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1 Introduction

It is very common nowadays to spesk of an “information society” in
which control of information or information based knowledge has replaced
control over matter as an ultimate source of economic power. The intellectua
creations protected through patents, trade marks, copyrights etc congtitute often a
huge part of the companies intangible assets.* As vaue added is increasingly
reliant on non-materia inputs into products or services, the concept of information
as an economic resource becomes more and more dominant, overshadowing its
other roles. This shift in objectives and ever increasng role of information in
wedlth cregtion dso sgnificantly influences political affairs. States, acknowledging
that success within the globa economy depends crucidly upon knowledge
cregtion, view intelectud property through the prism of economic pragmatism and
in terms of competitive advantage of their industry in the free market world.?

The growing pressure from powerful business society to assure
maximum protection for “intangible assets’ does not remain without effect on legd
regimes, which through defining the intellectual property® and the types of
protection that accrue to its creators, shape the redlization of this right.*

! For example, the value of the trade mark Coca Cola (calculated only for the products with
the brand on them and for others, sold by the company) was calculated at 69.6$ billions in
August 2002. What is interesting however brands usually are not listed on corporate
balance sheets, even though they can go further in determining a company's success than a
new factory or technological breakthrough. That's because nurturing a strong brand, even
in bad times, can allow companies to command premium prices. For more see: BusinessWeek
and Interbrand Special Report on the 100 Top Brands August 5, 2002
<http://www.busi nessweek.com/magazine/content/02_31/b3794033.htn, on 2002-11-07

% 1n 1997 U.S. government unilaterally imposed import duties on $260 million of Argentine
exports in retaliation for Argentina’ s refusal to revise its patent legislation to conform to
U.S. standards. In the same year U.S. made pressure on Thailand. Very famous by now is
also dispute between thirty nine pharmaceutical companies and the South African
Government over the provisions of the Medicines and Related Substances Control
Amendment Act, which aimed to balance patent protection against the need to provide
medicines at an affordable price to those in need. Under strong domestic and international
pressure the companies withdrew their casein April 2001 after a settlement was agreed.
Another well known example is the dispute settlement case between the US and Brazil, in
which the U.S. questioned the compatibility with TRIPs of Article 68 of Brazil's Industrial
Property Law (Law 9.279/96), which allows the Brazilian government to grant a compulsory
license where there is a lack of local manufacture of the patented product. However, under
pressure from public opinion the U.S. government withdrew the case

® The term ‘intellectual property’ is of generic nature and refers to the creations of human
mind, the human “intellect”. It came into regular use during the 20" century. Analogically,
the intellectual property rights are those rights which are derived from human intellectual
creativity and that protect interests of the inventors by giving them property rights over
their creations and inventions. For the short outline of the evolution of the IPRs see:
Drahos, Peter, “Intellectual Property and Human Rights’, Intellectual Property Quarterly,
No. 3 (1999)

* For example, the patent is often seen just as “an instrument of economic policy to stimulate
further risk taking in the investment of resources in the development of new product and



Intellectual property has cessed to be a preserve of a specialized branch of
private law. It has become one of the hottest topics in internationa trade law.”
After dl, not without a reason one of the economic theories of legidation, the
theory of public choice argues that legidation is essentidly a market process in
which legidators and interest groups transact business in a way that sees the
public interest subordinated to private interest.® According to Peter Drahos, the
intellectual property rights, taking into account their contemporary role, are to be
seen as “rights of exploitation in information””. Such a purdy materidistic
approach is perhaps best visible and reflected in the TRIPs Agreement®, which
via trade linkage ams to produce “a sngular globaised conception of the
legitimate protection of intelectud property through the harmonization of the
effects of diverse legidation across members of the WTO™. Although we can find
in it certain flexibility™® which leaves States some space to reconcile the TRIPs
gtandards and policies with domestic economic and socid conditions, taking into
account the formulation of TRIPs provisons it is clear that they condtitute bardly
an exemption to the rule™ Also, the DOHA Declaration on the TRIPs
agreement and public health?, which &firmed the flexibility of the TRIPs

technology”. See: WIPO Worldwide Academy, Collection of Documents on Intellectual
Property, WIPO Worldwide Academy, Geneva, 2001, p. 153

® Govaere, 1., The Use and Abuse of Intellectual Property Rightsin EC law, London: Sweet
& Maxwell, 1996

® See: Drahos, Peter, “Intellectual Property and Human Rights’, Intellectual Property
Quarterly, No. 3 (1999)

" Drahos, Peter, “The universality of intellectual property rights: origins and development”,
Intellectual Property and Human Rights, WIPO/OUNHCHR panel discussion to
commemor ate the 50™ Anniversary of the UDHR, Geneva, November 9, 1998, p. 14

& Agreement on Trade-Related Aspects of Intellectual Property Rights (hereafter: TRIPS)
constitutes Annex 1C of the Marrakesh Agreement Establishing the World Trade
Organization signed on April 15, 1994. All of the TRIPs Agreement is binding on all members
of theWTO.

° May, Christopher, A Global Political Economy of Intellectual Property Rights. The new
enclosures?, The Routledge, London & New Y ork, 2000, p. 85

' f.ex. article 7 (Objectives), article 8 (Principles), article 27.2 and article 27.3 (Patentable
Subject Matter), Article 30 (Exceptions to Rights Conferred), Article 31 (Other Use Without
Authorization of the Right Holder) of the TRIPS Agreement. Some exemptions and
safeguards are contained also in Article XX (provides for an exception to GATT rules,
including national treatment, when necessary to protect health and other public goods) and
XXI of the GATT.

See: Correg, Carlos M., “Implementing National Health Policies in the Framework of WTO
Agreements’, Journal of World Trade, 34 (5) 2000, p. 89-12; Hoe Lim, “Trade and Human
Rights’, Journal of World Trade, 35 (2) 2001, p. 275-300,
<http://www.wto.org/english/docs_e/legal _e/legal_e.htm#TRIPs>

! Correa, Carlos M., op. cit., p. 106. Correa states that article 8.2 not only incorporates
“necessity test” for the measures, but seemsto subject it to an additional “compability” test
2 Declaration on the TRIPs agreement and public health adopted on 14 November 2001 at
the Doha Ministerial Conference, WT/MIN(01)/DEC/2; Declaration confirmsthat “the TRIPS
Agreement does not and should not prevent Members from taking measures to protect
public health”. The IPR protection required by TRIPs “should be interpreted and
implemented in a manner supportive of WTO Members right to protect public health and, in
particular, to promote access to medicinesfor all.”



Agreement (in particular with regard to patents), states that the public hedth
concerns have priority before pharmaceuticas patent protection — though very
positive development and a good example of a possible coherent reading of the
WTO provisons teking into account potentidly rdevant human rights law is
bardy an exemption which was possible thanks to the mobilization of the public
opinion worldwide.

Carlos Correawrites that “in a context of a growing pressures for trade
liberdization, clarifying the extent to which a State can impose redrictions on
trade in response to public hedth considerations has become a critical issue’.™®
But should not the question be how we should frame the trade so that it does not
override higher vaues? Should not the question be as to where shdl we draw the
linein order to find the just balance between competing human rights, particularly
when some of them are of more direct importance for trade then others?

It seems that States tend to forget about their human rights obligations
and their own recognition of their primacy over other provisons, including those
referring to the free trade itself. Already in the Vienna Declaration of 1993, States
recognized that “human rights are the first responsibility of Governments™™.
If it is s0, should not they implement the TRIPS standard (or any other IP
dandards) bearing in mind both therr human rights obligations while usng the
flexibility inherent in the TRIPs Agreement?

It is worth a reminder in this short introduction that all states are bound
by UN Charter’ s article 55, according to which they are obliged “ to promote: a)
higher standards of living, full employment, and conditions of economic and
social progress and development; b) solutions of international economic,
social, health, and related problems and international cultural and
educational cooperation; and ¢) universal respect for, and observance of,
human rights and fundamental freedoms for all without distinction as to
race, sex, language, or religion.” *°

UDHR, which specifies the human rights provisons mentioned in the
UN Charter, refers to those objectives in its Preamble. What is more, out of 114
Members of the WTO who have undertaken to implement the minimum standards

3 Correa, Carlos M., “Implementing National Health Policies in the Framework of WTO
Agreements’, Journal of World Trade, 34(5), 2000

Creation of the WTO not only expanded process of trade liberalization and globalization, but
unfortunately at the same time made linkage of HR and trade, by for example the use of MFN
(in case of US or EU clearly the single most powerful economic lever) not only meaningless
but also against the international consensus. What is more the standardization it brought
about influences the internal law of states, for example, by requirement of introduction of
patent protection on pharmaceuticals, what can have effect on realization of human rights.
Therefore one could expect that after taking away some of the human rights enforcement
tools from the hands of States, the WTO will assume greater responsibility for the
protection of human rights around the world, also through the relevant, human rights
spirited interpretation of the WTO agreements, TRIPs among them.

¥ Vienna Declaration and Programme of Action adopted by consensus by the World
Conference on Human Rights on 25 June 1993, UN Doc. A/CONF.157/23, 12 July 1993, article
1

> n fact, the clauses of the UN Charter are among the guiding principles of the Union, cited
in the preambl e of its founding Treaty of Rome (1957).



of IP protection in the TRIPs Agreement, 111 have rdtified the ICESCR (dl EU
Member States among them). Why do | mention this here? It is because the right
to intellectua property in human rights sense was ddinested firdt in article 27 of
the Universd Declaration of Human Rights, on which the provisons of ICESCR
were built up on (aticle 15).%

Indeed, there is both the ground and an urgent need of chdlenging the
exclugvity of the rule seting in the intellectual property area by the technicaly
minded economic private law experts. The human rights insgruments give quite
precise indication where and how to gpproach the issue of intellectud property in
order to find the right balance between the rights of creator and the rights of
others, between the right to intellectua property and other human rights. We just
need to reach and apply.

There is one more reason to argue tha intellectua property as
understood by private commercid law, is not as ‘untouchable as it is often
argued by its proponents, who are afraid that human rights congiderations will limit
the scope of intellectua property rights protection. In 2000, in the Ecuador
Arbitration, the WTO permitted for the first time the use of withdrawd of
intellectual property rights as a remedy.'” To be more accurate, the WTO gave
the Government of Ecuador a green light to suspend its TRIPs obligations to the
European Communities. There are two Sides to this decison. On one hand the
WTO arbitrators proved that the private rights of individuals (intellectud property
rights) can be trumped by the need for the WTO Dispute Settlement Body to
approve a sanction on the insubordinated State — thus leaving us with quetion if
aso other human rights (after dl there exist aright to Intelectua Property) would
be ‘temporarily switched off’ in case it would be needed in the name of free,
liberalized market. On the other hand — it proves, that the observance of TRIPs
provisions can be ‘hibernated’, if that is what the restoration of the barrier-free
market needs. If then one can do so in the name of the “market”, then surdly it
should be possble in a dtuation when humean rights, as for example the right to
hedlth, are endangered. After al they have primacy over any other rights.

In this paper the author undertakes to analyze the tensgon within the right
to intellectua property itsdf and its relaion to other human rights — exemplified
here by the right to hedlth and in particular one aspect of it — access to drugs,
agang the law and practice of the EU. The andyss of the practice of EU in

1® See al'so the resol ution of the Sub-Commission on the Promotion and Protection of Human
Rights which reaffirms that the right to protection of the moral and material interests
resulting from any scientific, literary or artistic production of which one is the author is a
human right, subject to limitations in the public interest. “Intellectual Property Rights and
Human Rights”, Sub-Commission on the Promotion and Protection of Human Rights, Fifty-
second session, agendaitem 4, E/CN.4/Sub.2/2000/7, adopted on August 17, 2000

" European Communities — Regime for importation, Sale and Distribution of Bananas-
Recourse to Arbitration by the European Communities under Article 22.6 of the DSU, Report
of the Arbitrators, 24 March 2000, WT/DS27/ARB/ECU, paragraphs 141, 144, 173 (d), 157.
Ecuador has not exercised this retaliation authority so far. For more see: Charnovitz, Steve,
“The WTO and the Rights of the Individual”, International Trade, March/April 2001, pp.
98-108



respect to the right to intellectual property will focus on patent rights as this is
believed most rlevant for this discussion.

Why hedlth and why exactly access to drugs? Apart from the obvious
statement that health™® alows usto enjoy our lives, it carries also economy related
agpects associated with it. Economic development itsdf is congderably
dependent upon the hedth leve of the population, as peoples productivity
depends on ther level of nutrition and generd wdl being. If the society is to
function properly and enjoy economic well being, a hedthy population is needed
as the proper functioning of the economy suffers from illnessrelated
absentesism.™ In many countries the hedth sector is an important part of the
economy: it is an important employer®®, it absorbs relatively large amounts of
nationa resources both as a “consumer of goods’ and is as a significant, if not a
leading player in research and development®. Hedlth budgets can reach over
10% of annual state budgets®, even if hedth care becomes dominantly privatized
through mgor insurance schemes and the (re) inditution of privae
hospitals/dinics?® After al, for the population to be, and remain hedlthy, adequate
health policy and a proper infrastructure (which would protect a society againgt
outbreaks of epidemics) needs to exist.

'8 For the purposes of this paper | will follow the 1946 WHO Constitution, which defines
health as “a state of complete physical, mental and social well-being, and not merely the
absence of disease or infirmity” and stresses that “the enjoyment of the highest attainable
standard of health is one of the fundamental rights of every human being”. For further
explanation see chapter on the right to health.

¥ If we happen to live in a welfare-state we can expect receiving sick-pay from social care
(and therefore from taxes, which in other situation could be used for example for giving
incentives to the economy) for every day (even asingle one) of not being in work due to the
sickness. Such an approach may lead of course to abuses — which in turn may lead, as in
Sweden, to these type of expenditures achieving too high alevel, so legislative restrictions
—liketherulethat thefirst day (karensdagen) of the sick-leave is not paid for by the state —
may occur.

See also: van Krieken, Peter - Health gaps and Migratory Movements, RWI Report No. 31,
Lund 2000, p. 9;

Seealso: EzeC. Osita - “Right to Health asaHuman Right in Africa’, The Right to Health as
a Human Right. Workshop — The Hague, Dupuy, Rene-Jean (Ed.), 27-29 July 1978, Sijthoff
and Noordhoff 1979, p. 83

% According to the 1996 Labour Force Survey, more than 10% of those in employment were
in employed in health. What is more, health is one of the fastest growing sectors in the
1990s, expanding on average at just under 3% a year. See: Communication on the
development of Public Health policy <ttp://www.europa.eu.int/comm/ health/ph/general/
phpolicy2.htm#41>

! In the EU the average total expenditure on health as a percentage of the GNP is 8,2%,
whereas in developing countriesit is aslow as 2%. See: vanKrieken, op.cit., p. 36

“ The public expenditure on health (as a percentage of the total public expenditure) is 12,4%
in the EU, whereas 23,5% of it constitutes private expenditures. In the US the figures are
respectively: 14,8% and 56,1%. See: van Krieken, op.cit., p. 36

# yvan Krieken, Peter, op.cit., p. 10

 «Factors enhancing and jeopardizing human health reach far beyond the sector of health
and encompass, at the societal level access to employment and /or income-generation,
access to housing, adequate nutrition, water and sanitation. History has showed that
improvements in water and sanitation, nutrition, or housing, has been far more beneficial for
the enhancement of health than curative, or even preventative health measures.”,

10



Unfortunately, due to the high figures during the last decade, hedth care
system reforms have been dominated by mainly economic objectives and motives,
with governments searching for a balance between the rights of patients to hedlth
care on the one hand, and cost containment and cost control on the other.”® This
baance will be increasngly harder to achieve taking into account that as a
consequence of lengthening life expectancy®, the increase in the number of
persons suffering from diseases and conditions related to old age is occurring. 2’

At the same time hedth and ways to improve it are the focus of
technologica innovations and biomedical research, they are brought into a direct
relationship with intellectua property protection regimes. Unfortunately as the
1990s - decade of HIV/Aids pandemic - proved, only margin of sck people
took advantage of newly developed medicines — others smply cannot afford
them. One of the reasons for this is because of the TRIPs Agreement patent
protection of new pharmaceuticals. That protection is meant to dlow drug
companies to recoup the cost of new medicines development ¢ and thus give
them incentive for further research. A higher cost of anew product is not properly
linked to the “manufacturing cost” but rather to its previous development process,
whereas the development of “copy”, i.e. generic version of the new drug, requires
foremodt the identification of the origina product ingredients. Therefore without a
patent regime the innovator would obvioudy be at a disadvantage with regard to
competition. However, in market redity companies often abuse this semi-
monopoly satus by pricing drugs a excessive levd.

Even though access to medicines is dependent not only on affordable
prices, but aso upon rationa sdlection and use of medicines, sustainable adequate
financing, religble hedth and supply systems it is il those drugs that congtitute
the crucia part of the treatment process. Therefore both their availability” as well

TomaSevski, Katarina — International law-making for the protection of human and
environmental health; in: *Reading material for: Human rights within the EU’, VT-02

® Den Exter, André and Hermans, Herbert — “The Rights to Health Care: A changing
Concept?’, The Right to Health Care in Several European Countries — Expert Meeting,
held in Rotterdam, the Netherlands, April 27-28, 1998, Studies in Social Policy, Kluwer
International 1999, p. 1 and 169

* To alarge extent aresult of an improved health care system, particularly within EU.

? In particular from cancers, cardio-vascular diseases, physical disabilities and mental
disorders and other neuro-degenerative disorders. It had been estimated that by the year
2000, 8 million people in the Community were affected by Alzheimer's disease. Additionally it
is expected that by 2020, there will be 40% more people aged 75 and above than in 1990.
Communication on the development of Public Health policy,
<http://www.europa.eu.int/comm/ health/ph/general/phpolicy2.htm#41>

% See also: Juan Ignacio Arango F., "Regulation, policies and essential drugs’, Medicines
and the New Economic Environment, Lobo, Felix and Velasquez, German (eds.), Editorial
Civitas, Biblioteca Civitas Economiay Empresa, 1998, pp. 165 - 195

® That it is ‘economy’ and not ‘heart’ that lies behind the pharmaceutical industry one can
easily see when comparing statistics. Though for TNCs, developing countries account for
more than 80% of their market, new research is targeted at a rich northern market (see:
Muddassir, Rizvi, “TRIPs  will push  health care beyond  poor”;
<www.twnside.org.sg/title/beond-cn.htm>). Less than 10% of the $ 56 billion spent each
year globally on medical research is aimed at the health problems affecting 90% of the
world’s population. While pneumonia, diarrhea, TB and malaria account for more than 20%
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astheir price are of great importance. Not everybody can afford the $10 000 -15
000 person/year trestment with brand named drugs for alengthy period.* On the
other hand, a $350 - 600 person/year® trestment with generics is not only more
accessible and affordable for people, but also in Stuations when it is provided by
the state or humanitarian organizations, it dlows the trestment of more lives with
the same limited, and aways insufficient amount of money. Not only developing
countries look into the cost of medicines while trying to work out a hedth care
programme that would ensure appropriate care to the biggest number of its
dtizens® Recently the U.S. President himself proposed a solution to rising
prescription drug costs, ordering government to block pharmaceutical companies
from filling multiple patent-protection lawsuits that can sall chegper/generic drugs
for years® In 2001 the average brand name drug cost more than $72 per
prescription, while the average price for generic drugs, just as safe and effective
as the brand name drugs, were just $17 per prescription.”*

Since, in developing countries, most people currently pay for hedth
care, including drugs, out of their own pockets, in their case access to medicines™

of the diseases burden of the world, they receive less than one per cent of the funds
devoted to health research. What is more, some drugs developed in the 1950s and 1960s to
treat tropical diseases have begun to disappear from the market altogether because they are
seldom or never used in the devel oped world. (Singh, Someshwar, “Health: TRIPs and WHO
further marginalizing world's poor”, <www.twnside.org.sg/title/lwho2-cn.htn; 2002-04-14).
Among the 1223 New Chemica Entities developed during 1975-1997, 379 are considered
therapeutic innovations. However only 13 of them were meant for tropical diseases with
only four developed after targeted research (Muddassir, Rizvi, “ TRIPs will push health care
beyond poor”, <www.twnside.org.sg/title/beond-cn.htm>).

¥ 1t is particularly true in case of countries where the expenditure on health per person a
year may be as low as $10. See Avet, HIV & AIDS drugs in Africa,
<http://www.avert.org/aidsdrugsafrica htn, 13/02/2002

% Cipla (Indian company that manufactures generics) offer for Medicines sans Frontiers.
See: Gathii, James T., “Construing Intellectual Property Rights and Competition Policy
consistently with facilitating access to affordable AIDS drugs to low-end consumers’,
Florida Law Review, September 2001

% “Governmental efforts in the United States thus far have been devoted to ensuring that
once patents have expired, patients with Federal Medicaid prescription drug insurance (a
program covering only the poor) are given strong incentives to choose generic rather than
higher-priced branded drugs. This is done through ‘ maximum allowable cost’” measures that
reimburse only the price of the least expensive generic substitute. Most hospitalsin the U.S.
maintain formularies that stress cheaper generics when they are available.” in: Scherer,
Frederic, “The New Structure of the Pharmaceutical Industry”, Medicines and the New
Economic Environment, Lobo, Felix and Velasguez, German (eds.), Editorial Civitas,
Biblioteca Civitas Economiay Empresa, 1998, pp. 195-212

¥ Brand-name drug manufacturers sometimes file lawsuits against generic drug producers
poised to put less expensive products on the market. The lawsuits invoke the 1984 Hatch-
Waxman Act, which was meant to promote competition in the drug industry but which also
gives the brand-name makers up to 30 months of additional patent protection while
litigation proceeds.

¥ News Flash, White House hopes to make generic drugs available more quickly by
blocking patent suits, <www.nj.com/printer/printer.ssf?/newsflash/get_story.ssf?/cgi-
free/getstory_ssf.cgi>, 2002-10-21

% For this paper the term ‘access’ is understood to include both availability and affordability
criteria.
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is particularly sensitive to cost.®® At the same time it is also the affordability that is
most likely to be affected by trade agreements in the first place. Of course, the
consumer prices vary widdy, within and amongst countries for a variety of
reasons.>” Some of the factors which have influence on the price of drugs can be
addressed only on a national level (taxes, pricing mechanism, tariffs, etc.), others
however like the international 1PR framework, are connected to and influenced by
the universal trade system. Therefore it is so important what kind of attitude to
those issues has and with what type of solutions comes up one of the mgor
players on the globad market. As the gap between the substantive law of the
GATT and regiond economic organizations closes, the EC law on intellectud
property and its expectations towards other countries has an importance which
extends beyond the shores of Europe.

That partly answers the question why the author decided to andyze the
approach of the EU. An additiona reason is the willingness to check if the strong
(at lesst verbaly) commitment to human rights of the European Union, which
proclams in the Treaety of Amsterdam that it “is founded on the principles of
liberty, democracy, respect for human rights and fundamental freedoms and
the rule of law”, is equaly strong when in conflict with very eesly measurable
interests.®®

Indeed, the EU is a powerful and uniquely representative actor on the
international scene and in the WTO-arena, it is no exception. It has the
respongbility, reinforced by the capacity and financid resources, to significantly
influence the human rights policies of other States as well as those of international
organizations. However, if the EU wants to enforce human rights compliance in
third states, it has to lead by example. Therefore the need to andyze how the EU
dedls in practice with more contentious issues in order to see if EU redly stands
behind its declarations and demands towards other countriesis evident.

% States are either too poor to afford it —which is true only in a few cases, or simply have
distorted budgetary allocations — which constitute majority.

% For example, differences in demand, presence, if domestic R&D and/or generic industry,
purchasing capacity, tariffs, taxes, intellectual property rights, pricing mechanisms and the
degree of competition between patented and generic medicines

% To what extend is the EU legally bound in the field of human rights? It depends of course
on the status of the EU in international law. As we know, the EU does not have legal
personality, which all three Communities, which together built the first pillar of the EU have.
Following this, the EU (though not Communities) cannot bear obligations under
international law, including international human right standards. However such a strict
approach would deny the practical need to address the EU’s commitment to human rights.
Notwithstanding that somewhat obscure status of the EU under international law, the fact
remains that the EU is perceived as an international actor. Also the EU Treaty itself provides
that the EU shall respect human rights. Therefore the question as to what extend the EU is
bound by human rights consequently deserves a more elaborated answer than simply
maintaining that the EU lacks legal personality. See also: Bulterman, Mielle, Human Rights
in the Treaty Relations of the European Community. Real Virtues or Virtual Reality?,
School of Human Rights Research Series, Intersentia, Antwerpen — Oxford — New York,
2001, p. 65 et seq.
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In the following chapters | will attempt to explain what pogition human
rights have in generd in EU law. Againg this background the right to hedlth and
the right to intellectua property will be andyzed in order to have a picture of the
balance between them exidting (if such baance exists) in EU law. Following this
focus will be on how the EU approaches hedth sengtive aspects of intellectua
property in its relations with Developing Countries on the one hand, and the
Candidate Countries on the other. The various factors which have an influence on
EU practice will be highlighted.

As for methodology - this thesis is mainly based on research work
caried out at the library of the Raoul Walenberg Ingtitute (Lund) and UNOG
Library (Geneva), as well as rdevant materids and information found on the
Internet. Here | would like to express my gratitude to Prof. Katarina Tomasevski.
Without the possibility of discussing the points of concern with her and without
her comments this thesis surely would not be complete. Additiona study vistsand
interviews where conducted a the WHO, WTO and UNCTAD. | am in
particular thankful to Thirukumaran Baasubramaniam (WTO, Technical Officer
DAP and EDM), Pedro Roffe (Project Director, UNCTAD), Dr. Jens Gobrecht
(WHO, Asociate Professiond Officer, Strategy Unit and Relations with EU) as
well as Peter Ungphakorn (WTO, Information Officer) and Simon Walker
(OHCHR, Human Rights Officer, Research and Right to Development Branch),
whose vauable information and comments helped me to understand the nature of
relations between the EU and respective international organizations, as well as
these indtitutions comprehension of the rights discussed in the paper.

Last but definitively not least — my specid gretitude to Professor Mpazi
Sinjda (WIPO Worldwide Academy Director) for his encouragement and
guidance throughout the whole programme and supervision of thisthesis.

All mistakes and omissions are those of the author.
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2 Human rights in the EU

Though the EU declares its srong commitment to human rights and the
protection of fundamentad rights as is nowadays seen as one of the basic tenets of
the EC law, it seems to lack a fully-fledged human rights policy. Neither the EC
Treaty nor the EU Treety contains a list of fundamentd rights, and the Charter of
Fundamenta Rights could barely make it to the leve of politica declaration. Even
though the economic integration within EU is dmost complete, the socid
dimengon is4ill lagging behind.

Only the principle of equa pay for men and women has been codified
from the very beginning in article 141 (ex. article 119) TEC.

In the absence of an arangement in the founding tregties and in
response to the chdlenge of the supremacy of Community law over nationd
condtitutional law by the congtitutional courts of Germany™ and Italy™, it was the
European Court of Jugtice (acting on the basis of the Article 220 TEC) that first
recognized the exisence of fundamenta rights a& Community level and extended
them in its decisons.** Under its caselaw, fundamentd rights form part of the
“general principles of Community law” and are equivaent to primary law in
the Community legd hierarchy. That means that measures adopted by Member
States ether to implement Community measures or which, in one way or another
fal within the scope of Community law, must be in accordance with minimum
humean rights standards.** This was a judicid U-turn par excellence. The Court

¥ “splange” case, German Handel sgesellschaft case, Bundesverfassungsgericht, 29 May
1974, [1974] 2 CMLR 551

“«FErontini” case (No. 183) Corte Constitutionale 27 December 1973, [1974] 2 CMLR 386

“! For more detailed information see for example: EU Annual Report on human rights
(2001/2002), 12747/1/02 Rev 1 COHOM 11, Brussels, 16 October 2002; annual Resolutions of
the European Parliament on respect for human rights in the European Union (for example
A5-0050/2000; 11350/1999 — C5-0265/1999 — 1999/2001(INI); A4-0468/1998). In its resolutions
the European Parliament always refers to UDHR and subsequent Conventions adopted in
the human rights field as well as recalls that human rights are set of universal and
interdependent rights applicable to all human rights. More on the role of EP, Council and
Commission in respect to Human rights in, for example, Alston, Philip (ed.) — The EU and
human rights, Oxford, Oxford University Press, 1999; Clapham, Andrew — European Union
—the human rights challenge, Vol. 1, Human rights and the European Community: a critical
overview, Baden-Baden: Nomos, 1991; Cassese, Antonio; Clapham, Andrew and Weiler
Joseph (eds.) —European Union the human rights challenge, Vol. 2 — Human rights and the
European community: methods of protection; Vol. 3 Human rights and the European
Community: the substantive law; Baden-Baden: Nomos, 1991

2 See in particular: Stauder v. Ulm (Case 29/69 [1969] ECR 419), Wachauf v. Federal
Republic of Germany (Case C-5/88 [1989] ECR 2609). The fundamental rights upheld by the
Court include: the principle of equality which implies that different situations must not be
treated identically or comparable situations treated differently (CJEC, 28 June 1990, Firma
Hoche case C-174/89, Reports p. 1-2681); freedom of religion (CJEC, 27 October 1973, Vivien
Prais v/ Conseil case 130/75, Reports p. 1589); freedom of expression and information
(CIEC, 18 June 1991, E.RT case C-260/89, Reports p. 1-2925); the right to protection of
private life (CJEC, 26 June 1980, National Panasonic v/ Commission case 136/79, Reports p.
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then continued in this new direction in a number of cases. Furthermore a kind of
resffirmation of those principles was induded in ECJ Opinion 2/94®. While
negating the ability of the Community to accede to the ECHR, the ECJ stated that
“regpect for human rights is a condition of the lawfulness of Community acts’ and
“fundamenta rights form an integral part of the generd principles of law whose
observance the Court ensures’. It dso explained in point 5 that for that purpose,
“the Court draws inspiration from the constitutional traditions common to
the Member States and from the guidelines supplied by international treaties
for the protection of human rights on which the Member States have
collaborated or of which they are signatories. In that regard, the European
Convention on Human Rights, to which reference is made in particular in
Article F(2) of the Treaty on European Union, has special significance.”

This interpretation has been resffirmed by the Treaty of Amsterdar®,
which inserted into TEU a new article 6 (2), which commits the EU to respect
fundamentd rights, as guaranteed by the ECHR and “as they result from the
condtitutiond traditions common to the Member States, as generd principles of
Community law”.*> Additionally the Preamble of the European Community Tresty
refers to the fundamental socid rights by pointing to the 1961 European Socid
Charter (Council of Europe) and the 1989 Community Charter of the
Fundamenta Socid Rights of Workers. The Amgerdam Treaty has formdly
empowered the European Court of Justice to ensure the respect of fundamental
rights and freedoms by the European Ingtitutions (article 46 (d) TEU). The EU
can suspend certain rights of a Member State deriving from the gpplication of the
Treaty (aticle 7 TEU), if it has determined the existence of a serious and
persistent breach of these principles by that Member State.

It might be worth mentioning here, that according to European Court of
Human Rights case-law, Member States are accountable under the Europesn
Convention on Human Rights for the effects which Community law has in ther
domestic legd systems® This should make them more concerned about the

2033); theright to property (CJEC, 14 May 1974, Nold case 4/73, Reports p. 491); the right to
access to the courts (Johnston and Heylens); the right to a fair trial (CJEC, 29 October 1980,
Landeweyck et al v. Commission, joined cases 209/78 - 215/78, Reports p. 3125), and many
more.

“Arnull, Anthony, “Left to its own devices? Opinion 2/94 and the Protection of fundamental
rights in the European Union”, The General Law of E.C. External Relations, Dashwood,
Alan and Hillion, Christophe (eds.), Sweet & Maxwell, London, 2000, pp. 61-78

“ Came into force in May 1999. See: The EU and Human Rights (Draft: 28 March 2001),
<http://www.europa-eu-un.org/documents/infopack/en/infopack07EN.doc>, 2002-11-09

“® Article 46 TEU gives the ECJ power to apply article 6(2) in cases which fall within its
jurisdiction by virtue of other provisions of the Treaty.

“® See: Matthews v. UK, judgment of 18 February 1999; The Cantoni v. France judgment of
15 November 1966 and the decision of 7" March 2000 in T.I. v. UK ; It is the Member States
which are respondents and they alone, even where the measures under challenge result from
an obligation which Union law has placed on the member country. In such a case, where
Strasbourg finds violation of the ECHR, the state concerned is held responsible for the
measures, even though it cannot itself change or remedy them since it cannot usurp therole
of the Union institutions and bring the offending measure into line with the European Court
of Human Rights judgment.
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human rights implications of EU laws, policies and actions. After dll, those are the
Member States which are respondents and them aone, even where the measures
under chdlenge result from an obligation which Union law has placed on the
member country. If the Court in Strasbourg finds violation of the ECHR, the State
concerned is held responsble for the messures, even though it cannot itself
change or remedy them since it cannot usurp the role of the Union indtitutions and
bring the offending measure into line with the Court judgment.*’

The 1993 EU summit in Copenhagen formulated political criteria to be
met by countries gpplying for EU membership. It dated that “membership
requires that the candidate country has achieved dability of inditutions
guaranteeing democracy, the rule of law, human rights and respect for and
protection of minorities” Respect for human rights principles is liged dso in
aticle 49 TEU as condition for joining the EU by Candidate countries, though
competence of the ECJ to review the human rights ‘conditiondity’ in the
accession pena sanctions proceduresis currently very limited and unclesr.

Additiondly, since 1995 “human rights clauses’ became a sandard part

of any agreement between Community and Third Countries.
References to the protection of human rights and fundamenta freedoms are dso
to be found in article 11 (1) 5 TEU as well as in aticle 177 (1) and (2) TEC,
while the ECHR and ESC is mentioned in the preamble to the Single European
Act.

However, the most gppraised human rights document that emerged
within this economy oriented organization is the Charter of Fundamental Rights of
the European Union proclaimed jointly by the Council, the European Parliament
and the Commission in December 2000.*® The importance of the Charter arises
not only from the fact thet it is the firgt grictly human rights document, which
combines in a sngle text the civil, political, economic, socid and societd rights
hitherto laid down in a variety of international, European or national sources® -
though il not a binding law - adopted by the EU, but aso because it brings into
the EU area of interest new issues or gives the dready exising ones new
dimensions™ It dso establishes clearly that it ams to protect the fundamental

" Fischbach, Marc (Luxembourg Judge at the European Court of Human rights) — The
European Convention on Human Rights and the European Union Charter of fundamental
Rights — complementary or competing?, The Council of Europe’s European Convention on
Human Rights and the European Union’s Charter of fundamental rights: Judges symposium
— Luxembourg — 16 September 2002, <http://www.coe.int/T/E/Communication_and
_Research/Press/events/6.-Other_events/2002-09_Symposium_of_judges_-_L uxembourg/>,
accessed on 2002-10-16

“ The Charter of Fundamental Rights of the EU (later referred to as ‘the Charter’) was
proclaimed at the meeting of the European Council held in Nice from 7 to 9 December 2000.

“ In principle, the Charter represents 'established law’, i.e. it gathers together in one
document the fundamental rights recognized by the Community Treaties, the Member
States common constitutional principles, the European Convention of Human Rights and
the EU and Council of Europe Social Charters.

% Even though according to the European Council guidelines the future Charter were to
contain the fundamental rights and freedoms as well as basic procedural rights guaranteed
by the European Convention for the Protection of Human Rights and Fundamental
Freedoms and derived from the constitutional traditions common to the Member States, as
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rights of individuas with regard to action undertaken by the EU Inditutions and by
the Member States in gpplication of the EU Tredties.

Although not binding — in Nice, EU Member States opposed
incorporation of the Charter of Fundamental Rights into the Tresties - the Charter
dready grows in importance®® Citizens are invoking it ever more frequently in
their approaches (complaints, petitions and letters) to the EU indiitutions> Also
the advocates-general, soon after it was proclaimed, while presenting opinions in
disoutes over fundamentd rights, made it an indrument for interpreting
Community law and used it as a guiddline of particular importance®® From their
opinions a two-fold function of the Charter may be inferred, that as a kind of
guide for interpreting the scope of existing fundamenta rights and, the other, asa
means of identifying, among existing rights, those which are fundamental.>*

What is however of utmost importance is the fact that also the Court of
First Ingtance of the European Communities refers to the Charter in its judgments.
In the judgment in the Max.mobil Telekommunikation Service wv.
Commission™ case, which concerns the right to sound administration and the
right to effective redress, the court notes that the Charter includes such rights and,
relying on Artice 682 EU, finds tha the Charter confirms these common

general principles of Community law; as well as to include the fundamental rights that
pertain only to the Union's citizens, while also the economic and social rights as contained
in the European Social Charter and the Community Charter of the Fundamental Social Rights
of Workers (article 136 TEC), insofar as they do not merely establish objectives for action by
the Union were to be taken into account, in fact the drafting Convention went beyond its
mandate by for example providing greater protection then under the ECHR as in case of
article 9 (the right to found a family), article 14 (the right to vocational and continuing
training), article 47(2) and (3) (the right to a court is not confined to civil and criminal
disputes) or article35 of the Charter.

' Muszynski, Mariusz and Hambura, Stefan - Duzo znaczy, choc nie wiaze. Karta Praw
Podstawowych, Rzeczpospolita, 2002.08.26

% EU Annual Report on human rights (2001/2002), 12747/1/02 Rev 1 COHOM 11, Brussdls,
16 October 2002, p.19

% The many relevant opinions include those of advocates-general Jacobs, Alber, Léger and
Tizzano. See: Opinion on CJEC, 21 March 2002, Unién de pequefios agricultores v/ Consell
case C-50/00P, not yet published in Reports; Opinion on CJEC, 6 December 2001, Hautala
case C-353/99P, Reports p. 1-09565; Opinion on CJEC, 26 June 2001, BECTU case C-173/99,
Reports p. 1-4881; Opinion on CJEC, 17 May 2001, TNT Traco, case C-340/99, Reports p. I-
04109

*Jarabo, Damaso Ruiz, “Current reforms of Community judicial protection”, The Council of
Europe's European Convention on Human Rights and the European Union's Charter of
Fundamental Rights: Judges Symposium — L uxembourg,16 September 2002,
<www.coe.int/T/E/Communication_and_Research/Press/events>, visited on 2002-11-01

% CFIEC, 30 January 2002, Max.mobil Telekommunikation Service / Commission, case T-
54/99, not yet published in Reports.

Paragraph 48: "Since the present action is directed against a measure rejecting a complaint,
it must be emphasized at the outset that the diligent and impartial treatment of acomplaint is
associated with the right to sound administration which is one of the general principles that
are observed in a State governed by the rule of law and are common to the constitutional
traditions of the Member States. Article 41(1) of the Charter of Fundamental Rights of the
European Union (...) confirms that '[e]very person has the right to have his or her affairs
handled impartially, fairly and within a reasonable time by the institutions and bodies of the
Union." (...) See also paragraph 57.
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traditions. For the second time the Court of First Instance referred to the Charter
of Fundamenta Rights in its judgment of 3 May 2002 in the case Jégo-Quéré et
Cie Sa v. Commission®, concerning the admissibility of an gpplication against
Commission fishing regulations. Although in accordance with established case-
law, it found that inadmissbility was unavoidable because the measure was one of
generd scope which could not concern the gpplicant individualy.>” The Court
stated that common congtitutiond traditions, the European Convention on Human
Rights and the Charter of Fundamenta Rights recognize the right to an effective
remedy and admitted that in this specific case, the gpplicant was denied such a
remedy. The denid was found as there could be no trid in a nationd court, giving
rse to a reference for a preliminary ruling unless the individua violated the
Community regulation, which could not be demanded of him. Moreover, the
Court of Frg Ingtance ruled that ligbility disputes afforded only an incomplete
goprasa of lawfulness, since violaions were only pendized if sufficiently serious.
That being o, it found that the right to an effective remedy required a revison of
previous case-law.>®

It is interesting to note that in this judgment the Court of First Instance
places the Charter on the same footing as the European Convention on Human
Rights What is also very new and of enormous importance is the fact that the
Court of Firg Ingance holds that a person is "individudly" concerned by a
Community measure of generd scope "if the provison certainly and currently
affects his legd Stuation by redtricting his rights or by imposing obligations upon
him. In this respect, the number and Stuation of other persons aso affected or
likely to be affected by the provison are irrdevant "*°. Why? Because if this
tendency will continue, soon it should be possble to chalenge before the ECJ
measures of generd nature, if those happen to contradict human rights. Hopefully,
the Court will continue to refer to the rights encompassed in the Charter, thus
bringing them to the atention of the Union.

® CFIEC, 3 May 2002, Jégo-Quéré et Cie Sa v. Commission, case T-177/01, not yet

published in Reports

% The purpose of actions for annulment is to have binding legal instruments of the Council,

Commission, Parliament or the European Central Bank annulled. If EU citizens or firms are

involved in such an action as plaintiff or defendant, the action must be brought before the

Court of First Instance (CFl). However, citizens and firms can only proceed against
decisions that are personally addressed to them or, though addressed to others, have a
direct individual effect on them. This is deemed by the Court of Justice to be the case if a
person is affected in so specific away that a clear distinction exists between them and other

individuals or firms. This criterion of 'immediacy’ is intended to ensure that a matter is only

referred to the Court of Justice or the CFI if the fact of the plaintiff's legal position being

adversely affected is clearly established along with the nature of those adverse effects; this

may present problems in cases where Community legal acts still have to be implemented by

the Member States. The ‘immediacy’ requirement is also intended to prevent 'relator suits

from being filed. However this requirements makes it very difficult for individuals to contest
measures of general nature such asf.ex. regulations or directives.

% Paragraph 47 of the Jégo-Quéré judgment

% Paragraph 51 of the judgment
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3 Right to health

“It ismy aspiration that health will finally be seen not as a blessing

to be wished for, but as a human right to be fought for”
UN Secretary General, Kofi Annan

3.1 Definition of health. Scope of the right to
health.

Before moving on to andlyzing the legd postion of the right to hedth in

the EU, let us firs define “hedth” itsdf? For the purposes of this paper | will
folow the 1946 WHO Congitution, which defines health as “a state of
complete physical, mental and social well-being, and not merely the
absence of disease or infirmity” and stresses that “ the enjoyment of the
highest attainable standard of health is one of the fundamental rights of
every human being”.
According to the Preamble of the WHO Condtitution, health is to be maintained
and achieved not only through the provision of hedth care services®, but aso
through the dissemination of information, socia services and the co-operation on
the part of the public®. Thus the WHO addresses both preventive hedth efforts
and curative hedlth efforts.®

As we can see the WHO not only defines what hedth is, but sates also
that every person has aright to highest attainable standard of health.

To undergtand this right literally would lead to the ridiculous assumption that an
individua could demand from the State assurance that one never gets Sck and that
ones life lasts, of course in good hedlth, at least the average atistica length™:
dangerous non-enforcesble fantasy which could water-down other rights and

% *Governments have a responsibility for the health of their peoples which can be fulfilled
only by the provision of adequate health and social measures’, WHO Constitution

® “The extension to all peoples of the benefits of medical, psychological and related
knowledge is essential to the fullest attainment of health. Informed opinion and active co-
operation on the part of the public are of the utmost importance in the improvement of the
health of the people”, WHO Constitution

% Toebes, B.C.A., The Right to Health as a Human Right in International Law, School of
Human Rights research Series, Volume 1, Intersentia— Hart 1999, p. 33

8« Since health, unlike commodity, is not available on demand, it follows that any attempt to
interpret the basic rights of the citizen in a modern society as giving him an active claim to
the enjoyment of good health must be regarded as mistaken from the very outset.” In: von
Wartburg Walter P., “A right to health? Aspects of Constitutional Law and Administrative
Practice”, The Right to Health as a Human Right. Workshop — The Hague, Dupuy, Rene-
Jean (Ed.), 27-29 July 1978, Sijthoff and Noordhoff 1979, p. 117
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undermine truly justified daims. As Kass** stated, “Health is a state of being,
not something that can be given, and only in indirect ways something that
can be taken away or undermined by other human beings™. It no more
makes sense to claim a right to health than a right to wisdom or courage.®®
States cannot ensure good hedth or eternd life. But they can and shall create
certain basic conditions through which the hedth of people is protected or even
enhanced. Their respongibility for their peoples hedlth can be fulfilled only by “the
provision of adequate health and social measures’®, with obligations
understood to encompass both the underlying preconditions necessary for health
and the provison of medicd care. Also the UN CESCR interpreted in the
Generd Comment no. 14, right to hedth as an inclusive right extending not only to
timely and appropriate hedth care but dso to the underlying determinants of
hedlth, such as access to safe and potable water and adequate sanitation, an
adequate supply of safe food, nutrition and housing, hedth occupationa and
environmental conditions, and access to hedlth-related education and information,
including on sexua and reproductive hedth.®® The generd Comment aso sets out
four criteria by which to evauate the right to hedth: availability, accesshility,
acceptability and qudity.

After dl, those are States that have power and resources to assure that
‘normd’ market rationing mechanisms are not the only alocative devices in the
hedlth sector, that the income is not the deciding factor in determining who has
access to hedth care and how much of it is received.® This does not mean
however that under the right to hedlth people have the right to demand the cost-
free hedth care services or free drugs, etc. No, they do not have such right. But
they do have the right to demand access, both in the meaning of its availability and

* Kass, Regarding the End of Medicine and Pursuit of/and health, The Public Interest (40)
1975, p. 39, quoted in Toebes 1989, op.cit., p.12

% | would just add: with exception of the grave violations of humans rights as in cases of
torture and intentional health depravation.

% Though recent scientific discoveries might shed anew light onto this. Scientists have just
declared to find a gene responsible for the feeling of fear and reactions connected to it, and
they hope to find other genes responsible for other psychological reactions. Additionally
even now, when it is possible to identify genes responsible for some syndromes/sicknesses,
aquestion may rise whether such ‘ prevention’ should not be provided by state. See: Strach
moze byc zwiazany z genami, Onet.pl <www.onet.pl> za P.A.P., dk/2002-05-04,

% Constitution of the World Health Organization, Preamble. The Constitution was adopted
by the International Health Conference held in New York from 19 June to 22 July 1946,
signed on 22 July 1946 by the representatives of 61 States (Off. Rec. Wid HIth Org., 2, 100),
and entered into force on 7 April 1948.; For comments on the right to health see apart from
Toebes, B.C.A., The Right to Health as a Human Right in International Law listed above
also Gruskin, Sofia and Tarantola, Daniel, “Health and Human Rights”, The Oxford Textbook
of Public Health, Detels, Roger; McEvan, James, Beaglehole, Robert and Tanaka, Hezo
(eds.), 4" Edition, Oxford University Press, 2002

% “the right to health must be understood as a right to the enjoyment of a variety of
facilitate, goods, services and conditions necessary for the realization of the highest
attainable standard of health”

% See also: Fein, Rashi, “Economic aspects of the right to health care”, The Right to Health
as a Human Right. Workshop — The Hague, Dupuy, Rene-Jean (Ed.), 27-29 July 1978,
Sijthoff and Noordhoff 1979, p. 215 & next
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affordability, to the appropriate infrastructure, medicines, as well as taking care of
the factors which condtitute preconditions for hedth. To say it Smply: recognition
of hedth as a fundamentd right brings with it the responghility of the Sate to
ensure access to hedth care, including access to drugs, essentid drugs in
partticular. The State has to ensure therefore, that together public and private
sectors make drugs ble (meaning aso affordable) to the entire population.
This might require subsidizing the drug costs for the poorer part of the population,
adopting measures improving the geographica accessihility or adopting effective
control programmes for communicable diseases and if necessary carrying the
cogts of making them geographicaly and financidly accessbleto dl having in view
high codts to society if they are not implemented, etc.”

The other issue is the undergtanding of the notion ‘highest attainable
standard’ — &fter dl in one of the least-developed countries this sandard” might
be quite low, while in the rich countries it would be very high™. How can we
determine or decide what is the ‘highest datanable standard’? Shal we
understand it as an entitlement to be ‘above average or shdl we see it as the

" WHO, Action Programme on Essential Drugs, Public-Private role in the Pharmaceutical
sector. Implications for equitable access and rational drug use, Health Economics and

Drugs, DAP series No. 5, WHO/DAP/97.12, p.26. In the same publication (p. ii) WHO listed

the essential state responsibilities in the pharmaceutical sector:
“- policy making (devel oping, implementing and monitoring national drug policies),

-drug regulation (licensing and inspecting premises and manufacturers, registration of
drugs, control of marketing and independent drug information, and post-marketing
surveillance)

-professional standards (education and licensing standards for pharmacists, doctors and
other health professionals, devel oping and enforcing codes of conduct)

-access to drugs (subsidizing essential drugs for the poor and for communicable diseases,
supplying drugs through government health services and ensuring universal access)

-rational use of drugs (establishing standards, educating health professionals and
supporting public and patient education).”

™ A good examples of such discrepancy is the case decided by Finnish Court in relation to
the Right to adequate health and medical services: Finish Supreme Administrative Court,
27 November 2000, No. 3118
"A municipal senior physician had decided to order, as part of the medical treatment
provided by the city, one or two pairs of special shoes per year, although various expert
reports clearly showed that the person wore out, because the nature of her disability,
several pairs of shoes per year. The Uusimaa Provincial Administrative Court dealt with the
case as an administrative dispute and dismissed the claim basing itself on the position that
there was no specific legal obligation for the municipality to provide such aids as orthopedic
shoes. The Supreme Administrative Court, however took the position that what was at issue
in the case was the obligation to the municipality, under public law, to provide the
necessary aids for medical rehabilitation. Such aright was based on, inter alia, Section 19.3
of the Constitution. The court found that the city had neither shown that it was not able to
provide the aids needed by the applicant nor that there would have been reasons acceptable
under Section 6 of the Constitution to give priority to other health or medical servicesto the
effect that the individual needs of the applicant could not be met. As the city had failed to
comply with its duty to arrange for adequate aids for medical rehabilitation, stemming from
Section 19.3 of the Constitution and other applicable provisions of law, the Court ordered
the city of Helsinki to provide the applicant with orthopedic shoes in accordance with her
medically assessed needs.”

It ishard to expect such level of health services be provided in the poorest countries.
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maximum. The highest average protection that a given State is able to assure to
everybody within the public finances available (independent of whether it meets
our standards of the ‘live in dignity’), or shal we see it as minimum level which
assures that one can get what one needs in order to live in dignity?

To sum up - when using the expresson right to hedlth for practica
reasons’?, as a shorthand expression referring to the more elaborate internationdl
tregties, we should remember that the state obligationg/duties™ corrdative to the
individud’s right congst only in creeting and assuring conditions for an individud
to pursue the ultimate godl - health.™

It may be also worth a mention at this stage that the WHO Condtitution
is not the only instrument that mentions the right to hedth. In fact dl the mgor
human rights documents praise either directly or indirectly’ the right to hedlth,
even if definitions they are usng vary to some extent. Some of the most important
ones will be listed below, as they are binding on States independent from the fact
of ther EU membership. The point is that even if EU law does not encompass
certain aspects of the right to hedth, States are till obliged under the internationa
public law to fulfill ther obligations imposed by the internationdl tresties they

2 Most often used, best in line with the character of the international human rights treaty
provisions, the need to recognize that not only a right to health care but also aright to a
number of underlying preconditions for health such as access to safe drinking water and
environmental health are also encompassed by this definition. See also: Toebes, B., op.cit.,
p. 17

™ Of course opinions on the point to which extend making health care available for peopleis
an obligation of States are also very divided and very often influenced by political believes.
See for example:

- Leonard Peikoff, Health careis not a right, Speech delivered at the Town Hall Meeting on
the Clinton Health Plan on Dec. 11, 1993, <http://www.bdt.com/pages/Peikoff.html >;

- David Kelley, Is there a right to health care?, Institute for Objective Studies,
<http://www.vix.com/objectivism/ Writing/DavidK el ley/Heal thCare.html >

™1t is worth mentioning at this point that international human rights instruments, often
come into more or less direct interaction with international trade law, which is based to a
large extend upon reciprocal international (bilateral and multilateral, both regional and
universal) treaties reflecting the commercial quid pro quo and aiming to a large extend at
reduction of existing trade barriers and expansion of international trade and economic
development, one of not many customary rules saying that states are free to regulate their
economic and monetary affairsinternally and externally asthey seefit. Such trade objectives
not always go hand in hand with the ethic and legal obligations towards individuals,
particularly when they are of a ‘soft-law’ character. This type of approach often lacks to
understand the role that the trade can play in the employment, health, education and culture
of individuals around the world, and does not take into consideration the obligation of the
States towards them.

" For example, article 6 ICCPR: The Human Rights Committee stated in its General Comment
nr. 6 (UN 1982) (HRI/GEN/V/Rev.5) that “the right to life has been too often narrowly
interpreted. The expression "inherent right to life" cannot properly be understood in a
restrictive manner, and the protection of this right requires that States adopt positive
measures. In this connection, the Committee considers that it would be desirable for States
parties to take all possible measures to reduce infant mortality and to increase life
expectancy, especially in adopting measures to eliminate malnutrition and epidemics.” Also
article 7 ICCPR states that “No one shall be subjected to torture and cruel, inhuman or
degrading treatment or punishment. In particular, no one shall be subjected without his free
consent to medical and scientific experimentation”.
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ratified and guarantee certain rights to individuas.”® However, a the same time
they also need to take into consideration other obligations they accepted - such as
international trade law regime, the importance of which incressed after cregtion of
the WTO"’. Solutions reached in the WTO Agreements profoundly changed the
trade in goods and services, and affected not only externa relations but aso the
interna gStuation of the WTO Members, particularly those that (like most EU
Candidate Countries) found themsdalves in an increased vulnerable postion, in
particular due to the fact that they did not have long-established hedth systems
that would be strong enough to cope with new chalenges and legal demands. The
grictly binding character of the above norms is surdy not helping to formulate
stronger human rights provisons in such economy-related aress as hedth, or to
bring to life declarations encompassed in non-binding documents of regiond
character such as Charter of Fundamenta Rights.

Let us come back however to those instruments that are useful in trying
to achieve the balance between the human rights and economy. One of the first
documents to put obligations on States is, as was aready mentioned, the UN
Charter’s articles 55 and 56, which follows the spirit of the respective paragraph
in the preamble of the WHO Condtitution, which gates that ‘the health of all
peoples is fundamental to the attainment of peace and security and is
dependent upon the fullest co-operation of individuals and Sates’.

The UN Charter was soon followed by the UDHR (1948) declaring in
article 25 that "Everyone has the right to a standard of living adequate for
the health and well-being of himself and his family, including food, clothing,
housing, medical care and necessary social services, and the right to
security in the event of (...) sickness, disability, (...), old age or other lack of
livelihood in circumstances beyond his control”, thus indicating that the State
would face some obligations in this respect. In 1966 a new standard setting
insrument gppeared dretching the scope of State obligations. In article 12
ICESCR the States Parties to it declared that they “recognize the right of
everyone to the enjoyment of the highest attainable standard of physical
and mental health”® and added in para2 a description of what they should
undertake in ensuring the well-being of its subjects:

" It is of enormous importance for us, because as we will see later the EU approach to the
structure and delivery of health and medical careis fully based on the subsidiarity principle
(article 3 TEC), which means that these aspects of health care are fully left to the
appreciation of states.

" The final ‘Marrakesh Agreement’ on the World Trade Organization - international body
dealing with the rules of trade between nations, entered into force on 1 January 1995 for 81
members, representing more than 90% of international trade, including the ‘Triad’ of the
USA, European Community and Japan. Among the 27 multilateral agreements appended to
the text of the WTO accord, there is the new General Agreement on Trade in Services
(GATS) and the Agreement on Trade-Related Aspects of Intellectual Property Rights
(TRIPS). The agreements have three main objectives: to help trade flow as freely as possible,
to achieve further liberalization gradually through negotiation, and to set up an impartial
means of settling disputes. See: Malanczuk, Peter — Akehurst’s Modern Introduction to
International Law, 7" revised edition, Routledge, 1997, p. 228 et seq.; <www.wto.int>

"® Note the much telling lack of ‘social well-being’.
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“The steps to be taken by the States Parties to the present Covenant to
achieve the full realization of this right shall include those necessary for: (a)
The provision for the reduction of the stillbirth-rate and of infant mortality
and for the healthy development of the child; (b) The improvement of all
aspects of environmental and industrial hygiene; (c) The prevention,
treatment and control of epidemic, endemic, occupational and other diseases,
(d) The creation of conditions which would assure to all medical service and
medical attention in the event of sickness.””

We d=0 find references to the right to hedlth in the Convention on the
Elimination of All Forms of Discrimination Againg Woman (articles 10, 12, and
14), Convention on the Elimination of All Forms of Racid Discrimination (article
5) and Convention on the Rights of the Child (article 24%) 8

On the regiond level we should pay specid attention to the European
Socid Charter’ S article 11, titled The right to protection of health, which as
we will see later, condtituted the point of reference for the drafters of the article
35 of the ChFR. Article 11 ESC reads: “With a view to ensuring the effective
exercise of the right to protection of health®®, the Contracting Parties
undertake, either directly or in co-operation with public or private
organizations, to take appropriate measures designed inter alia:

1. toremoveasfar as possible the causes of ill-health;

2. to provide advisory and educational facilities for the promotion of
health and the encouragement of individual responsibility in
matters of health;

" One of these *general comments’ concerns the nature of treaty obligations of Party states
according to article 2 (1) ICESCR. According to the ICESCR Committee, the main obligation
in article 2 (1) is to take steps ‘with a view to progressively achieving the full realization of
the rights recognized’ in the Covenant. The extend of policy freedom, inherent to
progressive realization has been restricted by ‘minimum core obligations’ a country should
meet. One of the first documents to deal with health and set the basis for the minimum core
content of the right to health care (proceeding the General Comment on article 12) was
Alma-Ata Declaration (1978) of the WHO. This declaration emphasized the importance of
primary health care and non-discrimination in access to health care. More extensive reading
also includes preventive health care and the promotion of positive environmental and health
care circumstances.

% " States Parties recognize the right of the child to the enjoyment of the highest attainable
standard of health and to facilities for the treatment of illness and rehabilitation of health. "

8 Governments made also on various occasions commitments in respect of ensuring the
realization of the right to health: Earth Summit in Rio Agenda 21, Chapter 6, paras. 1 and 12;
the International Conference on Population and Development (Cairo Programme of Action,
Principle 8 and para. 8.6); the World Summit for Social Development in Copenhagen
(Copenhagen Declaration, Commitment 6), the Habitat |1 conference in Istanbul Habitat
Aqgenda, paras. 36 and 128), UN Fourth World Conference on Women (Beijing Declaration,
paragraphs 17 and 30; Beijing Platform for Action, paragraphs 89 and 106). See also:
<www.pdhre.org/rights/heal th.html>

¥ The ESC adopted within Council of Europe system has been ratified by all EU Member
States. | am not referring in this paper to the Revised Social Charter asit is currently signed
by 13 and ratified barely by 4 States belonging to EU. In fact, each of the various attempts to
update the ESC both substantially and/or procedurally have garnered alukewarm reception.
¥ It is worth to notice the us in article 11 is the formulation of the right as a “right to
protection of health”.
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3. toprevent asfar as possible epidemic, endemic and other diseases.”
What is quite striking when we read the above provisions is the fact that
‘hedth-provisons often recal other socio-economic rights that are directly
relevant to enjoyment of the right to hedth, such as right to education or to
improved environmental and industrial hygiene. It seems that there exist an
“implied acceptance of the interrelation and interdependence between the right to
hedlth as such and economic, socid, cultural and educational matters™. Another
positive development is the universa recognition of the fact that the solution to
hedlth problems is very often not a maiter that can be dedlt with successfully only
within nationd borders, but that certain hedth problems are better solved by
international cooperation.
| think it is possible to conclude that there exigts a certain agreement (as
seen on the example of the above cited provisons) on the point that the genera
scope of the right to health, encompasses corresponding duties of states which
can be divided into two groups:

- hedth care (including both curative and preventive hedth care) as
traditiondly understood,

- taking care of a number of underlying preconditions for hedlth (such as
safe water, proper sanitation, adequate nutrition, environmenta hedlth,
occupational hedlth, education).®

However, because such broad scope may and does result in a certain
lack of clarity of the content of both groups of obligations, there is a tendency
among the scholars and bodies deding with these issues, towards delinesting
certain core components of the right to hedth, while stressing a the same time
that States are under obligation to take steps towards the full redization and
enjoyment of this right.®® That means, as | understand it, that States are obliged
without exception to ensure the full redization of the right to hedth in its core
scope, wheress a the same time they are strongly encouraged and even obliged
to ensure as wide enjoyment of the highest attainable standard as possble in
their particular economic, politica and socid Stuation. Drawing inspiration from
the Hedth For All and Primary Hedth Care drategies of the WHO, which
dtipulate that ‘there is a health baseline below which no individuals in any
country should find themselves’®’, Birgjit Toebes rightly suggests, in my opinion,
the following core content of the right to hedlth:

Concerning health care:

¥ Eze C. Osita, op.cit., p. 81

% Toebes, B., op.cit., p. 140 and next; Toebes B. - “The right to health”, Economic, Social
and Cultural Rights, Eide A. (ed.), Dodrecht —Kluwer Law International, 2001, p. 174 et seq.
% After all already the expressionthe highest attainable standard indicates that there is no
certain, unchangeable standard level of health protection, that it changes along with
development of new technologies and new, more effective ways of treatment, it depends on
the social context, etc.; Toebes B., “The right to health”, Economic, Social and Cultural
Rights, Eide A., Dodrecht 2001, p. 175 et seq.

¥ WHO, Global Strategy for Health for All by the year 2000 (WHO resolution WHA .34.36)
1981,Ch. 3,p.31, 81
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- Appropriate trestment of common diseases and injuries,
- Immunization againg the mgor infectious diseases,

- Provison of essentid drugs,

- Materna and child hedth care, induding family planning.

Concerning underlying preconditions for health:
- education concerning prevailing hedth problems and the methods of
preventing and contralling them;
- promoetion of food supply and proper nutrition;
- adequate supply of safe water and basic sanitation.

As we could see an individud’s right to hedth is not something thet the
State can guarantee like for example the right to freedom. Health is a product of a
combined action of a series of variables, some of which go beyond human
control. However, the State is obliged to assure the combination of Stuations
which, like food, nutrition, medicad assstance, immunization hygiene, and other
core eements of the right to hedlth, contribute to the improvement of hedlth.®

In this chapter we andyzed how the right to hedlth is understood on the
universal level. What however are the standards, what is the meaning of the right
to hedth in the EU? What place in rdation to other rights and interests (which,
like competition issues or intellectua property rights, because of their nature are
much closer to the basic spirit of EU) does this right have in EU? What
obligations do Member States have under EU law, which they do not have under
universa ingruments? What postion does this right have in the interna and
externd policies? | will try to answer these questionsin the next chapters.

3.2 Definition and understanding of the right to
health in the EU.

¥ For very clear exemplification of the links between health and human rights see the
Graphicson p. 8 of the “25 Questions and Answers on Health and Human Rights”, Health
and Human Rights Publication Series, Issue No. 1, July 2002, WHO 2002
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3.2.1 Historical Background

Though both the Treaty on the European Cod and Sted Community
and the Euratom Treaty referred to hedth and contained saverd provisons, for
example, rdaing to restricting free movement of goods on hedth grounds and to
the hedth and safety of workers, origindly the 1957 Treaty of Rome did not
contain any formd basisin the fied of public hedth. Focused on an economic sde
of the integration process, the EC only later redized the existence of the strong
relationship between trade, education, poverty and hedth.

It was not until 1997 that the Council of Ministers of Hedlth began to
meet on an occasond bads This resulted in acts such as “decidons of the
Member States mesdting within the Council” or non-binding resolutions.
Ingtruments of this kind — whose legd impact is sometimes uncertain — began
redly to proliferate after the sgnature of the Single European Act (1986) and
emergence of the concept of a “Citizens Europe’” which added new concerns
such as the environment, hedlth, and consumer protection. It was foremogt article
100a (now article 95), under which the Commisson (since the Amsterdam Tregty
it gpplies dso to the European Parliament an the Council of Ministers) is required
to “take as a base a high level of protection” inits proposas concerning hedth,
safety and consumer protection, that creeted a legal springboard for completing
the internal market. During this period, despite the absence of a clear legd badis,
public heslth policy had developed in saverd areas, which included:

- Medicines— legidation introduced since 1965 has sought: high sandards
in medicine research and manufacturing; harmonization of nationd drug
licensing procedures; rules of advertising, labeling and distribution;

- Research — medica and public hedlth research programmes date back
to 1978, on subjects such as age, environment and life-style related
hedth problems, radiation risks, and human genome andyss, with
gpecia focus on mgjor diseases,

- Mutua assstance—in case of disaster and extremdy seriousiillness.

Still, it was firg the Maadtricht Treaty (EU Treaty) that provided a red
maor impetus for public hedth policy by introducing it into the EC Treaty. In
pardld to article 3 which raised hedth protection to the rank of a Community
objective® (though subject to strong condderations of subsidiarity), a specific
aticle on public hedth - an aticle 129 (now renumbered aticle 152%). This
article, which was highlighted by the insertion into a separate “ Public Hedlth” Title,
opened the way to formal cooperation between Member States in this area. Soon
afterwards (in November 1993) the Commission published its response to the
new hedth provison, identifying in its “Communication on the framework for

¥ Though not to the level of an separate policy.
% | will refer to this Article asto the Article 152.
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action in the field of public health” eights areas for action.” While most
welcomed the Commisson’s communication as recognizing the importance of an
EU hedth policy/issues, its disease-by-disease approach has been criticized as
limited. At the same time, cdls have been made for a more horizonta, inter-
disciplinary approach, which led to the adoption of a new Communication
(COM(1998)230) in which the Commission presented its vison of the future EU
hedlth policy indicating three strands™:

- better information exchange: this could lead to better integration of
hedlth requirementsin other policies;

- rgpid reaction to emerging hedlth risks: to include communicable disease
aurvelllance and control, phytosanitary and veterinary meétters, rare
diseases, environmental risks, blood and organ safety and risks form
medicinal and chemica substances,

- better disease prevention and hedth promotion: this would build on the
exiging disease-gpecific programmes and bring in other issues such as
mental hedlth, nutrition and acohol dependence.

Recently, on 23 September 2002, the European Parliament and the
Council adopted the New Programme of Community Action in the field of
public health™, proposed by the Commission on 16 May 2000 together with the
Communication on the Health Strategy of the European Community™. It
takes account of the review of the existing Situation and recent legd and politica
developments. The results of the aforementioned review were st out in the
Commission Communication of April 1998 on the development of public
health policy in the EC and indicated that athough the principles and underlying
philosophy of the 1993 communication on the framework for action in the field of
public hedth remained valid, priorities, structures and methods were dl in need of
fundamenta review and reformulaion. Taking this into account the New
Programme, which will come into effect on 1 January 2003, has three main
objectives.
- improvement of hedth information and knowledge for the development
of public hedth, whereby “attention should be given to the right of
the Community population to receive simple , clear and

®  For details see: FEuropean Parliament Fact Sheets—Public  health,

<www.europarl.eu.int/factsheets/4 10 3 en.htm>

%2 How those strands were transformed into the current 2001-2006 Public health plan will be
discussed in the coming sub-chapter.

% Decision No 1786/2002/EC of the European Parliament and of the Council of 23 September
2002 adopting a programme of Community action in the field of public health (2003-2008), OJ
L 271, 9.10.2002, <http://www.europa.eu.int/eur-lex/en/dat/2002/|_271/
|_27120021009en00010011.pdf>

% COMMUNICATION FROM THE COMMISSION to the Council , the European Parliament,
the Economic and Social Committee and the Committee of the Regions
on the development of public health policy in the European Community,
<http://www.europa.eu.int/comm/heal th/ph/general /phpolicy2.htm#0>
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scientifically sound information about measures to protect health
and prevent diseases, with a view to improving quality of life’®;

- enhancement of the capability of responding rapidly and in coordinated
fashion to threats to hedth, and

- promotion of health and prevention of disease through addressing heslth
determinants across dl policies and activities.

We have to remember however, that in accordance with the principles
of subsidiarity’® and proportionality’” set out in atide 5 of the Treaty,
Community action on matters which do not fal within the exclusive competence of
the Community, public health among them, should be undertaken only if, and in so
far as, by reason of its scale or effects, its objective can be better achieved by the
Community. Therefore, as the main power in the public hedth arearemainsin the
hands of the Member States, the Community’s role is mainly to support ther
efforts by helping them create and implement coordinated objectives, structures,
progranmes and draegies, which enhance the capabilities of individuas,
indtitutions, associations, organizations and bodies in the hedth field by facilitating
the exchange of experience and best practices and by providing a bass for a
common analysis of the factors affecting public hedth.”® Community measures
have focused on horizontd initiatives providing for information, education,
aurvellance and training in the fidd of hedth, the drafting by the European
Commission of reports on the state of hedth in the European Community and the
integration of hedth protection requirements into the Community policies.

However, such specific public hedth problems as drug addiction,
cancer, AIDS or blood transfusion chains in the Member States, which coupled
with the increasingly free movement of patients and hedth professonds within the
EU, highlighted the fact that nationd policies sometimes have repercussons far

% Decision No 1786/2002/EC of the European Parliament and of the Council of 23 September
2002 adopting a programme of Community action in the field of public health (2003-2008), OJ
L 271, 9.10.2002; Preamble, section (1)

% The subsidiarity principle, embodied in the EC Treaty (Article 5), istaken over from Roman
Catholic social doctrine. There are two facetsto it: the affirmative statement that the EC must
act where the objectives to be pursued can be better attained at Community level, which
enhances its powers; and the negative statement that it must not act where objectives can
be satisfactorily attained by the Member States acting individually, which constrains them.
In practice this means that all Community institutions, and Commission particularly, must
always demonstrate that there is a real need for Community rules and common action. To
put it other way: when it is not necessary for the Community to take action, it is necessary
that it should take none.

% The principle of proportionality has entered Community law through the decisions of the
Court of Justice. It means that the need for the specific legal instrument must be thoroughly
assessed to see whether thereis aless constraining means of achieving the sameresult. The
framework legislation, minimum standards and mutual recognition of the Member States
existing standards should always be preferred to excessively detailed Community rules.

% Decision No 1786/2002/EC of the European Parliament and of the Council of 23 September
2002 adopting a programme of Community action in the field of public health (2003-2008), OJ
L 271, 9.10.2002. For example, Directive 92/59/EEC of the Council of 29 June 1992 on genera
product safety; Directive 93/42/EEC of the Council of 14 June 1993 concerning medical
devices;
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beyond nationd frontiers and stressed the need for an internationa response and
enhanced cooperation between the Member States. As a result of the
acknowledgment of this fact the globa multiannual programmes have been
mounted in priority areas such as cancer, drug addiction, AIDS and transmissible
diseases.” It led dso to improving matters by amending and making tougher the
wording of article 129 of the EC Treety by the Treaty of Amsterdam, which adso
renumbered it as article 152.

It is thanks to the aforementioned changes that the Community can now
adopt measures amed not merely a contributing but aso a ensuring a high leve
of human hedth protection. Thanks to this new, wider scope of the revised article
152 among the areas of cooperation between Member States we find not only
diseases and mgjor health scourges but all causes of danger to human health,
as well as the general objective of improving health. The Council may dso
adopt messures sdtting high qudity and safety standards for organs and
substances of human origin, blood and blood derivatives. Additiondly veterinary
and plant-hedth measures directly amed at protecting public hedth are now
adopted under the co-decison procedure. This is a new development, as the
European Parliament previoudy only had a right to be consulted on the adoption
of hedth measures linked to agriculture.

After this generd overview of the higtory behind current public hedlth
policy of the EU it istime to move to the in-depth analys's of the hedth concerned
provisons found in European law.

3.2.2 Right to health in the EU/EC law

3.2.2.1 Article3TEC

Aswas aready mentioned, health protection was raised to the rank of a
Community objective by the Treaty on European Union which amended article 3
of the Treaty establishing the European Communities through insertion of the point
(p), according to which for the purposes set out in article 2 the activities of the

% Major initiatives launched included 1987 Europe against cancer and the 1991 Europe
against AIDS programmes. In addition several key resolutions were adopted by the
Council’ s health ministers on health policy, health and the environment, and monitoring and
surveillance of communicable diseases. See also: <www.europarl.eu.int/factsheets/
4 10 3 en.htm>

1% Article 2 TEC: The Community shall have as its task, by establishing a common market
and an economic and monetary union and by implementing common policies or activities
referred to in articles 3 and 4, to promote throughout the Community a harmonious, balanced
and sustainable development of economic activities, a high level of employment and of
social protection, equality between men and women, sustainable and on inflationary growth,
a high degree of competitiveness and convergence of economic performance, a high level of
protection and improvement of the quality of the environment, the raising of the standard of
living and quality of life, and economic and social cohesion and solidarity among Member
States.
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Community shall include, as provided for in this Treaty and in accordance with the
timetable set out therein, “ a contribution to the attainment of a high level of
health protection” .

3.2.2.2 Article 152 TEC

Article 152 of the Treay edablishing the European Community
dipulates, using the same wording as aticle 3, that ‘a high level of human
health protection shall be ensured in the definition and implementation of
all Community policies and activities’.

The EC Tresty does not follow the exact wording of the right to hedth
asit isfound in the ICESCR or in WHO condtitution. Both of these talk about
the “ highest attainable standard of health” which indicates that no standard is
absolute (as dandards are evolving congantly, together with technica and
scientific development, which means that obligations of states towards its subjects
should dso evolve with time) and which carry with themsdves a continuous
obligation to look into possibilities to improve existing systems and schedules™ |
think however that, though not being so strong and powerful as its Covenant
counterpart, the idea of a “high level of human hedlth protection” aso includes a
certain leve of flexibility and evolution/improvement, because the idea of what
condtitutes a high level of protection, dso changes under the influence of new
discoveries and evolving socid context.

Furthermore, ahigh level of human health protection must be ensured
in the definition and implementation of all Community policies and activities. In
other words, this requirement applies to al the common policies, especidly
Development Policy and CAP. It dso binds, as mentioned before, al politica
players. Quite sgnificant is the deliberate use of the word “ensure” which leaves
no space for doubts whether or not the action of the Community in assuring the
proper place and leve of the human health must be successful. We should not
however equate the obligation of ensuring hedlth protection in development or
trade with the existence of an implicit recognition of theindividud right to hedlth.

According to article 152 TEC, Community action, which in accordance
with the subsidiarity principle shal complement nationd policies must be
directed towards improving public hedth, preventing human illness and diseases,
and removing sources of danger to human hedth. Such action shdl cover the fight
againg the mgor threats to hedth, the promotion of research into their causes,
their trangmisson and thar prevention, as wel as hedth information and
education. The Community is aso obliged to complement the Member States
action in reducing drugsrdaed hedth impairment, including information and
prevention.

1% yan Krieken P, op.cit., p. 16 et seq.
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In article 152 we find d <0, in some detail, the measures that the Council
of Ministers must take in co-decision with Parliament'©?;

- measures setting high standards of quality and safety for organs and
substances of human origin, blood and blood derivatives,

- measures in the veterinary and phytosanitary fields which have as ther
direct objective the protection of public hedth;

- incentive measures designed to protect and improve human hedth,
excluding however any harmonization of nationd law.

If we will take a closer look at the previous paragraph, we will notice
that actions that the Community is obliged to undertake, with the exception of
actions amed a preventing human illness and diseases which can dso include
measures typical for hedlth care prevention, fal clearly within this part of scope of
the right to hedth which concerns the underlying preconditions for hedth. What
then, about those aspects of the right to hedth which would concern more
‘traditionaly’ understood hedlth care? If we look closer a the text of the article
152 we will be gruck by the number of places in which the principle of
subsdiarity is stressed in one way or the other (encourage cooperation; lend
support; complement nationd policies, foster cooperation with third countries;
adoption of incentive measures, excluding however any harmonization of the laws
and regulaions of the Member States) leaving many aspects of the right to hedlth
outsde EU control. Crucid in this respect is paragraph 5 of the article 152, which
states that Community action in the field of public health shall fully respect
the responsibilities of the Member Sates for the organization and delivery
of health services and medical care. It seems that as a result of this provison
Member States are totaly free in deciding about dl the aspects of hedth care
(gtructure of the hedth care sarvices, refunded drugs lists, etc.) without
interference from the EU inditutions.

That does not mean however, that they are free to do anything they
want, or, what's even more dangerous taking into consderation the postive
character of the obligations related to the right to health, not to do. After all, each
and every sate belonging to the EU, dso signed or ratified also other internationa
ingruments (for example: ICESCR, ESC, UDHR, WHO Conditution), thus
compelling themsdves to fulfill dl the obligations those ingtruments would impose,
what in some instances may lead to a necessity of introducing a higher standard
than the EU one (for example highest atainable level of hedth — high leve of
hedlth).

21t might be worth mentioning that Parliament has consistently promoted the
establishment of a coherent public health policy. It has also actively sought to strengthen
and promote health policy through numerous opinions and own-initiative reports on issues
including: radiation protection for patients undergoing medical treatment or diagnosis;
respect for life and care of the terminally ill; a European Charter for Children in hospital;
research in biotechnology including organ transplants and surrogate motherhood; safety
and self-sufficiency in the EU’ s supply of blood for transfusion and other medical purposes;
hormones; drugs; ionizing radiation; EU health card.

<www.europar|.eu.int/factsheets>; 24.03.2002
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3.2.2.3 Article 35 of the Charter of Fundamental Rights

The law, and in particular the EU law, isin congtant change. In order to
understand how the right to hedlth is currently understood within the EU, it is not
enough to look purely at the binding provisons. If we want to know how the right
to health will evolved hopefully in the near future, we should have a closer look at
article 35 of the ChFR, which dtates:

“ Everyone has the right of access to preventive health care and
the right to benefit from medical treatment under the conditions
established by national laws and practices.

A high level of human health protection shall be ensured in the
definition and implementation of all Union policies and activities.”

The firg sriking difference between the above article 35 ChFR and
aticle 152 of the EC Treaty is the reference to ‘everyone, the shift from
impersond obligation of ensuring high level of human hedlth protection to the right
of access and right to benefit. Such a shift seems to indicate the readiness of the
EU to move further in the field of hedlth protection and not only to fulfill the key
objectives traditiondly belonging to the states field of action (public hedth palicy),
but to recognize the individud right to hedth as such. Is however such
interpretation not going too far, if we take into congderation the second sentence
of article 357

Quite helpful in determining the content and meaning of this article can
be the officia explanations to the ChFR issued by Coundil of the EU'®,

According to the explanations found there, the principles set out in
article 35 ChFR are based on article 152 of the EC Treaty and on article 11 of
the European Socia Charter. The second sentence of article 35 ChFR built upon
article 152(1) of the EC Tresty.

As the second sentence of the article 35 ChFR is a copy of article 152
(1) TEC, this does not bring anything new to this field. Consequently, 1 will
currently concentrate on the first part of article 35 of the Charter, as the way that
the EU fulfills its obligation towards this paragraph, requires a thorough analysis.
One which will be performed in the next chepter.

What is surprising for me is the digtinction between the right of access
to preventive health care, and the right to benefit from medical treatment
under the conditions established by national lawsand practices. Why isthe
right of access (availability and affordability) limited only to preventive hedlth care,
which as | undergtand it, includes only precondition measures for hedth and
prevention measures (vaccination)? Is it based on the belief that if we provide a
mgority with a hedth-friendly environment, there will not be a need for a proper

1% Council of European Union, Charter of Fundamental Rights of the European Union.
Explanations relating to the complete text of the Charter, December 2000,
<www.europa.eu.int>
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curative medica trestment? Such assumption could not stand up aone however.
Alternatively, if we take into congderation the fact that preventive hedth care
should concern the whole world population, compared to the medica treatment,
enveloping only afraction of such (however big it is), it might seem judtified that
the drafters of the article 35 put so much pressure on the preventive measures
being accessible to everybody.

This possible formulation can aso support grounds for arguing, that on a
larger scde at State level, there is no need to wait until a populaion becomes
victim to epidemics. In order to make use of this right to access and to prevent
this epidemic occurring, for example, use the opportunity to ‘brake’ patent, abeit
when there is gill no ground (not high enough number of infected people) to
declare a state of emergency but when the country cannot aready afford to pay
for some drugs. Such interpretation of this provison may be a bit too far fetched
however.

An dternate suggestion to the meaning of the right of access is that the
individua cannot be prevented from taking advantage of hedth care and other
fadilities having impact/influence on heslth, when one can or even cannot &fford
them. In other words, is it obligation of the state to provide, for example safe
water, even if the given person is not able to pay for it? In this respect it might be
useful to refer to article 11 ESC. We do not find in it any statement suggestion
that hedlth, and particularly medical care and treatment, are to be free of charge.
In fact, such statements were deleted from the originad draft proposd of the
Consultative Assembly during the preparatory works.'® Does the same apply to
preventive hedth care, which is obvioudy of bigger importance for State parties?
This question isto be left unanswered &t this point.

When taking about the “right to benefit from medical treatment
under the conditions established by national laws and practices’, legidaors
took their escape in the subsdiarity principle, leaving such matters to the Sate to
decide. This however, may not be such a bad solution, because such society
embedded, budget depending, and socidly sendtive issues like what should be
the structure of the medica care system, or what should be included on the list of
refunded drugs (of which a good example is the recent discusson on what should
be included on new refunded drugs list in Poland) should be decided as close to
the citizens as possble. Of course, certain basic standards are needed, but it
seems that the WHO'™ s taking effective care of it, so there is no such urgent
need to move it to the EU sphere.

Commentary to the ChFR suggests that when trying to understand the
meaning of article 35 ChFR we should refer to article 11 ESC. We have to notice
however, that the field covered by this article is rather large and quite hard to
draw conclusons from concerning what the precise obligations are, and in
consequence, what the failures of States are with regard to the redlization of this
provison. A big hep in this Stuation can be the fird Conclusions of the

% Toebes B., op.cit., p. 63 et seq.
% For example WHO Guidelines for Developing National Drug Policies, 1988,
<www.who.int>
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Committee of Independent Experts'®, inwhich it was declared that States can
be in compliance with this provison if they provide evidence on the existence of a
medical and hedlth system which comprises of six enumerated eements'®’. These
relate to health care (access to hedth care, with specia emphasis on access for
mothers, children, and the ederly; and control of epidemics and endemic
diseases) and to underlying preconditions for health (environmentd hedth;
food; dcohol and drugs hedth education; financid commitment to hedlth
SerVices).

In these first Conclusions, the ESC Committee declared that attention
should be paid to the financia organization of hedth care services, however this
specific attention cannot be deducted or interpreted from subsequent conclusions
of the ESC Committee. In fact the organization of hedlth care services in States
seems lagey to be left unmentioned by the ESC Committee, whereas
considerable attention has been paid to the measures taken by State parties to
control the spread of epidemic and endemic diseases. It seems in light of the
above comments, that the approach taken by the EU (leaving the organi zation and
scope of assuring the “right to benefit from medical treatment” for the
Member States to decide) is fully in line with, if not letter, then the practica
implementation of article 11 ESC. Also measures undertaken by the EU in
respect to underlying preconditions for health and hedlth education, seem to be in
line, or even once more further reaching than the implications of article 11 ESC
(though the ESC Committee has paid considerable attention to such issues as
environmental pollution and its effects on people's hedth).'®®

Tosumup, | would risk a conclusion that, dthough article 35 seems to
indicate EU openness to shifting its gpproach from ‘public hedth’ to ‘individud
right to hedth’ recognition, with dl its consequences, a the same , current
practice shows that the EU is neither eager, nor ready, to sgnificantly change its
gpproach in practice and to undertake new obligations, particularly if they carry
financid burden.

3.2.2.4 ECHR

1% Toebes B., op.cit, p. 155 et seq.; Case Law on the European Social Charter, Strasbourg
1982, p.104, Conclusions|1, p. 59

97 1) Public health arrangements making generally available medical and para-medical
practitioners and adequate equipment consistent with meeting its main health problems
(ensuring &) proper medical care for the whole population, and b) the prevention and
diagnosis of disease); 2) special measures to protect the health of mothers, children and old
people; 3) general measures aimed at preventing air and water pollution, protection from
radio-active substances, noise abatement, food control, environmental hygiene, and the
control of alcoholism and drugs; 4) a system of health education; 5) measures such as
vaccination, disinfection, and the control of epidemics, providing the means of combating
epidemic and endemic diseases; 6) the bearing by collective bodies of all, or at least a
substantial part, of the cost of the health services. Idem

1% Toebes B., op.cit., p. 157 et seq.
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It was aready mentioned that article 6 TEU raised the ECHR (and the
rights and freedoms guaranteed therein) to the rank of acqui communautaire.
Being a part of EU law, the ECHR can be effectively used in determining the
scope of the right to health and state obligations. How? - one can rightly ask - as
‘right-to-hedlth’ fals within the category of socid and economic rights that are in
principle outside the scope of the ECHR, being regulated at Council of Europe
level primarily in the European Socid Charter (which dl the countries sgned and
ratified) and Revised Socid Charter (which is just a the beginning of the
ratification process).

In certain circumstances one can evoke article 3, which deds with
inhuman and degrading trestment. In an early ruling in the maiter Tanko v
Finland'®, the Commisson indicated that a lack of care may amount to a
Stuation in which article 3 may be violated. Furthermore, on another occasion'™°
the Court ruled that article 3 dso gpplies to inhuman treatment brought about by
unintentional acts, and that expulson of aforeigner dying from AIDS to a country
which lacks appropriate means of trestment would congtitute a violation of this
provison.™*

It would seem that if a State cannot expel aforeigner to a country where
he won't be provided with the medica/hedth care needed, even more o, it is
obliged to make sure that its own citizens can make full use of their right to hedth
even if they are not able to pay for it. But it is not necessarily so.

Other possihilities of gpproach are an gpped on the right to life (article
2). In Tavares v. France™ the applicant, whose wife had logt her life in a
French hospital as a consequence of serious complications following ddivery of a
child, argued that France was in violation of Article 2 of the ECHR. Although the
Commission rejected that contention, it has however repeatedly voiced its earlier
sandpoint according to which certain regulatory messures amed at protecting life
and concerning the hospitd system, were inherent in Article 2. Cases like the
above mentioned, might serve as a reminder that the Convention’s point of view
is, that in dlocating resources a certain minimum level of hedth care services be
maintained.

A State could be held respongble in the Stuation where a person in
urgent needed (for example laying on the dreet, or coming to hospitd and not
being given the emergency hdp) of a treetment, which is vitd for higher life,
would be refused it.

1% Tanko v Finland, 23634, 19 May 1994; the Commission considered the application not to
be admissible.

"9 Eur. Court of H.R., D. v UK, Judgment of 2 May 1997, ECHR Reports 1997-111. The patient
in question was in danger of being removed from the UK to St. Kitts, a country without
basic treatment facilities, after serving a sentence of 6 years imprisonment. Because of the
exceptiona circumastances in the concrete case the Court found that a removal of the
patient would amount to inhuman treatment.

' See also: Koch, Ida Elizabeth, , Social Rights as Componentsin the Civil Right to Personal
Liberty: Another Step Forward in the Integrated Human Rights Approach?’, Netherlands
Quarterly of Human Rights, Vol. 20, No. 1 March 2002, pp. 29-51

2 Decision of the Commission, Application no. 16593/90. Decision of 12 September 1991
(unpublished).
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On the other hand, it is rather unlikely that the Court will move in the
near future towards such an interpretation of article 2 and article 3 as to dlow
litigation from terminaly ill people for whose trestment, their country is not paying.
In fact, the Court has been very reluctant to raise and address such ‘border
cases, mainly due to the high costs they might put on States (who would not be
able to afford them). Most of such ‘right to hedth’ related cases are ether
declared non-admissible, or solved through the friendly settlement approach.™™
What one cannot forget here is the fact that, as the WHO puts it in its Report
2000 (p. X1V) “if services have to be provided to all then not all services can
be provided” . Due to resource limitation, it is a very hard baance that every
country needs to strike/achieve, and the lower the leve or the closer it is to the
fina beneficiaries, the better.

Of course we can and should agree tha many countries whose
populetion is suffering from numerous diseases should smply reprioritize thar
expenditure objectives and relocate money from, for example, military
expenditures to the public hedth sector/fiedld. This however will not cause a
dragtic change in case of poorer countries (though it would make it more
legitimate and proper for them to apped for foreign help to meet those gods). In
fact, the biggest and most-serious enemy of hedth is poverty, both for states and
individuds. Unfortunately, in our ‘globaised” world where everything, including
hedth-care, is increasingly subject to the ‘market forces of economics, and
everybody is taking about harmonizing trade policies — not many dare to lobby
for harmonizing the socio-economic conditions in the world. Many governments,
left to themsdves, ather because of lack of political will or the necessary
resources, do not provide their people with basic hedth facilities. In the
developing countriesit is not rare that bardly 20% of drugs are distributed through
government-run inditutions like hospitals in the region, for example in South
Africa which seems to be one of the richest countries in Africa, because of the
weakness of the hedlth-system ca. 80% of drugs are purchased directly by
people™* In such a stuation, there is a lot international and local pressure upon
politicians that any policy decison relating to the enactment of a new nationd
legidation on intellectua property protection should take into congderation the
effect of increased drug prices on the poor consumers.

How is it then in the EU? Does it lead by the example it sats in its
interna policy, or are human rights, and particularly the right to hedlth treated as
matters arisng primarily in the EU externd relaions rather then itsinternd affairs?

3 An informal talk with Mr. Luzius Wildhaber, President of the Eur. Court of H.R,
20.04.2002

™ Muddassir Rizvi, “TRIPs will push health care beyond poor”,
<www.twnside.or.g/title/beyond-cn.htn, 14-04-2002
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4 Right to intellectual property

According to the officid site of WIPO —intellectud property isageneric
term which refers to cregtions of the mind: inventions, literary and artistic works,
symbols, names, images, and designs used in commerce; and is divided into two
categories: Industria Property and Copyright.™ It is widely understood to be one
of the forms of property (just intangible one) and is governed predominantly by
private law, formulated in way that alows the rights holder to exclude others from
its use, for example no invention can be commercialy made, used, distributed or
sold without the patent owner's consent. Once the rights conferred on the rights
holder expire and the protection ends, the crestion enters the public domain, thus
enriching the generd public and making it possble to use it to enhance future
cregtions on abigger scae.

Could however intdlectud property rights as found in private law be
conceptudized as means of redizing the right to intellectud property understood
as human right? After dl human rights, including right to intdllectud property are
primarily about the rights and obligations between individuas and States and
belong to the sphere of internationd public law. On the other hand the WTO
agreements, indluding TRIPS™®, are best characterized as multilaterally negotiated
contracts specifying the legd ground rules for internationd trade relations, thus
representing international legal commitments taken by a State vis-avis another
State, while at the nationd leve the intdlectud property rights are conddered to
be drictly of contractua nature/ private law nature/ with state setting rulesin case
the generd interest/ public interest would be in question.

Isthere at dl such aright astheright to intellectua property?

Despite the fact that the right to property is recognized in the UDHR,
and the main reasons it is not incorporated in the international covenants are
politicd, though it is recognized in the Protocol No. 1 to the ECHR and
subsequent European Court of Human Rights case law as wdll as in a number of
other universa or regiond human rights insruments, despite the fact that the right
to intellectud property is recognized in the UDHR and the ICESCR, there are lill
voices that suggest, for example Schermer™’, that most property rights™® cannot

5 Industrial property includes inventions (patents), trademarks, industrial designs, and
geographic indications of source. Copyrights includes literary and artistic works such as
novels, poems and plays, films, musical works, artistic works such as drawings, paintings,
photographs and sculptures, and architectural designs. Rights related to copyright include
those of performing artists in their performances, producers of phonograms in their
recordings, and those of broadcasters in their radio and television programs.

"® However in my opinion, TRIPs somewhat differs from this division, in the sense that it
indirectly accords rights to citizens. Citizens acquire the substantive rights not directly from
TRIPs, but from the governments via the implementation of their WTO obligations

"7 Schermers, Henry G., “The International Protection of the Right to Property”, Protecting
Human Rights: the European Dimension, Matscher, Franz and Petzold, Herbert (eds), Carl
Hemanns Verlag KG, Kéln, 1998, pp. 565 - 580
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be included in the category of fundamenta human rights, because those are
“human rights of such importance that their internationa protection includes the
right, perhaps even the obligation, of internationa enforcement”, not to mention
that both private international and public internationa law recognize the right of
sovereign dtates to regulate property rights and to adjust them to economic and
socid circumstances™. | would dare to say thet those redtrictions on the
enjoyment of the right to property do not deprive it of its human rights status.

Firg of dl, it is had to imagine tha the devdopment of human
persondlity and the protection of individua interests within a group can take place
in the absence of property rules that guarantee the dability of individud
possession. Secondly, even though governments continuoudy change the rules
relating to property (tax law, use of land etc), taking into account the socid
interest in the property and whole set of circumstances, they can do so aslong as
they stay within - to use the tem from ECHR aea — the magin of
appreciation.'®

In the case of property, this “flexibility area’ is somewhat broader,
seaming from the complexity of the objectives of property and the need to
balance the competing human rights interest. This is even more sharply visble in
the case of the right to intellectud property. However, such limitations as only 20
years long protection on patent, or making protection dependant on registration,
are supposed to reflect the balance between the “moral and material interests
(of creators) resulting from any scientific, literary or artistic production” and
the interest of everyone ese 'to take part in cultural life and to enjoy the
benefits of scientific progress and its applications’*, where the enjoyment of
the benefits of the scientific progress and its applications can mean smply the
posshility of usng the medicine Just as in the case of the right to life,
governments are required not merely to refran from killing individuas but aso
have to take steps to prevent individuas from doing so (.a. through insertion of
the rdevant provison in the crimina code). In the same way, the intelectua
property private laws should ensure the fulfillment of both above mentioned

8 Except for those need-based personal property rights, without which the exercise of other
rights like the right to life would be meaningless. In his eyes intellectual property rights
should not therefore be at all considered as human right as they are subjected to even
further going restrictions (limited period of protection — 20 years for patents, registration
requirement, etc).

19 See: Drahos, Peter, “Intellectual Property and Human Rights’, Intellectual Property
Quarterly, No. 3(1999), p. 360

12 The African Charter on Human and Peoples Rights in article 14 does guarantee the right
to property, although it then goes on to recognize that that right may be encroached uponin
the “interest of public need or in the general interest of the community” . The American
Convention on Human rights in article 21(1) recognizes a right to property which no oneis
to be deprived of “except upon payment of just compensation” . In article 1 of Protocol No. 1
to the ECHR we also find that the right to peaceful enjoyment of one’s possessions can be
limited by State, which, within given limits, can “enforce such laws as it deems necessary to
control the use of property in accordance with the general interest”. For more on margin of
appreciation see for example: Van Dijk, P. and Van Hoof, G.J.H, Theory and Practice of the
European Convention of Human Rights, 3 ed. (1998), Hague

2L Article 15.1 ICESCR, similar provisionsin article 27 UDHR.
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functions of the human right to intellectud property, should be trested
indrumentaly. While drafting intellectud property laws one has to remember that
intellectual property rights are not just good in themsdlves, but are to be
understood as essentid preconditions for cultura freedom, participation and
scientific progress. Also, while they ensure that crestors mord and materid rights
are protected so as to insure incentives for further creations and encourage
scientific progress, they should facilitate rether than congtrain cultural participation
and enjoyment of the benefits of scientific progress.
How isit however in redity? How did the EU cope with such issues?

4.1 Pre-Charter period

In the economy driven, globalised world the right to property, including
the right to intelectua property, is of fundamenta importance. Without ownership
rights it would be impaossible to frame the whole concept of capitalism and free
trade. It should not therefore be surprising that the Communities recognized at the
very beginning of ther exidence the right to property as a fundamenta right
common to al nationa congtitutions and dso reflected in the First Protocol to the
European Convention for the Protection of Human Rights. This approach was
a0 repeatedly resffirmed in the ECJ case-law, initidly in Hauer judgment®?.
What is worth underscoring is that the Court dready recognized then, that the
right to property, “far from congtituting an unfettered prerogetive, must be viewed
inthe light of the sodial function™?,

Why | am paying SO much attention to the European Court of Justice?
Because its judgments can have a big influence, de facto nullifying one, on
nationd legidation concerning intellectud property rights, for example in the
Magill case, the broadcasters which held copyright in their programme listings
could not prevent the publishers of weekly guides from using listings without a

' Hauer v Land Rheinland-Pfalz (Case 44/79) [1979] ECR 3727, point 4 and 17: “The right
to property is guaranteed in the Community Legal Order in accordance with the ideas
common to the constitutions of the Member States, which are also reflected in the First
Protocol to the European Convention for the Protection of Human Rights.”

Other cases touching upon the right to property include: Ferriera Valsabbia SpA and
Others v. Commission (Concrete Reinforcement Bars), Schréder HSKraftfutter GmbH & Co
KG v Hauptzollamt Gronau, Wachauf v. The Sate (Bundesamt fur Erndhrung und
Forstwirtschaft), R v. Commissioners of Customs and Excise, ex parte Faroe Seafood Co
Limited and Others, Bosphorus Hava Yollari Turizm Ve Ticaret AS v. Minister for
Transport, Energy and Communications, Ireland.

' Hauer v Land Rheinland-Pfalz (Case 44/79) [1979] ECR 3727, point 7: “In the same way
as the right to property, the right of freedom to pursue trade or professional activities, far
from constituting an unfettered prerogative, must be viewed in the light of the social
function of the activities protected thereunder.”
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license.*** On the other hand, we have to keep in mind that as the Luxembourg

Court hes itsdf held, it has no power to examine the compatibility with the
European Convention on Human Rights of nationd rules which do not fal within
the scope of Community law.'®

However, except for the Court, until the Charter of Fundamenta Rights,
the EU did not consder property, including intelectua property rights as a
Specific form of property, in terms of a human right. In fact, it did not occupy itself
with the question of property assuch a dl. In line with article 295 (ex article 222)
TEC, which states that ‘this Treaty shall in no way prejudice the rules in
Member States governing the system of property ownership”, the EU left the
regulation of property, including intellectua property to the Member States, and
bardy st up a series of secondary legidation in this fidd with the main am of
harmonizing certain aspects of it or in case of a new aress setting frames with the
am to increase competitiveness of the Communities™® Much tdling is the fact
that the only time, except for the article 295, when property is mentioned in TEC,
is in connection with the Common Commercia Policy (CCP). As CCP shdl be
based on uniform principles, the EU secured in article 133 paragraph 5 (ex article
113) TEC, that the Council, acting unanimoudy on a proposd from the
Commisson and after consulting the European Parliament, may extend the
gpplication of provisons regulating the implementation of the CCP to internationd
negotiations and agreements on services and intellectual property, insofar as
they are not covered by these provisions.

This approach, according to which intellectud property rights main role
is to protect intangible assets as to insure the competitive advantage of Europe, is
aso often met in statements of Brussdls Officias, for example, yet back in 2000
the Commissioner for Interna Market Stated that ‘the key to success is the
creation of an open and competitive Europe (...)” and while sressng the
“need to encourage as much innovation as possible and thereby make it attractive
for indudtry to invest in Europe’, he found it ‘particularly important to put
more emphasis on the protection of intellectual property rights’.*?

24 RTE and I TP., Joined Cases C-241/91P and C-242/91P (Magill appeal). The decision of
the Court was justified on the ground that the function of copyright does not encompass
the protection of facts.

1% See the Judgment in Joined Cases C-60 and C-61/84 Cinéthcque v Fédération Nationale
des Cinémas Francais [1985] ECR 2605, paragraph 25; the Judgment in Case C-12/86
Demirel v Stadt Schwaebisch Gmund [1987] ECR 3719, paragraph 28, the Judgment of
18/06/1991, ERT / DEP case (Rec.1991,p.1-2925)

1% As, for example, the official site of the Commission states, the Internal Market DG
focuses in particular on the "knowledge-based" aspects of the Single Market, trying to
adapt it to the new economy, through such traditional instruments as harmonizing the laws
of the Member States relating to intellectual property rights to avoid barriers to trade
(Industrial Property Overview, <http://www.europa.eu.int/comm/internal_market/en/ndprop/
overview. htm>, 2002-10-17). For alist of selected EU secondary law act see the Supplement
B.
12" Speech by EU Commissioner Frits Bolkestein, “The Protection of Industrial Property in
Europe and its placein theworld”, Alicante, 29 May 2000, |ast visited on 2002-11-04,
<http://www.europa.eu.int/comm/internal_market/en/speeches/spch194.htm>
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It is not surprisng then, that the secondary legidation (foremost
directives and regulations) being developed mostly by technicaly minded
intellectud property legal experts, and thus influenced by the professond values
they share, as well as generd preference for economic vaues within EU, just
goradicaly indude provisions thet carry the sprit of the human rights in them.*®
For example the provison in article 6 of Directive 98/44/EC of the European
Parliament and of the Council of 6 July 1998 on the legal protection of
biotechnological inventions, which gtates that “Inventions shall be considered
unpatentable where their commercial exploitation would be contrary to
ordre public or morality’'® or the ‘ordre public’ clause in the article 53 (a) of
the signed by al EU Member States European Patent Convention, which
provides that patent should not be granted for inventions ‘the publication or
exploitation of which would be contrary to ‘ordre public’ or morality’.**!
However even those have received very narrow interpretation=2, which indicates
that respect for human dignity and rights was not concelved as the guiding
principle. Even fewer ingruments contain provison etablishing smilarities to the
one in article 7 of the Directive 98/44/EC which establishes the Commission's
European Group on Ethics in Science and New Technologies, whose task is the
evauation of al ethical aspects of biotechnology.

4.2 Right to intellectual property in the EU/EC
law

The right to property, including the right to intellectud property, as
encompassed by the article 17 of the Charter of Fundamenta Rights, in stating
that:

“1. Everyone has the right to own, use, dispose of and bequeath his or
her lawfully acquired possessions. No one may be deprived of his or her

128 We can find so called ordre public and morality clauses. Ordre public concerns the
fundaments from which one cannot derogate without endangering the institutions of a
given society.

1% Seedso art 4, 5, 6 of the Directive 98/44/EC of the European Parliament and of the Council
of 6 July 1998 on the legal protection of biotechnological inventions

% Note that European Patent Convention (referred to also as the Munich Convention)
though signed by all EU Member States in 1973, is not a Community, but an international
regime. EU is currently working on establishing the Community Patent, see:
<http://www.europa.eu.int/comm/internal_market/en/indprop/patent>

L1t might be interesting to recall here that also article 27.2 of the TRIPs Agreement includes
provision stating that “ Members may exclude from patentability inventions, the prevention
within their territory of the commercial exploitation of which is necessary to protect ordre
public or morality, including to protect human, animal or plantlife or health (...)”

%2 Drahos, Peter - “Intellectual Property and Human Rights’, Intellectual Property
Quarterly, No. 3(1999), p. 369
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possessions, except for in the public interest and in the cases and under

the conditions provided for by law, subject to fair compensation being

paid in good time for their loss. The use of property ma be regulated by

law insofar asis necessary for the general interest.

2. Intellectual property shall be protected.”
is without any doubt based on Article 1 of Protocol No. 1 to the ECHR. In the
text of the provison, the drafters decided even to keep the wording known from
the ECHR, i.e. that of on€'s possessions. Taking into account the continuous
jurisprudence since the Handyside case and Marckx case*® in which the
Strashourg Court has dways attributed a broad meaning to that term, there is no
doubt however that it contains in substance the right to property, as indicated in
aticle 17 of the Charter title.

Though the wording has been after dl somewhat updated, it is clear
from the article 52(3) and article 53 of the Charter, that because the right as such
was taken from ECHR, then it has the same meaning and scope as the
corresponding right in the Convention. That means that limitations on the right to
property may not exceed those provided for in ECHR, i.e. the redtrictions are
justified only if they are provided by law (lawfulness), and limited to the extend to
which they are deemed “necessary” by a State for the protection of the “generd
interest”.*®

On the other hand, property can be subject to the possibility of being
afforded greater protection under Union law’ s than the Convention.** As one can
notice, building on the law established by Strashourg, the article focuses more
than the ECHR on depravation. It aso replaces the phrase “enjoyment of one's
possessions’ with more practical enlisting of the “right to own, use, dispose” and
includes even a provison which explicitly protects inheritance (“and bequeath”).
Also compensation has been explicitly included — though only in the case of

133 |n the Marckx case the court held that “Article 1 isin substance guaranteeing the right to
property”, Judgment of 13 June 1979, Series A, No. 3, p. 27

3% Eur. Court H.R., Handyside case, Judgment of 7 December 1976, Series A, No. 24, para.
62; Eur. Court H.R., Marckx case, Judgment of 13 June 1979, Series A, No. 31, para. 63. The
reason given by the Court for adopting such a broad concept has been the very breadth
afforded the definition of ‘property’ itself in general Public International Law, from which the
Convention adopts its notion of property. See also: Ruffert, Matthias — “ The Protection of
Foreign Direct Investment by the European Convention on Human Rights’, German
Yearbook of International Law, No. 43 (2000), p. 122

% Article 1 of Protocol No. 1 to ECHR; Hauer v Land Rheinland-Pfalz (Case 44/79) [1979)]
ECR3727,p.19

13 Council of European Union, Charter of Fundamental Rights of the European Union.
Explanations relating to the complete text of the Charter, December 2000,
<http://ue.eu.int/df/default.asp?ang=en>, last visited on 2002-11-09;

Fischbach, Marc (Luxembourg Judge at the European Court of Human rights) — “ The
European Convention on Human Rights and the European Union Charter of fundamental
Rights — complementary or competing?”, The Council of Europe's European Convention
on Human Rights and the European Union’s Charter of fundamental rights: Judges
symposium — Luxembourg — 16.09.2002, <http://www.coe.int/T/E/Communication_and_
Research/Press/events/6.-Other_events/2002-09_Symposium_of judges - L uxembourg/>,
visited on 2002-10-16
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deprivation.”" What is however of the biggest importance for this paper, is the
explicit incluson of the protection of the intdlectud property in paragraph 2 of
aticle 17 of the Chater. Why? Because of its growing importance and
Community secondary legidation as we read in the annotations to the Charter.
But there are dso other, more important grounds for that i.e. the fact that ECHR
gandard was found to be insufficient in view of the development of Community
and nationd laws..

Though the Commentary attached to the article 17 dates that the
guarantees laid down in paragraph 1 of article 17 (referring to property in generd)
shal apply as gppropriate to intellectud property, this would not be enough to
protect the full scope of intellectua property rights. Though the European Court
of Human Rights confirmed in its casellaw that the guarantee of the right to
property, whether movable or immovable, is not confined to tangible property in a
private law sense™®, but indudes al vested rights, including intellectual
property rights*. However the point of departure still appears to be the
economic value of the right**°, which means that as long as the economic value
of property rights is not affected, no responsibility under Artidle 1 is engaged.***
Whereas, as we know, the rights attached to intellectua property include not only
economic but also mord rights, which dlow the author to take certain actions to
preserve the persona link between himsalf and the work (for example recognition
of the authorship).

The EU, particularly in accordance to the comments to the Charter,
correctly understands the term of intellectual property as to cover literary and
artigtic property as well as patent and trademark rights and associated rights. Its
secondary law encompasses both the materid and mord aspects of the
intellectua property. It would be strange if intellectua property rights, recognized
in ther full scope within busness oriented intdlectud property regime of
secondary legidation, were to be interpreted in respect to one human rights
document — the ChFR — differently.

37 van Banning, Theo R.G. - The Human Right to Property, School of Human Rights
Research Series, Vol. 14, Intersentia, Antwerpen — Oxford — New Y ork, 2002

'3 The Court confirmed i.a. in the Gasus Dosier- und Fédertechnik GmbH case judgment,
that the notion of ,possessions has an autonomous meaning which is not limited to
ownership of physical goods: certain other rights and interests constituting assets can also
be regarded as property rights and thus as ,, possessions®.

139 See: Peukert, Wolfgang —Artikel 1 des 1 ZP (Schutz des Eigentums), in: Frowein, Jochen
Abr./Peukert, Wolfgang —EMKR Kommentar, 2nd ed., 1996, para. 6, together with note 19;
Decision of the European Commission of Human Rights of 4 October 1990, Smith Kline and
French Laboratories Ltd vs. Netherlands, Application No. 12633/87: “ The Commission finds
that a patent accordingly falls within the scope of the term “ possessions” in Article 1 of
Protocol No. 17 .

YO Eur. Court H.R., Case of Van Marle and Others, Judgment of 26 June 1986, Series A, No.
191, para. 41; See also: Peukert, Wolfgang, op.cit.;

1 Van Dijk, P. and Van Hoof, G.JH, Theory and Practice of the European Convention of
Human Rights, 3° ed. (1998), Hague, pp. 618 — 623; That means also that the object of the
possessions must be adequately definable in relation to the claims based thereupon.
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As the protection of a full scope of intellectud property rights by
referring just to ECHR seems impossible'®, the question arises, how shdl we
interpret the very laconic provision - “intellectual property shall be protected” .

According to the officid commentary to the Charter, we can use
reference to guarantees laid down in paragraph 1 of article 17. On this basis, one
could argue that despite the impersond language of article 17 paragraph 2,
everybody shdl be able to enjoy ‘exclusve rights in its intellectud cregtion -
one's intellectua property, subject however to the legdly recognized rights and
interests of others, or generdly spesking public/generd interest, for example
enjoyment of particular right can be made conditiona on regidration; certain
usage envisaged by the crestor can be prohibited on the grounds of public
security. There is no doubt that certain measures provided for by the State
redtricts the use of the property in this regard. The third sentence of paragraph 1
of article 17 provides an important indication in so far as it recognizes the right of
a State to regulate the use of property by law “insofar asis necessary for the
general interest”. This corresponds to the second paragraph of article 1 of the
Protocol No. 1, which as was dready mentioned allows State “to enforce such
laws as it deems necessary to control the use of property in accordance with
the general interest”. Thus both the ChFR and Protocol No. 1 to the ECHR
accept in principle the legdity of restrictions and give the nationd authorities an
amost unlimited power to impose them upon the use of property. Yes, they both
provide that redtrictions are alowed to the extent to which they are deeded
“necessary”’ by a State for the protection of the “ general interest”, but is it a
red limitation taking into regard the margin of appreciation?

Before trying to delineste the line between the generd interest and
individua right to intellectua property as a human right, | would like to point out
that though both the ChFR and Protocol No. 1 to the ECHR provide that the
redriction on the right to property must be necessary, there is no such
requirement with respect to the expropriation itsdf. On the other hand,
deprivation of the property requires compensation, whereas there is no such
requirement in case of a restriction on aright. However due to the limited size of
this paper, | will concentrate on the redtrictions rather then deprivation, asin my
opinion they are much more relevant in case of intellectud property rights.

Necessity

As for the margin of gppreciaion in respect to necessity, the
jurigprudence of the European Court of Human Rights indicates that the measure
undertaken by the State to limit the enjoyment of the right to property must be
proportiona, both as concerns enforcement measures and the underlying

“2 Though | could imagine that to some limited extend certain moral rights could be
protected under other provisions of ECHR, for example, the right to respect for private and
family life, freedom of expression.
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legidation.*”® This is because “this provision is to be construed in the light of the
generd principle enunciated in the first sentence of the fird paragraph” and
therefore there “must exist a reasonable relationship of proportionality
between the means employed and the aim sought to be realized” by the
regulatory legidation."** Taking into account that the EU included the provision
concerning regtrictions on the right to property with just smdl changes, we can
say with dmaost 100% certainty thet it will aso follow the interpretation of the Eur.
Court of H.R. in trying to dtrike a baance required between the generd interest of
the community and the requirements of the protection of the individud’s
fundamenta rights. Additiondly, the fact thet in article 17 ChFR we do not find
the words ‘if (State) deems necessary’ but barely that regulation of the use is
dlowed ‘insofar is necessary’ might dso have dight but positive impact on the
interpretation, as it moves the necessity from the subjective sphere of the State
discretion, onto more objective grounds, thus recognizing the Courts
interpretation.

Despite dl of the above, given theflexibility of the criterion and the wide
margin of gppreciation, it will not be easy to determine if the far baance is
achieved. Particularly asthe Eur. Court of H.R. itsdf recognized in the Mellacher
and Others case that in the pursuance of socid policies, the States are entitled
even to take measures which affect existing contracts.**> Would the Court go so
far if it was the public health policy?'*°

General interest

In spite of the importance attached to human rights, there are Situations
where it is congdered legitimate to restrict rights in order to achieve a broader
generd interest or public good as some instruments name it. As the ICCPR puts
it, the public good can take precedence to “secure due recognition and respect
for the rights and freedoms of others, meet the just requirements of

3 Fair balance test: Allan Jacobsson case, Judgment of 25 October 1989, Series A, No. 163,
p. 17; Fredin case, Judgment of 18 February 1991, Series A, No. 192, p. 17; Mellacher and
Others case, Judgment of 19 December 1989, Series A, No. 169, p. 27; For commentary see:
Van Dijk, P. and Van Hoof, G.JH — Theory and Practice of the European Convention of
Human Rights, 3“ ed. (1998), Hague

4 Allan Jacobsson case, Judgment of 25 October 1989, Series A, No. 163, p. 17

S Mellacher and Others case, Judgment of 19 December 1989, Series A, No. 169, p. 27

“In remedial social legislation and in particular in the field of rent control, it must be
open to the legislature to take measures affecting the further execution of previously
concluded contracts in order to attain the aim of the policy adopted.” ; see also: Van Dijk,
P. and Van Hoof, G.JH — Theory and Practice of the European Convention of Human
Rights, 3% ed. (1998), Hague, p. 639

% |et’s assume now that we are owner of the patent on drug Y and we just granted an
exclusive license on manufacturing and distributing of our drug to company X. Now the
State decided that for public health reasons (which are just as important), due to the
shortages of supply of the medicine and limited funding, it will grant compulsory license on
the drug. We cannot do much about it, but the company X who hoped for big profits when
applying for the license, wants us to pay her the compensation in the amount equal to the
lossesit will occur due to the competition with the beneficent of the compulsory license.
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morality, public order, and the general welfare, and in times of emergency,
when there are threats to the vital interests of the nation” .*’

How to define the “general interest” in relation to Intellectua Property
—the ECHR gives just part guidance. The Strasbourg court has stated that “it will
respect the legidature's judgment as to what is in the generd interest unless that
judgment be manifestly without reasonable foundation”**®, Thus a number of aims
have been consdered to be in the generd interest, like socia and economic policy
amsin the fidds of housing, acohol consumption, protection of nature and of the
environment, fight againgt drugs trafficking to name just afew.** Surdly the Court
would recognize Public Hedth as belonging to the ‘general interest’, being a
‘public good'.

The quedion is, if it would recognize the protection of intellectua
property understood as human right to be in the generd interest, and thus not
dlow for its limitations? What is the ‘general interest’ in this case, taking into
acocount the very nature and implicit balance of the intellectud property regime,
which ams on one Side at protecting the creation and ensuring incentive for the
further developments and cregtivity, while on the other makes sure that the
creation will come to the public domain thus contributing to the common heritage
that everybody can built upon?

The ECHR, which has specid sgnificance in this respect of darifying
and establishing the existence and scope of the fundamenta rights is not very
helpful here. However, asthe ECIheld in ERT case, Hauer case and in Opinion
2/94, the Court can dso “draw inspiration from the constitutional traditions
common to the Member Sates and from guidelines supplied by
international treaties for the protection of human rights on which the
Member States have collaborated or of which they are signatories’.

Taking into account the fact that the concept which we want to fully darify from
the human rights point of view — intellectual property, there is no doubt that we
should refer in the first place to the UDHR and the ICESCR.

Member dates not only were dgnificantly involved in the drafting of
those two acts, but additionaly all Member States are party to the legaly binding
ICESCR. Additiondly, both those documents have been referred endless number
of times in various resolutions of the European Parliament, European Commission
communications, conclusons of the European Council ec. The EU is
consequently aso referring to them in connection with human rights clauses, which
have been inserted more or less regularly since 1992 in al agreements with third
dates. It would be strange if the EU, while demanding other countries to comply
with the UDHR and the ICESCR gstandard, would not do it itsdf. After dl, in
December 1998 in the Declaration of the European Union on the Occasion of
the 50" Anniversary of the UDHR, the EU declared that both internaly and

“ article4 ICCPR

8 Mellacher and Others case, Judgment of 19 December 1989, Series A, No. 169, p. 27

9 van Dijk, P. and Van Hoof, G.JH, Theory and Practice of the European Convention of
Human Rights, 3“ ed. (1998), Hague, p. 640
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externdly, respect for human rights as proclaimed in the Universal Declaration is
one of the essentid components of the activities of the Union and underscored
that the implementation of the Universal Declaration and of the other international
human rights instruments, is of paramount importance for the universa character
of the rights laid down therein to become aredlity.

In interpreting intellectua property and its objectives in a manner
conggtent with the right to intelectua property as found in aticle 27 of the
UDHR and aticle 15 ICESCR (which builds on UDHR, while making it
additiondly obligatory for dates to undertake steps to the maximum of its
available resources to achieve progressvely the full redization of the right by al
appropriate means, including particularly the adoption of legidative measures™)
the EU could make one more step in this direction, towards the redization of the
rights.

What is very characterigtic of the UDHR and the ICESCR s that they

require States to recognize the right of everyone “to benefit from the protection
of the moral and material interests resulting from any scientific, literary or
artistic production of which heis the author”, while they indicate thet this right
has an inherently complementary side according to which “everyone has the
right freely to participate in the cultural life of the community, to enjoy the
arts and to share in scientific advancement and its benefits’**!, Whereas, in
contrast to private law intellectua property regimes, they recognize that an author,
crestor or inventor can be individua aswell as agroup or acommunity.*
To achieve those godls, States are mandated to undertake steps necessary for the
conservation, development, and diffuson of science and culture as well as they
are directed to undertake to respect the freedom indispensable for scientific
research and creative activity.™® From a human rights point of view, it is equally
important to secure the rights of the author, creator or inventor and the moral
interests and rights of the community to securing access to this knowledge.
Additiondly, human rights aspects, in paticularly the human dignity and the
redization of other human rights shdl be taken into consderation when
determining legdly the subject metter which can be camed as intdlectud
property and the scope of rights to creative works and scientific knowledge.™*

Furthermore, article 27 UDHR must be interpreted in relation to article
22 of the same document, which dtates that everyone is entitled to redization of
the economic, socid and culturd rights indispensable for hisher dignity and the

0 article 2 ICESCR

“!article 27 UDHR

152 See also: Chapman, Audrey R. — “ Approaching Intellectual Property as a Human Right:
Obligations Related to Article 15 (1) (c)”. Discussion paper submitted in connection to the
Day of General Discussion “The right of everyone to benefit from the protection of the
moral and material interests resulting from any scientific, literary or artistic production of
which heis the author (article 15.1 (c) of the Covenant)” organized by the Committee on
Economic, Social and Cultural Rights in cooperation with the WIPO, 27 November 2000,
Economic and Social Council, Committee on Economic, Socia and Cultural Rights, Twenty-
fourth session, Item 3 of the provisional agenda, E/C.12/2000/12, 3 October 2000, p. 10

* article 15 ICESCR

1 Chapman, Audrey R., op. cit
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free development of hisher persondity aswell asin rdation to article 4, according
to which the State may place limitations as are determined by law on these rights
in o far as this may be compatible with the nature of these rights and solely for
the purpose of promoting the general welfare in a democratic society.*® Those
provisons have one god — to ensure that implementation of the human rights
postulates adequately reflects not only the fundamenta nature but dso the
indivighility of al human rights induding the right of everyone to enjoy the
benefits of scientific progress and its gpplications, the right to hedth, the right to
food, etc..

Therefore we can conclude that the ‘general interest’” in a human rights
sense would require gtriking the balance between the twin Sdes of the right to
intellectud property as such, while the right to share in scientific advancement and
its benefits can be additionaly supported by other human rights, for example the
right to enjoy the benefits of scientific progress, dso in the sphere of medicine
science and its gpplications goes hand in hand with the right to hedth, which
requires the proper accessto drugs at the affordable price.

If the EU wants to avoid conflict between the intellectua property regime
inaprivate law sense and internationd human rights law, encompassng the dowly
emerging EU human rights system, in the form of the Charter, induding the right to
intellectua property, it should, while implementing the TRIPs Agreement, or
revisng existing standards or setting up new ones of sui-generis type within the
EU, protect the socid function of intellectud property. Thiswill be easier if it will
follow the inbuilt balance in the human rights definition of intellectud property and
treat the human rights principles as a guiding principles during the process of
shaping or adjustment of the legidation to the new context. It should recognize
that the rights of the creator are conditiona on contributing to the common good
and welfare of the society, as opposite to the current practice of vesting the
cretors with semi-monopoly property rights, as wdl as being paticularly
sengtive to the interconnections between intellectua property rights in their full
complexity and other rights, for example right to hedth, one pat of which —
access (avalability and affordability) to drugs is closdly linked to the patent
protection granted for pharmaceuticals.

This process would be much easier if the EU developed an adequate
process of review to anticipate potentid harmful effects resulting from granting
intellectual property protection to certain products, credtions or processes.™
Staying with the example of the interaction with the right to hedth, one could
imagine thet if such system of review would exig, the EU before implementing the

155 Adal steinson, Ragnar and Thorhallson, Pall —“Article 277, The Universal Declaration of
Human Rights, Alfredsson, Gudmundur and Eide, Asbjorn (eds.), Kluwer Law International,
1999, pp. 575 - 596

1% Chapman, Audrey R., op.cit., p. 14
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TRIPs standards, would be expected to measure the impact of the introduction of
the patents on pharmaceuticas and ensure, using dl the flexibility alowed under
TRIPs, introduction of such measures as for example compulsory licensing,
pardld import, short data exclusivity period, Bolar provison, higher standard of
novelty to avoid patent evergreening™’, or make sure that it refrains from
introducing others like for example supplementary protection certificates, in order
to limit the negative impact {.a higher prices) of new standards as much as
possible, while il granting enough protection to give incentives to the creators.

7 In the conclusions of his analysis in the “Trends in drug patenting. Case Studies’,
(Corregidor, Buenos Aires, 2001) Carlos M. Correa stated the following: “There is no
question that patents are valuable as a means of rewarding genuinely inventive,
occasionally costly R&D activity. However, the analysis made shows how the system is
blighted by the granting patents of dubious worth that make a negligible contribution or no
contribution at all to technological progress, whose sole purpose is to serve as a barrier to
legitimate third-party competition. If governments wish to have a credible and sound patent
system, they need to make a considerable effort to define rigorous criteria for patentability,
and especialy to apply them in a responsible and consistent manner. The examples given
also suggest that a substantial part of the R& D budget that pharmaceutical firms claim is
devoted to the development of new products is, in reality, allocated to developing a vast
array of patents around existing products, with the clear intent of expanding and/or
extending over time the exercise of exclusiverights’
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5 Moving from law to practice.
How the legal balance is
reflected in reality?

After andyzing the obligations of the EU in terms of the law and
probable developments, it istime to have acloser look at the EU’ s everyday
practice.

5.1 Internal perspective

Unfortunately the EU approach to human rights has a double standard
character. As the andysis of the existing primary sources of Community law and
their extension by the Treety of Amsterdam seems to confirm the emergence of
human rights as a ‘transversd’ Community objective, it does not find a reflection
in redity. Although the EU supports, for example, UN measures to persuade
governments to establish nationa human rights inditutions, it does not have such
an inditution itself, and it has not even encouraged its own Member States to
establish them. In saying this however, it must be noted that in May 1998 it
adopted “Common Position on Human Rights, Democratic Principles, the
Rule of Law and Good Governance in Africa” which proclamed its objective
of working ‘in partnership with African countries to promote respect for human
rights and the other stated therein objectives, but it never adopted an equivaent
policy which would commit the EU to work actively in Europe in relaion to
humen rights™® Most of what we can expect from the EU in human rightstermsiis
included in the European Council’s “Declaration on the occasion of the 50th
Anniversary of the Universal Declaration on human rights' of 10 December
1998 in which the EU merdy reaffirmed the importance of a reinforced EU
capacity to protect and promote human rights. Yes, there is a Charter, but we
should not forget that it is not legdly binding. All the postive developments aside,
the fully fledged human rightsinternd policy is ill lacking.

Additiondly, as Philip Alston rightly notices, there is a strong tendency
in the great mgority of Community documents to focus on ‘socid palicy’,
designed to promote ‘socid protection’ or overcome ‘socia excluson’, rather

1% seer Alston, Philip and Weiler, JH.H., “An EU Human Rights Policy”, The EU and human
rights, Alston, Philip (ed.), Oxford University Press, p. 15
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than focus on ‘socid rights ™ This difference between genera social-sector
funding and support for economic and socid rights, is very sgnificant. The EU
would like to be seen as a good ‘carer’ who takes care of its citizens socid
needs, without however, acknowledging their right to have those needs fulfilled
and the ability to pursue them in court.

A smilar gtuation is evident in respect to hedth, partly due to the fact
that as “public hedth messures higtoricaly preceded the recognition of human
rights, public hedlth law developed without reference to individua rights™.

Public Health Policy

Only in 1993 did the Public Hedth Policy include a legd base
(Maadtricht Tresety, article 129), and though, as was mentioned earlier, this did
not provide for harmonization of laws and regulations, it included such new
elements as “contributing to a high level of hedth”, “encouraging co-operation
among Member dtates’, “prevention of diseases’ and “incentive measures’. In
order to respond to these new obligations, the Commisson presented its
"Communication on the Framework for Action in the Feld of Public Hedth" on
24 November 1993. Eight public hedlth programmes'®, which were to congtitute
the key dements of this framework, have been proposed and subsequently
edablished in this context. The added vaue in the Community’s activities was
supporting efforts of Member States in thair activities, assgting in formulation and
implementation of objectives and srategies, and contributing to the continuity of
hedth protection provisons across the Community by dissemination of "best
practice information”. The framework included work in other areas as well, for
example: a drategy on safety of blood and blood products, reports on hedth
gatus in the EU; reports showing how hedth requirements are integrated in other
Community policies, various dudies on hedth priorities, hedth sysems
developments and surveys of public opinion; a drategy and lega instruments
dedling with tobacco products (for example: advertising); and establishment of a
network for the survellance and control of communicable diseases'®
Furthermore annua reports were being prepared on hedth requirements in other
policies, condituting akind of overview of actions being undertaken in the context
of these policies®

9 For example, ‘Socia Action Programme 1998-2000, Commission Communication’, Doc.
COM(98)259 of 29.04.1998

1% TomaSevski, Katarina, “International law-making for the protection of human and
environmental health”, in: * Reading material for: Human rights within the EU. VT-02"

%L 1) health promotion, information, education and training; 2) combating cancer; 3)
prevention of AIDS and certain other communicable diseases; 4) prevention of drug
dependence; 5) health monitoring; 6) injury prevention; 7) rare diseases, and 8) pollution-
related diseases.

192 <http://www.europa.eu.int/comm/heal th/ph/eu_action/eu_action02_en.html>

1% For example, a second modified proposal for a Fifth Framework Programme for Research
and Technological Development (1998-2002), one of the priorities of which being the focus
of Community’s research policy on specific themes such as, in the area of health, the
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This framework for action has been reviewed™ and resulted in the
adoption by the Commisson on 16 May 2000 of the Communication on the
Hedth Strategy of the European Community'® (which takes account of the
review of the exigting Situation and recent legal and palitica developments), and of
a proposa for a Decison of the EP and the Council adopting a programme of
Community Action in thefield of public hedth.

This communication consdered a number of developments in hedth
datus and hedth sysgems in the Community, as well as principles and pre-
requisites for public hedth action & Community level. These consderations lead
to the concluson that, dthough the principles and underlying philosophy of the
1993 communication on the framework for action in the fied of public hedth
reman vaid, priorities, structures and methods are al in need of fundamenta
review and reformulation. Findly, the communication outlines a new Community
public hedth policy sx-year programme, which brings together in a more co-
ordinated way, the previous activity under eight separate public hedth
programmes, and focuses on:

- Improving information and knowledge for the development of public
hedith,

- enhancing the capability to respond rgpidly and in co-ordinated fashion
to threats to hedth (for example through building on the existing
communicable disease surveillance network, as well as measures to
enhance the safety and quality of human blood and organs),

- Tackling hedth determinants relating to lifestyle (tobacco, acohal, drug
dependence etc.), socio-economic factors and the environment, through
health promotion and disease prevention.*®

The progranme™’, which is supposed to complement nationa policies, shal
contribute to:

relationship between health, environment and food, the control of viral diseases, and the
ageing population. Equally, the Commission’s Joint Research Centre, contributes to the
fight against cancer.

1% There was a need considering how far the existing framework remained satisfactory and
was able to respond to a number of important developments, such as emerging health
threats and increasing pressures on health systems, as well as the enlargement of the
Community and the new public health provisions in the Treaty of Amsterdam. Moreover,
such areview was particularly urgent as most of the existing programmes were coming to an
end in or about the year 2000 and proposals were have to be put forward in the near future;
Communication from the Commission to the Council, the European Parliament, the Economic
and Social Committee and the Committee of the Regions on the development of public
health policy in the European Community;

<http://www.europa.eu.int/comm/heal th/ph/general/phpolicy2.htm#0>

1% Communication from the Commission of 16 May 2000 to the Council, the European
Parliament, the Economic and Social Committee and the Committee of the Regions on the
health strategy of the European Community (COM (2000)285 final)

1% <http://www.europa.eu.int/comm/heal th/ph/general /phpolicy2.htm>

" The total budget of the programme is 280 million EURO.
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- enawring a high levd of hedth protection in the definition and
implementation of dl Community polices and activities, through the
promotion of an integrated and inter-sectora hedth Strategy,

- tackling inequdities in hedlth, and

- encouraging co-operation between Member States in the areas covered
by aticle 152 of the Treaty.

Issues relating to enlargement, and to the integration of hedth
requirements in Community policies, are to be dedlt with by al three sirands.

The mog important thing, however, was the paliticaly important
Commisson's decison to place "Hedth" as one of its key priorities. The
Commisson states repeatedly that it is essentia to ensure consistency between
hedth and other policies (such as sngle market, consumer protection, socia
policy, environment, research, enlargement), and dso ensure that dl the
Community activities affecting health contribute to the overall srategy.

Work in the Commission was ongoing in the following aress

- the incduson in proposas with a particular relevance to hedth of an
explanation of how and why hedth condderations were taken into
account and the expected hedth impact;

- the devdopment within the public hedth programme of criteria and
methodologies for evauating policy proposds and their implementation,
possibly leading to a thorough impact assessment;

- joint drategies and actions in cooperation with other Community
agencies, and

- drengthening of the mechaniams internd to the Commission to ensure
co-ordination of hedth-related activities.

Additiondly the Commisson mentioned in particular the need for joint
action to intensfy co-operation in sectors such as research, pharmaceuticals and
e-hedth, and recdled the Strategy for sustainable development which it had
recently adopted.

Adjusting Public Health Policy to include the right to health?

This development would be in line, and would give strength to the “right
to hedth” asfound in article 35, if the EU would promote such understanding of
its public hedth policy. However today, the EU, at least in practice is referring to
the hedth protection only within the public hedth context, and what is more,
mogly (though not exclusvey) issues condituting preconditions for hedth.
Therefore, even though the EU developed a comprehensive programme and
measures to assure certain, one could surely even say - high - level of public
hedth protection within the EU, this does not mean that the EU is promoting the
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individud right to hedth. This unsurprisng dudity of goproach in the internd
gphere sems aso from the relaionship between public hedth and right to hedlth
to the economy. While efficient hedth protection/care is in the EU interest as it
enaures hedthy labor force, the provison of the right to hedth is seen mainly,
though not openly admitted, as an economic burden, enforcesble in courts.

Surely it is very hard to ensure the dud achievement of the patients
access to drugs a affordable prices and the crestion of incentives for industry’s
innovation and indudrid development Smultaneoudy, baancing them with
Member State's objective of containing their hedlth care expenditure.*®® Member
States face a number of common problems related to the financing, organization
and management of their health sysems. There is an increasing concern to raise
overdl standards, while at the same time to control hedlth costs and secure the
best vaue for money, due to financid limitations. In paradld, hedth sysems, like
other areas of the economy, are affected by the globalization of trade and industry
and the pressures of competition, as well as the development of the Community
internad market. The variousiinitiatives in the fidld of managed care and the growth
of evidence-based medicine, quality assurance and hedlth technology assessment
are al responses to these devel opments.*®

However, one can get impresson that despite its concern for the rising
hedth cogts, the EU smultaneoudy introduces an even higher leve of protection
to intdlectud property, which it gill undergands in practice in the typica
economic private law sense, which is contradictory to the socia function, which in
turn intellectua property rights should support. It is dso quite surprising that there
were no coordinated proposds for introducing common measures such as.
abbreviated registration procedures (focus on drug quality), product devel opment
and authorization during patent period, provisons which permit, encourage or
require generic prescription and subgtitutes, or requirement that labels and drugs
information contain generic names, which by increesng the generic drugs
participation in the market would lower the cost of public hedlth, thus alowing it
to meet more needs at the same cost. No wonder then that as of the mid-1990s,
generic dispensing differed greatly among the countries of the EU, spreading
between 60% of prescription volume and 30% of sdesvaue in Denmark and as
low as 2% of sdesvauein Belgium, France and Italy, with Germany, the UK and
the Netherlands staying somewhere in the middle with 20-40% of prescriptions
digpended generically. The wide varidion in generic dispensng among these
countries — which are generaly able to ensure the quality of generic products —
illugtrates the impact which national policies and different loca circumstances can
have on generic use, and indicates how much influence the EU directive requiring
the introduction of the generic drugs friendly solutions could have.! ™

1% The single market in pharmaceuticals,
<http://europa.eu.int/scadplus/leg/en/lvb/121227 .htrr, 2002-04-26

199 <http://www.europa.eu.int/comm/heal th/ph/general/phpolicy 2. htm#2>, 2002-04-27

YO WHO, Action Programme on Essential Drugs, Public-Private role in the Pharmaceutical
sector. Implications for equitable access and rational drug use, Health Economics and
Drugs, DAP seriesNo. 5, WHO/DAP/97.12, p. 55
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It is hard to expect the EU, despite the new trends having surfaced in
the Charter of the Fundamental Rights (article 35), to look a hedth through a
human rights lens. It would mean, the EU recognizing not only the technical and
operational agpects of hedth interventions, but adso the civil, economic, socid and
culturd factors that surround them, whereas in redlity, the traditiona public hedth
goproach, in the form of Public Hedth Policy, dill prevails. Surdy EU Public
Hedlth Policy names protecting and improving health as one of its priorities. After
al, both public hedlth and human rights both recognize the ultimate responsibility
of governments to creste the enabling conditions necessary for people to make
and effectuate choices, cope with changing patterns of vulnerability, and keep
themsalves and their families hedthy. However, usng human rights concepts, one
can look a the extent to which government are “respecting, protecting and
fulfilling their obligations for dl rights— civil, palitical, economic, socid and culturd
— and how these governments actions influence both the patterns of mortdity,
morbidity and disability within the population, and what is done about them”.*™*
One can ds0, in the case of finding a government neglecting or infringing its
obligations, try to bring it back into compliance by filing a case in the human rights
court or other monitoring body. This is exactly whet the public hedth lacks - the
possibility of taking the Community or Member gtates to Court for introducing,
for example, intellectud property protection measures that are contrary to the
very concept of the right to hedlth.

5.2 External realtions of the EU

Externd rdations of the EU are even more influenced by the clash of
mora ambitions and economic interests than its internal affairs™’? On the one
hand, European integration has promoted economic freedom while leaving socid
rights and policies in a secondary position, while on the other hand, it has dso
been often percelved as a safeguard of the welfare sate. It is dso argued that
European integration gives a stronger voice of the European States in shaping the
rules of globa economic competition and protecting the ‘essentials of the welfare
state.!” Let us have acloser look at these issues.

™ Gruskin, Sofiaand Tarantola, Daniel, “Health and Human Rights’, The Oxford Textbook
of Public Health, Detels, Roger; McEvan, James, Beaglehole, Robert and Tanaka, Hezo
(eds.), 4™ Edition, Oxford University Press, 2002

1”2 For example, position in TRIPS as well as Doha and Post-Doha negotiations, position in
negotiations with accessing countries, EU policy vis-avis the former Yugoslavia, dispute
between Member States over EU resolution on human rights abuses in China during the
1997 session of the UN Commission on Human Rights.

® Maduro, Miguel Poiares, “Striking the Elusive Balance between Economic freedom and
Social Rightsinthe EU”, The EU and Human Rights, Alston, Philip (ed.), Oxford University
Press, p. 449
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By virtue of atide 6 (2) TEU, the EU*™ is bound to respect human
rights in externd relations!™ Indeed, since the 1970s, the EC organs, even
without any explicit legd basis, gpplied human rights in the framework of the
European Political Cooperation in their relations to the third States. This legd
bassis explicitly lad down in article 11 (1) TEU (previoudy aticle J.1 (2) of the
Maadtricht Treaty), which gtates that the development of respect for human rights
and fundamental freedoms condtitutes one of the five objectives of the Common
Foreign and Security Policy (CFSP)."® As for the right to hedth spedificaly,
article 152 of the Treaty establishing the European Community stipulates that “a
high level of human health protection” shdl be ensured in “the definition and
implementation of al Community policies and activities’. The European Union is
aso bound by its own declarations on respect for human rights which, according
to the Declaration on Human Rights'”’, are an essentid part of its international
relations and a cornerstone of European co-operation. On 28 November 1991,
the Council and the representatives of the Member States meeting within the
Council adopted a Resolution on human right, democracy and development
laying down the guiddines, procedures and priorities for improving the
consistency and cohesion of the whole range of development initiatives™

However the relevance of human rights for the externa policies of the
EU, extends beyond the CFSP. In addition to article 177 TEC (previoudy 130u),
which provides that Community policy in the area of development co-operation
shdl contribute to the generd objective of respecting human rights and
fundamentd freedoms, the EC framework of the ‘first pilla’ developed an
externd human rights policy by, inter dia, indging on the insertion of gpecific
human rights dausesin al agreements concluded with third countries. *”

Since the early 1990s, the EC hasincluded a so-called “ human rights
clause” more or less sysematicdly in its bilaterd trade and cooperation
agreements with third countries, and since the Council decison of May 1995,
based on the initiative of the Commisson®, which the European Parliament

" Op. cit. (3)

1" Even though the ECJ has no jurisdiction to review EU measures adopted in the context of
the *second pillar’, there is no doubt that the common provision of Article 6 TEU binds the
Union in all actions, including external relations. See also: Nowak, Manfred, “Human Rights
Conditionality in the EU”; The EU and Human Rights, Alston, Philip (ed.), Oxford
University Press, p. 688

® Main lega instruments of the EU within the CFSP are common strategies, common
positions and joint actions (articles 13-15 of the TEU).

77|t was adopted at the Luxembourg European Council on 28-29 June 1991.

178 cwww.europa.eu.int/comm/external_relations/human_rights/doc/cr28_11 91 en.htne

' Nowak, Manfred, “Human Rights Conditionality in the EU”; The EU and Human Rights,
Alston, Philip (ed.), Oxford University Press, p. 688 et seq.; See also: Communication from
the Commission to the Council and the European Parliament. The European Union’srole
in promoting human rights and democratization in Third countries, Brussels, 8.05.2001,
COM(2001)252 fina

180 Communication from the Commission on the inclusion of respect for democratic
principles and human rights in agreements between the Community and Third Countries
(COM/95/216 FINAL); See also: Commission communication on the European Union’'s role
in promoting human rights and democratization in third countries of 8 May 2001and General
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wholeheartedly welcomed seeing it as “further step towards the adoption of
practical messures to implement the EU’s human rights policy”*#*, in virtually ALL
subsequently negotiated bilaterad agreements of a genera nature (excluding
sectord agreements). More than twenty such agreements have dready been
sgned, including Association Agreements such as the Europe Agreements,
Mediterranean Agreements and the Cotonou Agreement between the EU and
Africa, Caribbean and Pacific countries.'®?

The agreement model condists of a provision stipulating that respect for
fundamental human rights and democrdtic principles as lad down in the UDHR
(or in European Context, dso the Helsinki Final Act and the Paris Charter for a
New Europe) inspire internd and externa policies of the parties and condtitute an
“essential  element”'®® of the agreement, which sets up the right of the
Community to suspend or terminate an agreement for reasons connected with
non-respect of human rights by the third country concerned.

The clause does not transform the basic nature of agreements which are
otherwise concerned with matters not directly related to the promotion of human
rights. Neither does it imply the enactment of rules on human rights or the
concluson of specific human rights conventions establishing new standards in the
international protection of HR in the sense in which theses expressions were used
by the ECJin Opinion 2/94', It is a matter of treasty law, which does not
depend on which view is taken on the potentid of article 235 to serve as an
enabling cdlause for human rights standard-setting.*® The dlause smply congtitutes

Affairs Council (GAC) detailed conclusions issued On 25 June 2001in response to it as well
as the EU Annual Report on Human Rights (2001/2002), 12747/1/02 Rev. 1 COHOM 11, 16
Oct. 2002.

81 European Parliament Resolution on the Communication from the Commission on the
inclusion of respect for democratic principles and human rights in agreements between the
Community and Third Countries (COM(95)0216 — C4-0197/95) Official Journa C 320,
28/10/1996 p. 0261.

®The EU and Human Rights, <http://www.europa-eu-un.org/article.asp?id=1007>, last
visited on 2002-11-03

8 A final provision dealing with non-execution of the agreement requires each part to
consult the other before taking measures, save in cases of special urgency, which
encompass breaches of an “essential element” of the agreement. Thanks to such solution
“suspension or termination can thus take place, in a manner consistent with the rules of
customary international law codified in the Vienna Conventions on the Law of Treaties (to
which the EC is not formally a contracting party), without, however, the need to follow all
the procedural requirements (and, in particular, the notification requirements) laid down in
the Conventions. Before the human rights clause, the EC had to rely on general international
law to suspend an agreement, as happened with regard to Ex-Yugoslavia in 1991". See:
Brandtner, Barbara and Rosas, Allan, “Human Rights and the External Relations of the
European Community: An Analysis of Doctrine and Practice”, EJIL Voal. 9 (1998) No. 3;
<http://www.gjil.org/journal/\V ol 9/No3/art2.html >, accessed on 2002-10-25

184 ECJOpinion 2/94 on the Accession by the Communities to the ECHR [1996] ECR 1-1759;
see also: Arnull, Anthony, “Left to its own devices? Opinion 2/94 and the Protection of
fundamental rights in the European Union”, The General Law of E.C. External Relations,
Dashwood, Alan and Hillion, Christophe (eds.), Sweet & Maxwell, London 2000, pp. 61-78

1% Brandtner, Barbara and Rosas, Allan, “Human Rights and the External Relations of the
European Community: An Analysis of Doctrine and Practice”, EJIL Voal. 9 (1998) No. 3;
<http://www.gjil.org/journal/V ol 9/No3/art2.html >, last visited on 2002-10-25
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amutua reaffirmation of commonly shared vaues and principles - a precondition
for economic and other cooperation under the agreements, and expresdy dlows
for and regulates suspenson/termination in case of non-compliance with these
vaues'®

The basc term of reference is the UDHR - resolution of the UN
Generd Assembly and not a legdly binding document as such. However it has
become “increasingly accepted that the UDHR is not only of exceptiond historical
and political importance, but dso reflects, at least at the level of genera principles,
exiding generd internationd law, whether seen as cusomary internationa law or
as generd principles of law recognized by civilized nations. In fact the EC' s treaty
practice since the early 1990s refers to ‘democratic principles and basic human
rights, as proclamed in the Universd Dedlaration’. This is accepted by an
increasing number of third countries via bilateral agreements and contributes to the
cregtion of an presumption that the UDHR expresses customary internationa law,
or a least generd principles of law recognized by civilized nations.

The EU, being founded on the principles of liberty, democracy,
respect for human rights and fundamental freedoms™’ found it also important
to include respect for human rights among principles listed in article 49 TEU as a
precondition for accesson of Candidate Countries to the EU. However,
competence of the ECJ to review the human rights ‘conditiondity’ in the
accession pend sanctions procedures is currently very limited and unclear. As a
point of note, in Agenda 2000'® the Commisson made reference to the
compliance of gpplicant States to the ESC and the ICESCR, athough minimum
attention was actualy devoted to the rlevant rights.

Human rights observance may be aso linked to autonomous acts of
secondary Community legidation, like for example the Community’s unilaterd
scheme of Generalized Tariff Preferences, as set up in Regulation No. 3281/94
and No. 1256/96 in respect for certain industrid and agricultural products
originating in developing countries, probably containing the Community’s most
extensve st of actions related to third countries respect for (or neglect of)
fundamental labor standards to date.

Still, it can be noticed that the actua practice of the EU in applying a
policy of human rights ‘ conditiondity’ towards third countries remains somewhat
sHective and is often based on economic and politica, rather than on purdly legal
or ethical grounds. Such ‘two-tier’ approach perhgps not very visble in the
bilateral agreements, is eadly seen in the EU policies and actions related to hedth
and protection of pharmaceutical products, what often requires making a choice
between economic interest and certain human rights: the right to hedth or the right
to life being the most obvious ones.

1% See adlso: the Portugal vs. Council (1996) case in which the ECJ observed that an
important function of the human rights clause could be to secure the right to suspend or
terminate an agreement if the third state had not respected human rights.

87 Article 6 (ex Article F) TEU

188 Commission of the European Communities, Agenda 2000, COM (97) 2000 final, 2 vols.
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As was dgndized above, the main reason why the right to hedth
(concept usudly associated with country’s own population) came into scope in
relation to externd policy, was mainly its economic connotation, which
increesingly gains in importance — even if we take into account, for example,
only the fact that in recent decades new medical developments have been
introduced a unprecedented rates, their impact being a mgor factor in risng
cogts. Trend that does not seem to change.

The issue of hedth, or more precisdy individuds hedth and public
hedth implications of trade, received a great ded of attention just before the
WTO Minigerid in Sesttle (December 1999). The discusson was triggered by
concerns that the compulsory licensing rules of the WTO TRIPs Agreement could
hinder the development of palicies to give patients in developing countries access
to appropriate medicines for serious diseases, AIDS being at the center of the
discussion. Subsequent analysis showed that the problem of access to hedth in
developing countries is much more serious, and much more complicated. It can
furthermore have an effect on the hedth of the Community population'®®, which
on the EU leve, led the Commission, the Council and other interested parties to
take a broad multidisciplinary approach to the problem, and combine their
development, trade and humanitarian aid policies with steps leading to incressed
flexibility of respective (mogtly TRIPS) provisions within the WTO framework,
(as different from the disease-gpecific approach which dominated in the earlier
programmes).'*

No other issue has recdved as much atention in post-Seditle
Commission debate with business, NGOs and other interested parties, as hedth,
or rather its difficult relation with intellectua property protection standards. In
fact, in April 2000, DG Trade set up four issues groups. among them one on
access to hedth and one on environment and sustainable development. Indeed,
those two were put very high up on the agenda of the Commission, aso due to
the enormous public campaign a that time.'*

The EU dtarted to address hedlth issues adso within the Development™
and Poverty Eradication Policy', as well as strengthening the initiatives aiming &

1% Also due to the increase in travel and in population mobility.

% The current broad strategy of the Commission for Action on HIV/AIDS, malaria and
tuberculosis, which pursues to tackle the problem from all angles thus involving the
directorates responsible for Development, Health and Research, as well as Trade, is a good
example of such approach. What is also important, the Commission’s Programme includes a
commitment to working with the WHO, WIPO and WTO to address the link between TRIPS
and health issues.

1 NGO dialogue: Introductory remarks by Commissioner Pascal Lamy, General Meeting,
23.11.2000,<http://europa.eu.int/comm/trade/speeches_Articles/spla39_en.htn, 23/03/2002
192 Declaration of the Council and the Commission of 20 November 2000 on the European
Community’ s development policy, based on the Communication from the Commission to the
Council and the European Parliament of 26 April 2000 on the same subject;
<www.europa.eu.int/scadplus/leg/en/Ivb/r12001.htre

% The principal aim of the Community’ s development policy being the reduction of poverty
with a view to its eventual eradication, which finds its reflection in the fact that the
resources available for development aid (EU provides half of all public aid to the devel oping
countries and is one of their main trading partners in many cases) are allocated in
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globa epidemiological surveillance and mechanisms to respond rapidly to hedth
threats and to help developing countries to improve their hedth systems. Why? It
is not only the obligation to take health™®* into consideration when designing and
implementing other polices, or to “ensure the consstency of its externd activities
as a whole in the context of its externd reations, security, economic and
development policies™®. Predominantly it is the understanding of the fact thet
“poverty is an important reason that the babies are not vaccinated, clean water
and sanitation are not provided, drugs and other trestments are unavailable, and
mothers die in childbirth. (...) Hedth has become a more centra concern in
development, both as a contributor to, and an indicator of, sustainable
devdopment. While hedth is a vdue in its own right, it is dso key to
productivity”*®. The only effective way to improve hedlth conditions is to improve
the overal sandard of living. Even if it is the poor hedth that continues to be a
congraint on development efforts.

5.2.1 Intellectual property and health related aspects of the
EU external policy in relations with Developing Countries

When taking about reaions with developing countries, it is worth
mentioning that human rights issues, among them hedlth concerns, were treated as
part of economic co-operation or as an aspect of EU (sustainable) development
assistance and policy.™ Such an ealy indusion of the need to complement
market access and rule-making with efforts directed at areas such as trade related
ad, poverty reduction and access to medicines under the heading of promotion of
a development agenda, which was among key objectives for the WTO New

accordance with their impact on the reduction of poverty (which gives the least developed
countries priority). Poverty, which includes the concept of vulnerability, results from
various factors. Therefore, the Community is determined to support poverty reduction
strategies which integrate these many dimensions and are based on the analysis of
constrains and opportunitiesin individual developing countries.

19 Please refer to the chapter on theright to health in EU.

% Article 3 (ex Article C) of the Treaty on European Union.

1% UN report “Health and Sustainable Development”, 4 April 2001.

If one thinks of poverty only as low income, then the health link is indirect: it is easier to
earn aliving and alleviate poverty when oneisin good health. On the other hand, if we think
of poverty as basic deprivation of the quality of life and of elementary freedoms, then ill
health is an aspect of poverty. Bad health isconstitutive of poverty.

97 Development policy was already launched in 1958, but it was not until the Maastricht
Treaty that the explicit legal basis for conducting such policy was created. Currently the EU
and its Member States together provide more than half of all development assistance given
in the world today (European Commission, Directorate-General for development —
Understanding European Community Aid (1997), 1), out of which however only 10,5% is
allocated to the social sector (10,5% of project aid between 1990-1995: ADE final report,
Evaluation of EU Aid to ACP Countries managed b the Commission, Phase | (July 1997), 20).
See also: Macleod, |., Hendry |. D. and Hyett S., The External Relations of the European
Communities, A Manual of Law and Practice, Clarendon Press, Oxford, 1996, p. 307 et seq.
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Round, seems to indicate that the EU takes a serious approach to these issues'®
Paticularly because, a the same time the EU stresses such new issues as
environmental consderations and consumer protection, and argues that
sustainable economic development cannot be achieved without paying attention to
the effects of globalization on the environment and on public hedlth.*

The beginnings of the Community’s development policy dete from the
signature of the Treety of Rome. However it is only snce the TEU came into
force in 1993, that Community development cooperation, aimed at encouraging
sustainable development that helps to eradicate poverty in developing countries
and integrate these countries into the globa economy, as well a heping to
reinforce democracy and the rule of law whilst promoting respect for human rights
and basic freedoms, has enjoyed a specific lega basis (articles 177 and 181 of
the Treaty). This was achieved among other ways through insertion of the “human
rights clause’ mentioned above into the relevant agreements.

The development policy is either convention-based®™ or unilatera, and
the agppropriations for development cooperation are granted according to two
main approaches. a“geographical gpproach” centered on 3 zones (Mediterranean
basin, Asaand Latin America, southern Africa) and a“thematic gpproach”, using
specific budget headings (the beneficiaries of this gpproach are al around the
world, including ACP countries). Under the convention based system, the
Cotonou Agreement (successor of the Lomé IV, which expired on 29 February
2000), based on 5 pillars — poverty reduction among then?™, is worth
mentioning. As for the thematic gpproach our specific atention is required
towards chapters devoted to sustainable development and the environment,
water, food security and foremost hedlth. %

% |ssues: Towards a New Trade Round, October 2001, <http:/trade-info.cec.eu.int/
europa/2001newround/nr.pdf>

1% European Trade Commissioner Pascal Lamy replies, Issues, op.cit.;

see also: The non-trade impacts of Trade Policy — Asking Questions, seeking Sustainable
Development, Informal Discusson Paper Rev. 1, DG Trade, 8.01.2001,
<http://europa.eu.int/comm/ trade/pdf/csc_idp.pdf>, 23/03/2002

% The convention-based system related to the conclusion of international agreements, in
particular the association agreements referred to in Article 310 of the TEC. These
agreements are either multilateral (for example, the Lomé Conventions, Cotonou Convention)
or bilateral (each of the Maghreb countries). The unilateral system is based on — Article 133
of the TEC, which governs the common commercia policy, the basis of the Generalized
System of Preferences (GSP), designed as a way to facilitate access to the Community
market for products from devel oping countries.

- Article 308, which allows the Community to develop financial and technical aid for Asian
and Latin American countries, and thematic actions in areas such as food aid, humanitarian
aid or thefight against AIDS.

%L Other pillars: ongoing political dialogue, involvement of civil society, a new trade
framework, areform of financial cooperation.

202 Within this sector we encounter:

- Programme of action on accelerated action against HIV/AIDS, malaria and tuberculosis (its
objective being a coherent, global and accelerated action as part of the efforts to improve
the standard of health amongst the world’s poorest people with a view tackling the three
major communicable diseases holding up development®®, through optimizing the impact of
existing assistance in the context of Community development cooperation, through making
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It is quite easy to formulate a bold programme, but much harder to
implement it and redly ‘hold on to it' when involved in negotiaions on other
tregties. However one has to admit that this time the EU redlly kept its word and
became an advocate for developing countries when it comes (among other points)
to making essentiad medicines more affordable through a comprehensive globa
approach.

Asindicted in the introduction, | will try to illugtrate the EU gpproach in
the context of the interaction of the right to hedlth and industrid property system,
paying particular atention to patents™®®. Protection granted by them is subject to
grong controverses as it has implications on aress as sendtive as hedth and
man's quality of life. Patent protection is a crucid instrument in the development
of the pharmaceutica industry, which depends to alarge extent on costly research
and development programmes, the results of which being relaively easy to copy
and thus making protection of the inventions more necessary than in other areas of
industry. Patent systems, however, though enhancing innovation and deve opment
of new drugs, do restrict access to life-saving drugs, by raising the price of
medicines, and thus, al else being equd, generdly adversary affects on the hedlth
of the population of poorer states® This consequence of patent protection is
insgparably linked to the exdusvity of it, which dlows companies to impose
extremely high prices on their products, which am not only at cost-coverage but
aso a unreasonably high income, thanks to which, pharmaceuticals became the
second largest by market value industry sector in the world.?®

TNCs argue of course that a high price is a result of a need to recover
the money invested in R&D, as well as the fact that the production, is found in
countries where codis are reatively high. They try to indicate that being granted
proper protection, they would be more eager to either move their production to
‘lower production cost” countries or license their patents to developing countries.

essential medicines more affordable through a comprehensive globa approach, through
investing in research and development of global public goods used in the fight against the
three diseases);

- Accelerated action targeted at major communicabl e diseases;

- Solidarity to confront AIDS - HIV/AIDS-related operations in developing countries (its
objective being to formalize ongoing structural support to developing countries in their
efforts to combat HIV/AIDS - Council Regulation (EC) No 550/97 of 24 March 1997 on
HIV/AIDS—elated operations in devel oping countries).

% patent — a title conferred by the State that attest the grant of exclusive rights to the
inventor for the exploitation of his invention, which is supposed to serve as the reward or
inducement that the state grants the inventor for his contribution to the solution of a
problem in technology or industry. In return the inventor has to describe the invention
clearly and in detail, so asto allow others, after the term of protection expires, to make use of
it without the need of repeating its devel opment phase or additional cost.

% Drahos, Peter, “The universality of intellectual property rights: origins and development”,
Intellectual Property and Human Rights, WIPO/OUNHCHR panel discussion to
commemorate the 50" Anniversary of the UDHR. Geneva, November 9, 1998, p. 27

% Overtaking telecommunications and I T hardware and thus rising from fourth place last
year according to 2002 FT 500 survey.. Financid Times, 10.05.2002,
<http://specials.ft.com/ft500/may2002/index.html >

<http://global archive.ft.com/global archive/article.html 7 d=020509007571& query=FT500>,
visited on 11.05.2002

64



However, an OECD survey of internationa technology licensing named limited or
unsatisfactory protection of indudtrid property rights as a Sgnificant hindrance to
licensing in developing countries®® “Stronger 1PRs are aso seen as a vehidle to
promote economic development and developing countries dike, by improving
both the stock of technological knowledge and the flow of that knowledge
between countries. In this respect economic analysis has suggested a direct link
between tighter IP protection and increased innovative activity, including through
FDI and technology flows. This link rests on the assumption that the legd
protection of intellectua property provides a necessary financia incentive for the
investment of resources in technologica innovation, and a means to ensure the
efficient disclosure of new knowledge, thereby augmenting the socio-economic
welfare of the wider community””’. This is aso supported by the Pharmaceutical
Research and Manufacturers of America (PhRMA) in its pgper on “The
Importance of TRIPS Implementation” addressed to the U.STrade
Representative for Services, Invesment & Intellectua Property. It argues that
“minimum internationd standards for intellectual property protection are part of
the rule of law fabric essentid to atract the foreign direct invesment and
technology transfer needed for sustainable economic growth”?®. Bt is it redly
s0?

Avallable evidence suggedts that most R&D activity undertaken by
TNCs continues to be highly concentrated in their countries of origin or in other
indudtridized countries, particularly in high-technology fidds. Even subgtantid
changes in IP protection, if they are not supported by more encompassing
reforms and/or incentive creeting programmes, are unlikely to change this
Stuation. There are many other factors which have impact on FDI decisons and
technology transfer: the economies of the scae associated with R&D activities, as
well as other factors, such as the importance of proximity to scientific ingtitutions
and the new moddities of organization of R&D in closer connection with
productive and marketing activities (the so-cdled third generation R&D).
Predominantly it is due to them that in al these respects, any tendency to
decentralize R& D activities will occur primarily among the indusirialized countries
themsdves. Of course, there are dso many examples of FDI in developing
countries. However, in many of these cases the reason behind such, was not as
dtruidic as it may seem at firg glance R&D investment in such countries often
ams at identifying and obtaining access to specific naturd resources not available

% OECD - International technology licensing: survey results; Paris, OECD, 1987, pp. 32 and
40

%" UN —Transnational Cor porations and Management Division, Department of Economic
and Social Development — Intellectual Property Rights and Foreign Direct Investment, NY
1993, p. 23

2% <http://www.phrma.org/intnatl/news/2002-02-22.46.pdf>, p. 8
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a home?® Only in few cases, the R&D into the diseases which mainly afflict the
poor in developing countries, with limited purchasing power, was the goal.*°

Taking dl the agpects mentioned above into account when andyzing the
EU position vis & vis problems faced by developing countries™, it seems that
when it concerns the interpretation of TRIPS, the EU isredly in favor of such an
understanding of this agreement that would alow developing countries and least-
developed countries to adapt their intellectua property law to their (hedth) policy
objectives.

It is of mgor importance, particularly if we consder the financia aspect
of the implementation of the TRIPs Agreement, and the fact that it will result in
dramatic rise of drug prices in many regions of the world.*? Starting from the
assumption that the TRIPs Agreement can be implemented in ways that meet the
WTO Members public hedlth objectives, as wdl as the rights of pharmaceutica
companies, the EU is putting quite a lot of effort in order to have this gpproach
accepted by al the interested parties. The EU continues to address this issue
within internationa organizations, in particular the WTO.?*® During the Doha
WTO Minigterid®* the EU took the role of a rather honest broker on access to
medicines, resulting in aseparate Ministerial Declaration on TRIPs and Public
Health, which seems to meet the long-term interests of al parties and reinforce
the balance of rights and interests that exist in TRIPs (by promoting both access
to exiging medicines and the creation of new medicines). States not only
confirmed that the TRIPs Agreement “does not and should not” prevent
Members from taking measures to protect public hedth, and reiterated their
commitment to the TRIPs Agreement, but aso affirmed that the Agreement “can
and should be interpreted and implemented in a manner supportive of WTO
member’s right to protect public health and, in particular, to promote

% For more see: UN — Transnational Corporations and Management Division, Department
of Economic and Social Development — Intellectual Property Rights and Foreign Direct
Investment, NY 1993, p. 6

% The positive change is however slowly taking place, as we can notice the growing
worldwide recognition of this problem. The initiatives are undertaken to fill this gap,
involving as they do intergovernmental agencies, national governments and private
foundations as well asthe industry itself.

! Pharmaceutical expenditure accounts for a substantial part of the health budgets of most
developing countries. Until now, the prices of essential drugs have been kept under control
by implementing national drug policies or by manufacturing the drugs themselves, by a
process different form that originally used by the ‘process patent holder’. However TRIPs
agreement requires countries to introduce ‘product’ patents instead of ‘process patents.
That type of patent protection often results in pushing up prices and crippling the local
industry which does not have resources to develop new drugs.

#12 For example as the India National Working Group on Patent Laws has pointed out in 1996
drug Zantac retailed in India for 18.53 rupees, in UK at the equivalent of 481.42 and in the
USA at the equivalent of 1050.70. Under TRIPs Indiais obliged to introduce product patents
for medicines. In Pakistan, where such protection already exists, Zantac now retails at the
equivalent of 260.40 rupees (11.27 timesits pricein India). See: Drahos, Peter — op.cit., p. 27
8 Trade in action, Towards better recognition of Intellectual Property Rights, October
2001,<http://trade-info.cec.eu.int/europa/2001newround/int.htm>

4 Declaration on the TRIPs Agreement and Public Health, Doha, 14 November 2001,
WT/MIN(01)/DEC/2
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access to medicines for all”. States confirmed that each Member has theright to
grant compulsory licenses and the freedom to determine the grounds upon which
such licenses are granted. Together with this was the right to determine what
conditutes “a national emergency or other circumstances of extreme
urgency, it being understood that the public health crises, including those
relating to HIV/Aids, TB, malaria and other epidemics, can represent a
national emergency or other circumstances of extreme urgency” and decide
on their own rules depicting the implementation of pardld imports. Furthermore
least developed countries LDCs) have been given a 10-year extra period to
provide pharmaceutica patents, this means that the deadline for compliance is
now 2016 for LDCs, a the earliest.?

Recently, on the occasion of TRIPs Council’s post-Doha talks™®, the
EU lodged a proposa to ensure access to medicines in developing countries
where no domestic drug production occurs®’, thus addressing a key issue that
remained unresolved after the WTO Minigerid. This clarifies that the options
presented do not exclude other approaches and assure that the EU is open to
discus al gpproaches in the interest of finding a solution that would assure thet the
developing countries find enough flexibility in TRIPs to get the medicines they
need while till fostering the Research and Development. The EU presented two
options for solutions to the problem:

- an amendment to the article 31 (f) of the TRIPs Agreement so that the
medicines can be produced elsewhere and exported to the country in
need; or

- that article 30 of the TRIPs Agreement be interpreted in such away as
to dlow medicines to be produced elsawhere for export to the country
in need.

The god of this proposd is to ensure that countries which have no
aufficient cgpacity to manufacture essentiad drugs themselves, thus facing
difficulties in making effective use of compulsory licenang under the TRIPs
Agreement, may 4ill fully benefit. Therefore, these possihilities exist to make
available medicines affordable by other means.

In the end of October 2002, Commission aso revealed a new plan,
which is suppose to boost access to medicines for developing countries, in away

5 WTO Press/301 release, 28 June 2002, Intellectual Property: TRIPs and Public Health,
Council approves LDC decision with additional waiver: The WTO council responsible for
intellectual property, on 27 June 2002, approved a decision extending until 2016 the
transition period during which least-developed countries (LDCs) do not have to provide
patent protection for pharmaceuticals. It also approved a waiver for LDCs on exclusive
marketing rights for any new drugs in the period when they do not provide patent
protection.; <http://www.wto.org/english/news_e/pres02_e/pr301_e.htm>

219 5.7 March 2002, <www.wto.org/english/news_e/news02_e/TRIPs reg_020307_e.htm>

7 For details see: Concept Paper relating to paragraph 6 of the Doha Declaration on the
TRIPs Agreement and Public Health — Communication from the European Communities and
their Member States, WTO IPIC/W/339; 4 March 2002, TRIPS Council,
<http://docsonline.wto.org>, 23/03/2002
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that will discourage them from using compulsory licensss®® According to the

plan, the producers will be able to sgnificantly increase supplies of medicines at
lower, so-called tiered prices, keegping higher prices for the same itemsin the EU.
Both patented and generic products can be put on a tiered-price list run by the
European Commission. In order to be added to the list, medicines have to be
made available ether with a price cut of 80% off the average “ex factory” price
in OECD countries, or at the cost of production plus 10%, and shall bear alogo
dlowing cusoms to eesly identify them. Being on the list and bearing the logo will
meant that imports of these products into the EU for free circulation, re-
exportation, warehousing or trans-shipment will be prohibited. This hopefully
would put an end to such practices as the recently discovered case of intercepting
by Profiteers the low-cost shipments of three GlaxoSmithKline HIV/AIDS
drugs to some of Africas poorest countries, for the sole purpose of sending the
drugs - worth dmost $18 million - back to Europe to be sold illegdly at a hefty
profit, which was possble, because the drugs were identical to those sold in
Europe®® The plan conditutes on one hand the implementation of the
Programme for Action: Accelerated action on HIV/AIDS malaria and TB in
the context of poverty reduction, which the European Commission adopted in
February 2001, establishing a broad and coherent Community response for
2001-2006, to address the globa emergency caused by these three mgor
communicable diseases. On the other however, it is difficult not to notice that at
the same time, separate discussons are underway a the WTO involving TRIPS
about the terms under which countries in need of medicines may invoke
compulsory licenses to manufacture or import them.? It is dear that the EU

#8 Commission clears plan to boost access to medicines for developing countries, DN:
IP/02/1582; Brussels, 30 October 2002; see also: Proposal for a COUNCIL REGULATION to
avoid trade diversion into the European Union of certain key medicines of 30.10.2002;
<www.europa.eu.int/comm/trade/csc/medO7.ht> or  <www.europa.eu.int/comm/trade/pdf/
propreg_med.pdf>, last viewed on 2002-11-05

% HIV/AIDS: Low-Cost Drugs For Africa Diverted To Europe For lllicit Profit, 03.10.2002,
<http://www.unfoundation.org/unwire/current.asp#29368>, last viewed on 2002.10.03

2. 0On Nov. 14-15, 2002, the WTO Ministerial Meeting took place in Sydney, with much
discussions focusing on amending international patent rules to provide poor countries with
access to cheap generic medicines. As was already said, the WTO allows countries to
override patent right in order to meet public health needs, but under current trade rules,
generic copies must be predominantly for domestic use. Developing countries, which
current right to import drugs is due to expire in 2005, strive therefore for such interpretation
of TRIPs that will allow import beyond after this date. Although the industrialized drug-
producing nations have agreed in principle to provide generic medicine access, U.S., EU,
Japanese and Swiss representatives are also seeking to limit that access in order to protect
their drug makers. Among the major issues points of discussion is also the question of what
drugs would be covered by the agreement. The U.S. wanted to confine the patent
exemptions to HIV/AIDS, malaria and tuberculosis;, EU wanted only ‘grave’ public health
problems included, while developing countries wanted all drugs and medical equipment
covered. Under the compromise, developed countries have agreed to demands by poorer
countries that the WTO agreement on trade-related aspects of intellectual property
regulations (Trips) be amended to allow imports of generic drugs to treat HIV/Aids, malaria
and tuberculosis. In addition, developed countries have suggested they will alow the
provision to be extended to other serious public health problems, to be identified by the
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hopes that if poorer countries get their medicines a a sgnificantly reduced price,
they should not need to invoke compulsory licenses, which undermine, according
to the developed countries approach, the intellectua property regime.

Aswe s, if thereisawill, thereis aso a solution.

5.2.2 Enlargement process—the approach towards
Candidate Countries. Case study Poland and Hungary

EU angle

It is unfortunate that the EU takes a different approach when it comes to
gpplicant countries. While making, by means of article 49 of the TEU, accesson
of the Candidate Countries dependent on their respect for the principles set out in
atidle 6 (1) TEU, which include commitment to the protection of human rights
(one of them being right to hedth), it seems to forget about its own obligations
under internationd law. It dso gppears not to consider that the headlth Stuation in
CEE countries compares poorly with the Stuation in the existing EU member
dates, i.e.: there is lower life expectancy and poorer hedth status with fewer
resources to improve this Stuation. Thisis not to say thet the EU is uninterested in
the improvement of the health care system in the Candidate Countries, asit is not
true. The best example of which, is one of the last Health Council meetings (held
in Luxembourg, 5 June 2001) during which the Council members took note of a
report by Commissioner Byrne on hedlth in the candidate countries, which was a
follow-up to the Council conclusions, adopted in November 1999 on this theme.
The Commission underlined in particular, the need to ensure the participation of
the applicant countries in the new Community Health Progranme®, as well asin
adl the other rdlevant activities in the fidd of the public hedth, such as PHARE,
Research and structura instruments and programmes. Thiswas in order to further
the use of these programmes for hedlth development, and to ensure that they are
in a pogtion to implement the European Community's hedlth-related legidation.
Another example of the positive and effective steps undertaken in order to include
associated dtates into the dready existing hedth-related-framework is the health

affected developing state. See also: Williams, Frances, “Patents hurdle tops agenda at Doha
talks’, Financial Times, Nov 14, 2002; Marsh, Virginia, "Cheap drugs deal boosts trade
talks’, Financial Times, Nov 15, 2002

#?1 See Preamble section 40 and article 10 of the Decision No 1786/2002/EC of the European
Parliament and of the Council of 23 September 2002 adopting a programme of Community
action in the field of public hedth (2003-2008), OJ L 271, 9.10.2002,
<http://www.europa.eu.int/eur-lex/en/dat/2002/|_271/ |_27120021009en00010011.pdf>,
Article 10 (b): The programme shall be open to the participation of “the associated
countries of central and eastern Europe, in accordance with the conditions laid down in the
Europe Agreements in their Additional Protocols and in the Decisions of the respective
Association Councils’.
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in schools programme organized in cooperation with the Coundil of Europe™.
Opening the Community's public hedth programmes to the participation of
candidate countries which will assst them in the process of adgptetion to the
Community policy in this fied is another praiseworthy step; particularly that all
Candidate Countries (just as Member States) are required to bring ther
legidation in line with the directive on tobacco products, and assure that the
necessary dructures exist in order to make possble ther participation and
carrying out related tasks in the network provided for in the decison on a
network on communicable diseases™,

Stll, the EU approach takes more account of the consequences of the
enlargement of the Community towards Centrd and Eastern Europe, than the
consderation of the consequences of the accession for these countries. This could
even risk a satement that it is possible to notice a kind of dudism in the EU’'s
gpproach, i.e. that the EU supports a hedthy friendly approach as long as its
economy is not affected too much. However, when promoting a hedlth friendly
gpproach is contrary to its economic interests or result in too big costs or
disadvantages for its economy, the EU is not so eager to accept certain arguments
and standpoints. The perfect example of this is the one | dready described in
relation to developing countries, i.e. the TRIPs Agreement and in generd IP-
related provisons. This time however it is in connection with the applicant
countries, where the market gtuation in generd resembles the Stuation on the
Polish market, for example, where even though foreign medicines, mostly origind,
brand-name drugs condtitute only 25% of the dl drugs sold, the income they bring
oscillates a around 73%.”* The market vaue of dl origind drugs (mostly
imported) in Poland in 2000 was estimated a 5 710 million PLN (ca 1 500
million USD) whereas the value of generic drugs® at 5 280,7 million PLN (ca 1
321 million USD), indluding the imported drugs a 2115,6 million PLN.? If these

#22 Such programmes and initiatives, often lacking from the side of the national governments,
are extremely important, particularly when we take into consideration the fact that such
behavior patterns developed in childhood and adolescence as smoking, limited exercise,
poor nutrition etc. are major risk factors for many (though not exclusively) lifestyle-related
diseases in adulthood.

% Those two documents are currently the only ones constituting the community legislation
in the field of public health; <www.europa.eu.int/comm/dgs/health_consumer/enlargemnet/
enlarg_healthO1_en>; 2002-04-28

%4 Statistic data provided by CASE Foundation, which from 1992 analyzes economic reforms
in CEE; in: Walewski, Pawel — Trzeba wstrzasnac! Zeby pacjent byl zdrowy, a lek tani,
Polityka, nr 14/2001 (2292), <http://polityka.onet.pl/artykul.asp?DB=162& ITEM =1025883>,
visited on 2002-04-09

5 generic = an off-patent medicine. Until patent expires, only the company that discovered
a new medicine ma produce it. After patent expiry any company may produce the same
generic compound. Generic medicines benefit all, particularly economically weaker
environments to maintain affordability of medicines and public health-care level.

% gubstantiation of the Government Project of an act on an amendment of the Act on
Industrial Property. Rzadowy projekt ustawy o zmianie ustawy — Prawo wlasnosci
przemyslowej, Druk nr 300 z 26-02-2002, pp. 8, 9; <www.s§m.gov.pl> or
<http://ks.sefm.gov.pl:8010/proc4/opisy/300.htne, 2002-04-27

Analysis done by AzyX Polska, a company that monitors the pharmaceutical market,
provides quite similar numbers, stating that 2000 sales of pharmaceuticalsin Poland stood at
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numbers do change, it is likely it will not be in favor of the Candidete State's
domestic industry.?’

Candidate Countries angle

It is not suggested that gpplicant countries are without any fault.
Preoccupied with hedth care reforn?®, (as a result of the rapidly decressing
resources, generd deteriorating hedlth status, increased demand for hedth care
and the push towards improving the quality of it??), governments in Centra and
Eastern Europe have failed to develop broader hedlth policies. These policies are
built up of examples such as. the means to ensure much needed contral of illicit
drugs, tobacco and acohol; comprehensive responses to HIV/AIDS or other
communicable diseases, improvement of housing; and raisng the standard of
living, which has resulted dready in the return of tuberculoss in some parts of the
region.*

Not much attention was given even to the domestic generic indudtry. It is
rather surprising, because in the Stuation of increased participation of the society
in the cost of hedlth care, it would seem to be logica to support this branch of the
industry. One has to be aware of the fact that big discrepancies between income
made on imported and domestically-produced drugs, like in Poland, stem partialy
from the fact that foreign producers enjoy free pricing, or at least can negotiate
the prices of ther drugs with the Ministry of Hedth. The prices of the drugs
produced by the domestic industry however, were authoritatively dictated by the
Ministry of Finance, which put the domestic producers, mosily involved in
production of generic drugs, in a very unfavorable postion.®* Furthermore it

nearly 1.2 billion units, worth zI.10.5 billion. According to Dr. Zdzislaw Sabillo, chairman of
the Association of Representatives of Pharmaceutical Companies in Poland, this market is
still growing. In 2001, drug sales increased by around 9 percent. See: Preparing for EU
impact — The Warsaw Voice July 1, 2001 No. 26 (662); <http://www.warsawvoice.pl/v662/
Business10.html >; 21.05.2002

71t is enough to recall the situation in Italy, which reestablished in 1978 patent protection
on pharmaceuticals abolished ca. 40 years earlier. The national industry accounting in 1979
for 48% of the pharmaceutical market, dropped after the introduction of patents to 41% in
1988. Additionally, in the Italian trade balance in medicines and pharmaceuticals a surplus of
$40.6 million in 1978 turned into a deficit of $826.8 million in 1989. See: Transnational
Corporations and Management Division, Department of Economic and Social Development -
Intellectual Property Rights and Foreign Direct Investment, United Nations, NY 1993, p. 28
28 Which has not been uniformly successful, ‘ best’ example being Poland, where the health
care reform did not even start to function properly, and is already undergoing a major
change

9 Den Exter, André and Hermans, Herbert — The Rights to Health Care: A changing
Concept?, in: The Right to Health Care in Several European Countries — Expert Meeting,
held in Rotterdam, the Netherlands, April 27-28, 1998, Studies in Social Policy, Kluwer
International 1999, p. 1

0 SN Security Watch - Ukraine grapples with TB epidemic, <http://www.isn.ethz.ch>

AL A new Price Law (Ustawaz dnia5 lipca 2001 r. o cenach, Dziennik Ustaw Nr 97, poz
1050) came into effect on December 12th, 2001. The provisions currently concern only
reimbursed drugs but may be extended to hospital products. The intention is to treat both
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seems that until recently ‘governing dites, for various reasons, promoted the
expengve, foreign, brand-drugs to domestic generics, as if believing that only
what is expensve and imported could be good. This in turn shows a non-
understanding of the value of possessng a well developed, modern, domestic
generic indugtry (for example what the Indian government understood a long time
ago), in agtuation when the domegtic industry is not able, for financia reasons, to
compete with foreign/internationa companiesin the origina drugs sector.?*

It was only on September 6", 2001 that the Polish Parliament passed a
new Pharmaceutical Bill**®, which partidly is to enter into force on October T,
2002. Only partidly, because some of the provisons, according to Article 3 of
the Act?® of September 6th, 2001 on Provisions Introducing the Pharmaceutical
Bill (which accompanied the Pharmaceutica Bill), will enter into force only on the
date of EU accession.

This however, does not change the fact that during the vital accesson-
negotiations period, the EU concentrated on market integration rather than on
improvement of hedlth or other socid aspects. Even today, there exists a number
of posshilities to assure that after joining the EU, the generic medicinesindusiry in
gpplicant countries continues to exist and develop itsdlf, and supply the population
with reaivdy chesgp drugs™. The EU in its proposds and negotiation
gandpoaints, is putting forward its economic stance, pushing for an extended
protection of the profitable origind drugs, which brings huge incomes to
manufacturers while smultaneoudy draining money out of the payers pockets and

domestic and foreign products in the same way but instead of freeing domestic prices, both
foreign and domestic products will be subject to the current administrative price fixing
procedure. Prices will be set by the Minister of Health (MoH) together with the Minister of
Finance (MoF). Reimbursement will be determined by the MoH based upon a
recommendation from a Drug Management Team which includes three representatives from
each of MoH, MoF, Ministry of Economy (MoE) and a non-obligatory representative from
the Union of Health Insurance Funds.

%2 |n 1999, 293 generic drugs and 75 new drugs were registered in Poland. Only foreign
producers introduced the latter on the Polish market.; in Preparing for EU impact — The
Warsaw Voice July 1, 2001 No. 26 (662); <http://www.warsawvoice.pl/
v662/Business10.html >, 21.05.2002

See also: Szuba, Tadeusz J., “O leki dlawszystkich: Zburzyc mity”, Suzba Zdrowia, nr 38-39
(2931-2932); 11-15 mgja2000

#3 Ustawaz dnia 6 wrzesnia 2001 r. Prawo farmaceutyczne, Dziennik Ustaw Nr 126, poz. 1381
24 Ustawaz dnia 6 wrzesnia 2001 r. Przepisy wprowadzajace ustawe - Prawo farmaceutyczne,
ustawe o wyrobach medycznych oraz ustawe o Urzedzie Rejestracji Produktéw Leczniczych,
Wyrobéw Medycznych i Produktéw Biobdjczych, Dziennik Ustaw Nr 126, poz. 1382 as
amended by Ustawaz dnia 20 marca 2002 r. o zmianie ustawy - Przepisy wprowadzajace
ustawe - Prawo farmaceutyczne, ustawe o wyrobach medycznych oraz ustawe o Urzedzie
Rejestracji Produktéw Leczniczych, Wyrobéw Medycznych i Produktéw Biobdjczych,
Dzennik Ustaw Nr 32, poz. 300.

%% We should not forget that CEE countries have relatively low per capita incomes. Even
though for example drugs in Poland are by 30% cheaper than in other Central-European
countries and almost 4 times cheaper than in the EU, one also have to take into
consideration that the participation of patientsin the cost of the drug reaches almost 60%,
whereas according to the WHO experts already 50% participation constitutes a barrier
limiting drug accessibility. In: Walewski, Pawel, “Trzeba wstrzasnac! Zeby pacjent byl
zdrowy, alek tani”, Polityka, nr 14/2001

72



putting the generic industry in a very uncompetitive posdition. This money, if used
to acquire generics, would surely help larger amounts of people.

There are many possibilities to ded with this problem in such away that
would alow the achievement of balance between the interest of patients, payers
and both branches of the pharmaceutical industry. Among these possbilities, are
the ones which would make generics avalable on the market sooner and
decrease their cost to the advantage of the people”®. They incdude so-caled
“Bolar” provison, shorter data-exclusivity periods, parale imports, compulsory
licensng without the need to declare the date of emergency/without waiting till the
number of sick will rise achieve epidemic leve.

| will analyze afew of these options in order to show that the EU had
posshilities of taking a more socid and hedth friendly approach during the
negotiation process, while till protecting its brand-drug industry interests®*’

5221 Prepatent Expiry Development and Registration Work for
Generic Medicines (Bolar provison)

The possibility of conducting pre-patent expiry®® (during the patent
period of the origind product) development, testing and experimental work
required for the regigration of generic medicines ensures thet there is no delay for

%% |n Poland, for example, the price of the generic drug is ca. 30% lower in the moment of its
introduction onto the market and causes the rise of its consumption also by 30% within a
year, what naturally influences the development of the pharmaceutical industry. If no
generic drug isavailable, the State budget |ooses the possibility of additional reimbursement
to the cheaper drugs by 30%, i.e. the same amount by which the price of such drug is lower.
See: Substantiation of the Government Project of an act on an amendment of the Act on
Industrial Property. Rzadowy projekt ustawy o zmianie ustawy — Prawo wlasnosci
przemyslowegj, Druk nr 300 z 26-02-2002, p. 89, <www.sgm.gov.pl> or
<http://ks.sejm.gov.pl:8010/proc4/opisy/300.htnt, 2002-04-27

#7 | will concentrate only on 3 issues leaving some others - like widely discussed in the
literature compulsory licenses - aside due to space limits. Additionally | will concentrate on
the negotiations between EU and Poland (sometimes referring also to Hungary) — that is due
to the fact that Poland has by far the largest pharmaceutical market of the six countries, and
will easily retain this position in the period up to the year 2004, reaching a market size of
more than US$4.5 billion and lifting its share from 50.0% in 1999 to 53.0% in 2004 (while
respectively Hungary 16.1%, Czech Republic 12.6%, Slovak Republic 7.3%, Slovenia 6.6%,,
Bulgaria4.3%); <http://www.ims-global.com/insight/news_story/news_story 000228.htm>
% The“Bolar exemption” had been added to the U.S. patent statue in 1984, following the
ruling of the Court of Appeals for the Federal Circuit in Roche Products Inc. v. Bolar
Pharmaceuticals Co. Inc. In that case, a generic manufacturer had used a patented
invention to test and apply for marketing authorization of its version of a patented medicine.
The Court had determined that the common law “experimental use” defense only covered
experimentation for scientific, not commercial, purposes, and that the generic manufacturer’s
activities therefore amounted to an infringement of the relevant patents.

73



those product to come onto the market after patent expiry. Such a delay would
conditute a de facto patent extenson. In fact the incorporation of such a
development and testing provision restores to some degree &t lesst, aleve playing
fidd between trade blocks. However this is additionaly distorted by the
Supplementary Protection Certificate Regulation 1768/92.2° Hungary had such
provisions in its Patent Law**, while Poland introduced it recently***. Sovenia
has such provisonsin its draft law.?*

Despite the lack of a harmonized approach in the EU*®, and the
economic importance of the CEE generic indugtry for the future internd market,
the EU was, and is, demanding that pre-patent expiry provisons be abolished in
the associated countries. Furthermore, EU negotiators during the WTO Pand
clamed that these provisions were illegad under the TRIPs Agreement, and that
they are not part of the common practice of EU Member States. However, a
WTO Pand decisior™ has uphdd the right of pre-patent expiry development
work. It stated that such legidation is compatible with obligations under the TRIPs
Agreement. Additiondly, as there is no common practice in the EU, it is unclear
why the demanding to applicant countries of prohibition of such provisons is
being made. In the present Situation, CEE countries should only be required to
adopt internationa law.

Apart from this, it seems that “Bolar” provisons would not hinder the
originator indudtry in the EU since the registration of generic medicines during the
patent period is dready dlowed, as long as testing is done outside the present
Member States. However, it (abolition of pre-patent expiry testing provisions)
will be enough to destroy the generic industry in the CEE countries.

|t isimportant to note that in the case of the USA the "Bolar" provision was granted as
part of a package which included granting special market exclusivity extensions for
originators.

#0 Article 19 (6) of the Hungarian Patent Act (Act No XXXI11 of 1995 on the Protection of
Inventions by Patents) which reads as follows: “the exclusive right of exploitation shall
not extend to ...b) acts done for experimental purposes relating to the subject matter of the
invention, including experiments and tests necessary for the registration of medicines.”

#1 Article 69 (1) (iv) of the Polish Act of June 30, 2000 on Industrial Property Law (date of
entry: 22 August 2001) states that “ the exploitation of an invention to a necessary extent,
for the purpose of performing the acts as required under the provisions of law for
obtaining registration or authorization, being, due to intended use thereof, requisite for
certain products to be allowed for putting them on the market, in particular those being
pharmaceutical products’ shall not be considered an infringement of a patent.

#2 Such provisions exist also in the USA, Canada, Japan, Australia, Israel.

3 The issue is not part of the acquis (is not covered in any EU Treaty, Regulation,
Directive, Decision, ECJ judgment) and the nature of experimental work is left to the
discretion of individual EU countries. Currently none of the Member States explicitly
provides such a possibility under its national law. The issue was only addressed till now by
caselaw. Inthe UK and Netherlandsit is stated that the provision of samplesis not possible
during the patent period. In Germany it is possible as long as it is a part of the general
investigation of research. In Italy testing is allowed during an extended patent term (SPC). In
Portugal Ministry of Industry indicated that development work is possible. Additionally in
April 1996 European Parliament supported the introduction of pre-patent expiry testing for
generics.

4 EU v. Canada, WT/DS114/R of 17 March 2000. See particularly statement of Poland.
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5.2.2.2 Supplementary Protection Certificates (SPC)

Supplementary Protection Certificates (SPCs) were introduced by
Council Regulation (EEC) No. 1768/92 of 18 June 1992 concerning the cregtion
of a supplementary protection certificate for medicina products®*

Thelr main purpose is to give up to 5 years of patent extenson for
medicina products beyond the patent term of 20 years™®, in order to compensate
pharmaceutical companies for the loss of market excdusvity caused by long
regulatory requirements for authorization of a pharmaceutica product. The acquis
communautaire requires the introduction of SPCs into the nationa legidation of
the EU Member States. In January 1999, DG XV (Industria Property) of the
European Commission clarified that only medicind products authorized from the
date of accession on would be subject to SPCs, i.e. products that were granted a
marketing authorization before the date of accesson cannot have an extenson of
patent term. Now however, EU negotiators, under the influence of the brand-
drugs producers®’, are demanding thet SPCs be backdated in order to cover
pharmaceutical products authorized before the date of accesson as well (in case
of Poland from the January 1, 2000), claming that it is needed to compensate
originator companies for the lack of patent protection in CEE countries and to
ensure a harmonized approach. It should be argued however, that product
patents have existed in CEE countries since the beginning of 1990s (even before
some EU Member States had such provisions in the nationd law®*®), not to
mention the fact that CEE countries have adso introduced Reversa of Burden of

#5 1t came into force in 1993. However, countries that did not have patent protection for
medicationsin 1992 were allowed to introduce SPC five years | ater.

% Regulation provides however for different starting times for EU Member states, for
example, transitional period was granted to Spain, Portugal and Greece to introduce SPCs
into their legislature.

" For example, EPIA (European Federation of Pharmaceutical Industries and Associations)
demands in its Position Paper ,,EU enlargement — Intellectual Property Issues’ made public
in October 2000 that:

SPC should apply to all products that are on the market on the date of implementation and
for which the patent has not expired;

Commercial testing prior to patent expiry - despite the outcome of the TRIPs action against
Canada, it should remain EU policy to resist the Bolar provision in accession candidates, as
in the EU 15, because it represents an unacceptable weakening of 1P and is therefore not in
theinterests of encouraging a strong innovative pharmaceutical industry;

There should be a derogation from the principle of free movement of goods (transitional
derogation from the parallel trade) in respect of any product which has a lesser degree of
intellectual property protection in an accession country than it doesin EU15.

Regulatory Data Protection — accession candidates should introduce a 10-year period of
exclusivity - not linked to the expiry of the patent on the product - for the regulatory data,
before reference can be made to the data in an abridged approval. (It is worth mentioning
that possibility of such linkage is currently envisaged by Directive 65/65, so what the EPIA
is aiming for is introduction of stricter provisions in the accessing countries even if such
regulations will not exist in EU15, what will highly disadvantage the CEE pharmaceutical
generic industry.)

8 Austria— 1987, Greece— 1992, Portugal — 1992, Spain — 1992, Finland — 1995
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Proof for Process Patents. Additiondly it seems, that the retroactive application
of SPCs is beyond the lega requirements of accesson. The Polish government’s
proposal®® for the amendment of the Act on Industria Property of 2001 comes
forward with a proposition of introduction of SPCs after Poland joins the EU.

The mog important argument however againgt introduction of the
retroactive gpplication of the SPCs and againgt the requirement of their immediate
introduction upon accesson as such, is the one put forward by Hungary in the
explanation to its request for atrangtiona period of 5 years for the gpplication of
the above mentioned Council Regulation. As there is a condderable difference in
the price levd of generic and origind (brand) pharmaceutical products, the
introduction upon accesson to the EU of supplementary protection for medicinal
products would have a detrimental financia impact on the socid security system
and would adversdly affect patients ability to cover the expenses of hedth care.
This, in view of the generd hedth Stuation, should be avoided. According to
estimations, the introduction of supplementary protection would concern a high
number of medicina products and would substantidly increase the expenditure
and the deficit of the nationa health fund.* The same argument is relevant for all
gpplicant countries.

One may aso wonder if there would be a solution which would combine
SPCs with enhancing the domestic production. Mexico ensures for example,
patent protection period of 20 years, and alows for it extenson for 3 additional
yearsin case of pharmaceutical patents that have been licensed to Mexican firms.
Assuming that the pharmaceuticd companies will be interesed in obtaining
additional period of protection, making SPCs dependent on the obligation either
to produce the protected pharmaceutical in the country, or to license it to
domestic companies, might result respectively in foreign direct investment or
domestic companies getting access to those parts of IPRs which are not
codifigble in patents, specifications etc. This is of mgor importance as the
assimilation and use of forma technologies requires complementary knowledge of
a “hand-on” nature which can only be acquired through the actua use of the
technology. Moreover, it is often from such tacit knowledge that additiona (or
incremental) innovation accrue®* Having earlier access to certain types of
information would surely increase competitive position of generic producers after
patent expiration, because they would not waste time after its expiration for
something which could have been done earlier.

#® The draft SPC provision closely follows EU Directive 1768/92. In fact this proposal which
took recently aform of an Act amending the Act on Industrial Property (Ustawaz dnia 26
kwietnia 2002 r. 0 zmianie ustawy — Prawo wlasnosci przemyslowsj), which just passed the
Lower Chamber of the Parliament (Sgim) and now awaits procedure in the Upper Chamber
(Senat), statesin article 1 (7) that provisions concerning SPC are to be granted in Poland on
conditions provided for in the EU law as of the day when Poland will acquire EU
membership.

0 Ficsor, Mihdly —Intellectual Property issues and EU Accession, Presentation at the EGA
Annua Conference 2000, 4-6 October, 2000, Krakéw; <www.egagenerics.conm>

#1 for more see: UN — Transnational Corporations and Management Division, Department of
Economic and Social Development — Intellectual Property Rights and Foreign Direct
Investment, NY 1993, p. 24
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5.2.2.3 Data exclusivity

A new medicine normaly has to go through a series of safety tests
before it is granted marketing approva. The question then arises as to whether the
resulting test data (like comprehensve documentation on the safety and
effectiveness of their new drugs), the origination of which involves condderable
efforts and costs, can be relied on by the Regulatory Authority years later when
reviewing an agpplication for marketing gpprova for a generic verson of the
medicine. This avoids the need for the ‘generic’ gpplicant, who presented the
results of bioequivalence teding, to submit new data and speeding up
commercidization of the generic medicine.

In TRIPs it is Article 39.3 that obliges the WTO Members to protect
undisclosed test or other data againgt unfair commercid use, when those WTO
Members require submission of such data as a condition of gpproving the
marketing of pharmaceutica products. The EU’s data exclusvity laws (which
countries seeking EU accesson will of course be required to introduce) as
provided for in Directive 65/65 EEC (amended by Directive 82/21/EEC), give
the firs market authorization holder of a New Chemicd Entity (NCE) a
guaranteed period of such data exclusivity, which in fact can be understood aso
as a market exclusvity. This is done by way of the Regulatory Authorities only
accepting an gpplication for generic medicines after the expiry of the 6 or 10-year
period.®* The data exdusivity provison effectivdy prevents the Regulatory
Authorities from checking whether a generic gpplicant is ‘essentidly smilar’ to the
origina product. After this given period, Regulatory Authorities are able
(interndly) to refer to the data of Part 111 and IV of the originator file (such asthe
data files compiled by the pharmaceuticd companies for agpplication for drug
regulatory gpprova) in order to assess the generic application for safety and
efficacy’™. Data exclugivity is therefore a mideading term, as more appropriate
term would be market exclusivity.

Though there is no harmonized data protection period and Member
States operate one of three periods. 10 year, 6 year period which does extend
beyond the patent protection, and 6 year exclusivity period which does not
extend beyond patent protection, the accession countries are confronted with
demands of a 10 year period, not linked to the expiry of the patent on the

%2 Half of EU countries actually operate a 6-year period of data exclusivity not a 10-year
period, and in three cases the period must not extend beyond the patent period. Moreover,
Iceland and Norway and most countries seeking EU accession are expected to opt for a 6-
year period. In U.S. protection period is five years net, with an additional three years for new
indications of existing products.

3 Generic companies do not use the data of the originator, but part of the generic
application requires cross-reference to the originator product to establish essential
similarity.
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product®™, and applicable to dl indications and formulations, not just the first
gpprova of an NCE (whereas in the EU, data exclusivity only covers the first
authorization of a medicina product and cannot be given for additiond
indications, strengths or dosages).”® Luckily for the domestic generic industry,
candidate countries governments are able to &t least partidly resst the pressure.
Even though data exclusvity might give additiond incentives for innovation, one
cannot unfortunately exclude a scenario in which extended data exclusvity
provison would undermine genuine innovetion by encouraging originator
companies to focus their activities on product changes, rather than focusing on
developing new innovative and beneficid products.

Poland currently provides for a 3-year period of data exclusvity for
confidentia test data. However, the new Pharmaceutical Bill of September 6,
2001 isto enter into force on October 1%, 2002 with exception of - among others
- Article 15.2 and 15.3*° that will enter into force on the date of acquiring EU
membership by Poland. The Law provides for a 6-year period of data exclusivity
providing that there is till a valid patent. A 10-year period is provided for high-

4 Even though the possibility of linkage is currently envisaged by Directive 65/65 although
it is not applied by any EU15 Member State. It is only the brand drug industry that argues
that such linkage is, in theory, part of the acquis communitaire, and Directive should be
amended to remove any possibility of linkage.

*> EPIA (European Federation of Pharmaceutical Industries and Associations) Position
Paper ,EU enlargement — Intellectual Property Issues’, October 2000,
<www.epia.org/4_pos/economic/Enlargl P.pdf>, 2002-03-14

EGA Position Paper, “TRIPs Article 39.3 does not require Data Exclusivity Provisions (A
critical issue for access to medicines), July 2000, swwww.egagenerics.com/facts figures/
intellectual _property/position_paper_TRIPs.htn, 2002-03-15

% Article 15. 1. Podmiot odpowiedzialny nie jest zobowiazany do przedstawienia wynikow
badan toksykologicznych, farmakologicznych i klinicznych, jezeli moze wskazac, przez
odniesienie do opublikowanej literatury naukowej, ze skladnik czynny badz skladniki czynne
produktu leczniczego maja ugruntowane zastosowanie medyczne oraz uznana skutecznosc i
bezpieczenstwo stosowania.

2. Podmiot odpowiedzialny nie jest zobowiazany do przedstawienia wynikéw badan
toksykologicznych, farmakologicznych i klinicznych jezeli moze lacznie wykazac, ze:

1) produkt leczniczy jest odpowiednikiem produktu leczniczego, ktéry zostal dopuszczony
do obrotu naterytorium Rzeczypospolitej Polskigj,

2) podmiot odpowiedzialny za wprowadzenie na rynek oryginalnego produktu leczniczego
wyrazil zgode na wykorzystanie wynikow badac farmakologicznych, toksykologicznych i
klinicznych oryginalnego produktu leczniczego do oceny odpowiednika produktu
leczniczego.

3. Podmiot odpowiedzialny nie jest zobowiazany do przedstawienia wynikéw badan
toksykologicznych, farmakologicznych i klinicznych, jezeli moze lacznie wykazac, ze:

1) produkt leczniczy jest odpowiednikiem produktu leczniczego, ktéry zostal dopuszczony
do obrotu naterytorium Rzeczypospolitej Polskigj,

2) od daty dopuszczenia oryginalnego produktu leczniczego do obrotu na terytorium Unii
Europejskigj do daty zlozeniawniosku uplynal okres6 lat, chyba ze ochrona patentowa leku
oryginalnego na terytorium Rzeczypospolite] Polskigy wygasla wczesnigj; w przypadku
produktu leczniczego pochodzacego z istotnie innowacyjnej technologii, dopuszczonego do
obrotu zgodnie z article 3 ust. 2, okres powyzszy wynosi do 10 lat, niezaleznie od terminu
wygashiecia ochrony patentowej na terytorium Rzeczypospolitej Polskig).
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tech products registered through the centralized EU procedure®®” Under the
Implementation Law, these provisions will come into force only after Poland
accedes to the EU. However, the period of protection sarts from the first
marketing authorization worldwide. Although the law provides for six years for
origind products regigered in the EU, the term begins to run from the initid
regidration date in the EU, dgnificantly reducing the effective period of data
exclusvity giving Polish regulatory delay. This means, that prior to Poland's EU
accesson, the scientific information in the research that went into cregting new
drugs will remain openly available to whoever would like to review it, including
generic drug producers. In addition, the law introduces patent linkage®® Of
course the absence of regigtration data protection in Poland prior to the country's
admisson to the EU would be advantageous for domestic generic drug
producers. According to the ‘Rzeczpospolita’ daily, the patents for a number of
atractive drugs will expire soon, giving Polish pharmaceutica plants the chance to
launch generic production without having to carry out expensive research.

The brand drug companies argue that the new regulations conflict with
the Association Agreement Poland signed with the EU, and the TRIPs
agreements on the commercid aspects of intellectud property law. By sgning the
Asociation Agreement, Poland promised to ensure protection of intellectud,
industrid and commercid property rights a a level identica with that exiding in
the EU five years after the agreement came into force, i.e. January 1, 1997. In the
EU, exclusive copyrights for the protection of pharmaceutica registration data are
binding for six to 10 years. According to the TRIPS agreements, Poland has the
duty to protect registration data against dishonest commercia use.

Wha is the stuation in other CEE countries? Current Hungarian law
contains no provisions that would protect the confidentia test data submitted by
pharmaceutical companies to regulatory authorities as a condition of marketing
goproval. There exist no redtrictions on its Regulatory Authority with regard to
reliance on the origind filing data for any specific time period. In fact, the hedth
regulatory authority has permitted registration of second filing applications, which
rely on the origind filing, without the originator's consent, even in cases where the
time between the origind filing and the second filing is less than five years and in
some ingtances as little as a few months. The hedth Regulatory Authority has
taken the postion — dtated, for example, in a recent reply to U.S. companies
questioning the process — that in the absence of such redrictions clearly
precribed by legidation, it would not ded with the issue. The Hungarian
Government has clamed that its Unfair Competition Law (UCL) of 1994 is
aufficient to fulfill Hungary’ s obligations under Article 39.3.

On April 12, 2001, Hungary issued a decree that will protect the
confidentia test data submitted by research-based pharmaceutical companiesasa
condition of marketing approval as of January 1, 2003. In addition, the data

#7 |n the EU, a period of 10-year data exclusivity for all centrally approved products is
mandatory.

% PhRMA Special 301 Submission Watch List Countries, <http://www.phrma.org/intnatl/
news/2002-02-22.46.pdf>, p. 53
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excludvity term would begin a the date of the first marketing authorization in the
EU. Since Hungarian marketing authorizations are typicdly issued later than
authorizetions in the EU with its centrd and mutud recognition gpprovd
procedures, the Hungarian reference to a third country can considerably shorten
the data exclusvity period.

Moreover, despite a forma marketing authorization, a pharmaceutical
company may not market the product before the price of the product approved
by the Government is published in the Officid Gazette. This requirement typicaly
takes one year, but recently it has taken up to two years, thereby reducing a
would-be six-year period correspondingly.

Findly, athough the period of protection for confidentid deta is a
maximum of sx years, the data exclusvity period ends earlier than Sx years —
possibly a zero years —if and when the patent expires earlier.

There are many other issues which one could develop in the smilar
manner such as compulsory licenses®, pardld import, provisions which would
put obligation on the brand-drug producers to indicate in the regisration
certificate and in the ligt of the registered drugs next to pharmacologicaly active
subgtances dso dl auxiliay substances (which would spare the costs of
unnecessary duplicated research), etc.

However, dready the above examples show clearly that the gpproach taken by
the EU visavis applicant countries — stands in oppogtion not only to its
declaration of devotion to public hedlth development and obligation to take into
condderation assuring high leve of hedth in designing other policies, but aso runs
againg the explicit balance provided for in the human right to intellectua property,

9 The legislation concerning data exclusivity which is considered as unfavorable to brand
drug industry caused controversy not only in EU. Aldo PhARMA requested U.S. Government
that Poland and Hungary be included in the 2002 “ Special 301" Watch List (Identification of
Countries Under Section 182 (“Special 301”) of the Trade Act of 1974, as amended, 66
Federal Register 66492 - 66493 (December 26, 2001), and that the U.S. Government continue
to seek assurances that the problematic issues are quickly and effectively resolved.

PhRMA  Special 301 Submission Priority Watch List Countries, p. 49,
<http://www.phrma.org/intnatl/news/2002-02-22.46.pdf>

% For example, interesting solution found in Article 68 of Polish Act on Industrial Property
that defines abuse of a patent right as preventing a third party from working the invention
“dictated by public interest considerations, and [where] consumers are supplied with the
product ininsufficient quantity or of inadequate quality, or at excessively high prices.” what
explicitly brings price into the range of possible rationales for issuance of a compulsory
license. Polish law does not contain aso require that the use shall be authorized
predominantly for the domestic market. In addition, Article 84(2) provides that the amount of
the royalty shall be “in proportion to the market value of the license.” (TRIPs Article 31(h)
says that the remuneration shall be adequate in the circumstance of each case, “taking into
account the economic value of the authorization.”).
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not to mention the basic objective outlined in aticle 7 TRIPs, i.e. to seek the
enforcement of intelectua property “in a manner conducive to socid and
economic welfare, and to a badance of rights and obligations’ and flexibility
inherent in artticle 8 TRIPs which leaves space for adoption of measures
necessary to protect public hedth (...) and to promote the public interest in
sectors of vita importance to ther socio-economic and technological
development.
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6 Conclusions

Back in 1970, Prescatore stated that “the protection of fundamental
rights and freedoms will never become a question of paramount importance in the
Communities’, though he acknowledged that “the problem it raises cannot be
treated as if it were totaly irrdevant”.®! Despite Smilar statements from other
authorities, with the end of the Cold War, the references to human rights and
democracy in the TEU and the establishment of a Common Foreign and Security
Policy with improved instruments for foreign policy cooperation, hopes have been
rased that human rights might come play a more prominent role within the EU, in
particular within the European Foreign Policy. So they did. Smilar development
within the EU internd dimenson did not however take place. Economic
competition and conflicting national interests as well as binding internationd
agreements of which the EU isa party (like TRIPS for example) seem to continue
to restrict Europe’s commitment to human rights to declarations of concern rather
than action.”®

Surdly, the human rights Stuation in EU Member States is on average
much better than in many of the third countries it enters into various agreements
with. However in the area of socia, economic and culturd rights, to which the
two rights described in this paper, i.e. right to hedth and right to intellectud
property, belong, there is not a clear top borderline, against which a State could
measure their compliance with human rights obligations. They are supposed to
undertake measures according to dl the circumstances and particularities of their
country, and to the maximum of their resources, which means that it is a congtant
process of progressve redization, with individua benchmarks moving congantly
higher throughout the process. Even if there isahigh levd of compliance with, for
example, the right to hedth, surdy endorang in legidation the balance between
hedth concerns and the need to keep intdlectud property protection at the
incentive-providing level can be seen as progressve redization a the more
sophiticated level.

Even now however, despite the openness inherent in the Charter of
Fundamentd Rights and its increasing importance, we are il lacking explicit and
legdly binding recognition of many humean rights, particularly those not found in
the ECHR. The human right to the highest attainable standard of hedth, (as
opposed to seeing it through the public health prism or as a good or commodity
with a charitable congruct), is among them. It is dso no longer enough to view
intellectua property as an issue drictly of a contractud, private law nature, with

#1 prescatore, P., “Fundamental Rights and Freedoms in the System of the European
Communities’, AJCL, Val. 18 (1970)

%2 Toby King, Human Rights in European Foreign Policy: Success or Failure For Post-
Modern diplomacy?, EJIL Val. 10 No 2, <www.gjil.org/journal/V ol 10/No2/ab3.html >, 2002-11-
03
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the state setting rules in case the generd interest/ public interest would be in
question.

It is high time to aso recognize that in legidaion design and review,
human rights provide a useful tool to determine effectiveness and gppropriateness
of such in line with both human rights and public hedth, or innovation
enhancement gods. Therefore legidature based on the human rights gpproach to
hedth and intdlectua property can redly be an important vehicle towards
ensuring the promotion and protection of these respective rights.

Well developed public hedlth policy or innovetors friendly intellectua
property regime is not enough — as laws they are framed by are sometimes used
by dates as a ground for limiting the exercise of human rights. Public hedth law
may for example contain drict rules on quarantine and isolation, which can
effectivdy run agang such human rights like the right to persond liberty or
freedom of movement. Let us not forget in this context the postive lesson that the
HIV/AIDS pandemic has taught us, when the scale and nature of the problem has
caused many countries to adopt a human rights based gpproach when revising
their public hedlth laws, including in relation to quarantine and isolation, as well as
their intellectual property regimes®?

If the EU redlly stood behind its human rights declarations and concerns
voiced, one could expect that in the near future it will raise the status of the
Charter to a legdly binding one, and will use human rights as a framework for
hedlth development and creativeness enhancement. One could expect thet it will
begin to assess and address the human rights implications of any hedth policy or
intellectud property law, programme or legidation, and foremost will make human
rights an integrd dimendon of the desgn, implementation, monitoring and
evaduation of hedth-related policies and programmes in dl spheres, including
political, economic and socid.*

The Treaty of Amsterdam marked a sgnificant step forward when it
affirmed that the Union ‘... shal respect fundamenta rights, as guaranteed by the
European Convention [on Human Rights] ... and as they result from the
congtitutiondl traditions common to the Member States, as generd principles of
Community law’. However it ill remains for these solemn words to be matched
by the same inditutiond, legidaive and adminidrative follow-up which
characterizes other areas. The falure to take adequate measures is particularly
sriking since the very same Treaty Article provides that ‘[t]he Union shdl provide
itsedf with the means necessary to attain its objectives and carry through its
policies. Unfortunately, as for now, the human rights policies of the European
Union are beset by a paradox. On the one hand, the Union is a staunch defender
of human rights in both its internal and externd affairs, while on the other it is not
eager to weaken its podtion on the world economy stage because of human

%3 Gogtin, L. and Burris, S and Lazzarini Z., “The Law and Public Health: A study of
infectious disease law in the United States’, Columbia Law Review, Vol. 99 No. 1, 1999

%4 WHO, 25 Questions and Answers on Health and Human Rights, Health and Human
Rights Publication Series, Issue No. 1, July 2002, WHO 2002
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rights, full redization of which, and particularly vesting individuds with a right to
chdlenge their infringement before the Court, it still seemsto conceive as danger.

This leads to a growing contradiction between the obligations which the
Union seeks to place on certain third countries as regards human rights’® - in
particular in connection with development aid and association agreements - and
the absence of any externd review of decisons of the Union itsdf. It seems
illogicd that raification of the European Convention on Human Rights by
candidate countries is one of the preconditions for Union membership whereas
the review machinery of the European Convention on Human Rights is gill not
gpplicable to the Union itsdlf or itslega messures®®

Surdly, it is possble to challenge some violations of human rights before
the ECJ, which under aticle 220 EC has find jurisdiction in dl matters of
Community law, but is it redly possble to spesk of autonomy in the fidd of
human rights and fundamental freedoms? | find it very hard to reduce these values
to amere field of competence of the Europe Union. After dl, the ided of human
rightsliesin thar universdity.

It isinteresting to notice here that thought European integration hasin the
fird place promoted interna economic freedom while origindly leaving socid
rights and policies, not to mention human rights in their full sense, in a secondary
position, it has been often perceived as a safeguard of the welfare state and
promoter of human rights®’ It is high time now to live up to one's own fame.
One way to do it, could be to consider once more certain amendments to the
main Tregties that would dlow for EU accesson to the ECHR, when revising
them during the mgor reform planned for 2004. Current events and the
establishment of the Convention gives some hope that a least the lega Status of
the Charter of Fundamenta Rights will be raised, and EU citizens findly will be
able to take advantage of its provisons before the ECJ.

Internad and externad dimensions of human rights policy can never be
satisfactorily kept in separate compartments however. They are, in fact, two Sdes
of the same coain. If the EU wants to enforce HR compliance in third gates, it has
to lead by example. In the case of the Union, there are several additiond reasons
why a concern with externa policy also necessitates a careful consideration of the
internal policy dimensons. Not only the development and implementation of an
effective externd human rights policy can only be undertaken in the context of
appropriate internd indtitutional arrangements. In an era when universdity and
indivighility are the touchstones of human rights, an externd policy which is not
underpinned by a comparably comprehensive and authentic internal policy can
have no hope of being taken serioudy. Particularly even in the externd policy
which is to such a high extent made conditiona on respect for the human rights,

#% Remarkably the Council’s Declaration at Luxembourg in December 1997 on the occasion
of the 50th anniversary of the Universal Declaration of Human Rights focused almost
exclusively on the external relations dimensions of the issue.

% Fishbach, op.cit.

" See also: Maduro, Miguel Poiares — “Striking the Elusive Balance between Economic
freedom and Social Rightsin the EU”, The EU and Human Rights, Alston, Philip, Oxford
University Press, p. 449
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we can natice a tension between mora ambitions and economic interests. 2% It is
exactly here that the redl priorities come to the surface.

Mary Robinson once said “Human Rights bring to the (...) discussion
a unifying set of standards — a common reference for setting objectives and
assessing the impact of actions taken”. Such agpproach would not require
drafting of the whole intdlectud property laws or public hedth lavs anew — it
would merdly require adherence to a common basdline of internationaly agreed
norms and standards. After dl, even the WTO's congtitution contains references
to the UN Charter that binds governments to human rights duties and obligations
and sats a ground for human rights friendly interpretation of the agreements.
Taking human rights into consderation throughout dl its actions and planning
should be even more obvious in the case of the EU, where primary law is filled
with human rights references.

In accordance with that both in the WTO as wdl as in the EU
regulations one should avoid ‘exemptions-led’ gpproach to broad human rights
issues. Human rights issues cannot be parcded into ‘human rights clauses or
‘socid clauses —which could be than aso misused for protectionist purposes but
need to be integrated into the very objectives of the organization as expressed in
its preambular misson statement or as one of the principles.. or in case of the EU
— maybe condtitute part of the new constitution.

For that however, we have to start concelve the dialogue between
human rights and privaie lav in complementary terms. “Viewing intellectud
property through the eyes of human rights advocates will encourage consideration
of the ways in which the property mechanism might be reshaped to include
interests and needs that it currently does not. Intellectud property experts can
bring on the other hand to the aspiration of human rights discourse, regulatory
Specificity, which is of utmogt value as a a certain point, the diffused principles
that ground human rights claims to new forms of intellectua property will have to
be made concrete in the world through models of regulation, which will have to
operate in a world of grest culturd diversity”?™® — which does not congtitute a
amdl chdlenge.

#% For example: position in TRIPs as well as Doha and Post-Doha negotiations, position in
negotiations with accessing countries, EU policy vis-avis the former Yugoslavia, dispute
between Member States over EU resolution on human rights abuses in China during the
1997 session of the UN Commission on Human Rights.

% Mehra, Malini — “Human Rights and the WTO: Time to Take on the Challenge”’,
<www.wtowatch.org/library/admin...>, accessed on 2001-07-15

0 Drahos, Peter - “Intellectual Property and Human Rights’, Intellectual Property
Quarterly, No. 3 (1999)
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Supplement A - Relevant
Provisions

GENERAL:

Treaty establishing the European Community
Article 3 (ex Article 3)

1. For the purposes st out in Article 2, the activities of the Community shal
include, as provided in this Treaty and in accordance with the timetable set out
therain:

(8 the prohibition, as between Member States, of customs duties and quantitetive
regtrictions on the import and export of goods, and of al other measures having
equivaent effect;

(b) acommon commercid policy;

(d) measures concerning the entry and movement of persons as provided for in
TitlelV;

(9) asystem ensuring that competition in the internd market is not distorted;

(h) the approximation of the laws of Member States to the extent required for the
functioning of the common market;

(k) the strengthening of economic and socid cohesion;

(1) apoalicy in the sphere of the environmernt;

(m) the strengthening of the competitiveness of Community industry;

(n) the promoation of research and technologica development;

(p) acontribution to the attainment of a high level of health protection;

(r) apoalicy in the sphere of development cooperation;

(9) the association of the overseas countries and territories in order to increase
trade and promote jointly economic and socid devel opment;

(t) acontribution to the strengthening of consumer protection;

2. In dl the activities referred to in this Artide, the Community shdl am to
eliminate inequaities, and to promote equality, between men and women.

Treaty on European Union
Article 6 (ex ArticleF)

1. The Union is founded on the principles of liberty, democracy, respect for
human rights and fundamenta freedoms, and the rule of law, principles which are
common to the Member States.

2. The Union shdl respect fundamental rights, as guaranteed by the European
Convention for the Protection of Human Rights and Fundamenta Freedoms
sgned in Rome on 4 November 1950 and as they result from the congtitutiona
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traditions common to the Member States, as generd principles of Community
law.

3. The Union shal respect the nationa identities of its Member States.

4. The Union shdl provide itself with the means necessary to attain its objectives
and carry through its policies.

ECJ Opinion 2/94 on the Accession by the Communitiesto the ECHR

5. Fundamenta rights form an integral part of the generd principles of law whose
observance the Court ensures. For that purpose, the Court draws inspiration from
the conditutional traditions common to the Member States and from the
guiddines supplied by internationa tregties for the protection of human rights on
which the Member States have collaborated or of which they are signatories. In
that regard, the European Convention on Human Rights, to which reference is
made in paticular in Article F(2) of the Treaty on European Union, has specid
Sgnificance.

6. (...) Regpect for human rights is a condition of the lawfulness of Community
acts. (...)

INTELLECTUAL PROPERTY::
Universal Declaration of Human Rights, 1948

Article 17
1. Everyone has the right to own property done as well as in association
with others.
2. No one shdl be arbitrarily deprived of his property.

Article 27
1. Everyone has the right fredy to participate in the culturd life of the
community, to enjoy the arts and to share in scientific advancement and its
benefits.
2. Everyone hasthe right to the protection of the mord and materid interests
resulting from any scientific, literary or artistic production of which he is the
author.

I nternational Covenant on Economic, Social and Cultural Rights, 1966
Article 15

1. The States Parties to the present Covenant recognize the right of
everyone:
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(8 Totake part in culturd life;

(b) To enjoy the benefits of scientific progress and its gpplications,

(c) To benefit from the protection of the mora and materia
interests resulting from any scientific, literary or artistic production
of which heisthe author.

1. The steps to be taken by the States Parties to the present Covenant to
achieve the full redlization of thisright shall include those necessary for the
conservation, the development and the diffusion of science and culture.

2. The States Parties to the present Covenant undertake to respect the
freedom indigpensable for scientific research and creetive activity.

3. The States Parties to the present Covenant recognize the benefits to be
derived from the encouragement and development of internationa
contacts and co-operation in the scientific and cultura fields.

Charter of the Fundamental Rights of the European Union, 2000

Article17
Right to property

1. Everyone hasthe right to own, use, dispose of and bequesth his or her
lawfully acquired possessions. No one may be deprived of hisor her
possessions, except for in the public interest an and in the cases and under
the conditions provided for by law, subject to fair compensation being paid in
good time for their loss. The use of property ma be regulated by law insofar
asisnecessary for the generd interest.

2. Intellectual property shal be protected.

HEALTH:

Treaty establishing the European Community

Title X111 (ex Title X) Public health
Article 152 (ex Article 129)

1. A highlevel of human hedlth protection shdl be ensured in the definition and
implementation of al Community policies and activities

Community action, which shal complement nationd policies, shal be directed
towards improving public hedth, preventing human iliness and diseases, and
obviating sources of danger to human hedth. Such action shdl cover the fight
againg the mgor health scourges, by promoting research into their causes, their
transmission and their prevention, as well as hedth information and educeation.
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The Community shall complement the Member States action in reducing drugs-
related hedth damage, including information and prevention.

2. The Community shall encourage cooperation between the Member Statesin
the areas referred to in this Article and, if necessary, lend support to their action.
Member States shdll, in liaison with the Commission, coordinate among
themsealves their policies and programmesin the areas referred to in paragraph 1.
The Commission may, in close contact with the Member States, take any useful
initiative to promote such coordination.

3. The Community and the Member States shall foster cooperation with third
countries and the competent internationa organizations in the sphere of public
hedith.

4. The Council, acting in accordance with the procedure referred to in Article 251
and after consulting the Economic and Socia Committee and the Committee of
the Regions, shdl contribute to the achievement of the objectivesreferred to in
this Article through adopting:

(8 messures setting high standards of qudity and safety of organs and substances
of human origin, blood and blood derivatives, these measures shal not prevent
any Member State from maintaining or introducing more stringent protective
measures,

(b) by way of derogation from Article 37, messuresin the veterinary and
phytosanitary fields which have as their direct objective the protection of public
hedth;

(¢) incentive measures designed to protect and improve human health, excluding
any harmonisation of the laws and regulations of the Member States.

The Council, acting by a qudified mgority on aproposa from the Commisson,
may aso adopt recommendations for the purposes set out in this Article.

5. Community action in the fild of public hedlth shdl fully respect the
responsihilities of the Member States for the organisation and ddlivery of hedth
sarvices and medical care. In particular, measures referred to in paragraph 4(a)
shdl not affect nationa provisions on the donation or medica use of organs and
blood.

Charter of the Fundamental Rights of the European Union, 2000

Article 35
Health care

Everyone has the right of access to preventive health care and the right

to benefit from medical treatment under the conditions established by
national laws and practices. A high level of human health protection
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shall be ensured in the definition and implementation of all Union
policies and activities.
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Supplement B - Selection of the
EU secondary legislation
concerning intellectual property

Council Directive 92/100/EEC of 19 November 1992 on rental right and lending
right and on certain rights related to copyright in the field of intellectua property

Council Directive 87/54/EEC of 16 December 1986 on the lega protection of
topographies of semiconductor products

Firgt Council Directive 89/104/EEC of 21 December 1988 to gpproximate the
laws of the Member States relating to trade marks

Council Directive 91/250/EEC of 14 May 1991 on the legd protection of
computer programs

Council Resolution of 14 May 1992 on increased protection for copyright and
neighboring rights

Council Directive 93/98/EEC of 29 October 1993 harmonizing the term of
protection of copyright and certain related rights

Council Regulation (EC) No 40/94 of 20 December 1993 on the Community
trade mark

Council Regulation (EC) No 2100/94 of 27 July 1994 on Community plant
vaiety rights

Directive 96/9/EC of the European Parliament and of the Council of 11 March
1996 on the legal protection of databases

Regulation (EC) No 1610/96 of the European Parliament and of the Council of
23 July 1996 concerning the cregtion of a supplementary protection certificate for
plant protection products

Directive 98/44/EC of the European Parliament and of the Council of 6 July 1998
on the legd protection of biotechnologicd inventions

Directive 98/71/EC of the European Parliament and of the Council of 13 October
1998 on the legd protection of designs

Directive 2001/29/EC of the European Parliament and of the Council of 22 May
2001 on the harmonization of certain aspects of copyright and related rightsin the
information society
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Council Regulation (EC) No 6/2002 of 12 December 2001 on Community
designs

Directive 2001/84/EC of the European Parliament and of the Council of 27
September 2001 on the resale right for the benefit of the author of an origina
work of art

Council Directive 93/83/EEC of 27 September 1993 on the coordination of
certain rules concerning copyright and rights related to copyright gpplicable to
satdllite broadcasting and cable retransmission
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Supplement C - Doha
declaration on the TRIPs
Agreement and Public Health
WORLD TRADE ORGANIZATION

MINISTERIAL CONFERENCE

Doha, 9 - 14 November 2001
WT/MIN(01)/DEC/2

DECLARATION ON THE TRIPSAGREEMENT AND PUBLIC
HEALTH

Adopted on 14 November 2001

1 We recognize the gravity of the public hedth problems aflicting many
developing and least-developed countries, especidly those resulting from
HIV/AIDS, tuberculosis, malaria and other epidemics.

2. We gtress the need for the WTO Agreement on Trade-Related Aspects
of Intelectua Property Rights (TRIPS Agreement) to be part of the wider
national and international action to address these problems.

3. We recognize that intellectud property protection is important for the
development of new medicines. We aso recognize the concerns about its effects
on prices.

4, We agree that the TRIPS Agreement does not and should not prevent
Members from taking measures to protect public hedth. Accordingly, while
reiterating our commitment to the TRIPS Agreement, we affirm that the
Agreement can and should be interpreted and implemented in a manner
supportive of WTO Members right to protect public hedth and, in particular, to
promote access to medicines for dl.

In this connection, we resffirm the right of WTO Membersto use, to the
full, the provisons in the TRIPS Agreement, which provide flexibility for this
purpose.

5. Accordingly and in the light of paragraph 4 above, while mantaining our

commitments in the TRIPS Agreement, we recognize that these flexibilities
incdlude:
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(& In gpplying the customary rules of interpretation of public internationa
law, each provison of the TRIPS Agreement shdl be read in the light of the
object and purpose of the Agreement as expressed, in particular, in its objectives
and principles.

(b) Each Member has the right to grant compulsory licences and the
freedom to determine the grounds upon which such licences are granted.

(c) Each Member has the right to determine what condtitutes a nationa
emergency or other circumstances of extreme urgency, it being understood that
public hedlth crises, including those rlating to HIV/AIDS, tuberculoss, mdaria
and other epidemics, can represent a nationa emergency or other circumstances
of extreme urgency.

(d) The effect of the provisonsin the TRIPS Agreement that are rlevant to
the exhaugtion of intellectua property rights is to leave each Member free to
edablish its own regime for such exhaugtion without chdlenge, subject to the
MFN and nationa trestment provisons of Articles 3 and 4.

6. We recognize that WTO Members with insufficient or no manufacturing
cgpacities in the pharmaceutica sector could face difficulties in making effective
use of compulsory licensing under the TRIPS Agreement. We ingtruct the Council
for TRIPS to find an expeditious solution to this problem and to report to the
Generd Council before the end of 2002.

7. We regffirm the commitment of developed-country Membersto provide
incentives to ther enterprises and inditutions to promote and encourage
technology transfer to least-developed country Members pursuant to Article
66.2. We dso agree that the least-developed country Members will not be
obliged, with respect to pharmaceutica products, to implement or apply Sections
5 and 7 of Part Il of the TRIPS Agreement or to enforce rights provided for
under these Sections until 1 January 2016, without prejudice to the right of least-
developed country Members to seek other extensions of the trangition periods as
provided for in Article 66.1 of the TRIPS Agreement. We instruct the Council for
TRIPS to take the necessary action to give effect to this pursuant to Article 66.1
of the TRIPS Agreement.
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