtradelaw.net/doha/tripshealth.pdfiote also Articles 8
and 73 of the TRIPS Agreement relating to the protection of public health and essential security
interests. Indeed, it has been argued that the flexibility and safdgallowed under the TRIPS
Agreement, particularly that relating to the protection of public health, should be preserved. See
South Centre reporsupranote 79, at p 27. See also the Royal Society, Keeping Science Open:
the effects of intellectual prapty policy on the conduct of science (April 2003) at p 15 where
the Royal Society endorsed the importance of ensuring an adequate supply of medicines to
developing countries at low prices
176 gSee, for example, CIPR repostpranote 5; see WIPO Patent Ageia (A/36/14)supranote 1:
WIPO Patent Agenda: Options for Development of the International Patent System (A/37/6);
South Centre reporsupranote 79; Scherer & Watal, Pa$tips Options for Access to
Patented Medicines in Developing Countrid#1O Commission on Macroeconomics and
Health (2001) at http://www.cmhealth.org/docs/wg4_paperl.pdf (“ Scherer & Wata”); Maskus,
Parallel Imports in Pharmaceuticals: Implications for Competition arzeBin Developing
Countries (April 2001); the report of the International Intellectual Property Institute (1IP1),
Patent Protection and Access to HIV/AIDS Pharmaceuticals inS&altaran Africa (2000)
available ahttp:/www.iipi.org.
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Numerous optionproposed include the call to incorporate a general exception into the draft
SPLT that deals with the protection of public health and environriénBther policy

avenues include compulsory licensing, parallel imports, price control and differential pricing,
charity (drug donation), provision of aid and appealing for greater corporate responsibility to
society.

Off-Patent Drugs

It has been noted that the vast majority of pharmaceutical products gpatefiits and
are therefore available for use in the paldomain. A recent survey suggests that only about
20% of antiretroviral drugs for treating HIV/AIDS remain patentétThe table below/*®
reveals further interesting information:

DISEASE | PATENTS ON RELEVANT DRUGS

TB and Some 95 % of the pharmautical products on the World Health
malaria Organization’s Essential Drugs List are now “off patent,” i.e., no
longer protected by patent® This list includes 9 anti
tuberculosis drugs and 8 drugs against maf&fia.

HIV/AIDS | Most antiretroviral drugs not preicted by patents in majority of
developing countrie®? Some 95 % of the pharmaceutical
products on the World Health Organization’s Essential Drug Liist
- which includes many drugs used to treat various aspects and
side effects of HIV/AIDS- are now “off paent” that is, no longer
protected by patent§® This list includes 12 antiretroviraf§?

As such, it has been argued that the creation of “vigorously competitive supply” of these
generics might have increased the affordable access to medicine. Degatopintries were
urged to ensure that “trade in generic drugs is not restricted and that vigorously competitive

17 See South Centre reposypranote 79, at p 20. See also Scherer & Wasapranote 1764t p

4 on how many of today’ s devel oped countries also excluded pharmaceutical products from

patent protection until quite recently.

See Kirk, ‘Competing demands on public policy,” paper presented at the WIPO Conference on
the International Patent System, Geneva, March 25 to 27, 2002 quoting a recent study on 53
African countries published in the Journal of the American Medical Association thaBaf

15 antiretroviral drugs for treating HIV/AIDS remain patented

Source: IPOS submission (Compiled Comments)
Seehttp://www.wipo.org/aboutp/en/studies/publidins/health_care.htmWIPO Emerging
issues in IP: Patents & access to drugs and health-¢&teiking a Balance: Patents and
Access to Drugs and Health Care.”
Seehttp://www.who.int/medicines/organization/par/edl/eml.shtMHO Essential Medicines
Model List (Revised April 2002) Core List.

182 See “Patent Protection and Access to HIV/AIDS Pharmaceutical irSaiaran Africa,”

Report Prepared for The World Intellectual PrageOrganization (WIPO), International
Intellectual Property Institute, 1996, 2000 at p 36.
Seehttp://www.wipo.org/aboutp/en/studies/publications/health_care .htitiPO Emerging
issues in IP: Patents & access to drugs and health-¢&teiking a Balance: Patents and Access
to Drugs and Health Care.”
Seehttp://www.who.int/medicines/organitian/par/edl/eml.shtmlWHO Essential Medicines
Model List (Rev. Apr 2002) Core List.
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world markets emerge'® However, it has been noted that many developing countries “have
hurt themselves by not taking full advantage of theaunities for encouraging generic
substitution.*®®

Notwithstanding this, issues concerning the affordability of patented drugs will continue
to hog the agend®’ Indeed, the African, Caribbean and Pacific Group of States (ACP) have
noted that in view othe outbreak of new diseases, such as SARS, a solution that is
straightforward, easy to implement and effectively workable, needs to be found now as a
matter of urgency® A further evaluation of some possible solutions is therefore timely.

Patented Drug

The call by some developing countries for better access to affordable medicine is an
important and pertinent issue in relation to some patented drugs. However, it should be borne
in mind that it is difficult to establish meaningful criteria to detenmiabsolute or objective
affordability. It is often relative and varies directly with the degree of poverty. The final
price of a patented drug payable by the consumer is a function of many variables that
incorporate the selling price of the manufactuearailability of substitutes or alternative
treatment, distribution costs and profit markups, economies of scale, regulatory and structural
impediments, subsidies, taxes and other custom tariffs.

While the price demanded by the owner of the patent doubtedly a major
component, it may well be misleading to conclude that some drugs are exorbitant by virtue
only of the fact that they are patented. Moreover, the argument that “nations cannot simply
freeride on the research and development efforts otimational pharmaceutical
enterprises*®® may be difficult to ignore. It is submitted that four of the options highlighted
below may yield some relief to the tensions between these competing interests.

(@) Competition from Generics

It has been noted #t “pharmaceutical product prices fall sharply when generic entry
occurs following the expiration of the patentS® As such, developing countries that are not,
or not yet, subject to the obligation of full implementation of the TRIPS Agreement may
exploitthe opportunity to take full advantage of generics. Resources permitting, some

185 See Scherer & Wataupranote 176, at p 60. See also a recent survey by Frost & Sullivan

Asia Pacific noting that the East Asian market is driven by generic phagatizal companies
whose current strength lie in their dominance of local markets. A recent survey on the generic
pharmaceutical markets in Malaysia, Philippines, Singapore and Taiwan shows the following:
The total generic pharmaceutical market in theodrdries was estimated at more than $500
million in 2001 and is expected to reach over $1 billion by 2007: see Frost & Sullivan Asia
Pacific, “The Asian Generic Pharmaceutical Market” (October 3, 2002) at
http://pharmalicensing.comSee also Frost & Sullivan Asia Pacific, “The Generic Invasiokn

Inside Scoop to the Pot of Gold” (March 27, 2003h&p://pharmalicensing.com

18 See Scherer & Watagupranote 176

187 See Adelman (see Compiled Comments).

18 See Communication from the African, Caribbean and Pacific Group of States (ACP) on
Paragraph 6 of the DOHA Declaration on the TRIPS Agreement and Public Health (May 28,
2003) athttps/www.wto.org

189 See Scherer & Watasupranote 176

19 See Scherer & Watagupranote 176
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developing countries could beef up their generic drug manufacturing capability

manufacture and export lowepst generic versions of patented drugs to countries that permi
or encourage the import and use of generic substitutes. By its nature, this may not be a long
term solution for some but it remains extremely attractive.

In addition, the invention and development of competing drugs and treatment for the
same diseaseondition may be another option to constrain the “monopoly power of patented
drugs.™? Itis, therefore, mainly in the new “breatkrough drugs that face little therapeutic
competition in treating critical and widespread disease conditi3tiiat more sedus
pricing and access concerns arise.

COMPETITION FROM OTHER MEDICINES

A survey found that of the 148 new drugs introduced into the United States market between
1978 and 1987, only 13 (or about 8%) had no close substitute in their therapeutic class.

(Source: Lu and Comanor, “Strategic pricing of new pharmaceuticals” (1998) Review of
Economic and Statistics 80:148.8 quoted in Scherer and Watal, Pdsips Options for
Access to Patented Medicines in Developing Countries, WHO Commission on
Macroeconomis and Health (2001) at http://www.cmhealth.org/docs/wg4 _paperl.pdf.)

(b) Parallel Imports

It should be noted that the effect of “the provisions in the TRIPS Agreement that are
relevant to the exhaustion of intellectual property rights is to leave Erhber free to
establish its own regime for such exhaustion without challenge, subject to the MFN and
national treatment provisions of Articles 3 and'3¥ The freedom to apply the doctrine of
exhaustion of rights to limit the rights conferred by patehts led to a wide variety of
national policies on parallel import or “parallel trade.” A country may implement a “national

91 1t may be worth noting that the East Asian market is driven by generic pharmaceutical

companies whose current strength lies in their dominance of local makeezent survey by
Frost & Sullivan Asia Pacific into the generic pharmaceutical markets in Malaysia, Philippines,
Singapore and Taiwan showed the following: The total generic pharmaceutical market in the 4
countries was estimated at more than $500iamlin 2001 and is expected to reach over
$1billion by 2007. See Frost & Sullivan Asia Pacific, “The Asian Generic Pharmaceutical
Market” (October 3, 2002) dittp://pharmalicensing.consee also Frost & Sullan Asia
Pacific, “The Generic Invasion An Inside Scoop to the Pot of Gold” (March 27, 2003) at
http://pharmalicensing.com

192 See Scherer & Watakupranote 176.

193 See Scherer & Wataupranote 176.

194 ee parab(d) of the DOHA Declaration on the TRIPS Agreement and Public Health
(WT/MIN(01)/DEC/W/2) athttp://www.worldtradelaw.net/doha/tripshealth.pdee also Article 6
of the TRIPS Agreemerihat provides for exhaustion of rights as follows: “For the purposes of
dispute settlement under this Agreement, subject to the provisions of Articles 3 and 4 nothing in
this Agreement shall be used to address the issue of the exhaustion of intelleapgaty
rights.” For a discussion on compulsory licensing and parallel importation, particularly the
softening of the US and EU thereto, see the report of the International Intellectual Property
Institute (1IP1), Patent Protection and Access to HIV/AIDBaPmaceuticals in Suaharan
Africa (2000) at pp 1419, available ahttp://www.iipi.org
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exhaustion” regime and prevent parallel imports, while a country that adopts “international
exhaustion” legalizes parallel imports.

It has been noted that parallel imports in patented pharmaceutical products arise “for a
variety of factors associated with price differences across markets: price discrimination by
manufacturers, vertical price setting within distribution systemsdifieirential systems of
price controls.**® Parallel imports therefore affect the maintenance of differential pricing and
regulation thereto. It has been referred to as a “form of arbitrage, tending to reduce
differences in prices across diverse markéts.”

This is another area that developing countries may seek to explore in their search for
access to affordable drugs. However, in order to encourage pharmaceutical companies to
supply medicines at preferential prices, it is important to address theienmthat these may
emerge in other markets through parallel exports. It has been noted that parallel export of
“drugs sold at low prices in lesgeveloped nations could undermine the willingness of the
pharmaceutical manufacturers to sell at those loagsror even to supply lowncome
markets at all.**® Thus, it may be necessary for developing countries to implement
satisfactory measures to prevent subsequent parallel exports of drugs imported at reduced
prices. In this context, it has been emphasitted:

“[TIhere is an important rationale for restricting parallel exports of medicines from low
income countries to higincome countries, though the former group could remain open to
[parallel import]. This idea could be supplemented by regimes obregiexhaustion among
poor countries in order to increase market size within which prices are integfated.”

The recent adoption of EU Regulation of 26 May 2003 that aims to prevent
pharmaceutical products sold to developing countries at reduced pribesbtought back
into the European market underscores the need to insulate and track parallel imported drugs
within regional blocs of developing countries and strictly enforce against thexpert from
their borderg®

19 The “exhaustion” doctrines is also ‘sometimes known as the “first sale” doctrine, the exhaustion

principle allows a memberate to limit application of a patent right once a product protected by
the patent has been sold.”: see the report of the International Intellectual Property Institute
(lIP1), Patent Protection and Access to HIV/AIDS Pharmaceuticals inSaltaran Africa

(2000) at p 30, available attp://www.iipi.org For a detailed discussion on parallel imports in
pharmaceuticals, see Maskus, Parallel Imports in Pharmaceuticals: Implications for Competition
and Prices in DevelopinGountries (April 2001)

See Maskus, Parallel Imports in Pharmaceuticals: Implications for Competition and Prices in
Developing Countries (April 2001), report presented to the WIPO under terms of Special
Service Agreement at p 41. For the potential figmand costs of permitting parallel imports,

see Maskugbpid.

197 See Scherer & Wataupranote 176

19 See Scherer & Watagupranote 176

19 See Maskus, Parallel Imports in Pharmaceuticals: Implications for Competition and Prices in
Developing Countes (April 2001), report presented to the WIPO under terms of Special
Service Agreement at p 3. This was echoed by Scherer & Watptanote 176

This provides an extra mechanism for protection, which applies irrespective of whether these
medicines aréP-protected, in order to encourage companies to supply medicines at reduced
prices.” See Communications by the EC on the Implementation of the Implementation of the
DOHA Declaration on the TRIPS Agreement and Public Health (June 24, 2003) (IP/C/W/402).

[Footnote continued on next page]
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(c) Compulsory Licensing

The u® of compulsory licensing to enhance access to affordable patented drugs is
controversiaf®® It has been said that they “introduce the dynamic effects of competition that
can pressure prices lower over tinf8 Indeed, the CIPR has opined that they “do regjard
compulsory licensing as a panacea, but rather as an essential insurance policy to prevent
abuses of the IP systeri®® This has been echoed by the call for governments, as:

“[Clustodian of the public interest, [to] closely monitor the activitiepatent owners

and be prepared to intervene actively with cowmerasures where necessary.
Compulsory licensing and ... competition laws are the obvious tools ... Governments
[should] further facilitate compulsory licensing and application of competitionitaw
situation where single or multiple patents, do on balance, unreasonably affect use and
development of invention€®

The TRIPS Agreement has narrowed the circumstances under which compulsory
licensing may be deployed to remedy actimpetitive and otér practice$®® One of the
restrictions is that the use must be “predominantly for the supply of the domestic market” of
the authorizing state. While this condition may be waived, where the compulsory license is
granted to remedy antiompetitive practicg ** its effect in curtailing the export of drugs
manufactured under such licenses will greatly impact on some developing countries that rely
on such imports. These are countries that are unable to make effective use of the compulsory
licensing option avitable to them due to the lack of infrastructure and technological
capability to “reverse engineer” and manufacture the drugs themselves.

This concern has been clearly noted in the Doha Declaration as follows:

[Footnote continued from previous page]

This is also echoed by the Royal Society that “Access to such medicines is critical if society is
to fight the major pandemics affecting the third world. Poverty is the critical issue but IPRs
must not be used to prevent availability of medicines at loiwgs. A corollary is that

developed and developing countries should cooperate in ensuring legal and practical measures
to prevent resale in developed countries of{priced medicine destined for developing
countries.” See the Royal Society, Keepingede Open: the effects of intellectual property
policy on the conduct of science (April 2003) at p 15.

Take, for example, the fundamental problems that South Africa, Brazil and Thailand now face
over the patent systermamely the problem of the multikatal trading system securing

monopoly rights over, among other things, life saving knowledge and technology, see Bank,
“Differential Pricing and Politics of Health Development” (April 25, 2001) at
http://www.twnside.org.sg/title/politics.htmSee also the report of the International Intellectual
Property Institute (IIPI), Patent Protection and Access to HIV/AIDS Pharmaceuticals in
SubSaharan Africa (2000) available fatp://www.iipi.org

See Statement of Information made by the Consumer Project of Technology (“CPTech”) at the
Competition Commission of South Africa.

See CIPR reporgupranote 5

See the Royal Society, Keeping Science Open: the eftéatsellectual property policy on the
conduct of science (April 2003) at p 10.

See Article 31 of the TRIPS Agreement and note also Article 40 relating to Control of Anti
Competitive Practices in Contractual Licences.

2% gee Atrticle 31 (f) of the TRIPS Agement.
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“We recognize that WTO Members with insudifent or no manufacturing capacities in
the pharmaceutical sector could face difficulties in making effective use of compulsory
licensing under the TRIPS Agreement.?%”

It has been suggested that developing countries should press aggressively for expansiv
interpretations of the TRIPS provisiéff as clarified by the Doha Declaratiéff. Since the
TRIPS Agreement clearly envisaged that some export under “compulsory licence in the
exporting nation will be allowed,**°it has been argued that such export paitiés should
extend to any other country that has issued compulsory licenses or those with insufficient or
no manufacturing capacities in the pharmaceutical séttor.

Apart from the TRIPS restriction, other limitations include the lack of compulsory
liensees in the manufacture of essential drugs with small or unprofitable markets. In such
cases, it has been highlighted that government subsidy or manufacture in goveownent
facilities may be needett” Stronger domestic initiatives, financial anddig incentives may
be needed to encourage more effective participation by the pharmaceutical industry in
ameliorating this problem.

While the threat of compulsory licensing may be a weapon that can “enhance [a
nation’s] bargaining powef®, it is certainy far from a “magic wand” for obtaining
affordable access to patented medicines in developing coufitfids fact it is noted that “in
practice, however, compulsory licensing is rarely imposed” and that under the TRIPS
agreement “the circumstances undérieth compulsory licensing may be considered have
narrowed.”?*® The Nuffield Council further acknowledges ttat:

“Opposition to compulsory licensing is particularly strong in the pharmaceutical
industry at a time when the costs of research and developanemising and the rate of
production of new medicines is falling. Moreover, there is a view more generally that
once compulsory licensing is deployed in one sector, the principle will be more readily
applied elsewhere. We recognise the dilemma: irctise of medicines generally,

27 See paragraph 6 of the Doha Declaration on the TRIPS Agreement and Public Health

(WT/MIN(01)/DEC/W/2) athttp://www.worldtradelaw.net/doha/tripshealth.pdf
28 See Scherer & Watasupranote 176
29 paragraph 5(b) of the Doha Declaration on the TRIPS Agreement and Public Health
(WT/MIN(01)/DEC/W/2) makes specific reference to each member’s “right to grant
compulsory licenses and the freedom to determine the grounds upon whiclicendes are
granted.” Seéttp://www.worldtradelaw.net/doha/tripshealth.pdf
Scherer & Watalsupranote 176.
See Statement of Information made by the Consumer Project of TechnoloBy éch”) at the
Competition Commission of South Africa.
Scherer & Watalsupranote 176
Scherer & Watalsupranote 176.
Scherer & Watalsupranote 176. Note also the view expressed by the IIPI that “it is not at all
clear whether the attempts @rogate patent protection through compulsory licensing and
parallel importation will ultimately result in better access to medicines and healthcare.”: see the
report of the International Intellectual Property Institute (1IPI), Patent Protection and ftxes
HIV/AIDS Pharmaceuticals in SuBaharan Africa (2000) at p 20, available at
http://www.iipi.org.
215 See Nuffield Council on Bioethics, The ethics of patenting DNA (July 2002) at ppg54
2% |bid at p 55.
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there are those that are too expensive to be made available for all of the patients who
need them; but the widespread imposition of compulsory licensing could seriously

erode the capacity for research and development of thenpdiceutical industry. A

careful balance would, therefore, need to be struck so that compulsory licensing is only
invoked in those cases in which the existence of a monopoly is creating an unacceptable
and unfair situation. The guiding principle here abe that the protection which was
granted by the patent system should be commensurate with the contribution made by the
inventor. In fact, extensive application of compulsory licensing ... may not be required,
as experience has shown that the mere thokadmpulsory licensing has been

sufficient to encourage industry to devise other solutions.”

The Nuffield Council concludes it observations by rejecting a “wholesale and

indiscriminate use of compulsory licensing® Instead, it supports the furtherg®ration of
an OECD suggestion to create a ‘clearing house’ to reduce transactions and obstacles to
commercial laboratories seeking licenses for ‘genetic inventfdisDther options, such as,
charity has been said to be the “only alternative to deattebility.”*?° In this regard, it may

be useful for some nations or patent owners to consider granting “voluntary or consensual

licenses in appropriate circumstances in the spirit of good corporate social responsibility
(CSR)#*

(d) Consensual LicensingGood Corporate Citizenship

The pharmaceutical and biotechnology industries are major4illlon dollar

conglomerates of international players whose products profoundly affect public health and
safety in both the developed and developing world. Teersing of the production and
exploitation of drugs by the pharmaceutical industry solely for the promotion and safeguard of
public health in appropriate circumstances other than under compulsion of law and pure
pursuit of profits may ameliorate the lackaccess to affordable medicine in some

developing countries. This adoption of some degree ofrsgjilation will not only constitute
another milestone by the stakeholders of patents that will ease some of the tensions that
inevitably arise between themand the society at large, but will also greatly enhance their
public standing.

Today, multinational corporations disregard their social roles in the community at their

own peril. Itis no longer possible to operate a business globally while remairtaitytaloof
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Other soltions may include the use of differential pricing of argiroviral medicines for the
treatment of HIV/AIDS in several developing countries.

Further arguments against the use of compulsory licensing include the potential costs and
complexity accompaniely a detrimental decrease in the incentive to invalidate or revoke
patents as it would be easier to obtain a licence than to dispute the patent.

See Organisation for Economic @peration and Development short summary report of the
workshop on Genetiaiventions, Intellectual property rights and licensing practices, Berlin,
Germany, 245 January 2002 at p 56 lattp://www.oecd.org/pdf/M00031000/M00031448.pdf
Scherer & Watalsupranote 1.

CSR has been defined by the World Business Council for Sustainable Development
(“WBCSD”) as “the continuing commitment by business to behave ethically and contribute to
economic development while improving the quality of life of the workforce and taeiilies,

as well as the local community and society at large.” See “Corporate Social Responsibility:
Making Good Business Sense, January 2000” at
http://lwww.wbcsd.ch/templates/TemplateWBCSD1
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to social issues around it. CSR has gained increasing prominence and importance as can be
seen in its exponential growth in the last decade with more companies than ever engaged in
serious efforts to define and integrate CSR into all aspddtser businesse€? The idea

that business has obligations to society that go beyond, and yet are not inconsistent with,
profit and shareholder value is gaining increasing appeal among global corporations.
Measured by profit alone, some of the develgpoountries form such small markets that they
have only a small effect on the profit margin of the pharmaceutical industry and so have little
or no impact on the industries’ R & D, manufacturing and marketing policies.

The adoption of good corporate sakiesponsibility may be an ideal response to the
growing calls by leading institutional investors for pharmaceutical companies to take a more
proactive stance towards the public health crisis, “whether from a reputation, market
development or corporatetidenship perspectivé® Indeed, a group of Europe’s largest
institutional investoré** has put forward a “Statement of good practice” calling on 20
companies- including AstraZeneca plc, GlaxoSmithKline plc and Novartis AG to:

(@) establish pricing fotheir drugs based on capacity to pay in different markets,
(b) prevent low cost drugs from being diverted back to the developed world, and
(c) stop enforcing patents in the poorest countf@s.

While acknowledging the significant contributions of {iiegarmaceutical industry’s
programs towards the improvement of public health in many countries, particularly
developing countries, the IFPMA has called for the pharmaceutical industry’s public profile
in CSR to be raiset’’

Moving forward, the industry wodlhave to develop a framework to strike a delicate balance
between the preservation of the stakeholders’ immediate economic interest through strict
enforcement of patent rights and the provision of access to affordabkeaNi@g drugs for the
poor. Thatbalance may be expressed in the form of consensual licensing, the actual form of
which is a matter that requires further consideration.

4.3.2.3 More Effective Solutions to the Protection of Traditional Knowledge
It is trite that we live in a world thais rich in biological diversity and bio/genetic

resources. There has been increasing discomfort over the use of the patent system to grant
protection over traditional knowledgé® While one may be excused for thinking that the

222 geehttp://www.globalethicsmonitor.com

228 geeFinancial Times24 March 2003.

224 Representing £600bn ($940 billion U.S.) in assets. They include Henderson Global Investors,
ISIS Asset Management, Mey Fund Management and Schroder Investment Management.

225 geeFinancial Times24 March 2003.

226 International Federation of Pharmaceutical Manufacturers Associations

22l See IFPMA's Issue Paper on “Drug Donationisttp:/Avww.ifpma.org The International

Federation of Pharmaceutical Manufacturers Associations (“IFPMA”) has noted that from 1998

to 2001, pharmaceutical companies and their NGO partners in the USA provided more than

US$1.9 billion in financial assistance addnated medicines, see IFPMA’s statement on

corporate social responsibility, http://www.ifpma.org.

See “Traditional Knowledge and Intellectual Property: Issues and options surrounding the

protection of traditional knowledge” &ttp://www.quno.org

228
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observation that has beerade that these biological and genetic resources “would soon be
processed into unimaginable valadded products and chemicals elsewhere that no material
transfer agreements can cover nor be enforce&lesis been put too strongly, there is a

growing consesus of an urgent need “to ensure that traditional knowledge is accorded
sufficient respect and worth?® It is outside the scope of this study to delve into an

evaluation of this very important area that clearly merits the serious consideration of a
sepaate forum. However, some observations on the many proposals that have been ventured
will be offered.

There have been calls from many developing countries for the establishment of “an
obligation on the patent applicant to disclose the origin of any biokd materials
claimed.”®' Such an obligation, it is said, will “help to limit or remedy the misappropriation
of genetic resources and traditional knowledge, since it would permit patent offices to obtain
more complete information on the ‘prior ar£®* A possible way to implement this
recommendation is through the PCT. Any material relating to traditional knowledge could be
considered for incorporation into the PCT minimum document&tidihis would require
some comprehensive documentation of all knonaterials relating to traditional knowledge
in the prior art database.

However, such a move would most certainly prove to be incomplete without
simultaneously addressing the issue of what constitutes a disclosure that may destroy the
novelty of a claimednvention. There is no global consistency as to the form that such
disclosures must take and the circumstances under which they are made. Some é8untries
“do not recognise an unwritten disclosure to be novdkgtroying if it occurs outside their
jurisdiction. This has provided opportunities for firms to obtain ... patents, which can
disadvantage the original holders and users of such knowletgeror these countries, the
Royal Society has called for “a change ... to recognize as ‘prior art’ knowledigedetheir
jurisdictions], even if not in written form?®® The need for congruity cannot be over
emphasized since traditional knowledge may by nature comprise unwritten knowledge that
“communities have always generated, refined and passéd’é@m geneation to
generation.

22 gee Lerson Tanasugarn, “IP and Biotechnology in Southeast Asia,” paper presented at the

“Biolaw 2002 International Conference (September 4, 2002), Bangkok, Thailand

This was affirmed at the #7General Assembly of ISU (the International Council for Science)

at Rio de Janeiro, 2028 September 2002, see the Royal Society, Keeping Science Open: the

effects of intellectual property policy on the conduct of science (April 2003) at p 15.

See South Centre reposiipranote 79, at p 22.

See South Centre reposipranote 79, at p 22. See also Correa, “Intellectual Property Rights

and Foreign Direct Investment,” (1995) 10 International Journal of Technology Management

No. 2/3.

See WIPO Patent Agenda: Options foeuglopment of the International Patent System

(A/37/6) at Annex | p 29.

23 Such as the USA.

2% see the Royal Society, Keeping Science Open: the effects of intellectual property policy on the
conduct of science (April 2003) at p 15.

26 Ipid.

237 See CIPR reporsupranote 5, at p 73.
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Another area of concern is the need to evaluate possible unintended results from the
interaction of the patent system with other branches of IB¥aand regulatory instruments.
For example, there may be a need to clarify and restdussible inconsistencies amongst
international conventions” such as those pertaining to patents and the Convention on
Biological Diversity (CBD)?* It has also been suggested that developing countries could do
more to capitalize on the “access and prehiiring” mechanism in the CBD. In addition,
there have been calls from some quart®rgor a thorough review of the existing rules on
“informed consent and sharing of benefit.” The provision of “guidelines for ‘informed
consent’ and ‘profit sharing’ thaan be translated into the different practical situations
involved in the exploitation of traditional knowledge for the benefit of the holders of
traditional knowledge and of all humankirfd* would be welcomed.

Last but not least, the issue relatinghe protection of plant varieties, particularly local
or indigenous plant varieties deserves mention. The flexibility afforded by the TRIPS
Agreement for its protection under UP@atyle**? legislation, patent asui generissystem has
already been thoroughtliscussed elsewhef& As such, the observations offered are
confined to the reliance on genetically modified (GM) food to alleviate “hunger and food
security.” As the recent controversy over GM food illustrates, there may be merit in the call
to set upan international advisory committee to assess the interests of private companies and
developing countries in the generation and use of transgenic plants to benefit the poor. There
are also related issues such as the need to preserve the “farmers” vgieie appropriate,
“to save seeds for future use {use seed) if they wish to do s6* In addition, new
technologies will continue to generate new life forms, such as, “terminator $éithsit are
likely to demand new solutions.

As with all other beeficial reforms, it has been said that the resolution of these and
other problems “would help to remove some of the major irritations to developing countries
of the patenting of inventions based on traditional knowledd® Since all countries are to a
cettain extent rich in some form of biological diversity and bio/genetic resources, it would be
a mistake to consider the problems raised as being in the sole confines of the developing
countries. A framework for the protection of traditional knowledge wittite hindrance of
its unique ambiguities would endure to the benefit of all nations.

238
239

E.g. trade secrets protection.

See the Royal society, Keeping Science Open: the effects of intellectual property policy on the

conduct of science (April 2003) at p 14 citing its report on “Transgenic plants and World

Agriculture (2000).

240 such as the CIPR and the Royal Society.

241 see the Royal Society, Keeping Science Open: the effects of intellectual property policy on the
conduct of science (April 2003) at p 15.

242 International Union for the Protection of New Varieties ofiftls (UPOV).

243 See CIPR reporsupranote 5, particularly chapter 3.

244 gee Royal society at p 14 citing its report on “Transgenic plants and World Agriculture (2000).

245 “Terminator seeds plants genetically engineered to render sterile seeds (thagisetond

generation seeds will not germinate). Terminator technology is being developed as a biological

mechanism to extinguish the right of farmers to save arlant seeds from their harvest, thus

creating greater dependence on the commercial seectiatkee ETC Group, “Terminator

technology- Five years later” (2003) ETC Communiqué, Issue 79 (May/June) at

http://www.etcgroup.org

See the Royal Society, Keeping Science Open: the effects of intellectualyrppécy on the

conduct of science (April 2003) at p 15.
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4.4 CONCLUSION

This study has proceeded on the basis of an urgent need, and the resolve, to deal with
some of the tensions and imbalances that have been articulHede are many other
challenging issues and solutions beyond those highlighted in this study. Further dialogues
and more focused research would be fruitful in assisting all participants to identify and
prioritize for immediate attention the key areascommon concern. The need for reform to
real problems is no doubt compelling. Yet, it is equally important not to see “the trees for the
woods.” However, it may be prudent to take stock of the matter and examine the
developments carefully to determinegtie patent system, with or without reforms, is evolving
closer to the intended outcome.

However, it may be delusive to imagine that the existence of problems is a function of a
lack of solutions. Even if resources were unlimited and all possible sakitiave been
canvassed and diligently applied, new problems will inevitably emerge. As with any system,
the faultlines that exist will threaten to derail the bhpeint for a more effective international
patent system into sectoral, political, economu technological boundaries. Some of these
may become evident upon an analysis of the developments relating to the subjest the
guality of patent protection and the link to trade between nations.

The patent system has been under some strain to extend protection beyond subject
matter that was clearly not contemplated. It suffices to name but a few. The protection of
biotechnologyrelated inventions (such as, geradated patent$’ and genetically modified
animals, human embryos and “Frankenfodadds generated an intricate web of legal, moral,
ethical, environmental and public interest considerations. Developments in bioinformatics
have exposed the potential overlap in the protection afforded by different branches of IP law
for the same subjegnatter. There are also muidtirisdictional conflicts over issues such as
the patentability of business methods. Similarly, increasingpimacy has resulted in calls
for a more comprehensive response to the protection of traditional knowledge anahbt@wge
resources at the international level either under the patent regime or usuiegeneris
system.

Apart from the pressures that traversed on the subject matter of patent protection, the
segmentation in the quality of patent protection has beeuaecfor concern not only in the
developing world but also in the developed world. It has been observed that the consistency
in the rules governing the grant of patents and the uniformity of protection is being eroded.
On the one hand, some countries egupate the value of a trae#f between less stringent
standards for patent grants and shorter/weaker protection in relation to minor adaptations to
existing technologie&’ This may be contrasted with the unique demands by the
pharmaceutical industry f@ review to increase the term of patent protection as
pharmaceutical products may experience long delays in obtaining the requisite °DA”
approval. Yet, an extension cannot be sanctioned without regard to the other cogent
initiatives aimed at enhancirtbe access of the poor to medicine. In this regard, there are also

247 E.g. ESTs, SNPs, proteins, etc.

248 gee, for example, petty patents or utility models.

249 The term “FDA" is used broadly here to denote the relevant authorities whose approval must be
obtained for he manufacture and/or marketing of pharmaceutical products. Take, for example,
the Food and Drug Administration in the USA.
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calls for an urgent review of the entire matrix of developments to ensure coherence with
existing schemes such as parallel imports, generics, compulsory licensing, differential pricing,
drug donation, governmental aid and corporate social responsibility. Asitis, thereis a
general perception in the US that many more patents of “low quality” and broad scopes have
been issued in recent years that will have a profound effect particulaitheipharmaceutical
industry where the public will be deprived of valuable drugs and therdpies.

Last but not least, the link between intellectual property protection and trade between
nations is increasingly being entrenched by bilateral and multildagraements. Since these
agreements are products of negotiations, the international patent system is likely to withess
further divergence in the rules that regulate patent protection. As free trade may not be
conducted among equals, any lack of equilibr may precipitate hasty and exclusive
developments in patent protection in some countries. This is particularly so in recent years as
some nations seek to pursue economic synergies through Free Trade Agreement${FTAs).
While it is acknowledged that FAS may provide an impetus for accelerating some aspects of
patent reform, the risks of imbalances are not insignificant.

A robust international patent system is one that achieves its goals and yet possesses the
versatility to endure the diverse needs amdustain the meaningful participation of all its
members. The evolution of such an effective international patent system is not an event but a
process that aims to secure and not demand the unwavering support and perseverance from
“governments and paly-makers ... inventors and industry ... national and international
markets, and ... consumers and the general publfc.”

While the destination is becoming clearer and the course may change, the quote below
exemplifies the challenging journey ahead:

“The patem system, as a policy mechanism specifically intended to use the grant of
private rights in order to promote the broader public interest, must entail a dynamic
synthesis of public and private interests. While this is often construed as a direct
conflict between private interests and the public domain, the patent system represents a
choice by legislatures to channel private rights and private interests towards the service
of public goals ... [I]t follows that the patent system cannot at once stimulate private
investment in technology development, and yet undercut the rationale for that
investment. Nonetheless, the need to establish the right balance of public and private
interests is at the core of many patent policy issues, and especially in mapping out the
interface between the patent system and other areas of public policy ... [As] these areas
involve a careful balance of a range of policy factors and involve diverse national
interests, it is inherently less likely that a convergence of exact policy meschan

would meet the needs and interests of all WIPO Member Statés.”
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See CIPR reporsupranote 5, at p 2.

See, for example, the USingapore Free Trade Agreement (USSFTA) that imposes obligation
over and above those mandated by the TRIPS Agreement, such as, the agreement on both sides
to limit the use of compulsory licenses to safeguard againscantpetitive practices, pubic

non commercial use, national emergencies and other circumstanedsashie urgency. See the
submission by MTI, Singapore (see Compiled Comments).

%52 See WIPO Patent Agenda (A/36/14), seranote 1, at p 1.

23 See WIPO Patent Agenda: Options for Development of the International Patent System

(A/37/6) at Annex | p 3132
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