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Abstract

The industrializing economy of Brazil possesses many favorable
competencies and capabilities owing to its cultural diversity, its
growing technological knowiow, and its expanding
entrepreneurial clas. It also boasts a number of intellectual
property-rich companies in the life sciences and information and
communication technology sectors whose capacity for
innovation has yet to be exploited. Brazil, however, suffers from
a deficit in core human cdpl and lacks a markefriendly
enabling environment that incorporates strong intellectual
property right protections. These deficiencies have largely
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prevented Brazil from developing the cuttiedge indigenous
knowhow and commercial innovations thatutd dramatically
improve BrazlGs future scientific, technological and economic
growth prospects.

Unable to resolve its national dilemma itself, the Government of
Brazil, has worked alongside numerous developing countries
and activist civil society omnizations within  multiple
international fora to promote a new global knowledge paradigm.
Such paradigm discounts the value of private intellectual
property rights in promoting innovation, and calls for scientific
and technologypased knowledge and infoation, and the
commercialized products and processes derived from it, to
become, as a matter of international law, Guniversally accessible,
@open sourced and essentially dree of charge6to emerging and
developing economies, i.éublic international godsh

The following article documents Brazilés efforts and then
disputes the various rationales advanced by proponents of this
new antiprivate intellectual property paradigm. It emphasizes
how patents and trade secrets are forms of exclusive private
property which are entitled to legal protection as inalienable
constitutional, civil and human rights. It also shows how patents
and trade secrets are economically valuable assets that are
important to both foreign and domestic investors, especially,
knowledge and technologiich internationallyfocused
companies, and explains why the Government of Brazil should
aggressively seek to protect them. This article, furthermore,
analyzes numerous studies that collectively describe how the
establishment of a marké&iendly enabling environment that
includes strong enforcement of intellectual property rights will
enable Brazil to attract the research and developmnelfated
foreign direct investment and technology transfers, and to
realize numerous other incidentabillover benefits, that will
dramatically improve its domestic industries, enhance its
educational and health systems and satisfy its national
innovation needs.
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* This article will appear in abridged and modified form as
a separate article entitledBrazil's IP Opportunism
Threatens U.S. Private Property Rightsvithin a
forthcoming issue of the University of Miami Inter
American Law Review38 U. MIAMI INTER-AM. L. REV.,
PG# (2006)]

l. INTRODUCTION - BRAZIL MUST
CHOOSE THE RIGHT PATH: INNOVATION
vs. OPPORTUNISM

The Purpose of this White Paper

The purpose of thisrticle is to reintroduce the notion of
private property rights into the current global debate about
the utility of intellectual property (IP) in promoting
scientific and technologicalnvention and innovatioh.
This article argues that, if the Government of Brazil
reexamined the elements of and rationale underlying the
international recognition of private property rights,
including intellectual property rights (IPRs) (i.e., patents,
trade secrets, copyrights, etc.) it would see how it could
dramatically improve Brazilés future scientific,
technological, and economic prospects. Tdniscle also
argues that, based on the successes experienced in other
countries that have rediscovered treue of intellectual
property rights, the Brazilian government would inevitably
be able to promote the indigenous innovation, domestic
entrepreneurship, foreign direct investment, and R&D
related technology transfers necessary to catapult Brazil to
national and international advancement.
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This article, furthermore, explains how, by choosing to
proceed down the opportunistic dpen sourced universal
access path of development, which eschews the concept of
private property, including privately held IPRg, favor of
plentiful and cheap public knowledge, Brazil risks the
success of its own IAch domestic industries. These
include mostly small and mediugized enterprises, many
of which rely on knowhow and innovation to survive and
flourish. In addition, this article explains how
governmental failure to strike the right balance between
private and public property rights when designing a
national innovation system can actually jeopardize the very
public goodsi knowledge, technology, human health,
envirormentl protection and poverty alleviation (i.e.,
economic freedorh® * as well as political freedon that
open source/universal access methadsnot possibly
provide.

Moreover, this article describes the significant and
indispensable role that privatPRs and innovation have
played in the history of national industrialization and
development. It also cites the important distinctions
between the individuatentric (American) and statentric
(EuropeJaparChinalndia) innovation systems that Brazil
must consider as it reevaluates its policy options. Although
there is historical precedent upon which Brazil apparently
relies to justify its opportunistic IP behavior, the previous
international order that fostered such conduct no longer
exists, and the foner protagonist nations themselves have
since beenn the process opolitically and economically
evolving. Indeed, the more respectful of private property
rights and lawabiding emerging and developing economies
in Asia, Latin America and the Middle Edsave become,
the greater the prosperity and access to healthcare and
knowledge their citizens have enjoyed.
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Brazil Promotes a New Global Paradigm that Favors IP
Opportunism

The Brazilian Government has undertaken a number of
provocative activities inteationally within
intergovernmental fora to challenge the established global
system that protects exclusive private property rights,
including intellectual property rights (IPRs), championed
by the developed nations of the Organization of Economic
Cooperabn and Development (OECD). These fora include
the WTO, WHO, WIPO, UNCHR, UNDP, UNEP and
UNESCO> There, Brazil has assumed a leading role in
helping to promote a new global paradigm that calls for the
current high technology, knowledge and informati@sed
digital erato become dniversally accessible, dpen sourced

and essentialy &ree of chargedto developing countries i

i.e, Qoublic international goodsd Brazil, aong with a
growing chorus of developing nations, activists and- self
proclaimed dnew sociad and environmental thinkers has
alleged that such an IP&unter paradigm is consistent
with an expansive notion of Gustainable development
(SD)?® 7 Brazil has opportunistically defined itself, for these
purposes, as a @evel opingdcountry.

Sustanable developmerit,as defined in this context, is
premised on the need to secure continuous international
éscience and technology IP transfersd® at concession rate
prices’® Anti-market, antiprivate property and arRtvTO
advocates, and increasingly, Anoan internationalists,
believe that this is necessary in order to prevent the
emergence of extreme economic, scientific, technological
and social disparities and popular backlashes against
globalization that will likely threaten international peace
and seurity.** 12 13 1 1° These advocates also claim that
such actionsare called for within the Millennium
Development Agendagoals so that developing countries
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may liberate themselves from endemic poverty and
ultimately achieve economic and social parity with the
developed world. *® In other words, G&ustainable
developmerd a concept originally articulated almost
twenty years ago, has since been effectively hijacked and
shaped by politically astute social, health and
environmental activists and socialisinded @vernment
bureaucratsinto a negativeantidevelopment, antinarket,
antiprivate property and artWTO doctrine largely
modeled after the European welfare statdany sich
individuals have londpeen able tanfluence policymaking

in Europe and the Uratl Nations even without fully
understandingciencetechnologyeconomicor trade 2

However, recent research has shown how the pursuit of
such a negative paradigm of sustainable development
actually harms rather than helps developing country
prospect for scientific, technological and economic
advancement’ And, prior research, as well, performed by
famous French author and historian Alexis de Tocqueville,
recognized how exclusive private property ownership in
19" century America held a positive ataming influence
over the dark forces of revolution and war which had then
plagued continental Europ@.

Evidently, the Government of Bradiles been influenced
and encouraged by the populisampaigs waged by
developing nation governments and utopminded social
and environmental activist groups (the modeay
Gevolutionariesd that are aimed at (intended to ingratiate)
the @ommon peopled - the underprivileged (povery
stricken) masses. Comprised of mostly political and
economic socialists, actst nongovernmental
organizations (NGOs), and aiivate property and anti
free market academié$?? % these groups are well skilled
in manipulating public opinion and the organs of the United
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Nations to promote an alternative global framework that
minimizes private property ownership rights and the role of
Gneo-liberal economicsd@ Brazilian politicians are aso, to
some extentpbservingthe current political debatesithin

the U.S. overpatent system reforfh®® 2 2" andconcerning

the utility of the curent regulatory framework by whidfi-

tech industries commercializa).S. federally funded
universitybased R&D?® %° * Thdr goal is to exploit these
debatesin order to undermine exclusive U.S. private
property rights both domestically and abroad. 332 33
**Unfortunately, these crosscurrents have generated more
policy conflict than consensus among the various expert
groups within the Government of Brazil. One may even
speculate that this lack of consensus has emboldened
Brazils ruling party to promote a culture of political and
economic opportunism within Braz# intended to mask
internal Brazilian systemic deficienciesthat has now
transcended national boundariés.

Brazilés | nnovation Conundrum

The industrializing economy of Brazil possesses many
favorable competencies and capabilities owing to its
cultural diversity, its growing technological knevow, and

its expanding entrepreneurial class. As with any new
global power, Brazil has its own national interests at heart
when it participates in the ternational arena and seeks to

influence international policymaking. Yet, it also speaks
increasingly for the member nations of the developing
world from which it has largely emerged. This is as much
an honor as it is a serious responsibility.

Brazil is a country rich in entrepreneurial spirit, economic
growth opportunities, and natural resources. However, it
lacks the core human capital’ *%(to invent)anda market

friendly enabling environment that incorporates strong
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IPRs (markebased incentives tonnovate), and this has
largely impaired its ability to develop the indigenous know
how and the commercial innovation$ that will maintain

and improve Brazil international economic and
technological competitiveness during the twelitst
century?®  This deficit in human capital, namely,
educatior’' has presented Brazil with a major challenge as
it endeavors to become a world power in its own right and a
spokesperson for the developing world. Brazil also has
other unsustainable domestic spending pres that
compromise its national healthcare and knowledge
dissemination policies. It has become increasingly apparent
that, in order to remedy its internal problems, Brazil has
helped todesignan updated new international economic
order* for all develging economies.

The Government of Brazil has recently focused on two key
policy areas- global information technology and global
health to help promote the @oublic international goodd of
global knowledge. It has articulated a national and
internationalposition concerning each of these areas that
speaks at onandthesame time about the benefits to
society of creating scientific and technological krlogw

and innovation, and about the need to make that krow
universal and accessible to all at leasstc However,
within its own borders, the Brazilian government has been
unable to identify the mechanism that will enable it to
convert Brazil & indigenous know-how into a form that may

be used as a sustainable engine of national and international
econome growth.

To remedy its national knowledge deficit, the Government
of Brazil recently enacted a national technical innovation
law. Its objective is to promote publprivate
collaborations for basic research and development and
product/process commedlization between Brazilé well-
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recognized public research institutes and universities and
the various sectors of Brazilian industry, especially its
entrepreneurs. Unfortunatelygethew Brazilianinnovation

law does not incorporate the key elements efgtccessful
U.S. innovation system based on the B&gdie Act of
1980 Instead it borrows from prior failed stateentric
innovation models. Most importantly, there does not appear
to be a legal and economic mechanism to transfer, on an
exclusivebasis,the knowledge generated as the result of
public, private, or publiprivate R&D collaboration
efforts, to private companies for the purpose of market
commercialization. There is also no evidence that the
know-how, once transferred to and transformed by
Brazilian companies into useful products and service
innovations, and the associated revenue streams, would be
considered exclusive private property deserving of
protection under Brazilian domestic law.

Private Property and the Established International @er

Clearly, the ag®ld tension between what is and should be
Qorivated versus @ublicd property (i.e., as concerns both
tangible assets and intangible knbew) and how
governments should protect and regulate each, is central to
BrazilG current dilemma. Political debats over property
rights continue taarisein numerouscountriesthroughout
the world*® Such debates have taken place, for exaniple,
China,** * ¢ India, France * 8 49 %0 3152 33 pEinjand,
Norway and Swedelf, ** the EU>® and the US’
Typically, they result from objections raised byex-
communists, newly reconstituted sociafi§ts
environmental extremists, trade protectionists, and/or
health care and opesource technology activistshom are
dissatisfied with their lack of economic success,uefice

or opportunities? Their prescribedantidoteis to reverse
the process of globalization, and to secuat,both the
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national and international levels, greater public welfare
benefits at the expense of private interéstg., theyfavor

a stated pholic policy of societal parity over societal
progress? In some countries, including Brazil, such groups
have exacerbated the division between these two forms of
property ownership, and have called for the imposition of
more regulation, both nationally andternationally, to
redefine and limit how science, technology and industrial
(IP) knowhow should be generated, accessed and
utilized **

Obviously, eachnation possesseshe sovereignright to
choose how to balance these two types of property
ownership,jncludingtranscendental human knowledge and
creativity. However, that right issubject to the well
established international principles of law, economics and
politics (the Gnternational orderd) institutionalized ® by the
Bretton Woods Syster the Intenational Monetary Fund,
the World Bank, General Agreement on Tariffs and Trade
(1948 and 1994) and World Trade Organization (WTO),
and the United Nations System (UN). &hnternational
order was conceived following World War 1l, and has
since been succefdly maintained by the United States
and other OECD members. fisimary objectivecontinues

to bethe preservation of international peace and security
through economic liberalization and trade.

While this order may have some objectionable features, as
has been pointed gutime and againby the nations of
Europe, and increasingly by Brazil and Argentina as they
speak up on behalf of the developing world it ,can
neverthelessbe argued that it has been, and continues to
be, an overwhelming success. #shcreated the greatest
sustained engine of international economic growth and
prosperity, improved human health and education, and
technological innovation the world has ever knd\Wis
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complex and elaborate as it has become, this order has
remained noneheless, flexible enough to permit
provisional derogations upon demonstration of genuine
national needs and exigencies. Most notable among these,
are the issues of abject poverty, and the potentially serious,
health (epidemicand pandemijcand environmentarisks

that aredetermined, as a matter of empirical science, to
result fromtechnological advancement. In each of these
situations,government policymakers emplgyinciples of
equity and risk management to govern the development,
use and deployment ahnovations and technologies, as
circumscribed by legal, scientific, and economic
frameworks designed to balance societal and individual
interest$?

As noted, the established international order and the
institutions ®° that support it are strongly rooteh the
recognition and protection of strong private property rights,
adherence to the rule of law, benchmarked objective
science and economic cdstnefit analysis, and continuous
incentivebased technological innovatiomogether, these
principles have einforced the universally accepted
proposition that private property, economic growth,
industrialization, innovation and trade are good things in
themselves and must be promoted and preserved.

fiThe fundamental purpose of

property  rights, and their
fundamental accomplishment, is
that they eliminate destructive
competition  for  control  of
economic resourcesWell-defined

and well-protected property rights
replace competition by violence
with competition by peaceful

meansg (emphasis added 6
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This result isnot only desirable, but also essential, because
these mechanisms also constitute perhaps the only remedy
to the poverty, ill health and environmental degradation
that pervadedeveloping nationand threatens peace

fiPoverty, not trade, is the
underlyirg cause of worker
exploitation and environmental
degradation in developing
countries. These social ills are
symptoms of a disease for which
trade is the cure, not the cauda
the long run, the single best way to
encourage developing countries to
enforceworkersd rights and protect
the environment is to transform
them into middlencome countries.
Freer trade is an important
mechanism through which the
United States can assist in
alleviating global poverty, because
it provides an engine for economic
growth in the developing world.
Trade increases economic growth
in developing countries; growth
reduces poverty and its
concomitant social ills

Trade expansion directly and
indirectly promotes democratic
values by pushing countries toward
policies that are copatible with
democracyFor free trade to yield
the greatest economic gain,
governments must acquire a
healthy respect for economic
freedom, the rule of lawand well
defined property rights These
attributes are prerequisites of a
functioning liberal demoracy.
Trade also contributes to greater
income growth in poorer countries.
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By increasing economic growth,
trade liberalization facilitates
democratization, as wealthy
countries are more likely to have
stable democratic regimegmong
political scientists,it is a truism
that freer trade, combined with
international  organizations and
democratic institutions, reduces
violent interstate conflict. Some
studies go further, arguing that it
is economic freedom itself that
reduces the likelihood of war

(emphasi&tdded).67

A basic definition of property can help ®&ucidatethe
relationship between persons and things.

filt determines the rights that
persons have in things. Typically,
the existence of such rights is
predicated on two factors: (1)
whether the pemn has sufficient
ability to control possession, use,
and transferability of the thing; and
(2) whether the underlying policies
of the law are furthered by
bestowing property rights on the
thing. When a person has the
unrestricted right to possess, use,
ard transfer a thing, it is granted
property status and the person is the
owner of the thing. When a person
has no rights of possession, use,
and alienation, the thing is denied
property status, and it becomes part
of the public domain. If the right to
possss, use, and transfer a thing is
within these two extremes, the
determination of whether to grant
or withhold property status must be
based on what will further the
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underlying policies of the relevant
body of law. This conclusion is
supported by the numars things
that are granted property status
despite the existence of limitations
and restrictions on the possession,
gge, or transferability of the thing.0

Property is dscribed rather broadly for this purpose. It
includes tangible natural assets andoueses, especially
raw land and converted real estate, as well as, manmade
structures and personal assetdfach type of tangible
property can be properly managéat both privateand
public benefit given the right incentives

In addition, property ats has increasingly encompassed
intangible human knovow, ideas and creativity
(intellectual property) that can and inevitably do lead to
inventions and incrementand breakthrough innovations
that benefit both individuals AND sociefy.

fiThere are two basic underlying
policies of intellectual property
law. The first is to secure for the
public the benefits of intellectual
property. Granting property status
to ideas provides an incentive for
innovators to develop new ideas by
giving the innovator the rigt to
control use of the idea. As a result,
the public will gain the benefit of
the idea because economic motives
will spur the innovator to share it
with the public The second policy
underlying intellectual property law
is to regulate and manage
competiton. Innovators should be
entitled to monetary gain from their
ideas. Nevertheless, the control of
ideas is inimical to a free society
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because it may allow
monopolization of ideas. Therefore
intellectual property law attempts
to regulate or manage compitin
by granting or withholding
property stats. Thus regulation
strikes a balance  between
rewarding a person for intellectual
achievement and the societal
importance of maintaining
marketplace  competition. The
granting of property status to ideas
is consstent with the basic
definition of propertyo (emphasis
added).”®

An individualés right to own and enjoy real and personal
property, including intellectual property 1P), and the
inventions and innovations derived fromtd,the exclusion
of all others,has had historical moral and philosophical
significanceboth before’ ’? and after the development of
18" century English common laf{. Since that time, the
U.S. Constitution and its accompanying Bill of Rights have
recognized sch a right in propertyas oneof the most
fundamentaljnalienableand liberating of allnatural and
civil rights guaranteed to U.S. citizer8.”” " Since1948,
this right has also been recognizechnd definedas a
fundamental and inalienableuman right’’ In addition,
since 1992, theConstitution of the independent and
sovereign Republic of Mongolia, within its Chapter 2
entitled fiHuman Rights and Freedomsd and Article 16
entitted ACitizensd Rightso, expressly provides for the
protection of exclusive private property rights, including
patents and copyright&.

The Brazilian Government has undertaken a number of
provocative acts nationally and internationally that
jeopardize this fundamental right, each of which strongly
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signals an intention to indirectly &aked foreign (including
U.S) patents and trade secrets for Brazilian @ublic used
withoutgust compensationd@ Both the WTO Agreement on
TradeRelated Aspects of Intellectual Property Rights
(OTRIPSH™® ¥ and the World Intellectual Property
Organization (AV1POJ 'Agreement recognizand protect
exclusive individual private property rights, as do the
Universal Declaration of Human Rights and other
international instrumenf 33848

Exclusive Private Property Rights are Essential for
Innovation

One of the key features of private prdpes its exclusive
nature.

fiA property right is the exclusive
authority to determine how a
resource is used, whether that
resource is owned by government
or by individualsé Private property
rights have two other attributes in
addition to determining these of a
resource. One is thexclusiveright

to the services of the
resourceé That is the right to the
services of the resources (the
rent)...Finally, a private property
right includes the right to delegate,
rent, or sell any portion of the
rights by exchnge or gift at
whatever  price the  owner
determines(provided someone is
willing to pay that price)é Thus,
the three basic elements of private
property are (1gxclusivityof rights

to the choice of use of a resource,
(2) exclusivity of rights to the
servies of a resource, and (3)
rights to exchange the resource at
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mutually agreeable termsd
(emphasis addegf.

fldeas that can be exclusively
possessed, used, and transferred by
a person are granted property
status. Once control of an idea is
lost to the pubt, property status
ends The concept of novelty has
been developed to determine
whether a person has control of an
idea. If a person develops a new
idea that is not generally known,
the idea is novel and potentially
subject to property statusThis
result is consistent with the basic
definition of property because it
recognizes that an idea that is both
new and not generally known can
be controlled by its creator.
Likewise, an idea which is not new
or is generally known cannot be
controlled by an individua hence,

it is not appropriate subject matter
for property statud (emphasis
added)®’

There is now growing recognition, due to the leading work
of Latin American economist Hernando De Soto, that
exclusive private tangible real property ownership is
fundamental to the operation of capitalism. In addition,
there is a'so a greater understanding of how real propertyés
formal recognition and protection in law can bring many
intangible economic and societal benefits (economic as
well as political freedom) tdeveloping country citizenis

i.e., once land and improvements thereto have been legally
titled, registered, collateralized and exchanged and
enforced in courts of laf? According to Dr. De Soto,
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fiwe were told that there is
something about the Latin
American culture that is not
compatible with capitalism. We
dond see thaté it's not that poor,
postcommunist countries don't
have the assets to make capitalism
flourishé [rather, it]é is that such
countries have yet to establish and
normalize the invisible netwrk of

laws that turns assets from d&eadd

into diquidacapital.0 &° %°

Given the success of Dr. De SotoGs Latin American red
property title registration and enforcement program,
developing country citizens should expect even greater
economic and social hefits to flow from formal
government recognition, and enforcement in law of
personal intangible (intellectual) property ownershim
other words, the premise underlying Hernando

De SotoGs work with real property is equally applicable and
analogous tontellectual propertyAt least one legal expert
agrees withthis position.

fiDe Sotofs argument largely

focuses on real property, but it
applies to intellectual property with
equal force. A vast amount of
intellectual capital in the
developing world is

underdevel oped.o o

This is especially important if developing countries are to
emerge from poverty during the fgsiced science,
technology, and informatiebased age in which we now
live.

Unlike tangible property which tends to be finite as to size
and use (what economists refer to as Givald goods),
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however, intangible property, such as ideas, expressions
and knowhow, has no such boundaries. Intangible
property, comprised of ideas, especially kroow, is
essentially limitless limited only by hunan imagination
and the ability of national and international policymakers to
understand, embrace, and harness it for individual and
societal ends. Since knelwow, which economistsiow
refer to asa don-rivald good,”® has already become, in
many ways, thenew global engine of future scientific,
technological, and economic growth, it should be managed
prudently.

The World Bankds recently released doing Business 20076
report **seems to corroborate Dr. De Sotods thesis and
experience. With respect to Brazih particular, it found
that fiRegistering property in many Brazilian states is
difficult in comparison with the rest of Latin America. In
the 12 states and the Federal District, an entrepreneur
spends on average 61 days and 3.5% of the property value
to register propertyd. °* According to the Bankds
accompanying @oing Business in Brazil 20076 report,
these and other statistical indicators led the Bank to rank
Brazil fil7[th] out of 22 countriesin Latin Americaé 0 This

poor showing foreshadowed BrazilG less than stellar
performance in the Bank& overall globa ¢ease of doing
business rankingsd 121 out of 175 countries evaluated i

i.e. Brazil wasonlyin the 3% percentile®

Given the conceptual parallels between real property and
intangible property regtrations, and the actual findings of
Dr. De Soto and the World Bank concerning the
relationship between businéeconomic performance and
the cost and efficiency of government real property
registration systems, one must conclude that BrazilGs
inefficient real property registration system isnagative
harbinger of its IP registration system. Indeed, this white
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paper discusses, in later sectiondgjow various
technological, economic and social problems hizweed
from  BrazilGs troubled IP  registration  and
protection/enforcement systems.

Experts agree that there is nothing to prevent the
Government of Brazil and its local industries from creating
and commercializing their own indigenous krbaw.
However, Brazil must first accept that there is a more
efficient and socially appealing way to do Bothrough
recognition andvigorousenforcement of IPRs. Brazilian
citizens are certainly not any less inventive thathose
living in OECD counties, and consequentlythe Brazilian
government should not adopt miksthatassume that they
are.

filf people seem to be more
inventive in the United States or
Europe or Japan, it is not an
accident. It is not because of genes
or schooling or intelligence or fate.
Implementation of the intellectual
property system is itical because
of the habit of mind which is
fostered in the population. Human
ingenuity and creativity are not
dispersed unevenly across the
globe. Those talents are present in
every country. In some,
unfortunately, the enabling
infrastructure of effectie
intellectual property protection is

missing.o

Arguably, the current (albeit imperfect) U.S. intellectual
property rights framework that covers patents, copyrights
and trademarks memorializéise most successful balance
thus far struck between privateand public intangible
property rights. Many of its key featurege contained
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within the provisions of thaNVTOG TRIPS Agreement and

the WIPO Agreement. TRIPS, however, also borrowed
certain of its language from the competing frameworks of
other countries including the member states of the
European Union and other OECD members, which
incorporate a number of civil society championed
flexibilities. At the very least, both the U.S. and the EU
frameworks recognize societyés need to foster individua as

well as collective experimentation and discovery, as a
matter of human nature and societal necesdityareover
they each acknowledge that significant emotional and
economic costs will be incurred and capital, technological,
and human resources expended intide the innovation
process, which not all people are willing or able to bear.

The U.S. and EU frameworks, however, have tended to
diverge according to the extent that they reward inventors
and innovators for the investment risks they have
undertaken, rd this tension is now being felt at the WTO
and other international fora. In exchange for bearing such
risks, the U.S. IPR system, in particular, rewards inventors,
innovators and their financial sponsors andventurers
with a temporary market monopofgxclusivity)?’ °® Such

an incentive is designed to allow them to not only recoup
their outof-pocket costs for basic research, but also to
recoup their costs and profit from the commercialization of
their inventions, for a limited legally protected periofi
time. It is understood, that the fruits of their labors will
diffuse throughout and benefit society overall as the
innovations they have created become incorporated and
embedded bit, by bit, into everyday products, services and
activities, that will eentually serve as the seeds of
tomorrowés new inventions.

The EU and its member states, however, have embraced a
less private propertgentric approach to rewarding
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innovation, and that has had an increasingly negative
impact on the innovation potentialof European
pharmaceuticals, biotechnology,computer software, and
information and communication technology sectors. For
example, Europets relatively weaker ' %% but more
expensive®? 1% |PR protections circumscribed lojvil law
notions of drdre publicd equity and morality®* %
freedom of expression and human right&® overly
restrictive regulatory policies, and mandatory price caps,
more or less, favor public interests over private interests,
and this has had a serious chilling effect on national and
regonal innovation and competitiveness. In addition, such
policies have strengthened the political influence of
national socialist parties and civil society activist
organizations, which have increasingly demanded
institutionalization of what were once plyeacademic
notions (open source and universal access information
technology and health care). In response to these growing
antiprivate property and anfiee market movements, a
growing number of Europeabased multinational
companies have shifted theiesearch and development
facilities and innovation activities to other nations with
laws more favorable to and protective of private priyper
The U.S. has been the primary beneficiary of such capital
flows.!%” 1% predictably, the European Commissiohas
resppnded byurgently refornng its regional and global
policies concerning R&D investment and innovation in
order to stem industry flight and the accompanying brain
drain.

The Government of Brazil has observed these negative
European developments, aitdis aware that Americals

lead in innovation and technology development has
continued to provide its industries and citizens with a
significant competitive advantage over their international
counterparts. Yet, Brazil continues to embrace and promote
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policies ttat threaten the individual private property rights
of both foreignand domestic investors, in the hope of
securing illusory state benefit® Of particular concern, is
the Brazilian governmentGs adoption of the populist
doctrines of dree and open sourced (FOS) and universal
access as national policy.

Brazil Must Choose the Right Pathd

These external and internal forces have arguably led the
Brazilian government to challenge the carefully negotiated
international trade rules found within the TRIPS
Agreenent that it, along with other WTO members,
previously agreed to uphold.They havealso led the
Government of Brazil to threaten the exclusive private
property holdings of the very same internationally focused
companies that, along with Brazilian domestimall and
mediumsized businesses, develop and produce the
technologies and knoWwow upon which Brazil now
depends for its present and future innovation and welfare.
And, it is doing so believing that it is in compliance with
the WTO TRIPS Agreement antiet WIPO Agreement.
According to at least one expert, however, it is not only
what Brazilsaysit is doing concerning IPRs, as evidenced
by its IPR legislation, that countsather, it isalso how the
investment communityperceives what Brazilis actually
doing, as measured by its IPR enforcement.

fié [Sjome in Brazil express the
view that basically the country has
a good intellectual property
systemé This view is plausible
because it is common to assess
protection in terms of specific
statutory provisions. Ais misses
the importance of  overall
marketplace effect as the critical
test of an intellectual property
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system. The test of whether
protection is weak or not is
determined by the net marketplace
effect of the interrelated parts of an
entire systemMore precisely, it is
determined by people's decisions
made in reaction to the system. A
lack of confidence in the system is a
primary indicator of weakneses

(emphasis adde(})l.0

If the Brazilian governmentés conduct continues without
reevaluation, it will dampeforeign and Brazilian industry
enthusiasm for investment in research and development,
discourage international and Brazilian commercialization
of technological innovationsyundermine the established
international order and thus extinguish any future
oppotunity for Brazil and its industries to secure economic
growth based on technological advancent&nmericans
and other OECD country citizeradso stand to lose from
BrazilGs persistent efforts to undermine the existing global

IPR regime. At the very legshmericads ability to continue
functioning as the engine of global scientific and
technological innovation and economic growth will be
significantly jeopardized*? and, its longheld advantages

in international trade and innovation and the GDP and
living standards of its citizens will likely be significantly
reduced'’® Indeed, one recent economic study estimates
that,

fithe current value of the
intellectual property that
embodiesé U.S. ideasé from
computer software and musical
recordings to patented
pharmacetitals and information
technologiesé is worth between $5
trillion and $5.5 trillion, equivalent
to about 45 percent of U.S. GDP
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and greater than the GDP of any
other nation in the world.o *141°

Brazil is clearly at a crossroads. As an emer%ing economy
and an aspiring regionat® **’ and global *® power
possessing great potential, ioisligedto exercise prudence
and responsibility in its international affairs. It has the
option of following the proven path towards innovation and
economic growth, or of riding poiist appeals down the
slippery slope of IP opportunism. It is time for the
Brazilian government to transcend its IP identity crisis and
evolve- to choose the right path for the benefit of both its
citizens and the world, before it is too late.

Il. BRAZIL CHALLENGES THE
ESTABLISHED GLOBAL IPR
FRAMEWORK

A. BRAZIL ACTIVELY ENGAGES IN
REGIME SHIFTINGG TO REFORM
INTERNATIONAL IP LAW

The Notion of Regime-Shiftingd

Brazil and other developing countries that have become
dissatisfied with the WTOTRIPS Agreement and the
American capitalist economic model of &isk and rewardd
which serves as the basis for the current international
intellectual property framework, are now employing, with
the assistance of a well funded global civil society (activist
NGOs), astrategy known as Gegime shiftinga International
environmental and human rights activists enamored of the
socialist model of sustainable development have already
used his strategysuccessfully in othevenues™® NGOs,

for one, fhave proposed to curtail intellectual property
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rights in one international forum after another, whether or
not IP was the main issue: the WTO, WIPO, UNESCOG
proposed Convention on Cultural Diversity, the UNG
World Summit for the Information Society, the WHO, and
othersd'?® Brazil et al. have engaged in regime shifting
despite the overall mutual and balanced concessions they
agreed to and the specific IRBlated bargains they
reached previously at the Uruguay Round of trade
negotiations leading to the consummation of IW&O
Agreements. And they are doing so under the guise of
darmonizingbinternational law.

These protagonists hope reform WTO law fromwithin
andto developsimultaneouslynew customary international
law norms beyond the WTO regime that can eventually
swallow up the general principles, norms, and rules that
comprise the corpus of WTO IP law. In other wordshé
international community of nations permiegime shifting

to occur, the temporary and provisional exceptions and
derogations (e.g., compulsolicensing) to the general rule
of strong intellectual property right protection made
expressly available in the TRIPS Agreement will ultimately
overtake and subsume the general tté?? 123 2% Thjs
would result in the establishment of a new trezdged
presumptionagainstthe adoption of strong international IP
protections, along with a reversal of the burden of proof to
show harmi from the party challenging IP protections to
the party defending them. Thus, fihigher standards of [IP]
protectioné [would] only [be allowed] when it is clearly
necessaryé and where the benefits outweigh the costs of
protection.0 *2°> Arguably, the ostensible public health and
knowledge goals that Brazil and other nations, such as
Argentina, assert as being the primary motivationirzeh
such regimeshifting, are likely overshadowed by their
more ambitious but less transparent economic and trade
policy (protectionist) objectives. More importantly,
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however, opportunistic activities like these further
challenge international confidende the foundations of
GATT-WTO law, increase transaction costs, raise
international political and economic tensions and only
weaken the resolve of nations to pursue international trade,
scientific and technological advancement to eradicate
poverty and to rintain international peace and secufrity
the original goal of the BretteWoods system?® 2/

According to one international law expert, IPR regime
shifting has essentially entailed the

fishift[ing of] negotiations and hard
and soft lawmaking initiatives
[from the TRIPS Agreement] to
four [other] international legal
regimes 1 those governing
biodiversity, plant genetic
resources, public health and human
rights i whose institutions, actors,
and subject matter mandates are
more closely aligned with these
cowuntriesd interests.  Within these
four regimes, developing countries
are questioning established legal
prescriptions and generating new
principles, norms, and rules of
intellectual property protection for
states and private parties to follow.
Intellectual poperty regime
shifting thus heralds the rise of a
more complex international
environment in which seemingly
settled treaty bargains are contested
and new dynamics of lawmaking
and dispute settlement must be

. .12
considered. 0 8

He explains, furthermore thafiregimes are broader than
specific treaties or organizationsé [and]é reflect[] the
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fact that states (and, increasingly, fsiate actors) can

cooperate without creating formal institutions or legally

binding commitments.&'*°

Substantively speaking, regimesonsist of principles,
norms and rules. In the context of IPRS,

fiThe principlesé include
recognition of statereated private
property in abstract intangible
objects that embody human
innovation and creativity and the
need to protect that property from
unauthorized exploitation across
national borders. The
normsé include an obligation for
states to create legal monopolies (in
the form of exclusive rights
controlled by private parties) that
generate incentives for human
innovation and creativity and to
allow foreign creators and
inventors to market their products
in different national jurisdictions on
equal footing with local creators
and inventorsé [Thelé rules
encompass the specific
prescriptions and proscriptions by
which these principles and norms
are gven effect, such as the most
favored nation and national
treatment rules, specific exclusive
rights and minimum standards of

protection, and coordinated

procedural mechanisms or priority
.1

rules. o0

International regimes also have an institutional compbnen
They ficonsist of the cooperative arrangements states use to
create principles, norms and rules,0 and can range from
highly structured intergovernmental organizations with
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staffs, facilities and budgets to informal networks of
government officials who »hange information and
coordinate national policies with each otfi&r.

Regime rules ofteflow from power politicsand reflecthe
national interests of stronger and more influential states
Yet, power alone does not determine how international
regimes shsequently evolve. Intergovernmental
organizations and international institutions have played an
increasing role in limiting the actions of stronger and more
influential states. This has afforded weaker states and non
state actors greater latitude tolirgnce the development of
principles, norms and rulé® Consequently, the
distributions of power among different nations present at
the inception of a given regime are not likely to serve as a
good predictor of how that regime will later evolt/a.

Indeed, relatively weaker states such as Brazil, may lead
other less developed countries, together with -state
actors (i.e., nongovernmental organizations (NGOSs),
activists, etc.) to deliberately alter the status quo ante by
moving treaty negotiations, lawmalgin initiatives or
standard setting activities from one international venue to
another through a process known as dorum shoppingé For
example,

fiA powerful state unable to realize

its objectives through treaty
negotiations may shift to domestic
lawmaking and enact rules with
extraterritorial effects that have
much of the same effect. Similarly,
states may operate in multiple
domestic and international for a,
moving back and forth between
venuesé or  pursuing  paralel

lawmaking agendas

. L 134
simultaneoudly.o 3
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Alternatively, or in addition thereto, weaker states and non
state actors may endeavor to alter the substantives
principles, norms and rules of a particular regime by
generating Adcounter-regime normsd 1 binding treaty rules
and norbinding soft law standasdthat seek to alter the
prevailing legal landscape.d **°

fiDi sadvantaged actors may
articulate counteregime norms
that only incrementally modify
existing rules but leave uncontested
the broader principles from which
these rules emanate. A state or an
NGO might, for example, object to
treaty obligations that require
recognition of specific types of
patentable subject matter or that
narrow exceptions or limitations to
a patenteeds exclusive rights
without questioning the broader
goals that a patent systearvesin
other instances, counteegime
norms may be revolutionary rather
than evolutionary, posing more
fundamental challenges to
underlying principles [States and
nonstate actors that] question the
economic and social benefits of
granting intelletual property rights
to foreign creators and inventors
are asserting norms that fall into
this latter categoryd (emphasis
added)3°

States and nostate actors may affect change through
proposals or amendments within the regime whose
principles, norms, rad rules they are challenging, or they
may decide to shift to a different regime altogether in the
event they encounter significant resistance. This decision
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usually entails a comparative analysis of the participating
states and their level of influendbe lawmaking methods,
the monitoring and dispute settlement procedures, and the
relative roles of intergovernmental institutions and
nongovernmental organizatioh¥.Since many of the same
state and nostate actors may particigatin multiple
regimes simlianeously, oncelistinct regimesavegrown
interdependent over timeand regimes no longer focus
singularly on isolated welllefined issuesiegime shifting

has become anything but an orderly process. To the
contrary, it has become more difficult to edain a given
regimeGs boundaries, and thus, to decide whether to shift
regimes at all**®

IPR Regime Shifting from TRIPS to UNHRC and WHO

The WHO, an intergovernmental organization, has been
responsible for creating principles, norms, and rules
concernng the subject of public health. Its norm building
activities have focused during the past thirty years on
pharmaceuticals. It introduced the concept of Gessential
drugsb and urged its member nations to adopt (national

drug policiesd The WHO first became concerned with
intellectual property rights during 1996This followed the
enactment of the WTO TRIPS Agreemenhich imposed
expanded obligations on states to protect pharmaceutical
patents>° Since that time, it has produced several
resolutions and aguidebook that recommends to
developing countries how to exploit the flexibilities
contained within the TRIPS Agreement.

fiSince 1996, WHO has closely
monitored the implementation of
TRIPS, advisihg WHO member
states on ways to achieve their
national heah goals by making use
of so-called Gafeguardsdaready in
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TRIPS that grant flexibility to
balance intellectual property
protection against public health
objectives Brazil **°, South Africa,

and Zimbabwe, together with
public health NGOsé were the

principal catalysts for WHOG

critical review of TRIPS

The review commencedé with a
resolution request[ing] @ report on
the work of the WTO with respect
to national drug policies and
essential drugs and malde]
recommendations for collaboration
between WHO and WO, as
appropriate.0 This resolution led to
the publication in 1998 of a WHO
sponsored guide to the public
health consequences of TRIP%e
guide recommended that states
make use of flexibilities already
contained in TRIP$ including its
transition perods, parallel
importation rules, and compulsory
licensing provisiong to minimize
the effects of pharmaceutical
patentson limiting the availability
of essential drugdt also advocated
that developing countries Gestablish

a joint position visa-vis theg hotly
debated questions® (emphasis
added)

Although the U.S. and EU objected to the guidebookds
language and were unsuccessful in thwarting its
publication, they were, nevertheless, able to delete certain
inflammatory language within a subsequent 494HO
General Assembly resolution. Prior to their efforts, the
language had highlighted fithe negative impact of new
world trade agreements oné the issues of access to and
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prices of pharmaceuticals in developing countriesd and
urged states fito ensure that public health rather than
commercial interests have primacy in pharmaceutical and
health policies.0'*

However, they could not prevent Brazil and other
developing nations from later shepherding such language
into a controversial 2001 UN human rights resolut
(2000/7}* for strategic regimshifting purpose$* That
resolution declared thatfithere are apparent conflicts
between the intellectual property rights regime embodied in
the TRIPS Agreement and international human rights lawo,

and sought to establishthe primacy of human rights
obligations over economic policies and agreementso (i.e.,
property rights). To this end, it called upon NG8s
governments and a host of intergovernmental
organizations, including the WHO, the UNDP and the
UNEP, to undertake eritical examination of TRIP$'®

Developed countries, particularly those in thardpean
Community, opposed ceding to the WHO competence to
review healthrelated intellectual property issues.
However, they later softened their position as the
HIV/AIDS crisis worsened. This position reversal later
proved very costly, as the WHO adopted an approach that
has since been skeptical of intellectual property rights,
though somewhat less critical than the more aggressive
approach adopted by those UN human rightslies in
which Brazil actively participated.

The WHO approach has also set forth suggestions on how
states may reconcile competing WTO/WHO regime
objectives*’

fiA March 2001 bulletin explains
the essential elements of WHO
policy. The bulletin acceptshat
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patents create necessary incentives
for the development of new drugs,
but questions whether those
incentives are adequate to ensure
investment in medicines needed by
the poor. With respect to
pharmaceutical patents, the
bulletin emphasizes that esdaht
drugs are different than other
commodities and it advocates the
use of OrRIPS-compliant
mechanismsd to lower drug prices
and increase their availability.
These mechanisms include the full
spectrum of éeafeguardsd that
TRIPS makes available, including
patent eligibility standards dwvhich
reflect public health concernsg
legislation authorizing Gcompulsory
licensing [and] exceptions to
exclusive rights,6 extension of
TRIPS transition periods, and ¢he
parallel importation of a patented
drug from countrie where it is sold
more cheaplyé Finaly, the bulletin
recommends against implementing
TRIPSplus intellectual property
protection standards (such as
standards more stringent than those
mandated by TRIPS) and urges
governments to monitor the
implementatioc. of TRIPS to
formulate comprehensive proposals
for reviewing the treaty in the

futured (emphasis added).**®

During May 2003, the WHO adopted a resolution
recommending the creation of a new body to evaluate the
impact of intellectual property protections othe
development of new drugs and to issue a report analyzing
its findings. Tls analysis was to have focused on
intellectual property rights, innovation, public health, and
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the appropriate funding and incentive mechanisesmed
necessaryto promote thedevelopment of new drugs and
other products that were disproportionately required by
developing countries. fiThe resolution also urged all
members &o reaffirm that public hedth interests are
paramountin both health and pharmaceutical policiesdand

do consider whenever necessary adapting national
legislation in order to use to the full the flexibilities
contained in [TRIPS]& (emphasis added).*° Brazil was the
lead developing country in this effort, arguing thaccess

to new medicines dmust not be impeded by patent
protectiond, **°

One international law expert believes that the efforts made
by Brazil and other developing countries to expand the
scope of the WHOG jurisdiction to include health and
intellectual property issues did not reflect an atteropbti

back IPR protections. He contends, rather, that they were
intended to heighten member governmentso recognition of

the flexibilities already inherent within the TRIPS
Agreement.

fiThese events reved  that
developing states and public health
NGOs hae used the WHO not as a
forum for rolling back intellectual
property protection standards, but
rather as a venue for advocating the
use of flexibilities already
embedded within TRIPSé [T]his
approach to reconciling the public
health and intellectual propgrt
regimes strongly influenced the
negotiating strategy adopted by
developing states seeking to
reaffrm their right to invoke
TRIPS safeguards when confronted
by public health crises. The result
was the Public Health Declaration
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adopted by WTO members aarp
of the launch of the Doha round of

trade negotiationsé 0 151

The problem with this expertés analysis, however, is that
Brazil and its fellow complainants have not stopped there.
Contrary to his assertion, it would seem that Brazil and
developing contries are most definitely seeking to roll
back intellectual property protection anyway they cah!

During May 2004, for example, they proposed and adopted
another WHO resolution which took account of and
expanded upon the prior 2003 resolution noted ebdt
urged members states fias a matter of priorityé to consider
whenever necessary to adapt legislation in order to use to
the full the flexibilities contained in the [TRIPS Agreement
and]...to encourage that bilateral trade agreements [an
allusion to U.S OTRIPS-plusd FTA provisions] take into
account the flexibilities in the WTO TRIPS Agreement and
recognized by the Doha Ministerial Declaration on the
TRIPS Agreement on Public Health.o **3

Furthermore, during January 2006, the governments of
Kenya and Bral were finally able to secure the ear of the
WHO Executive Board, which set forth for consideration a
new proposed resolutibf emphasizing ¢he primacy of
human rights obligations over economic policies and
agreementso (i.e., property rights). In other words, Brazil
was ultimately successful in shifting reginiesnoving the
prior 2001 resolution it had advanced within the UN
Human Rights Suleommission on the Promotion and
Protection of Human Rights and Intellectual Property
Rights, into the WHO.

Three very questionableassumptions underlie thdraft
resolution@ many points. First,IPRs are not necessary to
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promote innovation since most fidrug approvals are for
medicines that do not provide incremental benefits over
existing one® **°> Second|PRs fiare [only] one of several
important tools to promote innovation, creativity and the
transfer of technologyé 0 Third, afiproper balance [must

be provided] between IPRs and the public domaino and IP
rulesé need to [be]lé implement[ed] in a manner that is
consistentvith the fundamental right of every human being
to the enjoyment of the highest attainable standard of health

and the promotion of folloven innovation.o *°°

The draft resolutionsoughtto change substantially the
model of financing research and developmeot new
essential medicinegnd to limit therole that intellectual
property rightswould ultimately serve in such activities.
The draft resolution also madeference to all four of the
prior intellectual property rightelated resolutiortd’ noted
previausly, and called for the consideration of Galternative
simplified systems for protection of intellectual propertyd
which may provide greater incentives for research and
development efforts and investments than the current

SyStemeSS 159160 161

The @ternative simplified IP systems referred to within
this draft resolution are likely dorrowedd from the utopian
archetypes provided by afitee market, artiP HIV/AIDS
activistst®? 1* who, as a matter of ideolod¥* advocate
the abandonment of drug patents in fawdr a more
governmentcentralized and state socialized system of
R&D and healthcaré® requiring a massive redistribution

of global wealth. They call for

fiRadically altering the intellectua
property rights environment for
new drugs.The scheme eliminates
patent protection for
pharmaceuticalsso that new drugs
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are sold at generic prices
immediately  after  regulatory
marketing approval. R&D is
financed via a tax or tabkke
mechanism that is required to raise
predetermined amounts at the
national level. The ational global
R&D budgets are determined
according to a {pro osed medical
166 167 168
R&D] treaty and are a
fixed percentage of a nationés
Gross Domestic Product (GDP)o

(emphasis addedJ}f39

Anti-private property and antiee market academics and
politicians as well, have weighed in with their own
alternatives.

fion innovation grounds,
pharmaceutical patents are
unnecessary in  low income
populations, since such markets
cannot do much to support global
pharmaceutical profitsThe public
health needs of low @aome
populations require patented drugs
to be made produced at the
marginal cost of production,
without R&D cost recovery
Nonrival access to pharmaceutical
knowledge achieves both goals
?{gultaneouslyo (emphasis added).

In addition, the activist comnmity has submittedstill,
other alternativesThey include

fil) A proposaé for a mandatory

employerbased research fee to be
distributed through intermediaries
to researchers (Love/Nader 2003);



53

2) A proposalé for zero-cost
compulsory licensing patentsn i
which the patent holder s
compensated based on the rated
quality of life improvement
generated by the drug, and the
extent of its use (Hollis 2004); 3) A
proposalé for an auction system in
which the government purchases
most drug patents and places them
in the public domain (Kremer
1998)é [ Hay and Zammit (2002)
suggest a variant of the Kremer
auction system, in which only
patents that are especially
important for public health (e.g. an
AIDS vaccine) are put up for
auction and bought by the
government. Uner this system,
many drug patents would remain
privately held, with drugs sold in
the same manner as they are now;
and 4) A proposdé to finance
pharmaceutical research through a
set of competing publicly supported
research centers (Kucinich 2004)0;

171 and 5) (Love/Nader 2005) A
proposal to establish a ¢ Medical
Innovation  Prize  Fundé a[n]
evidenceebased systemé that
would provide huge rewards for the

development of new drugsé o 12

Suffice it to say, that the academics who have promoted
these alternatives aemything but objective with respect to
private property rights and the current patent and R&D
systems.”® In fact, at least onesuch academic has
proposeda legislative amendment the U.S. BayfDole
Act'™ that wouldimpose a ¢ublic interest limitationd on
intellectual property rights created as the result of federally
funded basic research and development. In addition, he has
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suggested that the U.S. government surrender national
sovereignty to the WHO: fdelegate power to the WHO or
some equivalent [inteational] organization to issue a
compulsory licenseé on behalf of the patent holder to
relevant generic manufacturers to produceé drug[s] é [in]
recogniftion of the] right of access to essential
medicinese 0

Within this menu of multiple, murky, mystifyingand
myopic options, lay two discernible certainties. First, no
matter which of these idyllic alternatives idtimately
selected,the private property of OECD natioaitizen
owners especiallyin the U.S., are likely to be sacrificed
without their consenfior the ostensible (illusory) benefit of
serving the globa @ublic interestd This is preciselythe
endresult sought byantiglobalization activistavho have
painstakingly erected the opaque international process that
is now unfolding.

Recent ¢levision and written media focusing on the issue
of HIV/AIDS '"® "7 conveyed this message in a less than
candid and transparent manner. Beginning with a
discussion of this devastating disease, recent television
programming then implored individuals and corpanasi,

as a matter of moralityhuman decencyand social
responsibility to take all necessary actions, in addition to
undertaking acts of philanthropy andinderwriting
taxpayerfunded government aid, to eradicate HIV/AIDS
internationally, no matter the cosThrough use of such an
approach, this programming had effectively bypassed
private property and economic concerns. As a result, an
unsuspecting publizvas unaware thy had beemenied an
open and informed debateat would have revealethe
many other debilitating global diseasesnd charitable
causedor which additional funding@ndsubsidization, and
future private property sacrifices auld be required even
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those beyond the realm of healthcHfeNeither the media
nor the activists and politicians veewilling to publicize
this kind of information, especially within the U.S., because
of the serious negative political ramifications it would
likely havei i.e., on the 2006 and 2008 federal and state
elections.

The ®condcertainty is thatany one of thee alternatives

will likely be prohibitively expensive, from both an
individual and a societal perspectiveOECD nations,
including the U.S., are likely to be the ones who will
subsidize the health care costs of developing country
governments and citizen®resumably, this subsidization
will occur with all OECD members paying their fair share,
but this is highly doubtful.  Given the extent of
pharmaceutical price controls currently imposed in
countries such as, Australia, Canada, Japan, and the
member state of the European Union, some of which are
extremely proud of their social welfare systemsywever,
Americans are likely to bear most of these costs, especially
in the near term’”® Although U.S. taxpayers
individually'®® and collectively*®* continue to fund the
worldds largest HIV/AIDS relief programs for the benefit of
stricken developing country citizens, these additional
higher costs are likely to assume the form of significantly
increased U.S. official development assistance, bilateral
technical assistaecand international financial assistance,
larger national and international tax levi€sand, higher
U.S.drug cost. And, this does not even include the higher
medical diagnostic and insurancests that U.S. citizens
are also likely to pay if life scienseand information
technology companies are compelled ddonat® their
productsand knowhow.

These certainties notwithstanding, the WHO Commission
on Intellectual Property and Innovation and Public Health
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(CIPIH) has continued its relentless assaultlenWTOG®
intellectual property framework, mainly against patents and
trade secrets, within a newly released April 2006 ref3ort.
The report opens with the following bold conclusions:

filntellectual property rights are
important, but as a means not an
end® We know they are considered
a necessary incentive in developed
countries where there is both a
good technological and scientific
infrastructure and a supporting
market for new health care
products. Butthey can do little to
stimulate innovatio@ in
develophg country  marketsé
Other incentive and financing
mechanisms to stimulate research
and development of new products
are equally necessary, along with
complimentary measures to
rl)ggmote access0 (emphasis added).

It then premises its conclusions on sev@ssumptions that
seemingly betray a preconceived grdient/private
property ideology '®° '%%hared by several of the
Commissionds devel oping country members.

f{Tlhe report recognizes [that]
patents are irrelevant for the
development of the products
neeled to address the diseases
prevailing in developing
countriesé The extension of
pharmaceutical patent protection
to developing countries, mandated
by the TRIPS Agreementan do
very little to prompt the
development of such products
while it generates cts in terms of
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reduced access to the outputs of
innovation. Where patents exist and
are enforceable, medicines can be
unaffordable for governments and
patients in developing countrieso
(emphasis adde&fg.J7

A more critical review of the WHO reporté assumptions
and conclusions revealsbaoader antprivate property and
antimarket agend& similar to that advanced by Brazil
and Argentin&®in other international fora

fié [M]arket mechanisms and
incentives as well as allocative
decisions of companieslead to
insufficient investment in R&D
specifically directed to the needs of
developing countriesBecause the
market fails to induce adequate
investment in products needed in
developing  countries it s
necessary that other measures be
put in place to promotaelevant

innovatiord (emphasis added). **°
191

At least two of the Commissioné ten members criticized
the reportGs assumptions and conclusions as lacking
substantiatiod®® while a third disputed the main
conclusion, that patent reform was necessary atall.

Furthermore, the report recommends thevelopment adin
alternative international open sourc€?¥ universal access
&cycle of innovationdmodelto replace the current Uthear
innovation modet®® It justifies this in terms of moralit}y’®
and fairness (i.e., edational reciprocityY’, and by
reference to the human right to healti® (as expressed
within the UN International Covenant on Economic, Social
and Cultural Rights CESCR®%). The reportalso portrays
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the right to healthfor political purpose$>’ as beingin
conflict with, and having primacy over, economic rights
such asprivate property rights IPRs?% 22 23 Although
the report fails to successfully make this cases it
conclusions haveneverthelessbeen promoted by some
media?®* and elevated within a recentraft WHO CIPIH
resolution to the level of a proposed global strategy and
plan of action That action plan calls foa newly
established WHO intergovernmental working grotgp
develop a proposed set of international
guidelines/standardghat canlater be formalizedinto an
international R&D and innovation treafSy, 2% 2%

Based on Brazil&s proposed additions to this resolution,
there can no longer be any doubt as to its true purpose(s).
In addition to facilitating international horm buildingg the
resoluton aims to 1) Confirm for all time that WTO
Members must, consistent with a broad reading of the Doha
Declaratior’”® interpret and implement the TRIPS
Agreement fiin a manner supportive of their right to protect
public health and, in particular, to promatesdicines for
alo, and 2) filnitiate consultations on the possibility of
elaborating a framework convention on research,
development and innovation in public healthd.?*® The Swiss
chair of aWorld Health Assemblyrafting group hd even
proposedto merge te CIPIH resolution with the prior
Brazil-Kenya resolution (that called for alternatives to the
current international |Apatent framework) to accelerate
commencement of this initiative? As the result of intense
activist, Brazilian government and media gsere, the
WHO ultimately adopted, at the May 2006 World Health
Assembly meeting?** a somewhat modified form of the
CIPIH resolution calling for ¢softo rather than dmandatoryo
norm-building. Despitehis &Gofterblanguage, however, it is
clear that the antists still intend to press for development
and adoption of a binding treaty in the longer tétm.
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Both the WHO report and the subsequent resolutiearly

fail to substantiate (prove) the need for IP reform. First, as
a matter of logic, there iso suchconflict between human
rights and private property rights.

fiPrivate property rights do not
conflict with human rights They
are human rights. Private property
rights are the rights of humans to
use specified goods and to
exchange them. Any restraint on
private property rights shifts the
balance of power from impersonal
attributes toward personal attributes
and toward behavior that political
authorities approve. That is a
fundamental reason for preference
of a system of strong private
property rights: private property
rights protect individual liberty
(emphasis added).o 213

Second, as a matter of human rights law, Article 17 of the
Universal Declaration of Human Rights, upon which the
CESCRIs basedexpressly states thdil. Everyone has the
right to ownproperty aloneas well as in association with
others. 2.No one shall be arbitrarily deprived of his
propertyd (emphasis added).?** In fact, various other
provisions within this seminal document, when read
together with Article 17" as well as, with certain
provisions of the CESCR? support the conclusion that
there existio hierarchy at all among the various types of
human rights, whether health, education, or economic
related®!’

Third, it is highly likely that the extraordinary emphasis
placed by these daments on healthcare as a fundamental
human right, has more to do withther nonIPR-related
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issues These includel) The need to #ablish a minimal
international standard of human healthcare to which all
persons are entitled and all developing country
governments must adhere (especially those susceptible to
corruption, mismanagement and/or poor governance.,
those fithat systematically violate human rightsé [or] failed
stateso that are chronically incapable of meeting the basic
security needs of theiown populationsd '8 219; 2) The
need to dfine international aid requirements and related
UN and member state foreign aid programs and budgets;
and 3)The need to qovide empirical evidence that healthy
populations are indeed more productive and wedfthig
justify increasednternational health care aid.

Fourth, a close inspection of the WHO report revéaht
developing country governments and activist groups have
actually sought to appropriate, for public use and benefit,
and at less than fair markealue, the very samélawedd
U.S. scientific and technological innovation process and
successfully  (derived/) commercialized medicines,
vaccines, medical treatments, and  biomedical
innovationé?! which they have criticized all alorfg?

Fifth, factors othethan foreign IPRs are largely to blame
for the poor healthcare and access to medicines suffered
generally by middle income and developing country
citizens, and these have mostly to do with misplaced
government priorities, policy failures, and/or corruptit®

With respect to Brazil, at least one recent study (2003)
found that import tariffs and federal and state taxes have
increased the drug prices paid by Brazilian patients more
than 82 percent above the prices charged by pharmaceutical
manufactureré?* In addition, it is well known that, the
Brazilian governmentés failure to adequately address its
urgent national public health care, education, pension and
physical infrastructure needss due considerably to its
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rampant corruption scanda{poor governancé’d® and its
misplaced fiscal priorities, which includevery costly
(hundreds of millions of dollars) butunnecessary
international imagenhancing space prograi§As noted
above, reputable studies have showrhow sustained
national spending on public healthre improves a middle
income or developing countryés long-term economic,
technological and social productivity and attracts badly
needed domestis well agoreign investment?’

Brazlé I PR Regime Shiftingd Recognized by WHO and
Latin America

It is na difficult to conclude that Brazil has been
encouraged to continue its reghsleifting activities by UN
officials. During September 2005, Dr. Bernard Fabre
Teste, the WHO adviser for disease in the Western Pacific
region, made a bold pronouncement. Hgedsthat he
supported developing countriesd right to circumvent
national patent laws protecting the property rights of
foreign HIV/AIDS drug manufacturers in order to provide
citizens with the public health care they deserve. He
believed that this could ebaccomplished either through
aggressive use of the flexibilities contained within the
WTO TRIPS Agreement, or through the taking of other
unilateral actions, including the importation of generic
copies of AIDS drugs from third countries, such as India,
China and Vietnam. AlthougRkabreTest did not include
Brazil within this group of countries, he did refer to
BrazilG successful threats of compulsory licensing and
patent abrogation against U.S. and European HIV/AIDS
drug manufacturers that resulted imgrsficantly reduced
medication prices. Apparently, the WHihd FabreTest
agree with the Brazilian governmetitat fAiThis kind of
decision is really a sign of political commitment [to] public
health.o**®
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In addition, WHO officials, together with officiafsom the
PanrAmerican Health Organization (PAHO), the Brazilian
Health Ministry and several Brazilian research
centers/universities, have collectively authored a report
highlighting the importance of having refocused and shifted
the debate about IPRs ahdalth care, at both the national
and international levels, from the WTO to the WE®.

Consequently, all developing countries, including Brazil,
now have the WHOG blessing to directly or indirectly
produce generic copies of any patented drugs they believe
are required, without first obtaining the consent of, or
paying qust compensationdto, the patent right holder, al in

the name of promoting the public interésti.e., open
source/ universal access to healerhapsthis is why a
regional bloc of 19 Lin American and Caribbean nations
confidently executed an agreement during January 2006, to
act collectively in an effort to reduce the price of
HIV/AIDS drugs.

fAccording to World Trade
Organization rules, countries can
issue licenses to disregard pdte
rights after negotiating with the
patent owners and paying them
adequate compensation.
Governments that declare a public
health emergencyhowever,] can

ZZE)e ;;Ze?’o gglgotlatlng (emphasis

Judging from the WHO CIPHGs recent April 2006 report,
the international recognition and approbation that the
Brazilian government has thus far received for its national
efforts in minimizing life science company patent
protection, seemingly extendslso to BrazilG nationd
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policy towards clinical test data dnrade secretsBrazil**?
remains one of two emerging economies with a growing
generic drugimanufacturing sector (the other is Indi¥)
that, along with Egypt>* has thus far refused to both enact
andimplement WTO/TRIP&onsistent national legislation
remgnizing the exclusivity of undisclosduealthrelated
clinical test data and trade secreBharmaceutical and
biotech companies typically submit this data to safety
orientated regulators to secure jpnarket authorization to
commercialize their products.

In fact, the WHO CIPH has once again transcended WTO
jurisdictional and national sovereignty lines by opining as
to the d¢orrectd meaning of the WTO/TRIPS data
protection/exclusivity provisions. In fact, the WHO has
denied that any such property righltists at all!

fArticle 39.3 unlike the case of
patents, does not require the
provision of specific forms of
rights. But it does oblige Members
to protect undisclosed test or other
data against unfair commercial use.
It does not create property rights,
nor a right to prevent others from
relying on the data for the
marketing approval of the same
product by a third party, or from
using the data, except where unfair
(dishonest) commercial practices
are involved. The TRIPS
Agreement does not refer to any
petiod of data protection, nor does
it refer to data exclusivityo

(emphasis adde&fis

Interestingly, at least one of the WHO reportés authors, a
lawyer from Argentina, has articulated for international
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consumption a series of arguments to justify this
interpretation®*® Unfortunately they are far from apolitical.

Most troubling of all, there appears to be a concerted
international effort under way to reinterpret and expand the
focus and scope of WHO core competencies and functions
beyond, even, the WHO coitstionds origina mandate.?®’
Currently hcking the necessary WHO membership
consensus to tEromote the supranational global governance
of healthcaré?® the WHO, the Government of Brazil, and
the NGOs they support have embarkedtanlesseglobal
mission of employng the concept of d&hared
sovereigntyd®*® 2% In their view, however, the notion of
shared sovereignty should seek to promote public
international goods at the expense of nationally sanctioned
private property rights.

fiN]ation states [that] are sharing
rather than giving up sovereignty
[must defing]é the special
functions for which international
collective action is essentialé The
first type of essential function
transcends the sovereignty of any
one nation state, and therefore
makes up the core of inteational
health cooperationThese functions
address problems of the dlobal
commonsg[] in which individual
decisions based on property rights
are made ineffectiveby the fact
that use of resources cannot be
contained within boundariesé The
two core fundbns to address these
problems are thepromotion of
international public goodsaind the
surveillance and control  of
international  externalitiesé Four
such goods are cruciakesearch
and development particularly
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regarding problems of global
importance whefknowledge would
benefit all or most nations;]
information and databasedbat can
facilitate a sustained process of
shared learning across countries;
harmonised norms and standards
for national use and, more
importantly perhaps, foregulation
of the growmng number of
international transactions and
consensuduilding on  health
policy, which can helpmobilise
political ~ will  within each

countné o (emphasis added). 2

Thus, there can be no doubt that the Brazilian government
has long played a leading roletime international effort to
weaken exclusive individual private property rights.

If all of this were not yet enough (overkill), the Health
Ministers of Brazil and other Latin American countries
very recently issued their own public aptivate property
declaration at the 39World Health Assembly*® This
declaration essentially reaffirms the prior calls made in the
UNHCRC and the WHO for the subjugation of exclusive
private intellectual property rights to the right to fiaccess to
medicines and criticalaw materials,0 which is deemed
integral to the alegedly more primary and fibasic human
right to healtho. It also asserts that it is the sovereign duty

and obligation of every government to ensure the
fulfillment of such right. In order to satisfy this
responsibility, the declaration expressly commits Brazil et
al. to utlize every -conceivable option, exception,
derogation and/or exclusion to providing exclusive private
patent, trade secret or other IP protection to pharmaceutical
products, devices, theraptic methods (services), and
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natural flora, notwithstanding TRIPS and bilateral free
trade agreement provisions to the contrafy:> 246247

The extent to which private property rights will be
sacrificedin the futureto satisfy public healththeedsd will
som be tested. Revised international health (djlobal
governanced regulations adopted previously by the 58"
(2005) World Health Assembl¥*®and intendegbrincipally

to address the threat of global panderAfésvill enter into
force on June 120072°° These reulationsaresupposedo

be binding on WHO Member States that either do not reject
them outright, or do so only in part, pursuant to the treatyés
reservation proceduréd! It is especially significant that
member state governments will be obliged to notifg
WHO about, andhe WHOwill be charged with helping
them to determine, the existence of a @ublic health
emergency of international concerna®? Article 31(b) of the
TRIPS Agreement utilizes similar terminology (Gnational
emergencyd.”>®> While the reguldons require the
performance ofa sciencébased assessment of the public
health &isksd posed by a particular communicable or non-
communicable diseadsefore government action is taken
they do not appear to address the issue of private property
rights.

PR Shifting from WTO to UNEP/CBD

Brazil is also assisting developing nations and global
environmentalactivists to recharacterize the recognition
and protection of private property/IPRs as potential
violations of international environmental law, unldbe
international IPR frameworks fundamentally changed.
Brazil et al. demanded the changes dudrsgries ofecent
negotiations thahave takenplace between the parties to
the UN Environment Program (UNEP) Convention on
Biological Diversity (CBD)*** The changeswould run



67

contrary to theestablished law of th&/TO/TRIPS and
WIPO Agreements. The CBDG& objective is to conserve
biological diversity, to promote the sustainable use of
genetic resources, and to ensdhe fair and equitable
sharing ofall berefits flowing from their usé>°

The Government of Brazil has worked with other nations to
exploit broad language within the treaty text according IPR
protection for genetic resources residing in developing
countries. Apparently, these governments haseadiered

the inherent value of IPRs, at least, on a national ownership
level, and now aim to secure it for themselves against the
otherwise legitimate interests of private third party
developed country companies. HP&ated 2°° CBD
negotiations have conceh two primary issues: fil)
protecting the traditional [public] knowledge of indigenous
communities; and 2) advocating that intellectual property
rights applicants should disclose the country of origin of
the [public] genetic resources or traditional knaige,
which form the basis of their application.0®>’ Yet, the
TRIPS Agreement requires neitHéf while the CBD text
focuses considerably on the issue of act¥ss.

During early 2005, Brazil and other CBD Parif8s
proposed the creation of a new internatio®R kreaty that
sanctions the nationalization of biodiversity and any
derivative IP. It calls for

fiTighter patent rules to prevent
their biological resources being
misappropriated and to ensure that
benefits arising from their use are
shared fairly. The @posal would
require  users of biological
resources to first seek informed
consent of the country of origin,
and to ensure that the origin of the
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resources were disclosed in patent
applicationg Their  [ostensible]
chief concern [was] diopiracyd

261 S
whereby bological resources

could be appropriated by foreign
researchers and used to develop
new, patenprotected products,

without benefits being returned to

the country of origin.o 2b2

A proposed treaty would, if adopted as a final text, most
likely become a Protol to the UN Convention on
Biological Diversity.

Brazil and other likeminded nations have opposehde
leadingalternativeto the changes they demahna market
based approactthat involves execution of individual
private agreements governing accesarid use of genetic
resources?®® They reasonthat the marketapproach would
require them to police their own biodiversity, and ttas
entails significant economic cost$lowever, there are
likely other explanations for their refusal to embrace it. In
paricular, they prefer to establish global (regulatory)
conventionthatwould permit them to control how products
derived frontheir biological resources can be used by other
governments and nestate acta, which would,
consequently provide them withecaiomic benefitsto
which they would not otherwise be entitled under TRIPS if
such products failed to meet commonly accepted
patentability requirement&® In effect,

fiEven after a patent has been
granted for an invention using
genetic material, the countfyom
which the material was sourced
would have the right to determine
how products based on a patented
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invention from it would be

265
used.o

fl{A] draft convention which
Ethiopia, speaking for the African
countries, along with Indiaand
Brazil want negotiatednto a full
conventioné [would ensure
that]é [e]very transfer of a genetic
resource between parties would be
recorded and authenticated. The
approval of the owner of a genetic
resource would be required before
it or its derivative could be used in
research.The reasoning was this
would require companies to
negotiate with every owner when a
patent was granteahd presumably
for a share of the profité

(emphasis added3§6

According to at least one commentator, there is also a
political dimension tahis prop@al. And, it is clearly arti
patent, antprivate property, andiree market, and anti
WTO.

fiKlaus Topfler, the [former] head

of the United Nations Environment
Programme underlined é the
political message which lies behind
the idea of the new conventioné in
his message to the Bangkok
conference. Patent represented
(orivate monopoliesd which should

be  subject to community
ownership Is this an antprivate
property message? Martin Khor is
no fan of private property. He is a
longstanding critic of businesé

a leading campaigner against the
World Trade Organisation, a
venerable free market body. One of
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his avowed goals is to diminish the
effectiveness and authority of the
WTO at large and its agreement on
intellectual  propertyd (emphasis
added)?®’

For eachof these reasons, it may be appropriate to perceive
Brazil et al.&s continuous efforts to push (putsch) this
proposal forward as a nddarxist attempt to nationalize
(Gakedfor @ublic used natural resources for the benefit of

the state, irrespective ahe costs to both foreign and
domesticindividual inventors andprivate investors:®® In

fact, at least one study has likened an ABS patent to a
national research and development tax (an indirect
regulatory dakingd that would likely reduce R&D
investmenin the biotechnology and pharmaceutical sectors
by 50 percent and 20 percent respectively.

Cynicism aside, the Government of Brazil has taken its
participation in the CBD process very seriouslyt was
largely responsible for the progress that took eldaring

the recent mid-ebruary 2006 CBD Working Group
meeting in Granada, Spain. Brazil was instrumental in
helping to craft a draft ABS convention text (filnternational
Regime on Access and Benefit Sharingd) 2’°, which was
then passed on to the CBD Comfiece of the Parties (COP)
for consideration at their subsequent meeting, held in
Curitiba, Brazil, during late March 2066"

fiBrazil has been taking the leaud
insisting that the international
regime must provide for
compliance with national access
and benefit sharing legislation, and
require the disclosure of country of
origin or source, evidence of prior
informed consentand evidence of
fair and equitable benefit sharing in
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IPR applications. Compliance and
enforcement of prior informed
consent and muglly agreed terms
for granting access are priorities for
developing  countries... Brazil
supported a certificateof legal
provenance of genetic resources,
derivatives and traditional
knowledge issued by the country of
origin, in accordance  with
nationally defined requirements,
internationally recognized by the
international ABS

regimed(emphasis added).272

fiBrazil played a key roleand
proposed text to ensure the primacy
of the CBD, reiterating that &ince
CBD provisions are negatively
affected by intellectua property
rules, this is an appropriate forum
to tackle them& Brazil and
Ethiopia's proposal to include

Gerivatives products and
associated traditional knowledged
are in brackets.o 3

At least until April 2006, there appeared to exist sufficient
developé country government and industry opposition to
the draft ABS convention text introduced in Curitiba to
temporarily place it n icebuntil 2010, and away from the
TRIPS Agreemert’® However, he ground,apparently,
hadalready begun to shifiefore that meting as the result
of heightened activistoncern about the negotiation of new
bilateral free trade agreements alleged to be in conflict with
the CBD?"® The TRIPS Council & February 2006 review of

the CBDTRIPS relationshipalso did not help matters
any?’®
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Indeed, this dynamic changed further during May and June
2006, due to the concerted efforts of the Governments of
Brazil, India and Norway and the good offices of the WTO
Director Generaf’’ >’®to promote harmonization between
CBD and TRIPS. On May 22006, approximately two
weeks before the next scheduled TRIPS Council meeting
(June 1215) was to take placé’’® Brazil and India
proposed an amendment to the TRIPS Agreement, (Article
29 bis), that was supported by a number of developing
countries. That aendment, if adopted, would require
fintroduction into the TRIPS Agreement of a mandatory
requirement for the disclosure of origin of biological
resources and/or associated traditional knowledge used in
inventions for which intellectual property rights agplied
for.0 ?® Thereafter, on June 14, the Government of Norway
introduced its own proposed TRIPS amendment that
supports and is largely consistent with the Bramilia
proposaf® 282 283 \hjle Brazil and India warmly
welcomed the Norwegian proposal, they ravenot as
receptive to thethoughtful proposal submitted by the
Japanese government at roughly the same4ifne.

Arguably, Brazilés ABS draft treaty and proposed TRIPS
amendment amount to nothing more than a national
governmental grab for private industrpyalties in the
absence of the means to convert genetic resources and
traditional knowledge into legally recognizable property
rights (i.e., patentable subject matter) from which market
relevant (commercial) innovations can be derived. They
represent ndting less than patent opportunism cloaked in
international harmonization and development langd@&te.

B. BRAZIL ACTIVELY PROMOTES A NEW
INTERNATIONAL  PARADIGM OF  GOPEN
SOURCEd# @UNIVERSAL ACCESSH TO
KNOWLEDGE (A2K)
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@pen SourcedbMethods (OSM)

Brazil anda group of similaaminded developing nations
known as the &riends of Development, &%  are also
advancing anew paradigm of Gpen sourceb methods in
international fora toacceleratethe process oféegime
shiftingd Although these protagonists did not imteopen
source methodsthey immediately recognizedheir value
for their own interests. Unfortunatelgome experts from
OECD market economies promote such ideas as well.

The Open Soura@approach towards intellectual property
rights has been broadly st#ibed within a recent pamphlet
authored by theformer Head of Policy in UK Prime
Minister Tony Blairés Office, who is now the Director of a
Londonbased NGO. Both he and the organizathoan
works for are known for their socialist leaning€. These
advocaes contend thabpen source methods adesigned

to operate as a @iftdrather than a dmarketdeconomy. And,
although such methods were originally applied to computer
software?®® they are now being extended nationally and
internationally to other industigectors that have nothing at
all to do with software, namely biosciences and
pharmaceutical®® Indeed, n their view, open source
methods are fialmost the opposite of traditional intellectual
property systems like patents and copyrights which seek to
keepknowledge to the creators and people they choose to
sel| the knowledge to.6 2°°

fiNot surprisingly, the new model
has fueled intense controversy and
struggle,with new dividing lines in
business as some (like IBM)
partially side with the open source
. . 91292
movemenigainst Microsoft.

2%%ven on the geopolitical scale
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there appear to be countries falling
broadly into the &oréand dagainstd
camps. These contests over
ownership and intellectual
property look set to have a
profound influence on how our
economies will innovate and
operate in the next few decades

(emphasis addedf.94

European, Brazilian and South African advocates have
argued that there exists a sound theoretical basis for the
idea of dpen businessd models, whether applied either to
copyrights or tgatents.

fiNew York University] Professor
Yochai BenklerEs text, dCoasefs
Penguin@ discusses from the
theoretical point of view the
emergence of the gmlled
commonsbased peer productiond
models é [T]he examples
mentioned by Benkler in his text
are, neertheless, limited, being
circumscribed to free software, the
wikipedia and a couple others. This
is one of the objectives of the Open
Business project.295 To provide
numerous other substantial
examples that can demonstrate the
economic viability of busimsses
where the content is distributed

)
openly.o %

Some of theseadvocatediavesuccessfullypersuaded their
governments to act on it. During May 2005, for example,
the Government of France, with an apparent nod from other
European nationS,* announced itsntention to establish
and support a legal framework under its bilateral science
and technology agreement with China that fiensures the
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sustainable development of ObjectWebé an open source
[software platform]é as a major process for Sino-European
collaboraton.o™®

Apparently, certain American business executives,
scientists and academics, as well, have taken a fancy to
open source methods. Representing open source methods
as supportive of intellectual capital rather than intellectual
property®, they have agressively promoted open source
methods as a new global knowledge paradigm in the
informationand health sector& In fact, during July 2003,
open source activists, scientists and academics comprised
part of an international group that drafted a letteth®
Director General of the WIPO requesting that the WIPO
seriously consider its promotion of such methwdbeu of
intellectual property right protectiori:

Indeed, the growing open source movement these groups
are leading endeavors to utilize new legmls, utilitarian
economic arguments, a sense of professional elitism, and
moral suasion to justify the application of an open
source/universal access model to information and
communication technologies as well as to biotechnology,
pharmaceuticals, andedical technology®?

fiTlhe means by which the open
source movement is fighting isn't by
eliminating intellectual property.

Rather, it is by a form of legal
jujitsu that turns the opponent's
strength against itself. The

movement uses radical intellectua
property licenses, sometimes called
&opylefté  (an  antidote  to

G&opyrightd, to ensure that the
opensource technology remains
nonproprietary and free. The
lesson for the life sciences is that
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just as the information technology
sector had to go through rough
period of transition to figure out
workable models of sharing
intellectual property an evolution
that is still ongoing- so too must
biotechnology. The process is
incremental, and probably

inevitable.303 304

fiThe open source movement
encompasses  he classical
economistsd spirit of
decentralization that is considered
essential to progress, with a
relatively new conception of
enlightened community
interesté [L]egal theorist Yochai
Benkleré considers open source
processes as [] pedrased,non-
capitalig modes of productiorthat
[are] likely to expand well beyond
software design.There are even
moral imperatives facing the
biotechnology industry that propel
it in this direction, namely, the aim
to improve and preserve life, which
doesn't exist in infornt@n
technology. At the same time, the
professional culture of the life
sciences and information
technology share an acknowledged
desire to change the worldo

(emphasis added395

While it is easy to see why developing country
governments would gravitatewards and seek to exploit
any availableopportunity to acquire dree and open source
software,8% it should be noted that there is actually more
than one model of FOSS to choose from. This raises
several important questions: Which of the two primary
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FOSS icensing models does the Government of Brazil and
the FoD seek to establish as the new international IP
paradigmi the GNU General Public License (GPL), or the
Berkeley Software Distribution License (BSE?How do
they intend to apply their preferred modekthe health care
sector? And, is this same model favored by European
governments and industry, and by American companies?

Pursuant to the GPL model, software authors who
otherwise possess exclusive private property rights
(copyrights) in their expreed creations (i.e., rights to
exclusive use, reproduction and distribution), expressly
waive those rights, including the right to profit from them,
when contributing their work to the software collective
They willingly surrender their Gightsdin exchangdor the
right to receive attribution, as a matter of contract. They
then leverage that resulting legal contract right to compel
future authorséreators of derivative works to waive their
otherwise exclusive private property rights. This ensures
that they, too, will not profit from their creations. As a
result, the software standardmains dpend indefinitely,
with the effect of forcing more code into the open
community. GPL adherents refer tdis restriction as a
Gopyleftd as opposed to a &opyrightq and it serves to
remove the software from dpublic domaina®®

fiThe GPL binds the recipient of

open source software to a set of
restrictions governing the ongoing
licensing of the open source

softwareé A recipientés
modifications of the original
software beame subject

automatically to the GPL, which
means the recipient cannot restrict
access to the source code of the
new and improved version.
Further, if the GPLcovered
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software is combined with any
other software (including that
which is considered to be
proprietary), then the combination
must be treated as dpend under the

GPL, including that which had
been  proprietary  (emphasis

added)3%°

IBM has embraced a version of fiLinuxé available under
theé GPL, which is designed to eliminate closed source
software (emphasis added}*°

Despite the appeal of such a model, especially to those who
lack the technical knosaow or the financial means to
create their own software platforms, the GPL license has
serious shortcomings. The resulting dnegatived contract
right, given its broad scope and indefinite duration,
arguably constitutes an undue, and perhaps, ¢otalo future
restraint on the alienation of private property, which
common law courts have often invalidated. Newly formed
and existing small and mediusized hitech businesses, in
particular, wouldeconomically suffer as the result siich
restrictions if they serve to discourage venture capitalists
from investing in their companiesFurthermore,from a
litigation perspectivethe GPL licensas arguably nothig
more thana ¢ouse of cardsd waiting to fall. Were any
single member of the collective to violate the terms of this
communal contract, it is likely to trigger a domino of
copyright infringements along the entire chain of creations,
and thus, a fotentidltigation dreefor-alld amongst its
members* 3

According to two legal expertsfithe GPL license
essentially requires a business model centeredndrou
programming and support services to generate profit,
rather than one based on the software prodsetfibr on
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its derivatives’™® However, once a company reduces such
services to a uniform and repeatable process, thereby
commoditizing them, then a companyds cost of developing

them and the price they may charge clients for providing
them will likely drop significantly. Since competitorsd
prices for rendering the same or similar services will also
fall, it will likely lower the barriers to entry into the
marketplace segment, and make it more difficult for such
services companies to establish their indigidoiches and
earn a reasonable profit. It will likely also place a severe
downward pressure on the salaries and fees paid-to in
house and outside consultants that work for the services
providers 3%

Pursuant to the Berkeley Software Distribution license
(BSD) modeF*® on the other hand, businesses legally
build upon free software to create proprietary software.
This means that, the BSD License allows proprietary
commercial usgthus, proprietary commercial products can
safely incorporatesoftware relased under the license
without fear of reprisalln addition,authors ofany works
based on and/or derived from the free softwzerelease
those worksindertheir own proprietary license**®

Legal experts have noted how dpen source puristsd (GPL
suppaters) object to the BSD License: fiopen source purists
believe the BSD license is detrimental to the open source
initiative because it does not require users of Bisénsed
software to openly release their modifications.d 3!’ They
object, in other words, dsause fithe Berkeley copyright
poses no restrictions on private or commercial use of the
software and imposes only simple and uniform
requirements for maintaining copyright notices in
redistributed versions and crediting the originator of the
material onlyin advertising.0 38 BSD supporters refer to
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their model as &opycenterd 1 between copyleft and
copyright.

It would seem that established software companies are
increasingly embracinghe BSD modelFor example, the
Macintosh Operating Systeis, based pdially on BSD
licensed codé® 3*%Some Microsoft products, as well,
appear to contain kernels &SD code’®* And, IBM
recentlylicensed some of its software under BSf3.

Unfortunately, with the support of a few large &irst-moverd

ICT companies® the movementhas more stridently
challenged those within indust’y and the scientific
community?® that continue to maintain the traditional
closedloop proprietary view. That view has held that open
source models negate the very incentive for industry to
invest in tle kinds of research and development that are
needed to achieve incremental and breakthrough
innovations that may then be shared with the developing
world. Given the lower R quarter 2005 and forecastedi 1
quarter 2006 expected revenues recently repdoiedat
least two of these dirst-moverdcompanies, however,%?° one
must seriously question the authenticity of their
motivations for migrating to commoditized open source
methods?’ *® as well as, the economic viability of the
open source business model itsé13°

Apparently, Brazil has been successful in advocating on
behalf of the open source movement partly because it has
not clearly identified the model it is pursuing and has failed
to distinguish itself accordingly. Also, the movement,
Brazil included,has embraced the Machiavellian tactic of
aivide and conquerd to pit the leaders of different
governments and different industries against one andther.
*32And some companies, together with governments, in
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turn, have employed this doctrine for protectionist
purposes>3

BrazilGs Efforts to Nationalize @pen SourcebMethods

The Brazilian government has obviously observed and been
monitoring this unfolding debate, and has chosen to
embrace the notion of d&pen sourced with abandon.
According to one Brazilian gert, the Government of
Brazil has undertaken a series of popular initiatives at the
national and international levels aimed at promoting dree

and open sourced (6FOSH business methods *** that,
admittedly, fimply a political risk to Brazilo. The risk to
which this expert obliquely refers is thahe U.S.
government may considéne FOS model that Brazil has
adopted® to be another new form of disguised trade
protectionisnt>® And this, he suggestsjay be punishable

by withdrawal ofBrazilé U.S. GSP status dror subject to
challenge and retaliatory sanctions at the W O.

Brazilés Minister of Culture has explained the current
Brazilian governmenté populist rationaldor pushng @open
sourcedmethods.

fidT]he fundamentalists of absolute
property controlé - corporations
and governments alike stand in
the way of the digital world's
promises of cultural democracy and
even economic growth. They
promise instead a society where
every piece of information can be
locked up tight, every use of
information (fair @ not) must be
authorized, and every consumer of
information is a payperuse tenant
farmer, begging the master's leave
to so much as access his own hard
drive. But Gil has no doubt that the
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fundamentalists will fail. A world
opened up by communications
cannot remain closed up in a feudal
vision of propertyé No country,
not the US, not Europe, can stand
in the way of it. It's a global trend.
It's part of the very process of
civilization. It's the semantic
abundance of the modern world, of
the postmodern watl- and there's
no use resisting itd (emphasis
added)**®

It is the opinion of many within the Brazilian government
that, the evolving national and international paradigm of
Gopen sourced methods can and should be broadened far
beyond the realm afopyrightd contentrich music, films

and computer software to also includatentedhealthcare
products and technologies, as well as, other scientific and
technological knowhow. A recent article appearing within
Wired Magazine discusses the evolving scope atahede

of this expansion effort.

fiBrazil, in its approach to drug
patents, in its support for the free
software movement, and in its
resistance to Big Content's attempts
to shape global information policy,
is transforming itself into an open
source natio - a proving ground
for the proposition that the future of
ideas doesn't have to be the
program of tightly controlled
digital rights now headed our way
via Redmond, Hollywood, and
Washington, DC.

In a world divided into the content
rich and the contenpoor, it's

increasingly clear to those on the
losing side of the divide that the
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traditional means of addressing the
imbalance- piracy - is a stopgap
solution at best Sooner or later
some country was bound to square
off with the IP [E]mpire and be the
first to insist, as a matter of state
policy and national identity, on an

alternatived (emphasis added). >>°

This article notes how the doctrine of open source methods
was as central to BrazilGs cultural past, as it will be to
Brazil & economic/technological future 3*°

fiThe prime directive of
[BraZzilGs) é federal Ingtitute for
Information Technology is to
promote the adoption of free
software throughout the
government and ultimately the
nation. Ministries and schools are
migrating their offices to open
source gstems. And within the
government's  d@igital  inclusiond
programs - aimed at bringing
computer access to the 80 percent
of Brazilians who have none
GNU/Linux isthe ruleé dNe're not
just discussing one product as
opposed to another here Ford
versus Fiat) says S®gio Amadeu
da Silveira, the institute's director.
ONere talking about different
models of development&® (emphasis

added)>*

While Brazil initially became interested in expanding open
source business methods from software to healthcare
during the Cardoso administratio®® ** the Lula
administration was largely responsible faleveloping
Gopen sourcedinto a mantra. During the Spring of 2005, for
example,Brazil declared that it possessed the moral and
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legal authority, under both national and inggional law,
to daked HIV/AIDS drugs from its U.S. owners (patent-
holders)without Gust compensationd because the issue of
health care is a matter of (oublic interestd (i.e.,, @ublic

used). >

In other words, the standard articulated by the Brazilian
government to justify a G¢akingbof private property without

gust compensation6é was that of meeting ¢he necessary
requirements to guarantee thsustainability of the
government&s National STD/AIDS Programd(i.e., a @oublic
used. Obvioudly, Brazil was in over its headinancially,

and relied on the derogations (flexibilities) provided for in
the TRIPS Agreement and within its own national law to
bail itself out. The Brazilian government, however, had
actually been suffering from aeconomicdémergencyd or
@irgency0 triggered by its own profligate spending. It had

not experienced, as the TRIPS Agreement envisions and
provides for, and what most health activists described, as a
healthdmergencydor durgencya

Arguably, it is better to addressa@omic emegencies or
urgencies of the kind experienced by Brazil or any other
emerging economy through balance of payment borrowings
or projectrelated financings obtained from official
international development and sovereign lending
institutions, official export financepromoton vehicles or
from private banks, or even private aily contrast, balth
emergencies or urgenciesf the type experienced by
impoverished least developed countrgsch as those from
subSaharan Africawith respect to HIV/AIDS, malariand
tuberculosideserve different treatment. For example, they
are likely to benefit more frorthe dispensation of official
development aid, bilateral intergovernmental aid packages
and private aid grants, as have been generously provided by
the U.S. goveament or by U.S. private foundations, though
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such aid has not proven to be as transformational as once
believed345 346 347

In addition,Brazil hasalso likelysufferedfrom a perennial
knowledgeemergency or urgency. This type bfiman
capital deficit is correctable by improving national and
local education capabilities, by attracting foreign private
direct investment and by voluntarily negotiating arms
length, markebased arrangements (procurement contracts)
with the very private industry participants tlean help it to
acquire such knowledg#®

Brazil still has the option, in the words of Hernando De
Soto, to act wisely and choose the dother pathd It should

not mandate through force of law freécharge open
methodsbased technology transfers to  patl
governments underwritten by private industry, as a
condition to gaining or retaining market access. This
amounts to nothing less than governmental opportunism,
which will serve only to enhance Brazilés welfare
dependency at the expense of its domegtaustriesd
creativity and innovation. Even more damaging are the
Brazilian policies intended to move this debate into the
international sphere.

Brazils Efforts to Internationalize @pen Source
Methodsd

fiBrazil is in the forefront of several
proposals regarding Intellectual
Property, such as embracing free
software and creative commons, as
well as struggling for the proper
balance of patent rights in order to
promote access to medicings

(emphasis added%f19
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Evidence strongly suggests that Brazil & efforts to establish
open source methods as the international IP paradigm,
especially as applied to the life sciences and information
and communication technology industries, are intended to
seriously impair the significantly higher value of U.S. and
other GECD member intellectual property assets (patents)
and the related commercial products and processes that
incorporate them.

f{T]he fact that an open source
approach to biotechnology research
and development may have the
capacity to weaken governme(in
particular, US government) and
industry control over the rate and
especially the direction of scientific
progress in this field is part of its

appeal ® (emphasis added). >>°

Brazil couches its efforts in nationalistic political terms
intended to appeal to thpovertystricken masses, by
emphasizing how the current IPR system provides the
OECD nations, including the U.S., with a considerable
comparative trade advantage over emerging WTO member
economies, including Brazil.

fiBrazil's President, Luiz Inacio da
Silva, is keen to bridge what he
perceives to be a huge technology
gap between Brazil and more
advanced economies, and sees
Open Source as an important
means of doing soHe appointed
Sergio Amadeu, a former
economics professor and Open
Source enthusiast, toead Brazil's
National Information Technology
Institute, after taking office last
year. Amadeu wants Open Source
to permeate government software
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usage, educational software usage
and home computer usaged

(emphasis added%.51

Brazilian officials have alsaised this argument to justify
the use of open source methods in connection with
copyrights and the arts.

f{As concerns|é the traditional
copyrightbased cultural industry in
Brazilé [t]he numbers demonstrate
that a very small number of artists
have been db to be distributed by
means of the traditional industry
channel Only very few Brazilian
music CDs are being released
every year in the country, in spite
of its huge population Also,
Hollywood movies occupy the vast
majority of movietheaters in
Brazil, even though the Brazilian
production of movies has been
steadily growingé [T] he traditional
industry is failing to provide the
appropriate channels for Brazilian
culture to emerge and be
disseminated. As a result, creativity
is moving to the peripheriés
(emphasis added?}!.52

Thus, Brazil and its developing country comradbsve
sought to impair the value of U.S. IP assets in multiple
steps. kst, they have tried to persuad diplomats,
policymakers, and businesses that the current WTO IP
system suffers fronserious market and ethical failures
Second they havecast those failures assariousthreat to
developing countriesdnational sovereignty, cultural identity

and ability to benefit equitably from the science and
technology transfers to which they bekethey are entitled
pursuant to the United Nations Millennium Development
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Goals. Tlrd, they have strongly recommended (i.e.,
demandedas a matter offundamental fairnessd that the
FOS replace this system as the benchmark for
internationally harmonizedPlI rules. Fourth, they have
called for significantly increased development aid funding.
All of this is intended to secumghat they are really aftér
global redistribution of scientific and technological krow
how and the wealth that goes along withiit the name of
sustainable development.

Certainly, Brazil is not the only emerging economy to
promote open source methods as a new global intellectual
property policy paradigm nationally and at international
fora; however, it is thenostvocal In fact, Brazil& voice

has registered loud and clear with developing countries,
especially those located in Latin Amerita.>** Suffering
from even greater knowledge and technology deficits, they
have observed Brazilés diplomatic dips and head jolts, and

have eagdy fallen in place behind Brazil to form a
political samba lin&® for the purpose of dancing to what

they hope will be a new international genre of epearce

music3°°

fAlready the outlines of an
international open source alliance

a coalition of the peguin, if you
will - have begun to emergindia,
for instance, is mustering a political
commitment to free software that
[the father of free software himself,
Richard] Stallmané has declared
second only to
Brazil'se Developing nations, poor

in IP rights andin the muscle to
enforce them, may have a vested
interest in the success of the open
source paradigmé The rate of
technological change now is such
that modernization proceeds more



89

chaotically than ever,and with
every flip of the clock cycle, the
whole worll's reality looks more
and more like Brazl&s: a high
contrast, higkcontact confusion of
micro-cultures and inequalities.0

(emphasis addeéif.7

As the following discussion will show, Brazil has promoted
the open source count#? paradigm in several diffent
international fora.

At the World Summit on the Information
Society (WSIS)

The Government of Brazil challenged the international IPR
framework during November 148, 2005,at the last UN
World Summit on the Information Society [WS/&f
convened byhe International Telecommunications Union
(ITU), an UN-based international standards bdthiThere,

it led a bloc of developing countries, including India, South
Africa, and China, that sought to prevent the US and its
OECD allies from dhardeningbthe UNGs line on intellectual
property rights3®° In particular, it insisted that the final
conference document recognize just as strongly the cultural
and economic importance of shared knowledge.

To ensure that the concept of open source methods
remained in the mds of foreign governments and the
media, the Government of Brazil skillfully convened a
press conference during the first day of the Summit, at
which it announced the execution of a memorandum of
understanding (MOU) with the Secretariat of the UN
Confereace on Trade and Development (UNCTAD). The
MOU provided for UN training and education in the use of
free and opesource software (GFOSSH in an effort to
support the promotion of such paradigm in the developing
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world *** Apparently, the UNCTAD, for the paseveral
years,hasco-chaired a project the goal of which has been
to fistrengthen the analytical and negotiating capacity of

developing countries so that they are better able to

participate in IPRelated negotiationsé 0 *°%°%

Although Brazil and its alli® were ultimately not
successful during the Summit (November18; 2005) in
defining the scope of intellectual property rights issues
within the WSIS Declaration and Plan of Actith they
were nevertheless able to implant the idea of open source
methods g inserting indirect but potentially troublesome
declaratory language within these documents.

filntellectual Property protection is
important to encourage innovation
and creativity in the Information
Society; similarly, the wide
dissemination,  diffusion, and
sharing of knowledge is important
to encourage innovation and
creativity. Facilitating meaningful
participation by all in intellectual
property issuesand knowledge
sharing through full awareness and
capacity building is a fundamental
part of an incluse Information

Societyd (emphasis added). *%°

fiGovernments, and other
stakeholders, should establish
sustainable muHpurpose

community public access points,
providing affordable or freef-
charge acces$or their citizens to
the various communication
resources, notably the Internet.
These access points should, to the
extent possible, have sufficient
capacity to provide assistance to
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users, in libraries, educational
institutions, public administrations,
post offices or other public places,
with special empasis on rural and
underserved areas, while respecting
intellectual property rights (IPRs)
and encouraging the use of
information and sharing of

knowledgé (emphasis added). >6°

Apparently, Brazil had previously been successful, with the
assistance of freeand open method advocates, in
embedding even more damaging language andIRRti
references within a prior ITU Report on WSIS
Stocktaking®®’ The obvious purpose was to promote
regime shifting through incorporation ohorms from less
technical and less ecomically focused international
organizations. For example, the WSIS Stocktaking Report
refers to the previous efforts of the UN Educational,
Scientific and Cultural Organization (UNESCO) to
promote open source method¥ In particular, the WSIS
StocktakingReport refers to the prior efforts (during 2003)
of the UN Educational, Scientific and Cultural
Organization (UNESCO), led by European intere$sto
promote open source methods to cyberspace within a
recommendation focusing on cultural diversity and
multilingualism.3"°

In addition, the WSIS Stocktaking Report refers to efforts
previously undertakety the UN Development Program
(UNDP) to promote open source methods. In fact, during
the WSIS Summit, there apparently took place a parallel
UN Development Programsponsored seminar on the
subject of free and open source software. It discussed how
the open source software movement seeks to promote
universal human rights and fundamental freedoms
discussed in various other UN projects and UN documents.
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fiThe Uhited Nations Development
ProgramméAsia-Pacific
Development Information
Programme (UNDFAPDIP) hosted

a morning workshop on the subject
of Gsoftware for
developmentéé Participants
confirmed  their belief that
communication is a basic human
right, and that sftware plays a key
role in enabling that
communication. Panelists reminded
the audience that the essential
values of freedom, equality and
solidarity were enshrined in the
2000 UN Millennium Declaration.
The principles behind free and
open source softwaréFOSS) are
very much the same: they recognize
human freedom, and in particular
the freedom to use software when
you wish, change it when you want,
copy it as needed and distribute it
to others who might need it. The
importance of FOSS in the context
of fundamental freedoms must be
emphasized, rather than the need to
merely provide cheap and powerful
software said speakers.FOSS
represents another opportunity for
developing countries, and can
encourage innovation and adoption
of ICT. It helps people to bek
free from imposed and costly
software solutions and to freely
access global communication and
information networksPatent laws
should be reformedb support and
not discourage innovation,
participants said. They called on
the United Nations to take a
leading role in fostering productive
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open source partnerships to
liberate the poor and empower
them to use technology for social
and economic  developmento

(emphasis added%.71

Socialistminded governments, including the preseonta
Government of Brazil,and civil society activists have
become increasingly prolific and adept at femonomic
éorm-buildingd®’? and at subsequently elevating those
norms into &oft lawd >standards’’* intended to pollute
trade and economic fora®”® Thus, if not carefully
monitored these seemingly innocuous statements and
declarations could conceivably be modified, combined,
expanded and otherwise used with or within other
documents to develop an overly broad +smeonomic
framework from which to reconsider the role of intellectual

property law in international affairs.

At the World Intellectual Property
Organization (WIPO)

fié Brazil (along with Argentina)
was responsible for proposing the
socaled fiDevelopment Agendad
at the World Intellectual Property
Organization (WIPO), whiclseeks
to discuss the implications of
Intellectual Property for

developmend 376

During late August 2004, Brazil, along with Argentina,
submitted to the WIPO Secretariat a formal detailed
proposal relating to the establishment of a new
development agendaitivin WIPO.

The proposal requested that the WIPO General Assembly
consider eight different issues. They inclu@lg:Adoption
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of a highlevel declaration on intellectual property and
development; 2) Adoption of proposed amendments to the
WIPO convention 3) Inclusion within any WIPO Treaty
under negotiation, such as the Substantive Patent Law
Treaty, provisions on the transfer of technology, on
anticompetitive practices as well as on the safeguarding of
public interest flexibilities; 4) Establishment &dchnical
cooperation programs between WIPO and developing
countries aimed at strengthening national intellectual
property offices (capacitpuilding); 5) Creation of a
Standing Committee on Intellectual Property and the
Transfer of Technology, for the csideration of measures

to ensure an effective transfer of technology to developing
countries and LDCs one such measure could entail
establishment of an international regime that would
promote developing country access to the results of
publicly funded reearch in developed countries. Such a
regime could take the form of a Treaty on Access to
Knowledge and Technology; 6) Organization of a Joint
WIPO-WTO-UNCTAD  international  seminar  on
intellectual property and development; 7) Wider
participation of civil sciety in WIPOGs activities, and 8)
Establishment of a Working Group on the Development
Agenda to further discuss its implementatigh.

The proposed amendments to the WIPO Convention
essentially call for each country's stage of development to
determine thb scope and degree of private intellectual

property protections in that country so that IPRs do not
impede access to culture and technold§yAccording to

the proposals,

filn order to ensure that
development concerns are fully
brought into WIPO activiéis, the
Member States may consider the
possibility of amending the
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Convention Establishing the World
Intellectual Property Organization
(1967). The amendment would
explicitly incorporate the
development  dimension into
WIPOG& objectives and functions.
SinceArticle 4 (fiFunctionsod) of the
WIPO Convention relates its
Article 3 (AObjectiveso), paragraph

(i) of Article 3 of the WIPO
Convention could be amended to
read as follows. (i) to promote the
protection of intellectual property
throughout the world throumg
cooperation among States and,
where appropriate, in collaboration
with any other international
organization, fully taking into
account the development needs of
its Member States, particularly
developing countries and least
developed countries® (emphasis in
original).379

At least one Brazilian government representative who
attended the special session noted that the amendments had
received strong support frothe Friends of Development
(FoD)®°

The WIPO General Assembly subsequently convened an
extraordirary sessionto consider the muMpart proposal
from September 27 to October 5, 2004t ultimately
decided to followup with finter-sessional
intergovernmental meetings to examine the proposalé as

well as additional proposals of Member Statesd.*®*

Shortly following the commencement of the 2004 special
session, a group of European sociaisbhded open source
advocates and civil society activists submitted their own
WIPO proposal, otherwise known as the dGeneva
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Declaration on the Future of WIPOa%? The detaration
demanded thatiWIPO abandon its current culture of
expanding monopoly privileges without regard to social
cost and to instead strike a balance between the public
domain and competition on the one hand and the realm of
property rights on the otheflt] also expresse[d] strong
support for theé Argentina and Brazilé Proposa.o®®® It
focused on the perceived inequities surrounding access to
innovations in, and the scientific and technical krwow
underlying, medical, information, and other essential
tednologies. And, it called for WIPO to ensure universal
access to all such knowledge, as a matter of both morality
and international law’®* Following the political success of
the Geneva Declaratipnother European activisthave
since subnited their own proposals equating these
inequities with human rights violations, and calling for a
reinterpretation of the WIPO Conventions mandate,
consistent with international human rights ER.The
Brazilian and Argentine governments and other NGOs have
also called dr greater NGO participation in WIPO&
enforcement committe&®

It must be remembered that, during the 2005 WIPO
General Assembly session (spanning September 26 to
October 5, 2005), WIPO member governments had agreed
to establish a &Provisional Committeed (PCDA) that would
continue discussions on how to mainstream the proposed
development agendadinto WIPO& work program.®®” The
PCDA delivered its first proposal to the WIPO Secretariat
during February 2008 and a second proposal on June 23,
20067%°  Although the PCDA subsequently met during
June 2630, 2006 to consider these proposals, it was unable
to reach agreement on how to proce€dthereby leaving

the WIPO General Assembly to decide the future of the
Development Agenda when it meets again during
Septenber 2006°°* Apparently, Brazil and Argentina were
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largely responsible for the lack of consensus at that
meeting. This is not surprising given their severe criticisms
of the chairGs text, which they argued, idisproportionately
reflected  submissions  suppaite by  developed
countriesé and € congtituted a move to dilute the
Devel opment Agenda process. 39

In conclusion, the d&pen source methodsd paradigm
provides a highway for assembling the arivate
property, antlP, antifree market and anglobalization
troops to mount a prolonged attack against the established
international economic and legal orderiginally designed

to preserve international peace and security. It did this
through protection of exclusive private property, including
IP, and through presvation of the role of free markets in
financing and commercializing scientific and technological
knowledge. The open source approach, if adopted as
suggested, will fundamentally change, for the worse, the
entire international system of research and dgpraént,
scientific and technological innovation, foreign trade and
foreign direct investment. Therefore, OECD governments
should immediately undertake efforts to repel such
initiatives within each and every international and national
forum they are introdted>%*

Brazilés OSM Regime Shifting Has Trade Protectionist
Undertones

The Brazilian governmentés prior record of upholding the
private intellectual property rights of foreign companies is
far from stellar and this does not bode well forrdgtant
Brazilian companies. To date, Brazil has extolled the
virtues of universal, affordable, and dopen public accessdto
medicines at the expense of private property rights. Its
ostensible objective is to procure wetlcognized branded
drugs, medical services andnedical devices and
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technologies atat-cost or belowcost prices™ from
reputationvulnerable multinational pharmaceutical and
biotechnology companies for national distribution to all
Brazilian AIDS victims. The Government of Brazil has
secured these peg time and againby threatening to
invoke Brazil G compulsory licensing provisions or to enact
domestic norpatentability laws that rely on an overly
broad interpretation of TRIPS provisions and a
manufactured gublic need@ This has provided it with the
political capacity to overrideany pharmaceutical patents
dor public health concerns (interests)§ and/or to insist that
gross profit margins for licensed patented drugs not exceed
5 percent.

Yet, arguably, for all of the international recognitioattits
HIV/AIDS duniversal access to medicinesd program has
received, including from international financial
institutions3®® it appears that BrazilGs true policy goas
have evolved, and are now more likely trade, politics, and
ideologyrelated than healtrelated. At least one prior
study has revealed that Brazil is likely cloaking its actual
intentions with a new form of disguised trade protectionism
that has multiple purposes. They include: 1) gaining
negotiating leverage at the WTO Doha Round against
developed countries on the issue of agricultural
subsidie®™® 2) exercising its legal option to cressaliate
against the U.S. if the latter fails to comply with a prior
adverse WTO ruling on cotton subsidies; 3) developing a
technically proficient and expbcapable national generic
drug industry that could compete domestically and
internationally with China and India, and ultimately secure
Brazils independence from the very international
institutions that have supported and assisted it all atng;
and 4)articulating a new international development agenda
that gives short shrift to private property (IP) rightse.,

that converts private goods into public international goods.
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In other words, Brazil, an aspiring member of the United
Nations Security Couiilg is arguably seeking a leadership
role in international affairs through acts of IP opportunism
rather than innovatioft®

The Brazilian governmenté posturing on the world stage,
nevertheless, may not reflect a national consensus, as
suggested by at leagne leading Brazilian industry expert.

fAiThe Lula government has operated

under a dmarket-seeking
consensusd It has only moved
aggressively and with

determination when the objective
was to operioreign markets.There

is not, however, a governmentde
consensus on the opening of the
national market Promoting exports
by financing, visiting places and
striking business relationships is
easy to agree on. Opening markets
to increase competition, quality and
integration into the world economy
has proven to & quite a different
story and the administration has
had to spend a lot of political
capital mediating between at least
two major ffactionsd within the
government itselfi one on either
side of the internationalization
debate. Brazil needs an fefficiency-
seekingd consensus that is broader
and less onsided if it intends to
move forward as a major global

. 399
player.o

Rather, it may be more indicative of a hdiree, nationalist
and populist ideology held by a particular faction of the
current socialist govement. If this is true, the more
moderate forces within the Government of Brazil must act
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quickly to contain and minimize any damagjeeadydone
to longterm diplomatic and Brazilian industry interests
before it becomes irreversible

fildeology has indeed been an
important part of Brazil 2004 trade
policy. Shunning agreements with
the worldés (not just Brazil&s) most
important trading partners has
raised suspicion regarding the
governmentds fideological 0
approach to trade, as #toes not
seem to reflect #ier oublic
opiniond or the state of Brazlé
industnygé The private sectgrthose
with their fipocketsd on the line in
the evolving trade dramés simply
not happy with the governmentés
taking important decisions in the
absence of comprehensive prior
consltations® It is no secret that
the agricultural community feels
that the government has been too
timid in making concessions in the
FTAA and the MercosdEuropean
Union negotiations, thus rendering
it impossible for the major
countries to concede on tarifésd
other barriers to agriculture.

€ The perception that the
government is willing and able to
continue to act funilaterally,0
without seeking internal support on
matters as sensitive as China,
Mercosur or the FTAAS a source
of weakness in Brazlé current
trade policy regime. The perception
that the government will invariably
sacrifice trade interests in the
presence of even loose support for
crucial elements of its geopolitical
agendai such as a possible seat at
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the U.N. Security Council or a
benevolat leadership in Mercosur
I has wundermined the very
necessary trust it needs to engage
in such highpitched pursuits The
perception that the government has
been arrogant in purporting to
know better than those directly
involved in trade and trading has
done great damage to its image,
strategy and the sustainability of its

trade policy (emphasis added). “%°

Consequently, if the U.S. and the OECD nations are to
make any progress in securing Brazil G compliance with the
TRIPS Agreement, especially as concethe sensitive
issues of compulsory licensing and patent abrogation, they
must takento accounthis indispensabldynamic.

C. BRAZIL&S CHALLENGE OF THE GLOBAL
IPR FRAMEWORK AIMS TO OrAKE®G
(REDISTRIBUTE) PRIVATE PROPERTY

(ECONOMIC WEALTH) FOR &UBLIC USE®S
WITHOUT QJUST6COMPENSATION

The Government of Brazil might improve its citizensd
scientific, technological and economic prospects if it
learned more about the role that private property has served
in the American system of innovation. The Brazilian
government might also better understand why American
patent and trade secret holders respond in a hostile fashion
to its threats of compulsory licensing or other proposed
forms of uncompensated patent or trade secret abrogation.
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Property and the U.S. Comisution: Individual vs. Public
Rights

In the United States,the individual possesses the
inalienable right to invent and create, and to enjoy the fruits
of his or her labors (i.e., the private property he or she
invents, creates, acquires, earns or casv® use)which

is recognized and protected by the U.S. Constitution and its
accompanying Bill of Rights. These documents also
guaranteethe protection ofindividual® private property
against arbitrary and wanton government interference
ostensibly intaded to serve the public good. The following
two principles, at least, begin to explain this dynamic:

fiThat all lawful power derives from
the peopleand must be held in
check to preserve their freedom is
the oldest and most central tenet of
American constutionalismo

(emphasis adde(ﬁ?l

fiThe US system is rooted in the
Bill of Rights and the sanctity of the
individual. 6érhe Constitution of
the United Statese places great
symbolic weight on human rights.
It elevates the basic rights of man
to supreme cofisutional statu®

(emphasis added‘}?2

Individual Natural Rights Include the Right to Private
Property

Several provisions withinhe WTO TRIPSand WIPO
Agreemend express the U.S. Constitutioné imposed
limitations on the sphere of government and itscgrdtion

of individualsdnatural rights. Included among those rights
is the right to own and enjoy private property.
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fiJust as each of the three branches
of the federal government was
bound to remain within its proper
jurisdiction, so the state or fedér
government as a whole had no
power to act outside its rightful
jurisdiction to intrude upon the
Gatural rightsd reserved to the
people  within the private
domainé Rights  belonging to
citizens by virtue of their very
citizenship, including personal
securty, personal liberty and
private property would thus be
preserved  not only by
decentralization of power and
mutually checking forcesé but by
rules enforceable in the proper
tribunalsat the behest of threatened
citizensé [Tlhey were to be
preserved becausthey comprised
the central tenets of the unwritten
constitution or social compact
among the citizenry upon which the
government itself was based
Common law and  written
constitutions expressed and
elaborated these notions, but did
not create themé 0 (emphasis

added).*%

The U.S. Constitution instructs us that an individualGs
property rights must be preserved and protectecarny
from government. fiProperty is not, however, entirely a
natural right. The Founders understood that it would need
to be further diéned in a statute.6 “°* %> In support of this
proposition, the U.S. Supreme Court, in the caskyoth

v. Household Finance Corpdefined the right to private
property as a basic civil right.
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f{T]he dichotomy between
personal liberties and property
rightsis a false one. Property does
not have rights. People have rights.
The right to enjoy property without
unlawful deprivation, no less than
the right to speak or the right to
travel, isin truth a ¢personal6right,
whether the doropertyd in question
be a wéare check, a home, or a
savings account. In fact, a
fundamental interdependence exists
between the personal right to
liberty and the personal right in
property. Neither could have
meaning without the other. That
rights in property are basic civil
rights has long been recognizéd
(emphasis added?.06

Patents are Exclusive Private Personal Property

The recognition of a personG exclusive right to his or her
discoveries (inventions) is contained within Article I,
Section 8, Clause 8, of the U.S. Constitatio

fiThe Congress shal  have
poweré to promote the Progress of
Science and useful Arts,by
securing for limited Timesto
Authors and Inventors thexclusive
Right to their respectiveWritings

%17(1 Discoveries (emphasis added).

The U.S. Constitution botranticipatesand recognizes
patented discoveries as an intangible form of personal
property bearing private and exclusive rights for a
temporary period of timeThe Founders relied upon this
clause of the constitution, as a matter of national policy, to
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provide U.S. inventors and creators with an adequate
incentive to undertake research and develop innovations.

fiOur Founders recognized the
importance  of patents and
copyrights in encouraging research
and innovation In drafting the
framework for the UnitedStates,
they placed into the Constitution in
Article I, Section 8, the authority
for Congress {tlJo promote the
Progress of Science and useful
Arts, by securing for limited times
to Authors and Inventors the
exclusive Right to their respective
Writings and Discoveries.6 For
over two centuries our Nation has
remained deeply committed to that
vision. The Founders understood
that a property interesgranted to
inventors and creators,for a
limited period would create the
incentive for innovatiorto propel
us from a small, agrarian colony
into an advanced and prosperous
countryé The understanding of the
patent system begins with the
recognition that patents are a form
of property anticipated by the
United States Constitutiog o %
(emphasis added).

A patent, in #ect, is a right tacemporarily exclude others
from making use, offering for sale, selling, or importing an
Gnventiond into the United States,*®® and has long been
recognized as falling within the protection of the Fifth
Amendmentés taking clause.*’® Once tk statutory
conditions for obtaining a patent have been satisfied, only
the patent owner or other authorized parties possesses the
affirmative right to exercise the patent in the marketplace to
derive benefits from it**
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Trade Secrets are Exclusive PriteaPersonal Property

Similar to patents, the right inherent in a trade secret relates
to its holderGs ability to temporarily exclude otherom
making use, offering for sale, or importing oneds otherwise
undisclosed Gnventiona*'? Over twenty years agdn the
decision ofRuckelshaus v. Monsanto, C83%'* the U.S.
Supreme Court recognizelddt trade secretsohave legal
significance deserving of protectiomhe Court heldthat,

fito the extent [a private company] has an interest in its
health, safety, rad environmental research data cognizable
as a tradesecret property right under [state] law, that
property right is protected by the Taking Clause of the Fifth
Amendment.0 **°

The Bill of Rights Limits Government Action Against
Exclusive Private Property

fiNo person shallé be deprived of
life, liberty, or property, without
due process of law nor shall
private propertybe taken fopublic
use without just compensatian

(emphasis addeds.16

fidPropertydrefers not simply to the
underlying estate but to all ¢huses
that can be made of that estate
James Madison put the point well
in his essay on property: dA]s a
man is said to have a right to his
property, he may be equally said to
have a property in his rights.0 Take
one of those rights one of those
sticks in the dundle of sticksd we
cal dropertyd and you take
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something that belongs to the
owner. Under the Fifth
Amendment, compensation is due

that ownero 4L

Federal Government Action T d&Just
Compensationd

The Gust compensationdrequirement was added in 1791, as
the Fifth Amendment to the U.S. Constitution (a/k/a the
Bill of Rights)*'® It effectively limits the powers of the
federal government otherwise conferred by Articles | and Il
of the U.S. Constitution, such as the power of eminent
domain {.e., the federa government&s power to take
private property for public use)®

fiwhether traced to a principle that
society simply should not exploit
individuals in order to achieve its
goals, or to an idea that such
exploitation causes too much
dissatisfadbn from a strictly
utilitarian point of view unless it is
brought under control,the just
compensation requirement appears
to express a limit on governmentés
power to isolate particular
individuals for sacrifice to the
gzeoneral good (emphasis added).o

The broad aim of this requirement is to prevent the federal
government from arbitrarilyor wantonly sacrificing the
rights of individuals for the public good, which, apparently,
can occur in several different ways. Firgbvernmeninay
deliberately try toredistribute wealth through direct or
indirect means. Second, government mayitidirectly to
reallocae property among citizens by generating a
uniformly desired good or by reducing a uniformly disliked
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public bad, without otherwise affecting the disttion of
wealth Third, government may act indirectly caft some
digh senseb of morality to forbid a formerly accepted and
tolerated use of propert§?*

The U.S. Supreme Court has defined the Qust
compensationd requirement as ensuring payment that
amounts to fifull and adequate compensationo “? or fia full

and perfect equivaent foro whatever interest in or share of

real or personal property has been takét?* It also ruled
that, the value of the property interest in question shall be
determined fby refer[ring] to the uses for which the
property is suitable, having regard to the existing business
and wants of the community, or such as may be reasonably
expected in the immediate future.d ** In other words, just
compensation must reflect the arteagth far market
value of the property, i.e., what a willing buyer would pay a
willing seller. **® If circumstances render it difficult to
calculate fair market valu@r such value is not otherwise
ascertainable, then other data must be utilized that will
yield a fair compensation that reflects the true economic
value of the asset takéfi. A similar standarchas applied

to patentandcodified into federal law*?® Calculting ust
compensation§ nevertheless, remains particularly difficult
where direct or indirect government action or threat of
action (e.g., the threat of issuance of a compulsory license
or enactment of a law that would abrogate patent or trade
secrets ights) actually results in an artificial or irregular
diminution in the fair market value of such propéfy.

The U.S. Supreme Court set forth the rationale underlying
the Gust compensationdrequirement, in its discussion of the
nature of exclusive patérights, as far back as 1881.

fiT hat the government of the United
States when it grants lettgpatent
for a new invention or discovery in
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the arts,confersupon the patentee
an__exclusive property in the
patented inventiomhich cannot be
appropriated © used by the
government itself, without just
compensation,any more than it
can appropriate or use without
compensation landvhich has been
patented to a private purchaser, we
have no doubtThe Constitution
gives to Congress _powerdo
promote the progras of science
and useful arts by securing for
limited times to authors and
inventors the exclusive right to
their respective writings and
discoveries,6 which could not be
effected if the government had a
reserved right to publish such
writings or to use suls inventions
without the consent of the owme
Many inventions relate to subjects
which can only be properly used by
the government, such as explosive
shells, rams, and submarine
batteries to be attached to armed
vessels. If it could use such
inventions wthout compensation,
the inventors could get no return
at all for their discoveries and
experiments It has been the
general practice, when inventions
have been made which are
desirable for government use,
either for the government to
purchase them from thiaventors,
and use them as secrets of the
proper department; or, if a patent is
granted, to pay the patentee a fair
compensation for their useThe
United States has no such
prerogative as that which is
claimed by the sovereigns of
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England,by which it can reserve to
itself, either _expressly or by
implication, a superior_dominion
and use in that which it grants by
letterspatent to those who entitle
themselves to such grant§he
government of the United States, as
well as the citizen, is subject to the
Constitution; andwhen it grants a
patent the grantee is entitled to it
as a matter of right and doesot
receive it, as was originally
supposed to be the case in England,
as a matter of grace and favor

(emphasis added‘j‘.?’0 431432

The &ue process of lawd to which the Fifth Amendment
refers relates to both procedural and substantive safeguards
guaranteed to individuals against arbitrary governmental
actions.

fAiThese procedural safeguards have
their historical origins in the notion
that conditions of personaleiedom
can be preserved only when there is
some institutional check on
arbitrary government actioné [
D] ue process Gs a restraint on the
legislative as well as on the
executive and judicial powers of
the governmentand cannot be so
construed as to leave
congresse free to make any
process @ue process of law§ b%/ its
mere willd (emphasis added). +°3

An individual& due process rights are deemed to be
implicated fwhenever government action seemingly
conflict[s] with substantive individual rightsd. According to
theU.S. Supreme Courthese rights include the right to the
preservation and protection of private property, even to a
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greater extent than had been afforded by the common and
statutory law of England prior to the formation of the
United State$§®* Procedually speaking, the due process
clause guaranteed, at a minimum, the right to a notice and a
hearing prior to deprivation of such a substantive rigft.

State and Local Government Actioni
Ol akingsd

In 1868, the 1% Amendment to the U.S. Constitution
extended He notion of @Oue Process of Lawg§ and its
application to thé-ifth Amendmentlakings Clausea

fiN]or shall any State deprive any
person of life, liberty, oproperty,
without due processof lawé 0

(emphasis added‘j‘.?’

The U.S. Supreme Court ka interpreted he 14"
Amendment as requiring the protection, at the State and
Local level, of virtually all of the rights guaranteed to
individuals by the Bill of Rights at the Federal level. This
entails both procedural and substantive rights, including
those protected by the 6T akingsdClause**’

fithe fifth and  fourteenth
amendmentsd due process clauses
as interpreted in the Supreme
Courtés substantive due process
analyses have furnished a broad
definition of the dibertyd that was
in turn afforded proatural
protection against arbitrary
deprivationé In addition, there
were protections independently
Egguired by fundamental fairness.o
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The U.S. Supreme Court recently affirmed the purpose
behind the dakings clausedin the very recent case of Lingle

v. Chevron USA, Iné* According to the Court, the
Takings Clause was fdesigned not to limit the
governmental interference with property rights per se, but
rather to secure compensation in the event of otherwise
proper interference amounting to a taking.6 4

Direct and Indirect 6T akingsd

The U.S. Supreme Courtés dakingsd jurisprudence *** has
addressed the issue of private property dakingsd mostly in
disputes involving states and local municipalities, where it
was alleged that real property had been unfairly
appropriated without adequate compensatfénThe Court
has held that a @akingd can occur even in the absence of a
direct physical appropriation of, or ousting from, private
property. If a government regulation deprives an owner of
substantially all of th beneficial use, enjoyment, or value
of his or her private property, then a dakingdis deemed to
have occurred. InLingle v. Chevron USA, Inc.for
example, former Justice Sandra Day O8Connor argued that

both &he permanent physical invasion of private propertyd

and &he complete elimination of a propertyé vaued i.e.,

the &otal deprivation of [its] beneficial used are equivaent

in that they both Geviscerate the ownerés right to exclude
othersfrom entering and using her property@ She explained

tha the Courtés historical analysis has generally focused on
the severity of the burden that government imposes
indirectly via regulation on private property rightsather
than on the failure of aregulation to Gubstantially advanced

legitimate state intests?*344

Similarly, the intangible personal property right reflected in
a patent or trade secret, temporarily exclude otherfsom
making use, offering for sale, selling, or importing onets
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Gnventiong is aso susceptible to forced appropriation (a
dakingd, indirectly, by way of regulation, including by
eminent domairi i.e., viacompulsory licensin§?).**° The
U.S. Supreme Court has ruled that a regulation which
compels the disclosur® third partiesof otherwisecostly
proprietary trade secrets amosinto an unauthorized
dakingd of valuable intangible private property that can
impair, in a substantial manner, the beneficial use and
enjoyment of that property’’ **® In such case, the Court
held that the third party beneficiawas requwed tgpay
Gust compensationdto the information owner.

Takingsfor dPublic Used

Another very recenbut controversiall.S. Supreme Court
decision,Susette Kelo, et al. v. City of New Londdhhas
temporarily placed the Courtés dakingsd jurisprudence in
conflict with itself. It narrowly concerns the legality of a
municipalityé forced sale (dakingd of private real property
belonging to one class of individuals (current land owners)
for the benefit of a different class of individuals (i.e., for
the @orivate useb of future purchasers and lessees of newly
constructed dwellings and commercial office space),
incident to a municipal economic redevelopment ftan.
The Court& majority ruled that it was not necessary that the
replacement property actually be dused by the general
publicd to be considered a legitimate goublic useG Rather,

all that was required was fdine redevelopmenb servea
broad @oublic purposed

According to the Courtés troubled reasoning, a @ublic
purposed would be inferred, if the redevelopmet plan
either eliminated some undesirable Gsocial and economic
evilsd (e.g., crime, time-consuming costly data research,
etc.) or sought to create some broad public benefit (e.g., a
community that igibeautiful as well as healthy, spacious as
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well as clan, welltbalanced as well as carefully
patrolled). And, it does not matter whether some private
individuals would indirectly benefit at the expense of
others, in the proced®® *** The Kelo Courtés logic would

also seem to justify environmental legislatiorregulations
that provide, without sound scientific or economic bases, a
preference for (benefit to) certain types of energy and/or
industriatrelated infrastructure investments at the expense
of others, in order to serve a less than clear public purpose.
In other words, prhaps, théelo decision will employed

by antiprivate property and environmentalideologiesto
develop and refine a new genre of Geconomic blighté and
éenvironmental blightd-based dakingsa***

Beyond the influence of thiéelo decisbon on the U.S. law

of tangible real and personal property takings, U.S. state
and local governments have already begun to rely upon it to
propose laws and/or regulations that would allow for the
issuance of compulsory licenses to secure lower patented
drug prices for the ¢ublic benefita**> More importantly,
however, it is arguable that this decision will have much
broader and serious ramificationsternationally  For
example, foreign governments are likely to rely on the
majoritys misreading of precedent when considering how

to treat intellectual property rights, such as patent, trade
secrets, and copyrights privately held by U.S. corporations
and individuals operating within their bordeMlill the
Government of Brazil now be more emboldened to use the
threat of a compulsory license to constructively dakedU.S.
HIV/AIDS, and other drug or biomedical technology
patents for an ostensible @ublic usedthat benefits one class

of individuals (Brazilian citizens and industries) at the
expense of another (U.8itizens and industries), without
paying gust compensationd?
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U.S. Private Property Rights Are Entitled to
Constitutional Protection Abroad

The U.S. Supreme Court has held that the U.S. government
is not free to act against, and must affirmatively mbte
outside of the United States, any and all of the rights
guaranteed to U.S. citizens by the U.S. Constitution and the
Bill of Rights within the United StatesThe Fifth
Amendment right against the taking of private property for
public use without just ampensation falls within this
obligation?*® This has remained the law of the land for
over 150 year&>’ 48

Constitutional Limitations on the Federal Treaty-
Making Power

The U.S. federal governments obligation to protect the
private property rights held by.S. citizens outside of US
borders against unlawful appropriation also extends to
dakingso effectuated pursuant to treaties.**® While treaties
and federa statutes constitute the Gsupreme law of the
United States and are effectively equal to one another in
status, they are batimferior to the U.S. Constitution and
the Bill of Rights. The U.S. Supreme Cotgtognized ttd
hierarchy almost fifty years ago, in the case Bkid v.
Covert 4°°

fiThere is nothing in this language
[Article VI, Section 1 - &he
Supremacy Claused which
intimates that treaties do not have
to comply with the provisions of
the Constitution. Nor is there
anything in the debates which
accompanied the drafting and
ratification of the Constitutior°:
which even suggests such a
resulté It would be manifestly
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contrary to the objectives of those
who created the Constitution, as
well as those who were responsible
for the Bill of Rights-let alone
alien to our entire constitutional
history and traditionto
construeé the treaty provision
iné Article VI as permitting the
United States to exercise power
under an international agreement
without observing constitutional

o 4624
prohibitions.o 62463

Thus, according to the Court, it is arguable that the
President cannot execute and the Congress cannot ratify a
treaty with another nation(s) that effectively violadesy of

the individual constitutional rights protections afforded
U.S. citizens.

fiThe  prohibitions  of the
Constitution were designed to
apply to all branches of the
National Government and they
cannot be nullified by the
Executive or by the Executive and
the Senate combinedé This Court
has regularly and uniformly
recognized the supremaCI of the
o 46
Constitution over a treaty.

This limitation on the treaty clause likely prohgithe
Presidentin the execise of his Article Il powers, and the
Congress, in the exercise of its Article |1 powers, from
executing and ratifying &reatythe provisions of which do
not adequately protect U.S. citizens againsauthorized
foreign governmentatreaty party) taking®f U.S-owned
tangible and intangible private property. At the very least,
this suggests that the President and the Congpaess the
constitutional obligatiorto ensure that all bilateral as well
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as multilateral trade and investment agreements requre th
payment of qust compensationdin the event a foreign treaty
party governmentthreatens to takeor actually takes,
privately owned patents, trade secrets or copyridgbis
(Qoublic used Indeed, this is perhaps why the U.S.
government has insisted thattakingso clause be included
within Article 31 of the TRIPS Agreemefft, Chapter 11

of the NAFTA, the recently executed CAFTA, and
approximately 2,200 bilateral investment trea(BST'S) it

has consummated or is currently negotiating with other
nations arand the world?®®4¢’

It is apparent that the inclusion of a dakingsd clause has
served to promote cro$erder investment and
international trade, and to prevent a foreign governmentés
hold-up (i.e., the substantial diminution in the value) of
private investments via oppressive regulati®hor outright
threat of expropriation once considerable upfront costs
have dready been @&unka*® According to legal
commentators, the dnvestor-to-stated provision within
NAFTA Chapter 11defines the term Gexpropriationdrather
broadly to include both direct and indirect measures.

ANAFTAG Chapter 11 defines
expropriation broadly it includes
not only direct measures, such as
nationalizing industriesg but also
&creeping expropriationd or
Gegulatory takingsdthat arise wen
governments impose new
regulations and restrictions on

E;Snséactivitiesc‘) (emphasis added).

They also emphasize that, athough a &akingb of
private property may occur to fulfill a ¢public
purposeq the U.S. property owner is still entitled
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to recéve Gust compensationd as payment for his
or her economic loss, as a matter of due process.

fiAccording to Article 1110, evenif
the hostGs actions are for a public
purpose nondiscriminatory, and
in accordance with due process,
they are still subject to
compensation requiremends

(emphasis added‘}.71

While several NAFTAtribunalsarrived at the correct legal
conclusion in connectionwith such indirect regulatory
takings; 2 other NAFTA tribunals have, for political and
ideological reasonge.g., environmetalist public pressure)
failed to interpret the expropriation clause as broadly as
they should havelhey have instead provided forgaolice
powers carveoutd from said definitior”* Such carveouts
have permitted foreign government treaty parties to dvoi
compensating foreign investors for injuries suffered as the
result of oppressiveenvironmentalregulations or other
actionstakenfor an ostensible ¢ublic good§ that are not
otherwise deemed discriminatory. In fact, some legal
commentators who have grain sympathetic to the
éenvironmentor healthfirstd position of regulatoyminded
governmentshave stronglydisputed the extent of Fifth
Amendment protections afforded under NAFYA They
havealsosupportedhefuture use of thispproachoy other
tribunak called to mediate similar types of regulatory
disputesarising underthe hundreds obther bilateral and

multilateral investment treatigd/ITs) entered into by the
U.S.475476

This result is not surprising, considering the support that
activist antiprivate property NGOs and academics have
given to a controversial proposed model international
investment agreement. That model agreement would
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provide developing country governments with the
sovereign right tatakedindirectly (through regulation) title

to foreignowned intellectual property, such as patents and
trade secrets, for a public (health, environment, safety, etc.)
purpose, without paying just compensatio’ Such an
agreement only adds to the confusion over the scope of
private property rights thalhas been triggered by these
troubled NAFTA decisions and the recent U.S. Supreme
CourtKeloruling. It also further encourages emerging and
developing economies like Brazil and Argentina to
challenge the international IP framework.

It is evident that stcessive U.S. administrations, despite
their divergent views on the scope of private property
rights, have made a considerable effort to protect the
private property rights of U.S. citizens doing business
abroad They have likely done dwy ensuring theniclusion

of strongexpropriation clauses within the BITS and MITs
they have negotiated and ratifiednd mayhave even
conducteddakings impact assessmentsd prior to entering
into such arrangementft® 479480481482, 483

However, are such efforts enough, from @.S.
constitutional law perspective, to prevent the Government
of Brazil and other opportunistic foreign governments from
exploiting those divergent views internationally? After all,
the Brazilian government has regularly threatened to issue
compulsoryicenses against and/or to abrogate U.S. private
patent and trade secret rights outright (i.e., engages in
constructive dakings, and this has had the effect of
substantially diminishing the value of such IPRs and
weakening the negotiating leverage of thHe holders.
Furthermore, while the Brazilian government has pursued
this approach through exercise of its ¢olice power6for the
ostensible purpose of benefiting the Brazilian @ublic
interestd 7 i.e., the interests of Brazilian citizens and
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companies, ithas done savithout intending to pay U.S.
rights holders Qqust compensationd for their private
property. Is the U.S. government legally obligated to do
more than it already has to ensure the protection and
enforcement of U.S. private property rights au® Must

it not guarantee that treaty takings provisions are
implemented fully by foreign treaty party governmerts
i.e., that qust compensationd (full and adequate economic
value) is actually paid to U.S. citizens when a foreign
government issues otreatens to issue a compulsory
license, or undertakes or threatens to undertake some other
form of patent or trade secret abrogation? How is it
possible for the Government of Brazil to claim that it is
entitled to the private IPRs of U.S. citizens that th.S.
government can neither legally appropriate for itself for a
public interest without paying just compensation, nor
otherwise abandon at the expense of rights holdergtis

but, another sign of things yet to come in Amerié&?

D. BRAZIL SHOULD NO T RELY UPON THE
HISTORY OF INDUSTRIAL OPPORTUNISM
TO JUSTIFY ITS CURRENT BEHAVIOR

In some respects, BrazilGs exploitation of patents and trade
secrets belonging to foreign knowledgased life sciences
and information and communication technology congmn

is no differentfrom the opportunistic practices of other
countries during past industrial erasHowever, thee
critical distinctions deserve emphasiBirst, there are now
binding multilateral treaties (e.g., the
GATT/WTO/WIPO/BIT Agreements) and ptically active
international institutions to regulate and guide cilossier
industry and government policies and practices relating to
tariff rates, dumping, subsidies, market access and
compliance, investments and intellectual property. Second,
thereare now time-tested industry and mercantile customs
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and industry standards codes in plaghich mayserveas
precedent to determine the shape and direction of evolving
industry practices surrounding newthchnologies. Third,
there isnow documentary edence of successful national
systems of innovation that recognize and protect exclusive
private property rights, including IPRs. In other words,
Brazil should not take comfort in the old ways to justify its
current bad habits.  The worldass countries hat
previously employed these methods and the prior informal
international order upon which they relied have largely
since evolved.

Opportunism- Historically Speaking

During the past two hundred years, and particularly, during
the prior era of industri@ation, businesses and national
governments womrd separately and/or together to
opportunistically acquire the inventions and underlying
technologies of their foreign competitors. This occurred
primarily for two reasons: to secure national -self
preservabn and/or to gain a strategic competitive
advantage. The following discussion briefly describes some
of these practices.

In most cases, there was not much beyond the realm of
customary practice or bilateral navigation and cooperation
treaties. A wellegablished and structured legal order
circumscribed by international conventions that set
universal standards to which all natistateparties were
legally and politically bound simply did not existThe
notion of national comparative advantage governed
international commerce andhtional trade policies were
very much protectionisininded Each country \ed for its
own national interestas part ofwhatwas thendescribed

as azerosunbgame of trade.
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Until the late nineteenth century, European d¢oes,
namely, England, France, Spain and the Netherlands held
the competitive advantage in international trade through
use of various tariff barriers, discriminatory and Hon
transparent patent regimes and staetralized industrial
development policiesFrom the late eighteenth through the
late nineteenth century, America followed Europets
example by employing its own tariff barriers and
discriminatory patent regimes to acquire the technologies
and inventions it needed to survive and expandhdiped

its opportunistigpatent ruledargely after those utilized by
their European counterpafts. Americas, laws, however,
emphasized and focused on individualsd capacity to
innovate,and uporthe sanctity of private property and free
enterprise. Itsocietalmodel reflected how the primacy of
individual over Gtatedinterests could collectively serve and
operate as an industrial development policy for the benefit
of the nation.

America

According to one scholar of global intellectual property
history, following the American Revolution, President
George Washington, worked quickly with Congress and
Alexander Hamilton, whom he later appointed as the
nationGs first Treasury Secretary, to fireduce Americats
dependence on other nations based on national security
needsd. To achieve economic and political self-sufficiency,
Alexander Hamilton developed a national innovation
system that entailed high tariff barrie® strong patent
system that gave finventors and investors a government-
guaranteed right to the exclusi use of their innovations
for afixed periodo and very favorable immigration policies
aimed at encouraging the migration of skilled foreign

workers*8®
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As far as U.S. patent law was concerned, the original Patent
Act of 1793 protected only American ci&zso inventions,
foreign inventors were not eligible for patent protection.
AiThus, any American could bring a foreign innovation to

the [U.S.] and commercialize the idea, all with total legal
immunity.6*®” The U.S. Patent Act was firsamendedin
180Q to peamit resident aliens living within the U.S. for
two or more years to become eligible to obtain a patent.
These aliens, howevewyere obliged to take fian oath that,

the ideas they were attempting to patent had not previously
been known or used in the [U}®r abroad.0 The Act was
amended agaimi 1832 This time, esident aliens would
become eligible for a patent if they agreed to take an oath
declaring their intention to become U.S. citizens, and
provided they actually vorked the patent in the U.S.
within a twelvemonth period®® The U.S. amended its
patent lawat least two additional times during the™9
century, in 1836 and 1842respectively. Tiese changes
served as the foundation for the modern systém.

Beyond the patent law itself, Hamilton and rgeess
sought to firapidly industrialize the United Statesé by
whatever means necessaryd.*®® This policy effectively
encouraged government sanctioned industrial and
technological espionage by various individual
Americans’ AA] succession of presidents, begdirm
with George Washington, John Adams, Thomas Jefferson

and James Madis@nauthorized this polic§®
Germany

America howeverwas not alone in this tradition. Germany
engaged in more focused and systematic opportunism
during the late nineteenth andrly twentieth centuries.
GermanyGs rise during this period entailed use of a new
brand of trade protectionism and aggressive patent policies.
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It focused on developing innovative scietiised
manufacturing and processing technologies (e.g., chemical
dyeg upon which multiple downstream industries in
foreign countries relied, and on the deployment of new
combinations of tariff barriers, discriminatory and non
transparent patent regimes, and inaccurate or nondescript
patent applications to dominate thesdustry sectors. It
also sanctioned the creation of industry cartels and utilized
centralized industriamilitary planning to achieve these
ends?®® In other words, Germanyds policy objective was

not merely to secure industrial and developmental self
sufficiency.

GermanyGs patent laws imposed residency, citizenship
and/or dvorkd requirements that effectively permitted the
German government to fiden[y] patents to virtually every
foreign chemical makero, and thus block market entry of
industry competitors. klso enabled German companies to
use illicit means toacquire arguably superior foreign
technologies not patented in Germady* In addition,
German companies were encouraged to employ adwalt
patent strategy within the U.S. in order to dominate that
market as well. They generally refused to license their
patented technology to U.S. companies, hired skilled and
politically connected counsel to file thousands of U.S.
patents, failed todescribe their inventions isufficient
detail in patent filings, ad bargained for low reciprocal
tariffs on dyes in which they had a comparative trade
advantage**® This strategy proved extremely successful
until the end of the World War 1.

Japan
The tightly constructed industrial and economic networks

of postWorld War 1l Japan helped to rebuild Japanese
society and restore JapanGs global competitiveness in a
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relatively short time. These policies originally focused on
acquiring other countriesdadvanced technologies to rebuild
JapanGs manufacturing and technical capacity in order to
meet its domestic development needs. They later
facilitated the growth of one of the world& greatest
manufacturing export platforms. Like England, France and
Germany before it, Japand innovationpolicy largely relied

on aggressive pant protectios, nontransparendisclosure
mechanisms, protective tariffs and market access barriers.
As with Germany, Japané economic rise depended on a
closeknit relationship between industry and government.
This effectively resulted in the formatioof state
centralized and sanctioned subsidy programs, industry
cartels, and patent licensing procedufes.

Japanese companies employed particularly effective
Gword and shieldo strategy to weaken the valuable patents

of foreign competitors, particularly U.S. companies,
known asstatesponsored @atent floodingd This entailed
the filing with the national patent agency of many small
Gnuisanced patents closely related to the original foreign
patent.*®” According to one legal expert, these nuisance
patents alleged minor or incremental variations or
improvements to the basic technology developed by the
original patent filer (i.e., the foreign target company). Their
purpose and effect was to leakthe foreign patent filer to
such an extent that it could nobmmercially exploit its
own technology in Japan without risk of being subject to
costly and timeconsuming patent infringement litigation. If
successful, the origina patent holder would be ¢ersuadedd

to request a license from the patent flooder. Witile
latter usually agreed to such a request, it would then
demand a crosécense in return for use of the target
companyds technology. In essence, the Japanese company
would employ the patent flood to both (offensively) strip
away the target companyG exclusive rights in its own
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cuttingedge technology. It would then (defensively)
obtain for itself valuable rights into foreign technology that
would have otherwise placed it at a competitive market
disadvantagé®®Apparently, flooding had become a
common andsuccessful practice in Japan because it
reflected and was consistent with the national system of
Grecognized incrementalismdi progress that comes through
the small continuous efforts of many inventots.

Japan also employed other patent pracfit&Bor instance,
Japanese authorities regularly delayed foreign patent
approvals, limited the scope of foreign patent protection,
permitted Japanese rivals to examine and comment on
foreign patent applications, and adopted unworkable
enforcement mechanism%. Furthermore, Japan entered
into a number of dstrategic alliancesd with American
companies and universities during the 19808 and 1990Cs,
which it then exploited to obtain novel U.S. technologies.
This was later corroborated by the National Science
Foundation,which fireport[ed] that [during]é 1985-2000,

U.S. and Japanese corporations created 820 such alliances
in the fields of information technology, biotechnology, new
materials, aerospace and defense, automotive, and
chemicals, virtually all of which involved ¢banology
transfers to Japan.0°? These alliancesargely arose from a
1985 law that helped to create several U.S. joint research
consortia, and that fell under the auspices of the existing
U.S-Japan bilateral science and technology agreetfient.
Over time, ithad become clear to the U.S. and other
participating government® (g, the EU), that the programs
were being dminedd by the Japanese government and its
industries through undisclosed surrogates to obtain the
resulting technologies. The Japanese thend ubeir
domestic laws to transfer that technologlegally to
nonparticipating Japanese companfés.
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China

China has employed a perceptibly more attractive multi
level strategy that has enabled it to progress along the
economic ladder much more rapidthan its industrial
predecessorg® As a result, it has become, for the moment,
the &actory of the world§ as well as a future aspiring
technology leadet’® Chinats strategy differs markedly
from JapanGs strategy insofar as, it was necessitated dy
simuttaneous need for development, skilled Ilabor,
technology, and investmetit. Although China hastilized
practically every device in the opportunistés toolbox,>°® its
conduct has remained more palatablelévelopednation
industries Apparently, China hageamed to frame its

inglovation needi terms acceptable to the marketplate.
510511

China has largely premisedsitmodel of innovation and
development on the mechanism of joint verdoased
investment. Typically, a foreign investor contributes
intellectual poperty, including manufacturing process
know-how and overseas distribution in exchange for a
Chinese companyG contribution of local manufacturing
plant and equipment plus an unlimited supply of-lage
skilled labor. Incremental technology improvemeatsi

any new patents, trademarks and copyrights inure to the
benefit of the new enterprise. Joint ventbesed products
are usually subject to export and substantially banned from
the domestic Chinese market, which is largely reserved for
Chinese statewned or private enterprisé¥ >** **The
Chinese government has documented the massive extent of
foreign technology transfer that has already occurred. In
2001 alone, the government approved 240,000 joint venture
technology transfer contracts, worth approxieha $10
billion, reflecting a 23% increase from the prior year
(2000)>*°
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In addition to recognizing how it could capitalize on its
seemingly endless supply of cheap labor, China has also
sought to develojpndigenoushuman capital (labor skills)
which it deems essential to innovationThe Chinese
government obviouslyjknows that intellectual property
based innovation is the key to technological advancement.
In this regard, China has employed a glolieharm
offensivédthathas sought to fipersuade, lure and sometimes
force foreign corporations to locate their most advanced
research and development facilities in Chinad. It has aso

sent its students abroad to advanced western universities to
become educated, with the expectation that they will
eventually reten >®

In order to keep its factories running and its labor pool
content China has sought to control the mass wholesalers
and retailers upon which most global eamk consumers
depend for their daily purchases. To accomplish this,
however, China has had develop the ability to efficiently:

1) import large quantities of raw materials; 2) build and
operate large manufacturing and processing facilities that
convert those materials into useable intermediate and/or
finished goods; and 3) export large quargit@ finished
products to consumers. This has required that it quickly
learn all about global procurement and distribution systems.
Consequently, when a western company decides to move
its R&D operations to China to capitalize on Chinats
relatively cheapabor and very well educated knowledge
pool, it is unwittingly transferring its next generation of
knowledge and innovations theYe,and helping China to
become an independent innovative as well as
manufacturing force’ 8 519520

India
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India, long obscured yb the economic shadow cast by
China, expressed its sabnfidence and ambition at the
January 2008Vorld Economic Forum?* India has come a
long way during the past decade following market reforms
initiated in 1991, which have finally given rise to
significant global investor intere¥t 23

However, economists believe that additional reforms are
still  necessary to improve infrastructure, broaden
privatization and expand labortensive production They
have also recommended liberalization afefficient
industry sectorssuch as retail, banking and insuranda
addition, although India has made some progress in
removing trade barriers since it assumed WTO
membership, it still retains high import tariffs and has only
recently reformed its intellectual prapelaws so that they
ostensibly comply with the TRIPS Agreement. Investors
are concerned that unless India increases the pace of its
legal and economic reforms, it will slip backward and lose
the opportunity that now presents itself to emerge from
generéions of endemic povert*

Indeed, the recent economic rise of India has inevitably led
to comparisons with Chim&®> These comparisons
commonly point out that India must continue to adopt and
implement policies that do the following; 1) attract foreign
direct investment flows; 2) establish local enabling
environments that promote rather than restrain the creation
and operation of entrepreneurial busineségs:3)
encourage investment in human capital (education); and 4)
result in the development of sound d&gand financial
institutions. This is required to ensure that indigenous
innovation occur$ so that what is labeled dMade in India,
China, and Brazild is actualy dMade by India, China and
Brazila Aln this regard, [it is agreed that] India has done a
better job than China.o>?’
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As of January 1, 2005, the Indian government abandoned
the prior 1970 Indian Patent Act, which sanctioned the
reverse engineering of foreign patents by restricting Indian
patents to manufacturing processes rather than te end
prodicts®?® Previous Indian governments apparently did
not think twice about using national patent laws to copy
drugs and chemicals invented overseas (in the U.S. and
Europe) to ensure not only the country® industria
development, but also the expansion of iitsligenous
technological capabilities.

According to one international IP expert, India justified its
prior imposition of protectionist tariff barriers and
employment of opportunistic patent rules on the need to
ensure indigenous production, and henceyleyment. He
argues that this was reasonable, in light of Indiats early
stage of economic development and its lack of industrial
and technological seBufficiency. In a country that
possessed little indigenous scientific or technological
capacity to invet, and contributed little to global markets,
he notes howndian politiciansinitially believed thatheir
establisiment ofa strong patent systemould benefit only

the foreign inventors that made the economic investments,
rather than the local populatig®® >*° However, India is a
much different country than it was ten, fitbreeor even
oneyear ago. Consequentlpis ideologywill likely prove
harmful to Indiads continued evolution as an exporter of
high technology producigerived from patented inveans.
Furthermore such ideologyis also not likely to appeal to
modern investors domestic industry associations and
foreign corporate investgrsvho have becomeoncerned
that, unless India evolvasore quickly it may slip back
into its old socialist nmidset >

Brazil
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Within the past year, the Brazilian government has adopted
legislation to address the rampant piracy of U.S.
copyrighted products in the music, film and software
industries. It has also established a Council to Combat
Piracy and Ingllectual Property Crimes, a @®int national
Anti-Piracy Action Plan, stepped of IPR enforcement along
its border with Paraguay, and increased its seizure rate of
copyrightedmaterials. Prior to these efforts, the Brazilian
Congressd Deputies had formed a Commission of
Parliamentary Inquiry (CPI) on piracy and amendments to
the criminal code®®? No doubt, the Brazilian government
has made tremendous progress in stemming such
counterfeiting, and it now recognizes that foreign inventor
and investor frustteon with its latent pirate policy may
adversely affect BrazilGs standing in international financial
markets.

Notwithstanding these effortsiowever,U.S. government
officials remain concerned that Brazil continues to fall
short in providing adequate éeffective protection of U.S.
IPRs. Despite BrazilGs enactment of modern copyright
legislation, significant challenges to effective copyright
enforcement, particularly with respect to optical media and
internet piracy, remain. Furthermore, Brazil condisiuo

be one the worldé largest markets for technology
opportunists, in terms gfatents

BrazilGs inability to make any significant progress in
addressing its acute patgabcessing backlog dilemma has
partly contributed to this problem. As of Janu&005,
U.S. industry had estimated BrazilGs patent backlog at
approximately 47,000 patents, for which industry had paid
substantial upfront processing feésYet, duringJanuary
2006, the U.S. government discovered that BrazilGs patent
backlogwas actualf 130,000patents. Of thesd,7,000are
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for pharmaceutical patents, each bearing an upfront
$30,000 filing fee (collective fees of $510 million have
already been 4paid out), and some have been pending for
several years®

What is more troublesome than thiragic administrative
problem, however, is the ideological manner in which
Brazil has used this and other hidden governmental failures
as an excuse to deny legal protection to foreign private
property- IPRs. One such failure concerns the inability of
BrazilGs heath infrastructure to distribute medicines
efficiently to rural communitiesand to treat effectively
those patientswhom it can reach. Another such failure
concerns Brazil lack, until very recently, of a nationa
innovation system that suppoitsat whichit continues to
lack i a nationa industria policy. Furthermore, Brazil&s
ideological reluctance to recognize private IPRs (patents
and trade secrets) in the field of life science technologies,
despite the existence of national patent and dactlusivity
legislation, has ignited international passions in the
pharmaceutical and biotechnology industri&s.

The Government of Brazil has, with the assistance of anti
private property and antiee market activists, academics,
and bureaucrats, contied to employ opportunistic
practices toextort significantly reduced (Gt-or-below
cost) drug prices from international pharmaceutical
companies. If the companies refuse, Brazil then threatens to
doreakd (i.e., to Gaked their patents via issuance, or threat

of issuancepf a compulsory licensewhich it argues is
sanctioned as a permissible dlexibilityd within the WTO
TRIPS Agreement. Leading Brazilian scientists are now at
the forefront of this policy movement because they
recognize how it can conlite to Brazilé national
industrial and technological development. For this reason,
they have endeavored to help the government of Brazil to
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create an artificial legal distinction, in the minds of
international regulators and policymakers, between life
sciences patents and all other patéfts.

Indeed, it is arguable that, like the previous governments of
Germany, Japan, and China, and until recently, the
government of India, Brazil has used its domestic patent
laws, in combination with tariffs and otheadle barriers, to
mask a hidden statntralized agenda and ideology of
patent opportunism. Brazil has made no secret of its
ambitions to develop its generic drug manufacturing
capacity to compete with Chinese and Indian producers and
distributors for bth the third world and developed world
markets. It has also been very willing to interpret
international trade, environment, health, and human rights
laws liberally in order to achieve this objectivAs India

had done previously, Brazil has spent mangrgenonoring
patented processes not patented products, despite the fact
that its 1996 Patent Law required recognition and
enforcement of both patented produatel processes. This
has permitted Brazil, to reverse engineer many foreign
drugs andthento reconstitute them through application of
new synthetic processes, as a completegw entity
(moleculg or product susceptible to national patenting.
Brazil has proceeded tojustify this, as did India, by
reference to the extreme economic hardships thabudd
endure if it were required to pay the higher prices that
patents usually deman >3

According to one prominent Brazilian scientist and
intellectual property expert, IPRs are dispensable and may
be wielded as both a shield and a sword by the Brazilia
government if and when it is convenient and in the
national interest to do so.
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filntellectual property rights are
strategic and fundamental assets
for the maintenance and expansion
of health policiesAs can be noted
from the Brazilian experiencehe
wisdom of developing strategies in
the field of international diplomacy
associated with strategies for
access to medicines and the
reduction of prices is capable of
making a differenceAs IP rights
are in constant evolution on the
international scene ah the
Brazilian legal system certain
recommendations are valid.
Amongst them are: i) increase
general understanding as to the
specificity of public health
guestions in the negotiations for
intellectual property; (ii)seek to
increase the negotiation
capadty(including as a strategy for
price reduction; (iii) take full
advantage of opportunities and
flexibility contained in
international agreements (iv)
study the feasibility of
incorporating all forms  of
safeguards (compulsory licen[s]es,
parallel imports Bolar provisions,
etc.) into national law(v) promote
the overall consolidation of the
National Institute of Industrial
Property, especially concerning the
technical examination of patent
applications; (vi) systematically
monitor the grant of patents ithe
areas of interest (so as to verify, for
example, what is or is not of public
domain which are the most active
companies, what is about to expire,
etc.); (vii) after establishing a
determined level of protection
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verify the impact on local industry;
and (viii) strengthen the
management of intellectual
property and technology transfers
in research institutions and
innovation systems for healtho

(emphasis added%?’9

Interestingly, some within Brazil& pharmaceutical industry
agree. They see the protectist benefits tay may gain
from the Brazilian government& emphasis of the potential
health risks engendered by according unnecessary
protection to foreign patents and trade secrets. Actually, the
Brazilian Association of Chemical Industries (ABIFINA)
recently raised the followingpbjection to maintaining a
strong protection of foreign patents.

fiCritical the current part of the
empirical constatacéo that in place
of a stimulation to the inventotke
patent more became a mechanism
of reserve of market fogreat
companies making it difficult the
innovation and, that in the form as
they have been generated, the
documents of clear more hide that
they disclose the underlying
technology to the invention,
frustrando the dissemination
objective. A study basedon
inquiry carried through with more
than 1,400 American industrial
companies it showed that the
majority of the companies, with
exception of the ones of the
pharmaceutical sector, does not
consider patents a mechanism
important to guarantee the
apropriabilidade of the profits
derived from its innovative

product® (emphasis added%f‘o
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Based on this evidence, one may credibly argue that some
Brazilian government regulators and domestic companies
seekfor Brazil to continue itsopportunisticacquisition of
foreign technologieswhich they believe is justified by the
needto advance botlBrazilG evolving national industrial
and innovation agenda and its international economic
(trade) interests. Whether the innovation model that the
Government of Brazil haaltimately chosen for this
purpose resembles any one or more of the strategies
previously described, is subject to interpretafitn.

The Government of Brazil should be aware, however, that
there already exists a very successful and evolved science
and tebnology (knowledge and informaticbpsed
innovation model that has survived the tests of time and
experience. That evolved model emphasizes the
importance of individual innovation, the sanctity of private
property, and the primary role of free markets bioth
rewarding the efforts and investments of individual
inventors and collaborators, and of sharing the khow

in the form of commercially useful products distributed
throughout society. It also recognizes the primacy of the
individual over the statas a constitutional matter, and
acknowledges how individual inventor interests (private
goods) when collectively channeled can create a greater
public good that serves both national and international
interests. The Brazilian government need not resort to
industrial and technological opportunism to promote
economic growth, if it focuses on acquiring these tools of
innovation>*2

(ll.  THE TOOLS OF INNOVATION




137

A. PATENT-BASED INTELLECTUAL
PROPERTY IS VALUABLE

Intellectual Property is the Key to Innovation

During 2003, the Multilateral Investment Fund (MIF) of
the InterAmerican Development Bank (IADB) issued an
insightful report analyzing the effectiveness of institutional
reform projects it had previously funded during the 1990s
to ensure the proper funatimg of Latin American
markets. These projects identified the protection of private
intellectual property rightsas one of the fikey factorso
needed to ensure the competitiveness of firms operating
within regional markets*?

filntellectual property is an sset,
and as such, has an economic
value Whoever creates, invents, or
designs something can protect that
creation by using the legal tools
contemplated for that purpose by
law. By using those tools, legal
recognition of the creative activity
can be obtaied in the form of an
intellectual property Gightd which
allows us to protect what we have
created and prevent others from
exploiting it without our consentd

(emphasis added?f"4

According to the report, some of these projects focused on
reforming and radernizingintellectual property registries
to achieve this objective.

€ During the 1990s, most of
theé projects in the region aimed
to reform and modernize
intellectual property registries.
Theyé channel[ed] funds for
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buildings, personnel  training
courses, the introduction of
information  technologies  and
software, and dissemination
activitiesé These projects have
played an important role given that
intellectual property registries are
components in the systemlt is
they that are called upon to register
paents, trademarks, and industrial
designs, analyze applications for
new registrations, and keep the
g%ords on filed (emphasis added).

The report, furthermore, identified innovation as the
linchpin and innovation systems as the facilitator of
intellectua property creation.

filnnovation is essential for
creating intellectual property The
two basic factors of understanding
innovation are: (i)the enterprises
themselves as creators and
administrators of knowledgeand
(ii) the national innovation system,
as the provider of the environment
and resources to generate this

knowhowd (emphasis added). >*°

Moreover, the reportcited the economic benefits that
would flow from thevarious productive uses of innovations
protected by intellectual property rights. héy include
improved brand and market differentiation, acquisition and
development of valuable economic assets that may be
financially leveraged and increased access to new markets
through licensing, franchising, ett’.>*®

Interestingly, the economic frdem and benefits that can
be realized by intellectual property owners that have
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officially &egisteredd their legally recognizedrights and
collateralized or otherwise exploited (e.g., licensed
franchised) theitegally protectecassets, are analogous to
those benefits thus far realized by individuals who have
officially registered their informal claims to real property
throughout Latin America. In this regard, the Government
of Brazil should carefully study the successful program of
Peruvianeconomist HarandoDe Soto. That program has
enabled poor people living in various Latin American
countries tosecure official registration and recognition of
informal title (deeds) to lanthat they hd long occupied,
and such ownershipas helped them to realize sificant
economic benefita?® >>°

Lasty, the IADB report concluded that many of the
obstacles faced in promoting the value of intellectual
property in Latin America do not stem not from any lack of
appreciation by therivate sectorfor the legal conceptsof
intellectual property and private property rights in general.
Rather, it found that the failure of governments to
coordinate with and enhance the ability of (i.e., to enable)
local enterprises and academic institutions to develop,
convert, and commemize their knowhow has effectively
denied them the economic benefits from such ownership.

A recent (2005) OECD report concluded that the economic
value of patents, especially those secured by knowdedge
intensive companies operating within the ICT,
phamaceuticals, and biotech sectdtshas been rapidly
rising.

fié The economic value of patents
is increasing Spurred by
increasing competition from low
wage countries, firms in OECD
countries are putting more
emphasis on innovation and the
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creation of ingllectual property as
a means of generating comparative
advantage and are filing a growing
number of patents. Economic
studies show an  ordef-
magnitude  increase in  the
estimated value of patents,
although considerable variation
remains in the value of dividual
patents with a large share of the
total value of patent portfolios
deriving from a small number of
patents. Value is strongly
influenced by the novelty of the
invention and the availability of
alternative routes to the same
solution (i.e. inverihg around a

patend (emphasis added). 553

This study alsdfound that, since the economic value of
patents comprised an ever larger share of company market
value, successful companies operating within these sectors
would need teemploythe most prudent aneconomically
efficient means to manage their innovation practices
(R&D) and related intellectual property portfolios and to
then exploit (commercialize) those assets in the
marketplace.

fifThe economic value of
patents] é is highly context-
dependent and relas to the ability
of a firm to extract the value from
its patents through competent
management, as well as on the
particular market environment
facing a patent holderDifferences
across sectors are driven by factors
such as patent strength, market
structure, technology
characteristics, company strategies
and firm sizeé Management of
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intellectual assets, notably patents,
has become a central issue in the
knowledgebased economy. An
increasing share of the market
value of firms appears to derive not
from targible assets as reported in
financial statements but from
intangible, intellectual assets that
firms are attempting to manage
more actively Technology markets,
which facilitate the exchange of
patented inventions (via sale or
licensing), are an importamart of

the economic infrastructure for
exploiting patents and can help
improve  the  efficiency  of

innovation processes by putting
inventions in the hands of those
most able tocommercialisethemo

(emphasis added3?4

Furthermore, the study noted that whpeblic research
institutions have an important role to play in fostering
technological innovation that foffer significant social and
economic benefitsd, governments at large should restrict
their interventions to merely removing obstacles to and
facilitating/overseeing the efficient operation of technology
markets.

fié Public ingtitutions have an
important role to play.While the
development and implementation of
technology markets is largely a
private-sector activity, there is
general consensus that
govenments play an important role
in ensuring the efficient operation
of markets and competition
authorities monitor their
functioning and prevent
anticompetitive licensing
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behaviour The creation of markets
takes time and governments can
help remove obstaclesto the
development of technology markets
to accelerate the  processo

(emphasis added?.55

Moreover, the study observed that because of growing
competition posed by technologyriented companies from
advanced as well as emerging economies, a new global
busness environment has evolved which engenders higher
technology development costs, lower profit margins,
shorter product lifecycles, and continuing market demand
for new and more specialized technologies. As a result,
companiesd use of patents has assumed a more central and
strategic character in their daily business that varies
according to the idiosyncrasies of the industry sector in
which they operate®® Thus, industry actors are compelled
to rely increasingly on strong patent protections
internationaly to both defend their most valuable assets
and expand their already vulnerable market shares.

filn recent years, the globalisation

of marketing and manufacturing
has brought in stronger
competition, lower profit margins
and shorter product life cycles.
Technology has become more
complex, raising the cost of R&D
and demanding specialised
technology suppliers. As a result,
returns to the investments in the
development of new products and
services are less certain, and
emphasis has shifted away from
manufactuing as the key to

competitiveness and towards R&D
as a source of new ideaand to

build better relationships with
customers. As IP protection has
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strengthened (especially in the
United States), patents and
trademarks have become strategic
weapons for many businesses.
Companies protect their inventions
via patents and build up their
patent portfolios for strategic
purposes Wise management of
IPRs through technology marketing
and licensing strategies is
increasingly seen as a strategic way
to generate reveres and profits.
Such changes are leading to an
intellectual economy in which IP
becomes the basis for value
creation for firms, whether through
its incorporation into innovation
products and services or through
its sale in the market plade

(emphasis adaﬂa.%7

The U.S. Congressional Research Service had drawn
similar conclusions regarding the economic utility of
patents in a report it released earlier during 2985
Apparently, the European Commissiomas done the
same™® Also, at least one (2004) study hasted how
competitionminded Asia-Pacificbased agrdusinesses
have increasingly focused on the economic value of
establishing strong IPR (i.e., patent) regimes to enhance the
protection of their evolving life science technologies.g.,

new plant and amal varieties, biologically based inputs
for agriculture, and crepased nutritional and
pharmaceutical good®°

Even the WHO has recognized tlpmbtectedpatents serve
multiple functions within society that can result in public as
well as private bené. First patent protection has an
incentive function. Itcan provide inventors with the
necessary incentive to generate intellectual creations for
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economic and social gain. Second, patent proteti#sna
transactional function. Protectefiinputs to acollaborative
research endeavor can facilitate [greater] #iten R&D
collaborationo, that can result in the conversion of
inventions into marketable products. addition, protected
patentsalso can fifacilitate the division of profits among
contributos to a given stream of research [which,] in turn,
affects the extent of incentives available to successive
inventorsd.  Third, patent protection has a disclosure
function. A properly prepared patent application can and
must publicly disclose all of the tewsical information
concerning the inventignand such information must be
described cledy enough to fienable a skilled person to
reproduce the inventiond. Fourth, patent protection has a
signaling function. Valid wnership of a patent indicates to
prospetive investors fia firmés innovative capabilitieso, and
thereby increases that firmé ability to secure third-party
financing, including from venture capitali

B. EXCLUSIVE TEST DATA AND TRADE
SECRETS ARE VALUABLE [INTELLECTUAL
PROPERTY

The General Cae for Protecting Test Data and Trade
Secrets

In addition to securing patent protection, life sciences
companies rely significantly on their ability to protect, as a
separate intellectual property right, the costly kdmw or
other undisclosed informatio they have generated,
compiled, analyzed, organized and submitted, at their own
expense, to government regulators. This usually occurs,
subsequent to or in lieu of a patenté issuance, in order to
secure commercial marketing approval for the ultimate

product >
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There are good public policy reasons for recognizing and
protecting such private property rights. First, it results in
the development and distribution of new, more specialized,
and higher quality drug and medicinal products that can
improve thehealthcare and enhance the quality of most
citizensd lives. Second, it encourages inventors and
producers of data and other information to create new
incremental innovations that spawn new uses that can
ensure continuous futugocietalprogress and welbeing.
Third, it is both equitable and fair for life sciences
companies to be able to recoup their economic outlays
(return on capitaff® andto earn a reasonable profit to boot
(return on sales)* which they can later reinvest in search
of new breakthrouglnd incremental mediciné® Fourth,

it attracts greater research and developmelated foreign
direct investment®®

The Economic Underpinnings

Most countries require that innovative drugs undergo
lengthy examination procedures to ensure that they are
effective and safe for public use before they are granted
marketing approval®’ Drug innovators (originators) must
provide regulators with a great amount of confidential and
proprietary information during this examination process,
much of it being the resubf very costly experiments and
clinical trials spanning many yeat®. Drug innovators are
motivated to endure this painful process because they
anticipate earning enough revenue and profit once their
drug enters the market to recover their considerable
investment of time and money. Generic manufacturers,
however, typically do not undergo such a timely and costly
development process. Nor are generic copies of patented
drugs usually subject to such an exhaustive examination
before they are granted counimarketing approval.
Generic manufacturers need only establish that their
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version of the innovative drug is dioequivalentd to the
already approved original drug. It is mostly from this
discrepancy in cost, time, and effort, and the otherwise
undisclosedGecretd know-how generated in the process,
that drug innovators hope to derive a competitive advantage
in the marketplace.

It is easy to see how allowing a generic applicant to utilize
bio-equivalenceelated information previously obtained by
regulaors about an innovative drug during the course of an
earlier examination, would be viewed as commercially
unfair, especialy if it occurs without the drug originatorés
consent and fair compensation. Arguably, absent the need
to conduct its own clinical rials and to produce
independent evidence of bioequivalence, a generic drug
manufacturermcquiresa significant competitive advantage
over the drug originatoi the ability to obtain fast and
cheap marketing approval through other than its own
efforts>®® An innovative drug is usually accorded a period
of exclusivity,to the extenit is protected by patentand

this assiss the originatorto recoup a portion of the
expendituresincurred to undergo many years dbasic
product research and developmenthese sunk costs
however, are separate andpart from, and areincurred
usuallybefore,the subsequent clinical testing activitidse
details of which are ultimately reported in the confidential
data submitted to regulators. For this reason, many
countries beginning with the United States, have created a
complimentary mechanism of d&ata exclusivityd to
compensate the originator for the extra time and expense
needed to provide safety and efficacy information. Its
objective is to eliminate the competitive rker advantage
that would otherwise inure to the generic manufacturer as
the result of using such a dast-laned approach. filn essence,

data exclusivity refers to a period during which no third



147

party applicant can rely on data filed by the original
applicantfor amarketing authorization.o"°

Data exclusivity provisions usually provide rights holders
with a period of d&xclusive data enjoyment6 that spans
between 5 and 10 years from the date of the drug
applicationés approval. During this period, while generic
applicants may seek marketing approval for their generic
drug copies, they mampot rely on, and the government
employees and officials (i.e., regulators reviewing their
application) may not rely on, the information drug
innovators generated, composedeganted and submitted
to the regulatory agency for the original drug&s prior
examination. Since data exclusivity protects only the
information so provided, a generic manufacturer seeking
marketing approval is free to provide regulators reviewing
its applcation with information and data originating from
any othersource.

Data exclusivity sometimes has the effect of protecting
innovative drugs the underlying patents of which have
expired, or for which patent protection is unavailable. In
fact, data exclusity may serve as the sole protection for
the innovative drug manufacturer in that case. It can
therefore be said that the grant of data exclusivity, like
other pharmaceutical regulation and authorization, reflects
fian attempt[] to protect the investment of companies in
their innovations.6°"*

The Legal Underpinnings

Data exclusivity derives its legal significance as private
property from two areas of the common Jamhich have
since been codified into uniform state statutes in the 1U.S.
namely that of @de secrets and unfair competitioff.
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Trade Secrets at Common Law

Data exclusivity by its very natureis, in part, an
affirmative common law property right of drade secretd >’
Exclusivity is usually justifiedif it protects from disclosure
and unautbrized use information that the drug originator
has developed over considerable time and as a result of
significant expenditure which it otherwise made a
reasonable effort to keep secret (from public knowledge),
and that has, in fact, remained undisclo&secretd at the

time it is submitted to regulatordn other words, the
information or clinical testing data for which exclusivity is
soughtmust rot alreadybein the public domain. Typically,
such information is not protected by a patent, because a
paent requires, as a condition for its issuance, that the
applicant publicly disclose (fully and clearly) in its
application all technical information about the product or
process for which patent protection is soujft.

A trade secret is legallgefined asianything that gives a
competitor an advantage [,edge] or hetaito that is not in

the public domain. Itypically includes opportunities that
present themselves to a businéssolves dedication of
substantial time, cost, and effoendoften consist of the
knowledge possessed by company executives and key
employees’ In other words, the economic value of a trade
secret resides in the pecuniary and human outlays (costs)
associated with its development, along with the effort
expended to prevent its stiosure to others i.e., to
maintain its exclusivity. The nondisclosure of a trade
secret is protected for a temporary period against both the
acts of commercial competitors AND the acts of
government officials if properly designated as st/éh.

fiStatutory provisions have been
enacted that are designedptevent
unwarranted administrative



149

disclosure of trade secretsThus,

when companies submit license
applications for regulatory review,
officials at the FDA are prohibited

from improperly disclosing
corfidential information, including
trade secrets.0 '’

In addition, the U.S. Freedom of Information Act (FOIA)
provides trade secrets, including information submitted to
the U.S. Food and Drug Administration, with an exemption
from public disclosure, even thgh the underlying policy
purposeof the statutes to provide public disclosure.

fi1]t is an inexorable fact that much
of the information that is submitted
to the FDA is subject to production
under the Freedom of Information
Act (AFOIAQ). Although FOIAG
underlying policy is public
disclosure, trade secrets are
protected from disclosure by 5
U.SC. A552(b)(4) (fiExemption
40), in addition to the statutory
provisions cited above. This
exemption to FOIA protects fitrade
secrets and commercial or
financial information obtained
from a person and privileged or
confidential® (emphasis in

original).578

This safe harbor protection, however, is not absolute as it is
subject to doublic interestdexceptions.>”®

Furthermore, the disclosure, divulgence, or making known
of commercial trade secrets or any information relating
thereto by any federal employee in any manner not
authorized by law can constitute a criminal offense
punishable by fine and/or imprisonméfit.
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Unfair Competition at Common Law

The character and nae of the affirmative right to data
exclusivity is also shaped, in part, by the common law of
torts (unlawful wrongsd. Section 757 of the Restatement

of Torts First (1939), provided the first broad widely
accepted definition of atrade secret: fAny formula, pattern,
device or compilation of information which is used in oneGs
businessand which gives him an opportunity to obtain an
advantageover competitors who do not know how to use
itd (emphasis added).”®" And, this definition can be traced
back to tle common law Gight of prospective economic
advantaged |In the environment of free and fair competition
evolving during the early twentieth century, the unlawful
and willful interference with this right gave rise to an action
in tort.>®2

As a matter of lawthe burden of proof (i.e., the burden to
show causation) is placed upon the plaintiff, who must
establish fithat it is reasonably probable that the lost
economic advantage [i.e., an evolving economic interest
that has not yet matured] would have beenizedlbut for

the defendant's interferencéhis means, in other words,
that fit must be reasonably probable that the prospective
economic advantage would have been redized dut ford

defendant's interference.o °%°

The right of prospective advantage is bapadly on the
right to pursue probable opportunities (expectancies) for
economic reward without undue interference from others.
It is arguable that the ability of an actor to pursue this right
to its logical end implies excluding any other actor that
might be inclined to interfere with its exercise.
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fié [IlTn a civilized community
which recognizes the right of
private  property among its
institutions, the notion is
intolerable that a man should be
protected by the law in the
enjoyment of property once isi
acquired, but left unprotected by
the law in his effort to acquire it;
and that since large part of what
is most valuable in modern life
depends upon (probable
expectanciesd as social and
industrial life becomes more
complex the courts must do more to
discover, define and protect them
from undue interferenced

(emphasis added"jf34

In addition, this right is partly based on the privilege of
individuals to engage in free competition by d@ll fair and
reasonable meansd in pursuit of that reward. °® The
condu¢ of dnfair competitiond refers generally to fial
dishonest or fraudulent rivalry in trade and commerce, but
is particularly applied to the practice of endeavoring to
substitute oneés own goods or products in the markets for
those of another.5” It also eompasses dunfair methodsof

competitiona°®’

It can be said that the modern law of unfair competition
evolved, at least in part, from the need to protect this right
of prospective advantage, since it fiis intended to resolve

the natural conflict betweehe need for competition in the
commercial arena and the opposing need for reasonable
restraints on methods of competition.d °%® The tort of unfair
competition now includes the tort of dmisappropriation§
which ficonsists of three basic elements: 1) the plaintiff has
made a substantial investment of time, effort, and money to
create a thing misappropriated; 2) the defendant has
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appropriatetf® the thing at little or no cost; [and] 3) The
defendant has injured the plaintiff by the

misappropriation.o>*° >

In effect fany improper method used to obtain
[misappropriate] a competitorés trade secret is an
infringement [of the right of prospective economic
advantage] and is subject to injunction and damageso
(emphasis added)® Section 39 of the Restatement (Third)
of Unfair Competition (1995) reinforcesis interpretation

It defines a trade secret as fiany information that can be
used in the operation of a business or other enterprise and
that is sufficiently valuable and secret to affardactual or
potential econonai advantage over othersd (emphasis
added). And, it embodies the principles of trade secrecy
codified in the Uniform Trade Secret Act (USTHJ.
Consequently, fiThe UTSA, as adopted by various states,
together with the Restatement (Third) of Unfair
Competition 839, provides a basis for companies to obtain
equitable and injunctive relief for the appropriation of
information that is not necessarily tied to the productive

process,o°%4 5%

Data  Exclusivity  (Hatch-Waxman)  and
Regulatory Non-Disclosure

U.S. law was lte first to grant the statutory right of data
exclusivity to the life sciences industries, with the passage
in 1984 of The Drug Price Competition and Patent Term
Restoration Act, commonly known as the Hatch-Waxman
Acta®® fiThe Act actually relaxed the level of protection
afforded to testing data in the US. Previously, testing data
submitted to regulatory agencies had received indefinite
protection as trade secrets. Under the Hat@xman Act,
applications for approval afew drugs receive 5 years of
data exlusivity. Applications for the approval ohew
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indications for an existing drug receive 3 years of data
exclusivity.0®®’ The Hatch Waxman Act established fia
fundamental tradeff: In exchange for permitting
manufacturers of generic copies of patented dtaggain
FDA marketing approvaby relyingon safety and efficacy
data from the origina manufactureré [new drug
application] NDA, the original manufacturers received a

period ofdata exclusivitg 6°°°°%°

fié A grant of market exclusivity
does not depend ondtexistence of
patent protectioré The length of
market exclusivity is contingent on
whether or not the drug is
considered a hewd chemical entity
(NCE)é 600 ¢ the approved drug is
not an NCE, then the FDA may not
approve an ANDA for a generic
version of theapproved drug until
three years after the approval date
of the pioneer NDA. In contrast, if
the approved drug is an NCE, then
a wouldbe generic manufacturer
cannot submit an ANDA until five
years after the date of the approval
of the pioneer NDA.The efect of
this provision is to restrict a
potential generic manufacturer
from bringing a product to market
for five years plus the length of the
FDA review of the AND&

(emphasis added‘j(.)1

As noted in arecentreportpreparedoy the Congressional
Research &vice (CRS),

fiThis market exclusivity only
pertains to the new indication and
does not prevent the approval of a
new pharmaceutical if all the
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required clinical studies are
performed to support the same
changesThe intent is to encourage
ongoing [incremental] innovation
on  existing harmaceuticals

(emphasis added 02

A close reading of the congressional report reveals that as a
condition to obtaining a term of market exclusivity
(whether 5 years or 3 years), either the molecule (chemical
entity) must be &ewd or the indication (eg., use
formulation, dosage, composition, labeling, etc.) must be
Gewdi i.e., not previouslylisclosedn the public domain.

In addition, the Hatclwaxman Act included another quid
pro quo. In exchange for originator coamges being
forbidden, pursuant to the Bolar Amendmefff from
challenging clinical trials conducted by generic
manufacturers on patented drugs prior to their expiration,
originators were granted the right to obtain an extension of
their patent term to thextent they experienced any delays
between patent approval and market authoriz&tion.
Apparently, this tradeff had been deemed successful in
addressing competing industry interests by the EU
Commission and the UK government, each of which
proposed adojmn of their own Bolar provisions2®> 6%
However, due to EU activist opposition and differences in
EU member state statutory interpretation, they have yet to
be enacted®’

The same CRS report concluded that American society, on
balance, has benefited moreath the pharmaceutical
industry from the Actés grant of the right to dmarket
exclusivityo for drug registration data. As the price of
rewarding Americans with the opening up of a vigorous
and highly competitive generic drug market that offers-low
cost gengc substitutes to branded drugs, branded
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pharmaceutical companies have suffered considerable

market sharand profitability erosion.>%®°%9°1°

Notwithstanding such market erosion, however, recognition
of the right to data exclusivity has enabled pharmacautic
companies to protect the large investments in confidential
clinical testing and data preparation they have incuimed
addition tq and following after an already costly, time
consuming, and perhaps, patpnbtected research and
development periadHence, by providing drug originators
with temporary data exclusivity the government has
achieved itspolicy goals: to encourage discovery and
development of cuttingedge medicines that are also
reasonablyrofitablein economic terms

Data Exclusivity and TRIPS

fiThe core concept of data exclusivity became part of the
1994 multinational Agreement on Tradeelated (Aspects
of) Intellectual Property Rights (TRIPS Agreement)o®’, as
set forth within Article 39(3):

fiM embers, when requiring,612 as a

condition of approving the
marketing of pharmaceutical or of
agricultural  chemical products
which utilize new chemical
entitiesf313 the submission of
undisclosed test or other data, the
origination of which involves a
considerable effort, shall protect
such data against unfair
commercial use In addition,
Members shall protect such data
against disclosure, except where
necessary to protect the public, or
unless steps are taken to ensure that
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the data are protected againstair
commercial us&(emphasis added).

While there has been much international debate over the
meaning of the text within this provision, it is widely
agreed that previously undisclosed clinical test and other
data is a category of intellectual property with economic
value deserving of legal protection

fiAccording to Article 1.2 of the
TRIPS Agreementthe protection

of test data is a category of
fiintellectual propertydo  like
patents, copyrights and trademarks
The structure of Article 39 suggests
that the regime for test data has
been conceived by theegotiating
parties as garticular case in the
framework of the protection of
andisclosedd information (trade
secretsg 0 (Italicized emphasis in
original; boldface and underlined
emphasis addedlj.14

Furthermore, it is widely agreed that the subject matte
be protected under Article 39.3 includes undisclosed

fié written material which details
the results of scientific health and
safety testing of drugs and
agrochemicals, in relation to
human, animal and plant health,
impact on the environment and
efficacy of use. The provision
covers tests and other data that may
be required by the authorities.
These fiothero data may include, for
instance, manufacturing,
conservation and packaging
methods and conditions, but only to
the extent that submission of this
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information isnecessanto obtain
marketing approvald (emphasis
added)®™®

In other words, it is well understood thadJndisclosed
informationd covers any secret information of commercial
value, including [1] technical knowow, such as design,
process, fomula and other technological knowledge often
resulting from experience and intellectual ability; [2] data
of commercial value, such as marketing plans, customers
lists and other

businesgelated information that provides an advantage
over competitors; [3jest and other data submitted for the
approval of pharmaceutical and chemical products for
agricultured (emphasis added). ®*°

The debate surrounding the IPR of data exclusivity,
therefore, largely concerns the extent and scope of legal
protection it should be afforded nationally and
internationally®*’

IV. ACQUIRING THE TOOLS OF
INNOVATION

A. BRAZIL SHOULD ADOPT IPR
PROTECTIONS TO ATTRACT FOREIGN DIRECT
INVESTMENT

IPR Protections Are Important to Foreign Investors

Due to the significant and growing eamic value of
patents, it is understandable why developing countries have
undertaken considerable efforts to acquire such tools of
innovation. One way to do so is to through foreign direct
investment(FDI). Arguably, FDI flows are even more
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important tha trade flows in todayé rapidly expanding
technology and information socieé

As noted by the World Bank,

fiwhat makes FDI especially

important is that unlike trade in
goods, where developing countries
try to glean whatever information
they can from th products and

services imported or import capital
goods that embody modern
technology, FDI involves explicit

trade in technologyé o 619

One recent (2005) study identifying secure property rights
as akey concern of foreign investof8? examined the
impact ofdeveloping country institutional efforts to attract
FDI. It found a positive correlation between a developing
countryGs adoption of open and transparent domestic capital
account control policies and its participation in
international treaty regimes (incing WTO membership,
and preferential trade and bilateral investment agreement
participation) on the one hand, and positive FDI flows on
the other.

fiDeveloping countries can
domestically enact policies that are
attractive to private foreign
investors, © they can employ
international strategies, such as
entering into international
agreements [such as WTO
membership, preferential trade
agreements and/or bilateral
investment treaties] that promote
policy orientations seen as
reassuring by foreign
investorg Each of these providesa
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direct or indirect mechanisnfor
reassuring foreign investors that
the country will protect its property
rights and allow profitability They
serve as credible signals to private
investors of the government&s
intentions becauset deast for the
international agreements, they are
costly to renege ono (emphasis
added) %

The study viewed the protection of investor property,
including IPRs, as critical to securing such flows, given the
substantial, longerm, capitaintensive and mmobile
nature of the types of investments being made (i.e., plant
and equipment and research and developm&?t)t also
admonished foreign investors to be weary about
committing significant investments to any one of a number
of developing and emerging @momies that do not have a
well-established property rights regitffé.®?* The study
concluded that developing country membership and
participation within international treaty regimes that
promoted physical and intellectual property right
protections (e.g., TRS) was more likely than not to
contribute to its ability to secure FDI. This result obtains
because such diplomatic engagemersually requires
complimentary domestic reforni& At least one more
recent (2006) study seems to have confirmed that U.S. and
OECD hbilateral investment agreements have stimulated
greater FDI flows to developing countries fiwith a high
quality of institutionsand strong local property righés
(emphasis added}*®

These conclusions were also confirmed within a recent
(2005) United Mtions study. It found that the setting of
minimum IPR standards at the international level via the
TRIPS Agreement had been effective in facilitating
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domestic reforms that can lead to actual R&dlated FDI
flows to certain emerging and developing coiastr

f{Although mjany international
agreements give special attention to
investment in R&D activities...[by
focusing on] [kley issues [that]
relate  to the entry and
establishment of R&Belated FDI,
the treatment of R&D performance
requirements (whether yb
restricting or explicitly permitting
them), incentives encouraging
investment in R&D activities
[,etc.]é [m]ost international
investment agreements do not have
provisions that specifically protect
R&D-related FDI; they protect FDI
in generalé [Consequently,] [t]he
protection of IPRs at the
international level and minimum
standards set by international
treaties are of particular relevance
for R&D related FDI. The most
important instrument in this area is
the WTO Agreement on Trade
related Aspects of Intettual
Property Rights (TRIPS)

(emphasis added?.27

Furthermore, one recent (2005) study has documented how
a developing countryGs adoption of domestic TRIPS-
compliant IPR reforms has resulted in increasedel&ed
foreign corporate manufacturing  inve®nts®?®And,
another recent (2005) study found that the degree and scope
of such investments and technology transfer activities
largely depends on the nature of those reforms, i.e., the
extent to which they expand/strengthen IPRsThis latter
study also evaluated the magnitude of the economic
impacts in terms of technology transfer. It did this by
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measuring the changes in the value of hs@mpany
licensing (royalty) payments and allocations of inter
company R&D expenditures among corporate affilidtes.
The study found that following a developing countryés
adoption of IPR reforms, the amount of royalty payments
made by an affiliate to its parent for the use or sale of
transferred technologiegist like the amount of local R&D
expenditures the affiliate ncurred related to such
transferred technology, increased in excess of 30 pettent.

And, still another recent (2005) study evaluatied broad
welfare implications for developing countries should they
decide to protect IPRs consistent with the TRIPS
Agreament. It concluded, that based on the positive overall
impacts that strengthened IPRs would have upon
innovation, market structure and technology transfer, it
would beirrational for developing countriesot to adopt
IPR protections.In particular, it faind that,

ffWlhen  technology transfer
considerations are accounted for it
is not rational for governments in
these countriesto oppose IPR
protectioré In a North-South trade
environment, the South sets its IPR
policy strategically to manipulate
multinatiorelsd  decisions  on
innovation and locationé As the
Southern government sets the IPR
protection level before the Northern
firm makes its multinational
decision, it can influence this
choice by inducing technology
transfer or encouraging
innovationé  Firms can protect
their technology by exporting, or
risk spillovers by undertaking FDI
to avoid tariffsé In relatively low
technology intensive industries,
attracting foreign investment as a
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channel of technology transfer is
the motive behind protecting IPR
The levé of protection is chosen
such that exporting is never strictly
preferred to FDI by the North.
Although the South may desire a
lower level of IPR protection to
reach its firstbest welfare, the
Northern firmé credible threat of
exporting rather than unde&king
FDI restricts the latter to a stricter
IPR regime

€ For more R&D intensive
industries, innovation as opposed
to technology transfer is the key
concern for protecting IPR in the
South The South stimulates
innovation by tempting the
multinational to deter entry by

means of substantial R&D efforts.
Although the South does not
imitate the complex technology to
compete with the North, it benefits
from the enhanced innovation it
induces by protecting the IPR of
the Northern multinational.
Therefore a rédnal South would

never strictly prefer to violate
international IPR, as the optimal
level of protection for the South is
always very high...[Much to the
contrary, a] stringent IPR regime is
always optimal for the South as it
triggers technology transfer yb

inducing FDI in less R&P

intensive industries andtimulates

innovation by pushing
multinationals to deter entry in
high-technology sectogs(emphasis

added) %3
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IPR Protections and the Enabling Environment Can
Influence Investment Composition

Technoloy companiesnay invest in and undertake R&D
within developing countries, even in the absence of strong
IPR protections, though clearly, strong IPR jurisdictions are
preferred. At first glance, this possibility would appear to
contradict conventional wisdo. After all, firms have been
advised that since poor institutional environments erode the
Gppropriable valued of innovations, they should keep their
knowledgeintensive activities away from weak IPR
regimes. Yet, other factors may be at play.

One early(1993) study involving Brazil and Argentina
revealed that, despite the lack of adequate patent
protections in those countries, U.S. pharmaceutical
companies continued to invest th&f&It found that such
behavior was likely a predatory response from rival
companies (competitors), which were eager, in the face of
weak patent protection, to move in (by establishing a
manufacturing facility) and capitalize on (reproduce)
products not protected by patents. Alternatively, as was the
case in Turkey, during the ady 19608, U.S.
pharmaceutical company FDI increased despite that
governmentGs abolishment of product and process patent
protection. It was later concluded that other factors had
played alarger role in those companiesbforeign investment
decisions. Thy included more favorable foreign exchange
rates, and lower taxes, regulatory costs, and wage rates,
than was then available in the U.S. and other vefiles.

Even if a foreign companyGs decision concerning whether

to invest in a given country has alreadseb made, it can
still be influenced by the degree of IPR protection afforded.
One recent (2006) stud$*°examined how the level of
protection a developing country provides to foreign IPRs






