FACULTY OF LAW
University of Lund

Karin Czubala

Is Access To Medicine A
Corporate Social Responsibility?

Master thesis
30 credits

Hans Henrik Lidgard

International Human Rights Law
International Intellectual Property Law

Fall 2008



Contents

SUMMARY
SAMMANFATTNING
ABBREVIATIONS

1 INTRODUCTION
1.1 Purpose
1.2 Method
1.3 Delimitations
1.4 Literature

1.5 Disposition

2 PATENTS ON PHARMACEUTICALS
2.1 The TRIPS Agreement
2.1.1 Patents in General
2.1.2 The Flexibilities of TRIPS
2.1.2.1 Compulsory License
2.1.2.2 Parallel Import
2.2 The Doha Declaration
2.3 The TRIPS Amendment

2.4 Concluding Comments

3 DOES A HUMAN RIGHT TO ACCESS TO MEDICINES
EXIST?

3.1 A Rightto Health and its Sources
3.1.1 Economical, Social and Cultural Rights
3.1.2 Political and Civil Rights
3.2 Accountability
3.3 Who is Bound by International Human Rights Law?
3.4 The Conflicts between Patents and Access to Medicine

3.5 Concluding Comments

4 CORPORATE SOCIAL RESPONSIBILITY
4.1 The Historical Development of Corporate Social Responsibility
4.2 Corporate Social Responsibility in Multinational Enterprises

4.3 Corporate Social Responsibility in the Pharmaceutical Sector

N~ o o o~ D

© 0 o

10
11
12
14
16

17
17
17
20
21
22
23
24

26
26
27
30



4.4 Concluding Comments

5 INVESTING FOR LIFE

5.1 Meeting Poor People’'s Needs for Access to Medicine Through
Responsible Business Practices

5.1.1 Pricing

5.1.2 Research and Development

5.1.3 Patents
5.2 The Opinions of the Pharmaceutical Companies
5.3 Concluding Comments

5.3.1 What is the Situation Today?

5.3.2 Addressing the Challenges

SUPPLEMENT A: THE TRIPS AGREEMENT

SUPPLEMENT B: THE DOHA DECLARATION

SUPPLEMENT C: THE TRIPS AMENDMENT

BIBLIOGRAPHY

33

35

35
36
38
39
40
45
45
45

48

54

56

61



Summary

The progress made in the field of patents on pharmaceuticals the last fifteen
years, has been of continuous change and adaptation. From the introduction
of the TRIPS Agreement in 1995, where patents on pharmaceuticals became
a necessity for all Member States of the WTO, to today, where a ratification
of the TRIPS Amendment is ongoing, and might be a mean to enhance
access to medicine for all people. The aim was to make the flexibilities in
TRIPS, i.e. parallel importing and compulsory licensing easier to use, but
instead resulted in pharmaceutical companies deciding to lower their prices
on pharmaceuticals in developing States. This introduction of price
discrimination favouring poor people has lead to enhancing access to
medicine, and may be an important step taken towards realising the right to
health as a human right.

Aspects of international human rights law relating to health, life and access
to medicine are discussed and found to have legal support in the ICESCR
and the ICCPR. Two bodies of laws are in conflict: the patents on
pharmaceuticals due to the TRIPS Agreement, and the right to access to
essential medicine. It is impossible to say that one is superior the other as
they are both interdependent human rights. The problem that people do not
have access to essential medicine still exists, and an investigation of
whether CSR could be a solution was the next step in the analysis. The
conclusions indicated that pharmaceutical companies are economical
entities, which are obliged to aim for economical profit maximisation. An
economical aim may unfortunately not be compatible with a social
responsibility. At the same time, social welfare conducts may coincide with
economical profit due to the corporation receiving good will and reputation.
Still, the obligation of fulfilling access to medicine should be a
responsibility of governments, NGOs and economical entities together.

In a newly presented report, made by Oxfam International, tough criticism
against the pharmaceutical industry was given. They are claimed not to
perform enough in facilitating access to medicine. Instead they are wanted
to lower prices, remove patents on essential drugs in developing States and
to engage R&D in diseases prevalent in developing countries. Temporary
solutions, such as donation programmes, are simply not enough according to
the report. The pharmaceutical industry on the other hand claims that the
flexibilities in the TRIPS Agreement are sufficient and that the price on
medicine probably is not the major reason to lacking access to medicine.
The underlying reason is poverty as such, and only pharmaceutical
companies cannot be the sole actors in providing this access.

It is impossible to force corporations to give up their economical profit in
order to improve global health. Instead, it should be view as a global
challenge for everyone to give incentives also for corporations to extent
their efforts in increasing access to medicine.



Sammanfattning

De senaste femton arens utveckling av lakemedelspatentering har praglats
av kontinuerliga andringar och anpassningar. Antagandet av TRIPS-avtalet
1995 innebar en obligatorisk patentlagstiftning for lakemedel fér samtliga
WTO:s medlemslander. | dagslaget sker aven en ratificering av de andringar
som gjorts i TRIPS-avtalet i syfte att O0ka tillgdngligheten for ldkemedel,
framforallt i utvecklingslander. Malet var att de flexibiliteter som finns i
TRIPS-avtalet, dvs. anvandandet av parallell import och tvangslicenser, ska
bli enklare att anvanda. Istallet bestimde lakemedelsforetagen sig for att
sanka sina priser pa lakemedel i utvecklingslander. Den prisdiskriminering
som skett i favor for fattiga har lett till 6kad tillganglighet av lakemedel och
kan mycket vél vara ett viktigt steg for att uppna den manskliga rattigheten
till hélsa.

Internationella manskliga rattigheter sasom ratten till liv, halsa och tillgang
till lakemedel diskuteras i forevarande uppsats. Tva olika manskliga
rattigheter stdr mot varandra. A ena sidan finns det en ratt till halsa och &
andra sidan har man rattigheter till sitt patent. Det gar inte att sdga att den
ena ratten ar 6verordnad den andra eftersom de ar jambdrdiga. Problemen
for fattiga att fa tillgang till lakemedel &r dock hogst patagliga och d@mnas
undersdka huruvida socialt ansvarstagande (CSR) kan vara en mojlig
l6sning. Slutsatsen pekade pa att lakemedelsforetag enbart ar enheter med
skyldighet att na maximal ekonomisk vinst for sina aktiedgare. Handlingar
som starker den sociala valfarden kan tillika paverka foretagens rykte och
anseende positivt, som i slutdndan ger mer vinst. Samtidigt ar det inte enbart
lakemedelsforetagens ansvar att framja tillgangen till lakemedel, utan detta
mal bor uppnas av stater, intresseorganisationer och foretag gemensamt.

| en nyligen presenterad rapport av Oxfam International, riktas hard kritik
mot lakemedelsbranschen. De anklagas for att i inte tillrdcklig utstrackning
jobba for en dkad tillganglighet till lakemedel. Oxfams forslag pa losning ar
att sanka priserna pa lakemedel, ta bort patentskyddet for livsviktiga
lakemedel samt att satsa mer utvecklingsresurser pa sjukdomar som mest
forekommer i utvecklingslander. Temporara losningar som exempelvis
donationsprogram ar helt enkelt inte tillrackliga enligt rapporten.
Lakemedelsforetagen héavdar till sitt forsvar att de flexibla l6sningar som
finns i TRIPS-avtalet ar tillrackliga samt att prisnivan pa mediciner
formodligen inte ar den storsta orsaken till bristen pa tillgang till lakemedel.
Den underliggande orsaken ar den bestdende fattigdom som aterfinns i
utvecklingsléanderna.

Det & omogjligt att tvinga foretag att ge upp en del av sin vinst for att
forbattra den globala halsan. Istallet bor det ses som en utmaning for alla
parter att ge dven foretag incitament att 0ka sina anstrdngningar for en
forbattrad tillgang till lakemedel.
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1 Introduction

“The time is ripe for a bold new approach. The industry
must put access to medicines at the heart of its decision-
making and practices. This is both a more sustainable
long-term business strategy and would allow the industry
to better play its role in achieving the universal right to
health”.”

The incentives to invest in developing medicine are based on a potential
economical profit. Pharmaceutical corporations have huge sums invested in
research, which may lead to finding cures to diseases affecting millions of
people worldwide. Patents are of crucial importance within this field, as
they serve as a legal prevention to stop others of making use of your
findings. With the introduction of the TRIPS Agreement in 1996, it became
obligatory for all WTO Member States to adapt their legislation in order to
make patents on pharmaceuticals compulsory.

At the same time, people are dying, mostly in developing countries, due to
not having access to medicine. This lack of access is apparent in the fact that
people simply do not afford to buy essential drugs. For poor people it may
be a matter of choice; buying medicine or buying food. It is often argued at
patents on pharmaceuticals lead to an increase of price. On the other hand,
pharmaceutical corporations argue that prices are set at levels to ensure their
investments in research and development are returned.

Governments have the main responsibility for protecting the health of their
population, but the fact that transnational corporations control about two
thirds of the international commerce and business, indicates that these
important global actors also should have a special responsibility in
protecting the public health.” Campaigns by non-governmental
organisations against major pharmaceutical companies over the access to
HIV/AIDS medicine have been and still are in constant focus.* Do
pharmaceutical corporations have a corporate social responsibility to
contribute to access to medicine? Is it truly possible to demand of
corporations, due to their privileged power-position on the international
business market, a change of focus and leave maximization of profit behind
them?

1.1 Purpose

The purpose of this thesis is to examine to what extent pharmaceutical
corporations have a corporate social responsibility in ameliorating access to

! Investing for Life, Oxfam Briefing Paper, November 2007, page 1.
2 Scholte, Globalization: A Critical Introduction, page 55.
% Fidler, A Globalized Theory of Public Health Law, JLMEDETH, page 151.



medicine, with prime focus set in the developing world. The main objective
of this thesis is to investigate corporate social responsibility for the
pharmaceutical sector on an international level by presenting the flexibilities
contained with the TRIPS Agreement.

The goal is not to provide a complete solution, but more to present a
discussion from a principal point of view. Due to the subjectivity and
political aspects in the discussion on the right to health versus the rights
steaming from patented pharmaceuticals, it will be impossible for me to
give a clear answer. It is a very debated subject and | can merely provide the
reader with the current arguments and the situation today and not with a
definite “yes” or “no”. This thesis should therefore be comprehended an
investigation of the issues in the ongoing debate on access to medicine and
corporate social responsibility, providing the reader with an analytical
reflection over the present situation.

The following questions are to be answered to fulfil the purpose:

1. Are there obligations contained within the TRIPS Agreement for the
pharmaceutical industry?

2. Are pharmaceutical corporations obliged to take account of
international human rights such as the right to life and the right to
health?

3. Should pharmaceutical companies go beyond the corporate purpose
of profit maximisation and practice corporate social responsibility?

4. To what degree do the pharmaceutical entities, under their respective
corporate social responsibility, contribute to access to medicines?

1.2 Method

The starting point of my investigation will consist of a thorough overview of
the TRIPS Agreement, the Doha Declaration and the TRIPS Amendment,
all being crucial legislation in the field of patents of pharmaceuticals.
Secondarily, an investigation of the legislation on international human rights
concerning the right to health will be presented. The analysis here will be
based on international covenants, general comments and other international
legislation. Both these chapters will be based upon the usage of a traditional
legal method in order to answer the quandaries at issue.

As there exists no legally binding regulations for pharmaceutical
corporations on corporate social responsibility, chapter four is based upon
the examination of existing soft law and doctrine within this area. My initial
aim was to investigate to what extent pharmaceutical companies apply
corporate social responsible conduct practices through interviews with a
representative number. The interviews were intended to gain deeper



understanding in the following three areas: pricing, research and
development (R&D) and patents. By combining the information obtained in
these interviews with publicly available materials, such as the
pharmaceutical corporations’ websites, the goal was to determine the extent
of the corporate social commitments of pharmaceutical corporations. During
the research period while writing this thesis, a report made by Oxfam
International named Investing For Life* was encountered. It was completed
on very similar purposes as the ones set out by myself. The decision to use
the materials and information gathered in Oxfam’s report for this thesis was
therefore straightforward. An analysis of how far pharmaceutical companies
are prepared to take in CSR-aspects, such as providing access to medicine,
into their policies and practises will be conducted. It will be based to a large
extent on the findings of Oxfam’s investigating report and my own
investigation of the websites of these corporations. A qualitative method is
used here, where focus is put on a dozen of pharmaceutical companies and
their respective commitments will be scrutinised and analysed.

1.3 Delimitations

As the scope of this thesis is fairly broad, delimitations have been made.
When investigating the legal foundation such as treaties, conventions and
covenants within the scope of this thesis, only the most recent are discussed,
as this field of law has been expansive during the last decade and is still
growing.

Multinational enterprises (MNEs) and transnational corporations are two
phrases, which are often used in legal literature. Even though there might be
some significant difference between the two, they will be used
interchangeably in this thesis in order to simplify the understanding of
pharmaceutical entities as economic giants, no matter how different sources
label them. The concept of CSR, i.e. corporate social responsibility, has been
chosen to include phrasing such as corporate responsibility, sustainability
etc. as the difference between the variations is not relevant. Instead, focus is
put into understanding the concept and idea behind CSR.

Emphasise must be put on the fact that Oxfam’s report, used as a source in
chapter five, only gives one side to the problem and is truly subjective. It
does not in any way claim that a complete picture is presented and an effort
to balance the subjective opinions in the report against other, has been made
continuously throughout the chapter.

1.4 Literature

As the relation between the patent system and pharmaceuticals has been
debated fiercely, with intensification since the introduction of the TRIPS
Agreement in 1994, a lot of literature has been written on this subject.

* Investing For Life, Oxfam Briefing Paper, November 2007.



Several books, in both English and Swedish, deal with the purpose and
problems of patents on pharmaceuticals. Human Rights and the WTO: The
Case of Patents and Access to Medicine by Hestermeyer, Lakemedel och
Immaterialratt by Levin and Nilsson, as well as Accountability and the
Right to the Highest Attainable Standard of Health by Potts are all of great
importance for this thesis.

Corporate social responsibility has been increasingly written about the last
few years, and there is plenty of material to choose from. The Swedish book
CSR: Foretagsansvar i forandring, is the newest printed material 1 came
across, and was therefore my main reference, together with Samuelsson’s
contribution to the Liber Amicorum Reinhold Fahlbeck, as their information
was up to date.

There are also several articles written on this subject such as; Gostin and
Hodge’s Global Health Law, Ethics, and Policy, Banktekas’s Corporate
Social Responsibility in International Law, and Atik and Lidgard’s
Embracing Price Discrimination: TRIPS and the Suppression of Parallel
Trade in Pharmaceuticals have all influenced the thesis to a large extent.

The General Comments on, amongst others, the right to the highest
attainable standard of health and the right to life, which have been used in
order to interpret the International Covenants, are not legally binding and
merely aim to give guidance for the Member States. Finally, several reports
from various organisations and corporations have been investigated in order
to gain some subjective thoughts on the subject of this thesis. The website of
WTO offers a coherent fact sheet on the TRIPS Agreement. The report by
the Special Rapporteur on Right to Health was also a great cornerstone.

Moreover, it is important to emphasise, that the choice to use Oxfam’s
report as the main source in chapter five is to present the reader with a
practical point of view. The aim is to present another view, the tangible
daily perspective, than solely the theoretical one in written literature.

1.5 Disposition

Chapter two covers an introduction to the legislation on patents on
pharmaceuticals. Answering question number one will be concluded in this
chapter. Chapter three deals with posed question number two. Chapter four
examines the concept of CSR with its sources and with focus on CSR in the
pharmaceutical industry, consequently answering question number three.
Finally, chapter five provides the reader with an in-dept knowledge of a
chosen assortment of pharmaceutical companies and their respective
commitments to CSR. This chapter will answer question number four.



2 Patents on Pharmaceuticals

2.1 The TRIPS Agreement

The introduction of the Agreement on Trade-related Aspects of Intellectual
Property Rights (TRIPS) in 1994° occurred with the aim to strike a balance
between, on one hand creating a protection that would give incentives for
future research and productions, and on the other hand allowing people to
use the existing inventions. The TRIPS Agreement provides minimum
standards of protection to intellectual property rights, and obliges Member
States to comply with these norms without exceptions. Before TRIPS,
several States did not have a patent system on all technology, and out of the
excluded items were often pharmaceuticals.® Now, TRIPS obliges all WTO
Members to enforce patent protection on pharmaceuticals. For reference to
the text of the TRIPS Agreement, relevant paragraphs for patents have been
placed under Supplement A.

2.1.1 Patents in General

A patent is a right given to the patent owner with the “legal means to
prevent others from making, using, or selling the new invention for a limited
period if time, subject to a number of exceptions”.” Both products and
processes may be patented. In order to qualify for a patent the following
three criteria need to be fulfilled: (1) the invention needs to be considered as
a novelty, (2) contain an inventive step and (3) be of industrial
applicability.® There are certain exceptions as well, which if applied, can
result in a government refusing to grant patents. One of these is the
exclusion of commercial exploiting patents on products or processes, which
are needed to protect human, animal or plant life or health, or protect ordre
public or morality.® Methods, including diagnostic, therapeutic and surgical,
which are essential to treat humans or animals, cannot be patented.™® Certain
inventions concerning plants and animals should be refused patent
protection as well."* Finally, there is a safety-exit for nations to refuse
granting a patent to inventions, which unreasonably conflict with normal
exploitation.’> All Member States are obliged to offer patents with a
minimum of a twenty-years protects.*?

> The TRIPS Agreement entered into force on January 1, 1995.

® Hestermeyer, Human Rights and the WTO: The Case of Patents and Access to Medicine,
page 11.

" TRIPS and pharmaceutical patents fact sheet, page 2.

8 Article 27(1) TRIPS.

° Article 27(2) TRIPS.

10 Article 27(3)(a) TRIPS.

1 Article 27(3)(b) TRIPS.

12 Article 30 TRIPS.

3 Article 33 TRIPS.



There are three aspects to patents on pharmaceuticals, which steered the
creation of TRIPS: (a) the creation should provide social and technological
benefits,™* which should act as an encouragement for future developments,
(b) the aspect of social goals is based on the patented invention being
disclosed, and in that way available on the market for everyone. By being
“out there” there is no need to invent the same creations twice,™ and finally
(c) the possibility for States to modify the given patent rules in certain
circumstances, such as national emergencies or anti-competitive practices.®
It is the latter of the above-mentioned three that has resulted in the Doha
Declaration on TRIPS and Public Health'" in order to clarify the objectives
of TRIPS and especially explain certain exceptions to patents on
pharmaceuticals as guidance for the States.

2.1.2 The Flexibilities of TRIPS

TRIPS has since its introduction in 1995 been of great controversy.
Questions such as whether the Agreement truly aims to benefit both
developed and developing States equally and if not least-developed
countries accepted TRIPS because of political pressure have been loud and
strong: ““Developing countries accepted the Agreement in many, if not most,
cases because of significant political concessions (...). They may not have

grasped at the time the full extent of their TRIPS commitments™.*®

As pointed out in the introduction above, all nations signing the TRIPS
Agreement also accepted the fact that patents on pharmaceuticals were an
obligatory matter. The Doha Declaration and the decision to amend TRIPS
have calmed down several Member States. The WTO themselves claim on
their webpage that “the Decision removes final patent obstacle to cheap
drug imports”.*® By these legal changes, it has become easier to import
cheaper generic drugs, produced under compulsory licensing, for poor
countries. There are several flexibilities contained within the TRIPS
Agreement, such as limited exceptions,®® revocation of patents,?
compulsory licensing and parallel importing, which allows Member States
to take measures that limit the rights of the patent holder. Only the two last-
mentioned have real potentiality to give patents of pharmaceuticals a
tangible flexibility, and are therefore most often discussed. In the aspect of
patented pharmaceutical these flexibilities can result in weakening the
patent rights and consequently making medicine accessible.

1 Hestermeyer, Human Rights and the WTO: The Case of Patents and Access to Medicine,
page 31.

> Ibid, page 11.

'8 Ibid, page 244.

" The November 2001 Doha Declaration on the TRIPS Agreement and Public Health
adopted by the WTO Ministerial Conference of 2001 in Doha on November 14, 2001.

18 Gervais, Intellectual Property, Trade and Development. Strategies to Optimize Economic
Development in a TRIPS-Plus Era, page 7-8.

19 http://www.wto.org/english/news_e/pres03_e/pr350_e.htm.

20 Article 30 TRIPS.

2! Article 32 TRIPS.


http://en.wikipedia.org/wiki/WTO_Ministerial_Conference_of_2001
http://en.wikipedia.org/wiki/Doha
http://en.wikipedia.org/wiki/November_14
http://en.wikipedia.org/wiki/2001

2.1.2.1 Compulsory License

In the field of patented pharmaceuticals, the term compulsory license is
often referred and debated about. A State can grant a compulsory license,
without the authorisation of the patent owner, permitting someone else or
the government itself, to produce the patented product. This creates
competition on the market and such a situation is in violation of the patent
holder’s right.” Compulsory licensing is indispensable in situations where
the patent holder refuses to supply a market. Member States are at liberty to
decide on what grounds compulsory license may be granted, and even
though these grounds are not limited, there are a few commonly suggested
grounds. Article 31 of the TRIPS Agreement itself mentions a number of
grounds; national emergencies and other situations of extreme urgency are
probably the most important in the relation to access to medicine.?®

Other common grounds are for example insufficient supply of the patented
pharmaceuticals, new diseases, public health grounds, or the refusal of the
patent holder to work or license the patent. No matter what the grounds are,
there is a specific procedure to be undertaken in order to grant a compulsory
license. Firstly, authorisation may only occur on individual merits,?* i.e.
each individual case needs to be considered and it is not possible to
automatically grant compulsory license for all pharmaceuticals. Efforts to
obtain authorization from the right holder® before granting the license must
have been made. These efforts should have been reasonable and failure to
receive response is considered after a reasonable period of time.?® When a
compulsory license is granted, adequate remuneration,?” which is based on
the merits of each individual case, must be given. What is considered to be
an adequate amount depends on factors such as the economic situation of
the country granting the license and the interests of the patent holder and the
public. According to Hestermeyer, a developing State reacting to a public
health crisis by granting a compulsory license may be obliged to solely pay
a relatively low, or even symbolic, remuneration.?®

The scope of rights under compulsory licenses is strict. It allows the use of
the patented drug, which refers to the same use the patent owner normally is
entitled to through his patent. Thus, for pharmaceuticals, it refers to making,
using, offering for sale, selling, and importing. A compulsory license is
limited to the territory where it is granted,” and all entitlements are
contained to this territory. A State granting a compulsory license is obliged

22 Hestermeyer, Human Rights and the WTO: The Case of Patents and Access to Medicine,
page 239.

23 See Supplement A for the entire text of the patent-relevant paragraphs in the TRIPS
Agreement.

2 Article 31 (a) TRIPS.

% Article 31 (b) TRIPS.

% Article 31 (b) TRIPS.

2" Article 31 (h) TRIPS.

%8 Hestermeyer, Human Rights and the WTO: The Case of Patents and Access to Medicine,
page 249.

 Article 31 (f) TRIPS.

10



to limit its scope and duration.*® Furthermore, compulsory licenses must be
non-exclusive and non-assignable.*

2.1.2.2 Parallel Import

If the patent owner gives permission to market and sell the patented product
on a specific market of a State, and this occurs correctly, then the principle
of exhaustion is manifested, meaning that the buyer of the product is free to
re-sell the product as he or she wishes.*? Control or decisions can no longer
be claimed after the sales transactions. This implies that the product is free
to circulate on the market; it can be re-sold, destroyed or modified freely.
The aspects of parallel imports are of importance for pharmaceuticals, as the
patent holder may have decided to place identical products on separate
markets at different price-levels. Reasons behind these different levels of
prices are closely connected to the economical possibilities of buyers.
People living in the developed world may afford to pay more for their
medicine due to health-care insurances. Citizens of developing States often
do not have access to neither health-care insurances nor the possibility to
spend their savings on essential medicines. For them, it will be a choice
between the needed pharmaceuticals or something else, which is essential to
living, such as food. Pharmaceutical companies strive to gain their
investments back through profit, and this economical gain may be attained
from the higher price-levels on their pharmaceuticals in the western world.

An eye-opening case in the pharmaceutical field touching upon parallel
imports is the South African Case.*® The South African government signed
for the South African 1997 Medicines Act,®* empowering the Health
Minister to override patent laws in established health emergencies. The
HIV/AIDS situation in South Africa is of extreme urgency. One in eight
South Africans has HIV/AIDS.* The Act aimed to make more medicine
available in the country, primarily with reference to HIV/AIDS drugs, as
South Africa is the country with the largest number of infections in the
world.® By enacting this law, the South African government could buy the
life-saving pharmaceuticals on other States’ markets, where they were sold
cheaper, import them back to South Africa, and re-sell them at the same low
price. Tens of pharmaceutical companies jointly objected to this act and
claimed the South African government was violating the protection of
patents on their HIVV/AIDS drugs. The government, on the other hand, stated

% Article 31 (c) TRIPS.

31 Article 31 (d) and (e) TRIPS.

%2 Drahos and Mayne, Global Intellectual Property Rights; Knowledge, Access and
Development, page 43.

% High Court of South Africa (Transvaal Provincial Division), Pharmaceutical
Manufacturers’ Association of South Africa et al v President of the Republic of South
Africa, Case No 4183/98, Notice of Motion (1998).

% The Medicines and Related Substances Control Amendment Act, No. 90 of 1997,
% Drahos and Mayne, Global Intellectual Property Rights; Knowledge, Access and
Development, page 190.

% UNAIDS: Sub-Saharan Africa, AIDS Epidemic Update, Regional Summary, 2007, page
3. Found on UNAIDS webpage:
http://data.unaids.org/pub/Report/2008/jc1526_epibriefs_ssafrica_en.pdf

11



that the Act was not aiming to undermine patent rules, but solely a mean to
protect the public health of the South African population. Can patent rights
be limited by decisions made by the Health Minister? What should prevail:
right to health or the right to intellectual property? These questions could
have been given interesting answers if the case would have been given a
verdict as a final outcome. Instead, the pharmaceutical companies withdrew
their actions and a settlement was reached before a sentence was given, due
to pressure from NGOs and other countries. The pharmaceutical companies
have since offered HIV/AIDS drugs to African countries at a fraction of the
prices in the developed nations.*” Their decisions were probably based on
the effort to diminish the use of parallel imports.

As the case was settled, no answer was given to whether HIV should be
considered a national emergency. Where States free to use parallel
importing under the TRIPS Agreement? This question was of importance
when the Doha Declaration was adopted. In the Declaration clarification
was made on the fact that it is acceptable for a company or a person to try to
buy the needed pharmaceuticals on a market in a cheaper country, and
thereafter import it to the home country.® Nothing in the provisions of
TRIPS excludes these possibilities, and the Doha Declaration gives the
Member States the answer that it is up to them to decide how exhaustion
shall be dealt with nationally.*®

2.2 The Doha Declaration

Since TRIPS came into force and became obligatory for all WTO members,
several have raised questions on how certain issues should be interpreted
and have asked for guiding clarification. During a conference in November
2001 emphasis was put on the interpretation of TRIPS, in a manner
supporting public health, both in access to existing pharmaceuticals as well
as to future pharmaceuticals.*® Member States are, through the Doha
Declaration on TRIPS and Public Health,** reminded of the flexibility of
TRIPS such as making use of compulsory licensing and parallel importing.
Several developing countries* are facing an HIV crisis, which is argued to
be comparable with a national emergency®, but is this really the case? HIV
mostly affects the working population, i.e. people who are sexually active
and often have grown to the age of having a family to support. As HIV hits
the working population, the whole economy of the affected countries
becomes imbalanced. How many percent must affect the population with
HIV in order for a State to classify as being in a national emergency? It is

¥ http://www.wsws.org/articles/2001/apr2001/aids-a21.shtml

% TRIPS and pharmaceutical patents fact sheet, page 5.

¥ Article 6 TRIPS and Article 5(d) Doha Declaration.

“0 TRIPS and pharmaceutical patents fact sheet, page 5.

* The text of the Doha Declaration is placed under Supplement B.

*2 South Africa has the largest population of HIV patients in the world, followed by Nigeria
and India.

* Article 5(c) Doha Declaration.
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not clear what constitutes a national emergency, and as the debate was
difficult to settle, the WTO came with guidelines in the Doha Declaration.

It establishes the following: (a) compulsory license can be granted by
Member States without any restrictions, on grounds determined by
themselves* (b) the use of parallel import is under the discretion of each
Member State,* (c) each State has the possibility of using the flexibilities,
e.g. parallel imports and compulsory licensing contained in TRIPS,*® and
finally (d) States are free to decide whether HIV may be considered as a
national emergency.*’

In conclusion, there is no requirement for a State to ask for authorisation for
issuance of compulsory license or allowance of parallel imports. The Doha
Declaration fails to answer how compulsory license could be of help to a
country lacking economical resources*, fighting against a high percentage
of HIV-affected amongst its nationals. How shall the compulsory license be
paid?*® Can third countries (if they have manufacturing capacity) be asked
to produce the pharmaceuticals, and then let the country-in-need import?

The most important issue the Doha Declaration presents, but does not
resolve, is the scenario of countries with an established national emergency
such as a public health crisis,*® not having national manufacturing capacity,
but still in need of pharmaceuticals. They are unable to make use of a
compulsory license.®® In fact, more issues than merely manufacturing
capacity are apparent in developing counties: lack of know-how, education
and technology all add on to the lack of national infrastructure.® The
question is whether it in such case is acceptable for that State to import
generic copies of the needed pharmaceuticals from another countries? It has
in various literature been referred to as the “paragraph 6 issue.”® As
discussed above, TRIPS gives a right to produce pharmaceuticals on a
compulsory license “predominately for the domestic market”.>* This
formulation implies two things: (a) countries that have a manufacturing
capacity encounter no problems, (b) countries that do not have
manufacturing capacity are in a difficult situation as there is no chance for

* Article 5(b) Doha Declaration.

* Article 5(d) Doha Declaration.

“® Article 4 and 5 Doha Declaration.

*" Article 5(c) Doha Declaration.

“8 Article 6 Doha Declaration.

* Atik and Lidgard, Embracing price discrimination: TRIPS and the suppression of parallel
trade in pharmaceuticals, UPAJIEL, page 1049.

%0 Article 5(c) Doha Declaration.

5! Article 6 Doha Declaration.

52 Atik and Lidgard, Embracing price discrimination: TRIPS and the suppression of parallel
trade in pharmaceuticals, UPAJIEL, page 1050.

>3 The expression can be found in for example: TRIPS and pharmaceutical patents fact
sheet, page 5, and on the WTO website:
http://www.wto.org/english/tratop_e/trips_e/public_health_e.htm,

> Article 31(f) TRIPS.
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them to import from other countries, as the latter only produces an amount
corresponding to their own national need.>

Several questions arose as for example whether article 30 TRIPS needs to
be interpreted extensively, implying a solution is already found. Also,
whether an amendment of article 31 TRIPS is needed in order to create a
legal ground to allow countries lacking manufacturing capacity to import
pharmaceuticals. These resulted in wonders whether compulsory license
should be issued not only for the need of domestic matters but also to allow
issuance for nations on other member states’ markets, who have
manufacturing capacity. The TRIPS Council was therefore requested to find
a solution to those nations who lack manufacturing capacity, in order to
make TRIPS useful for all member nations.*®

2.3 The TRIPS Amendment

All WTO members agreed on a decision on 30 August 2003°’ proposed by
the TRIPS Council, often referred to as the “2003 waiver””*®, which aims at
resolving the above-discussed problem. First of all, any WTO Member State
with manufacturing capacity, holding a compulsory license on a
pharmaceutical may export to importing countries in need. In other words,
the obligation under article 31(f) of the TRIPS Agreement, i.e. that
production of supply should solely satisfy the need of the domestic market,
is waived in this decision.”

The importing country must first be classified as an eligible importing
country.®® Important to notice here is that the exporting country does not
need to use the drugs themselves. It is sufficient if it only manufactures and
directly exports these to other States. Secondly, only the exporting State
pays the remuneration to the patent holder. This choice was made in order to
avoid double payment, from both the exporting and importing country.®
Finally, all constraints associated with the export of generic pharmaceuticals
are waived for developing and least-developed countries,®® simply to make
it easier for them to use the system. Extension for national legislation on
pharnzsgceutical patents has been given to the least-developed countries until
2016.

% Levin and Nilsson, Lakemedel & Immaterialratt, page 80.

% Atik and Lidgard, Embracing price discrimination: TRIPS and the suppression of parallel
trade in pharmaceuticals, UPAJIEL, page 1069.

*’ The text of the TRIPS Amendment is placed under Supplement C.

%8 Expression used on WTO website:
http://www.wto.org/english/tratop_e/trips_e/amendment_e.htm, and TRIPS and
pharmaceutical patents fact sheet, page 6.

> TRIPS and pharmaceutical patents fact sheet, page 6.

% Should be included on the list in Annex Il of Council Regulation 953/2003, To Avoid
Trade Diversion into the European Union of Certain Key Medicines.

81 TRIPS and pharmaceutical patents fact sheet, page 6.

82 According to WTO website there are 50 classified least-developed countries, of which 32
are WTO members: http://www.wto.org/English/thewto_e/whatis_e/tif e/org7_e.htm.

% TRIPS and pharmaceutical patents fact sheet, page 5.

14


http://www.wto.org/english/tratop_e/trips_e/amendment_e.htm
http://www.wto.org/English/thewto_e/whatis_e/tif_e/org7_e.htm

Certain rules or conditions apply to the generic pharmaceuticals produced
for export to States with no manufacturing capacity, in order to identify the
products and protect the patent holder. Both the exporting and the importing
country have obligations to deal with before the transactions take place. The
importing country needs to inform the community® by notifying the TRIPS
Council with certain information such as the name and expected quantity,
proof of established or non-sufficient manufacturing capacity (presumed
that least-developed countries lack manufacturing capacity) and a
confirmation of granted or intention to be granted a compulsory license.®
The exporting State, on the other hand, is obliged to provide information on
the conditions attached to the compulsory license, such as name and address
of the licensee, quantities to each destination,®® designated importing
country and the duration of the license.®” Also, the product aimed to export,
is to be clearly identified through specific labelling or marketing so that
suppliers can distinguish it through for example its shape, colour or
packaging.®® All these notifications are to be made public on the WTO
website. The reason to these strict regulations surrounding such transactions
is the make sure the pharmaceuticals reach their designated recipient and to
prevent the drugs from being re-imported or reaching the underground
economy.

These waivers were adopted as an amendment made to TRIPS in 2005, and
will come into force when two thirds of the WTO Members accept it. The
amendment will then only apply to those who have accepted it.®® Since the
introduction of this possibility, solely one country has announced
compulsory license to export generic drugs, namely Canada on October 4,
2007. Canada has agreed to manufacture a triple combination of AIDS
therapy drugs called TriAvir and to export these to Rwanda, which has no
manufacturing capacity to produce them.” Rwanda also notified the WTO
on July 17, 2007, of its intentions to import the Canadian generic drug and
has estimated the quantity to 260 000 packs over two years."*

8 TRIPS and pharmaceutical patents fact sheet, page 6.

% Details to be notified each time: paragraph 2(a) of the 2003 Decision and of the 2005
annex to the TRIPS Agreement.

% Subparagraph 2(b)(i) of the 2003 Decision and of the 2005 annex to the TRIPS
Agreement.

®7 paragraph 2(c) of the 2003 Decision and of the 2005 annex to the TRIPS Agreement.

%8 Subparagraph 2(b)(ii) of the 2003 Decision and of the 2005 annex to the TRIPS
Agreement.

% The following have accepted the TRIPS amendment so far: United States (17 December
2005), Switzerland (13 September 2006), EI Salvador (19 September 2006), Rep. of Korea
(24 January 2007), Norway (5 February 2007), India (26 March 2007), Philippines (30
March 2007), Israel (10 August 2007), Japan (31 August 2007), Australia (12 September
2007), Singapore (28 September 2007), Hong Kong, China (27 November 2007), China (28
November 2007), European Communities (30 November 2007), Mauritius (16 April 2008),
Egypt (18 April 2008), Mexico (23 May 2008), Jordan (6 August 2008).

70 http://www.wto.org/english/news_e/news07_e/trips_health_notif_oct07_e.htm.

" http://www.wto.org/english/news_e/news07_e/trips_health_notif_oct07_e.htm.
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2.4 Concluding Comments

With its new amendment, TRIPS clearly permits compulsory manufacturing
licensing with the aim to facilitate supply of needed pharmaceuticals to
States without manufacturing capacity. Several years have past since August
2003, and still virtually no States (except Rwanda) have resorted to make
use of this possibility. Instead of increasing usage of compulsory licensing
and parallel imports, patent holding pharmaceutical companies have chosen
to lower their prices on HIV/AIDS drugs significantly on the markets of
developing countries. It appears that the flexibilities are not used, but the
mere threat of the widespread possibility to use them, served as an
encouragement to lower prices on pharmaceuticals.

TRIPS has not created any obligations for pharmaceutical corporations, but
due to its mere existence and to the possibilities for States to make use of
the flexibilities contained within, it has lead to policy changes in these
corporations. Something of important virtue has happened. The WTO
community and the pharmaceutical companies have embraced a new policy
of differential prices, which in fact means price discrimination.
Pharmaceuticals are offered to low prices on developing markets, which
makes them affordable to poor people suffering from e.g. HIV/AIDS, but
prices for the same drugs remain high on the developed markets. The high
prices should be maintained in developed States in order to cover the costs
of research and development of medicine. By applying different price levels,
the developing markets may gain something extraordinary: access to
essential medicine at a cost they can afford. This so-called market
segregation maximises profit for the pharmaceutical patent holders, as it is
adapted to the possibilities each consumer has and effectively targets and
captures the surplus on markets where demand is strong, i.e. developing
States with a high percentage of HIV/AIDS infected. It is true that such an
act is pure discrimination, affecting developed States only. Balancing the
different interests in this debate gives us a picture, which we cannot ignore;
price discrimination could be a way of providing access to medicine to
people who are in great need of it.

The willingness by pharmaceutical companies to distribute pharmaceuticals
at lower prices entirely depends on the trust and confidence that the drugs
will not be re-imported back onto the developed markets and sold at
competing prices. The aim of these pharmaceuticals is to be distributed to
the people suffering from public health emergencies. It appears to be a
decision based on good faith to protect public health. It could perhaps imply
a sense of corporate social responsibility, which will be discussed in chapter
four.
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3 Does a Human Right to
Access to Medicines Exist?

3.1 A Right to Health and its Sources

The right to health is a fundamental human right. It does not imply that a
right to be healthy exists. The right to health requires States to progressively
aim towards establishing the highest attainable standard of health for their
population, which is a process that takes time and requires resources for its
accomplishment. This implies that governments are under the pressure to
continuously improve the enjoyment of the right to health and must point
out clear strategies, plans of action, benchmarks and indicators so that the
process is transparent to everyone. "

The right to health is a widespread right with several interlinked rights and
obligations. Basics such as available, accessible and acceptable health
facilities, essential goods and services that are appropriate and of good
quality are prime examples. Non-discrimination, accountability mechanisms
and remedies are also included. Governmental obligation to respect, protect
and fulfil the right to health is as well contained within.™

The right to health is both a civil and political right, as well as an
economical, social and cultural right. The right can be found at international,
national and regional levels, whereas the choice has been made to only
present the international due to its superiority.

3.1.1 Economical, Social and Cultural Rights

The right to health can be found in article 12 of the International Covenant
of Economical, Social and Cultural Rights (ICESCR), which reads:

1)  The State Parties to the present Covenant recognize
the right of everyone to the enjoyment of the highest
attainable standard of physical and mental health.

2)  The steps to be taken by the State 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;

72 potts, Accountability and the Right to the Highest Attainable Standard of Health, page
10.
" Ibid, page 9.
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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.

States have the obligation of conduct, meaning action is required with the
clear aim to enable its citizens the enjoyment of rights. Secondly, the
obligation of result pressures states into setting targets of achievement, so
that the process of achievement is visible. These obligations lean on three
parts: the obligations 1) to respect, 2) to protect and 3) to fulfil the rights in
the Covenant.”* The implementation of the rights given in the Covenant can
be found in article 2, paragraph 1, which reads:

Each State Party to the present Covenant undertakes to
take steps, individually and through international
assistance and co-operation, especially economic and
technical, to the maximum of its available resources, with
a view to achieving progressively the full realization of the
rights recognized in the present Covenant by all
appropriate means, including particularly the adoption of
legislative measures.

Important to note here is that this article is an accessory article, and
therefore it can only be breached or violated with other articles of the
Covenant, such as article 12 on the right to health. States are required to
“take steps”’®, meaning that there is an obligation to begin immediately,
and steps should be deliberate, concrete and targeted.” These steps should
be undertaken “through international assistance and cooperation”’’, where
emphasise is given to the fact that all States have this obligation. For a State
to guarantee enjoyment of rights resources are needed and these are scarce.
Therefore the obligation of a State can merely be up “to the maximum of its
available resources”’®, and if there is an inadequacy, then the most
vulnerable rights must be the priority of protection.” The prospect of full
fulfilment of rights is important and States should take all the above
measures and steps “with a view to achieving progressively the full
realization of the rights”®. Of course, full achievement at once is near to
impossible, and should therefore be seen as of progressive nature, but States
may not indefinitely delay efforts aimed at realising the rights. Even if
resources are limited, they must make the best possible use of those
available to them. Finally, States themselves should decide the means for

" The Commission of Human Rights, Report by Mr. Hatem Kotrane, E/CN.4/2003/53, I.A.
"> ICESCR article 2.1.
’® The Commission of Human Rights, Report by Mr. Hatem Kotrane, E/CN.4/2003/53, I.A.
" |CESCR article 2.1.
"8 ICESCR article 2.1.
® The Commission of Human Rights, Report by Mr. Hatem Kotrane, E/CN.4/2003/53, I.A.
% ICESCR article 2.1.
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realisation, and these could be legislative measures, as well as judicial
remedies and administrative measures.®*

The right to health is not to be understood in a utopian significance, i.e. the
right to be healthy, as this is impossible to grant due to the biological
preconditions of individuals. There is an obligation for States to actively
work towards realising the highest attainable standard of health. In order to
reach a satisfactory level of health in the sense this Covenant is striving for,
factors such as adequate food and housing and access to health care, as well
as access to medicine, being a necessity for the prevention and treatment of
most diseases, must be taken into account Health care is difficult to
accomplish without the provision of pharmaceuticals.®

Access to medicine is stated to contain the following four elements: (a) the
availability of medication in sufficient quantities; (b) the accessibility of the
medication to everyone; (c) the acceptability of the treatment with respect to
the culture and ethics of the individual; and (d) an appropriate quality of
medication.®® Obviously, not all pharmaceuticals are classified to fall under
the right to medicine; only such that are understood to be essential drugs,
which the WHO keeps a regularly updated list of.®* They are defined as
“those that satisfy the priority health care needs of the population”.®
Unfortunately, the poorest, or least-developed States are disproportionately
burdened with the worst effects of poor health.*® Premature deaths and
diseases often affect the world’s poorest regions, but infectious diseases
may spread across national borders, as seen historically with pandemics. A
collective health security is therefore a concern for every country.

Can non-compliance be justified with the lack of financial means? The
ICESCR takes account of the fact that States have limited budgetary means
with the phrasing ““to the maximum”. States need to take steps up to the
level possible for them specifically. If the level they succeed in attaining
does not satisfy the minimum core of human rights, such as the non-
derogable right to life, the State is obliged to seek international assistance in
the matter.®” It is therefore not possible to excuse non-compliance due to
lack of resources. A State must demonstrate that every effort has been made
to use the resources available with an aim to satisfy the minimum
obligations. States need to continuously strive towards realising the right to
health, monitoring progress and protect their most vulnerable members of
society. Hestermeyer argues that those States, which are financially unable
to provide their population with access to medicine, have to guarantee

8 The Commission of Human Rights, Report by Mr. Hatem Kotrane, E/CN.4/2003/53, I.A.
8 Hestermeyer, Human Rights and the WTO: The Case of Patents and Access to Medicine,
page 104.
8 E/C.12/2000/4, General Comment no. 14 on the Right to the Highest Attainable Standard
of Health, paragraph 12.
8 WHO, Essential Drugs and Medicines Policy found at:
http://www.who.int/countries/eth/areas/medicines/en/ (last visited on 8 December 2008).
85 H

Ibid.
8 Gostin and Hodge, Global Health Law, Ethics, and Policy, JLMEDETH, page 519.
¥ Ibid.
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economical accessibility by other means. According to his opinion, States
have an obligation within the right to health, to change their patent
legislation if patents influence the price of essential drugs. Changing
legislation does not require financial resources, but does contribute to
facilitating access to medicine.® On the other hand, it is highly
controversial to claim that altering legislation, de facto weakening patent
protection on pharmaceuticals, is an acceptable route to choose. The
interests of patent owners must still be taken account of and a State has
responsibility not to discriminate their citizens on any grounds.

What the right to health includes and what concrete obligations States have
are discussed further in General Comment no 14 on the Right to Health.® It
is stated that global health is virtually impossible without a collective
response.” According to the General Comment, health is crucial in order to
live a life in dignity.” The highest attainable standard of health is founded
upon the individual’s biological preconditions and the available resources of
the State.” Not only adequate health care is included in the right to health;
also availability in the sense of access to safe potable water, adequate
housing, healthy environmental conditions and access to health-related
education is included. Furthermore, accessibility, without discrimination,
especially aiming at making the right to health affordable for everyone in
need, is contained within the right.*® Finally, the General Comment
emphasises upon the three levels of obligations for States, i.e. the
obligations to respect, protect and fulfil, discussed above in this same
section,® which should result in transparent health indicators and
benchmarks to identify the targets to strive for.”

3.1.2 Political and Civil Rights

In comparison with economical, social and cultural rights, which do not
have a strong status in the international community mainly due to the lack of
an Optional Protocol enabling a complaint mechanism, civil and political
rights are viewed differently. Article 6 of the International Covenant on
Civil and Political Rights (ICCPR) contains the right to life in the following
wording:

8 Hestermeyer, Human Rights and the WTO: The Case of Patents and Access to Medicine,
page 112.

% General Comments are not legally binding instruments. They are aimed at facilitating
interpretations and clarify the purpose of the rights given in the Covenants for state organs
and individuals.

% Gostin and Hodge, Global Health Law, Ethics, and Policy, JLMEDETH, page 522.

% E/C.12/2000/4, General Comment no. 14 on the Right to the Highest Attainable Standard
of Health, paragraph 1.

% |bid, paragraph 9.

% Ibid, paragraph 12.

% Ibid, paragraphs 33-37.

% Ibid, paragraphs 57-58.
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Every human being has the inherent right to life. This
right shall be protected by law. No one shall be arbitrarily
deprived of his life.

This Covenant has tangible force partly due to many States having ratified
it* and that an Optional Protocol may be ratified together with it, enabling a
complaint mechanism. The right to life is the essence of human rights, as it
is a prerequisite for the enjoyment of all other human rights. But does the
right to life include access to medicine? Some argue that the right to life is
limited to penal laws on murders and prohibition of capital punishment.
They argue that it does not include access to appropriate standard of living,
food, housing or medical care.”” Others claim that in order to make the right
effective, it has to be extended to including basic conditions of life, i.e.
necessary components for survival. Access to life-saving medicine should
be understood to be one of these, and therefore access to medicine is argued
to fall under article 6 of the ICCPR.%® The Human Rights Committee, in its
General Comment, has adopted the later view.”

Article 6 of the ICCPR is clear. It does establish the right to life and also
explicitly demands the right to be protected by law. There are two
obligations contained within this right; (1) there is a positive duty for States
to fulfil legal obligations and to protect their individuals against violations
by the State and by private actors;’® and (2) States have a negative
obligation to refrain from violating the right to life. Again the obligations to
respect, protect and fulfil are encountered, as discussed above under 3.1.1.
State Parties are obliged to create a legal order where access to life-saving
medicine is guaranteed.*™*

3.2 Accountability

“An institution as complex and important as a health
system — and a human right as complex and extensive as
the right to the highest attainable standard of health —
require a range of effective, transparent, accessible,
independent accountability mechanisms.”'%

Accountability is a central concept within human rights as it creates the
strength for them to become something else than just beautiful words and

% In December 2008, 163 nations had ratified it, and 111 of them were also parties to the
First Optional Protocol.

% Gostin and Hodge, Global Health Law, Ethics, and Policy, JLMEDETH, pages 521-524.
% Hestermeyer, Human Rights and the WTO: The Case of Patents and Access to Medicine,
page 116.

% A/37/40, General Comment no. 6 on the Right to Life.

100 cCPR/C/21/rev.1/add.13., General Comment no. 31 on the nature of general legal
obligation imposed on States Parties to the Covenant, paragraphs 5 ff.

101 Hestermeyer, Human Rights and the WTO: The Case of Patents and Access to
Medicine, page 119.

102 A/63/263, Report of the Special Rapporteur on the right of everyone to the enjoyment of
the highest attainable standard of physical and mental health, Section I11, paragraph 11.
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visions. Accountability gives a foundation for individuals and governments
to call upon human rights both as being rights and obligations. As a process
it requires States to justify how their obligations regarding the right to the
highest attainable standard of health have been fulfilled.'® It is concerned
with ensuring that health systems are improving, and that the right to the
highest attainable standard of health is being progressively realised for
all.™® If mistakes in fulfilling obligations occur, accountability sometimes
makes it possible to require redress.*®

In the health sector, accountability often relates to the financial
accountability, i.e. whether the national funds are spent in an adequate way
on health, or to the political accountability, meaning that there are
mechanisms to control that the government fulfils its obligations. %
Monitoring is an important part of accountability as it enables rights-holders
to receive information on the progress of fulfilment of rights. Through
monitoring, areas of focus are targeted to reach the realisation of the right to
health. The government is obliged to make the results of monitoring public,
as they are important tools in accountability.’®” Reports on the health status
of the State, made on periodic basis, could be sufficient way to fulfil this
obligation.'®

3.3 Who is Bound by International Human
Rights Law?

As already concluded, it is obvious for States that have signed the relevant
Covenants to be bound by it, and all States are bound by general
international law. This is a rather undisputable statement. The question is
whether other State actors, such as multinational corporations are to be
included into having these obligations? The growth and extent of
corporations have increased and is still increasing. Corporate power is
therefore also increasing, and various sectors, such as the pharmaceutical
market in a society, are under an interdependent pressure from both the
State and corporate powers.'*

Both States and private parties may violate international human rights.
Nevertheless, State practice in the application of the Covenants does not
support direct human rights obligations for corporation and therefore it is

103 Potts, Accountability and the Right to the Highest Attainable Standard of Health, page
13.

104 A/63/263, Report of the Special Rapporteur on the right of everyone to the enjoyment of
the highest attainable standard of physical and mental health, Section 11, paragraph 12.

195 | bid paragraph 8-9 and Potts, Accountability and the Right to the Highest Attainable
Standard of Health, page 7.

106 potts, Accountability and the Right to the Highest Attainable Standard of Health, page 7.
197 Article 16 (1) of the ICESCR.

198 potts, Accountability and the Right to the Highest Attainable Standard of Health, page
15.

109 Hestermeyer, Human Rights and the WTO: The Case of Patents and Access to
Medicine, page 95.
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highly unlikely that corporate human rights obligations ought to be
acknowledged. Furthermore, even though there is no direct bondage for
private parties with international human rights, it does not indicate that there
is no relationship between the two. Pharmaceutical corporations have a huge
influence on the access to medicine due to pricing, patents, research and
development, all areas which will be dealt with in detail below in chapter
five. Initiative and development of voluntary guidelines for multinational
corporations in the aspect of international human rights has been made™*°
and these are discussed below in section 4.2.

To give an answer to the question posed in the title of this section, only
States are bound by international human rights law within the field of access
to medicine and the right to health. Whether a widening of obligations is
possible, to also include corporations, will be discussed in the sense of
corporate social responsibility under chapter four below.

3.4 The Conflicts between Patents and
Access to Medicine

According to the microeconomic theory, a market, which is perfectly
competitive and unregulated, has prices set by the “invisible hand”’**!, the
workings of the laws of supply and demand, with the aim to use the
resources in the most efficient way. A perfectly competitive and unregulated
market is a market without patents. In such a situation, the prices are set
where the demand and supply intersects, i.e. the goods would be priced at
their marginal cost. Inventions, such as pharmaceuticals, require time and
money to be put into the research and development. If these costs are not
taken into account, a market failure will occur, were competitors could take
advantage of efforts made by the inventor, by coping the drug.'? The
copied drug could thereafter be put on the market at a lower price than the
original of the inventor, as the competitor would have lower costs of
production. The incentive to invest in inventions would decrease because
not sufficient return would be received. Patents are a way of resolving this
market failure, as the patent holder becomes a monopoly supplier. The idea
of patents is to uphold the incentives to invest into new pharmaceuticals and
to enhance those already existing on the market. To claim that there is an
economical validation for patents on pharmaceuticals is rather safe.

Patents are not the sole factor to the level of pricing on pharmaceuticals.
National regulations on health care, such as government price controls may
influence prices. Availability of health insurance also helps individuals, as

19 Hestermeyer, Human Rights and the WTO: The Case of Patents and Access to
Medicine, pages 97-99.

111 A metaphor coined by the economist Adam Smith in The Wealth of Nations.
112 Hestermeyer, Human Rights and the WTO: The Case of Patents and Access to
Medicine, pages 141-142.
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insurance systems impose a limit on the g)rice. Nevertheless, patents have a
significant influence on prices of drugs.™

The question of justification is of essence in this discussion. Most human
rights may be limited if certain conditions are fulfilled, for example
interference of patents in developing countries with the right to access to
medicine can potentially be justified due to article 4 of the ICCPR:

In the time of public emergency which threatens the life of the nation and
the existence of which is officially proclaimed, the States Parties to the
present Covenant may take measures derogating from their obligations
under the present Covenant to the extent strictly required by the exigencies
of the situation...***

Also article 4 of the ICESCR is vital with its general limitations clause:

... In the enjoyment of those rights provided by the State in conformity with
the present Covenant, the State may subject such rights only due to
limitations as are determined by law only in so 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. ™

The centre here is the identification of balancing the protection of the
material interests of the inventor against access to medicine. There is no
easy answer to how this balance is to be established. To my knowledge
there is no answer to the economical problem of patenting medicine is the
developing world. The fact is that the pharmaceutical industry maintains
lobbying for making patents available in developing countries. Fear of
leakage, i.e. parallel imports, to the developed world is the main reason.
Pharmaceutical companies often keep (way too) high prices, in order to
minimize parallel imports, even though this excludes a big portion of the
target market from economical access to medicines.**°

3.5 Concluding Comments

As can be deducted from above, pharmaceutical companies do not have any
legal obligations to fulfil the international human rights to life and health.
These are only obligations for States. Two bodies of laws are in conflict: the
patents on pharmaceuticals due to the TRIPS Agreement and the right to
access to essential medicine. The right to essential medicine is contained
within the right to health and the right to life-saving medicine in the right to
life. The patent system, on the other hand, aims to provide incentives for the
development of pharmaceuticals. It has been argued that without this system

13 Hestermeyer, Human Rights and the WTO: The Case of Patents and Access to
Medicine, page 146.

14 Article 4 (1) of the ICCPR.

15 Article 4 of the ICESCR.

116 Hestermeyer, Human Rights and the WTO: The Case of Patents and Access to
Medicine, pages 165-166.
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the innovation process will vanish. Finding a balance between these two
interests seems to require one side to make some significant sacrifices and
so far neither one is ready to do so.

Based on an interpretation of the sources used in this chapter, it seems this
situation has reached a status quo in the aspect of law. To say that one
stands above the other is impossible as such a bold statement are merely
personal opinions or interpretations without legal support in conventions or
agreements. Both rights are interdependent and must therefore be considered
as equals. If there is no legal base for one of the right to be superior the
other, the next step of investigation must seek new other sources. Below,
chapter four on corporate social responsibility will present the reader with a
possible bridge between the right to access to medicine contra the rights of a
patent owner, which potentially may be the solution to finding the balance.
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4 Corporate Social
Responsibility

This chapter aims to investigate the linkage, or perhaps the clash, between
patents on pharmaceuticals and the international human right to access to
health and medicine. Is corporate social responsibility the solution to
providing access to medicine?

4.1 The Historical Development of
Corporate Social Responsibility

Corporate social responsibility (CSR) is not a new concept. It emerged
during the times of industrialisation in Europe and has since constantly
gained acknowledgment. In the beginning, CSR served to render the belief
that good working-conditions, such as humane working-hours, health and
medical care offered to employees, safety at work etc. would result in
content workers. All these items were in addition to normal salary.'*’
Content and happy workers would in turn perform their tasks more
efficiently and with a higher quality.**®

According to Milton Friedman companies only have one sole responsibility,
namely an economical one:

“There is one and only one social responsibility of
business — to use its resources and engage in activities
designed to increase its profits so long as it stays within
the rules of the game, which is to say, engages in open and
free competition without deception or fraud™.**°

Friedman argued that companies do not have a social responsibility, but
only an economical one and instead of engaging in philanthropic activities,
the company should focus on profit, as economical gains has positive
outcome on the development of the State as a whole.*?

Today, the debate is often based on the linkage between the engagement of
corporations in social responsibility and profit. Some claim there is no
correlation between the two, as social responsibility goes against the free
market and is therefore a threat against capitalism, as a company is an
economical societal institution that should focus on profit in order to satisfy

17 Grafstrom, Goéthberg, Windell, CSR: Féretagsansvar i forandring, page 28.

118 Bantekas, Corporate Social Responsibility in International Law, BUILJ, page 339.
19 Friedman, New York Times Magazine, 13 September 1970.

120 Grafstrém, Géthberg, Windell, CSR: Féretagsansvar i forandring, page 32.
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their stakeholders.*”> The other side claims that the interest of the
stakeholder is closely linked with demands on profit, and increased profit
can be an outcome from adhering to more than just economic responsibility.
Engaging in social responsible acts and activities may therefore be
contributing to more profit.'?

4.2 Corporate Social Responsibility in
Multinational Enterprises

The total of the top-ten pharmaceutical corporations in the world today have
a massive overturn, which can easily be compared to the GDP of Denmark.
Global corporations dominate the political economy of developing
countries. There is no simple answer to what corporate social responsibility
is today, due to the lack of a coherent definition of CSR. It has become a
matter for each company to define the concept itself. Generally speaking,
most definitions refer to CSR as being a voluntary engagement in an activity
without necessary focus on economic profit. Even though the responsibility
is voluntary, many corporations choose to take on concepts of CSR and
communicate the fact that they are CSR-aware.**® How CSR is organised in
different corporations varies; sometimes the management is responsible, at
times it is a matter for the human resources-department and recently and a
growing number of corporations have chosen to establish a CSR-director.'?*

Are pharmaceutical companies multinational entities?'® Many of these
corporations have an economical turnover that could be compared to smaller
countries’ GDPs.*® Based on the fact that their activities affect the
foundations of society to a great degree they should be classified as MNEs.
According to the Commentary on the Norms on the Responsibility of
Transnational Corporations: ’transnational corporations and other business
enterprises shall observe standards to promote the availability,
accessibility, acceptability and quality of the right to health, for example as
identified in article 12 of the International Covenant on Economic, Social
and Cultural Rights, General Comment No. 14 on the right to highest
attainable standard of health adopted by the Committee on Economic,
Social and Cultural Rights and the relevant standards established by the
World Health Organization™.*”’

121 Grafstrém, Géthberg, Windell, CSR: Féretagsansvar i forandring, page 32, and
McWilliams and Siegel, Corporate Social Responsibility: Firm Perspective, pages 117-127.
122 \Waddock and Graves, The Corporate Social Performance — Financial Performance Link,
pages 303-319.

123 Grafstrom, Goéthberg, Windell, CSR: Féretagsansvar i forandring, page 43.

124 bid, page 48.

125 As stated in my delimitations under section 1.3, | use transnational corporations
interchangeably with multinational enterprises.

126 For example: Wal-Mart outdid Austria’s GDP in 2002, according to Hestermeyer,
Human Rights and the WTO: The Case of Patents and Access to Medicine, page 95.

127 E/CN.4/Sub.2/2003/38/Rev.2 (2003), E. Respect for national sovereignty and human
rights, paragraph 12 (a).
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A transnational company is identified as ““an economic entity operating in
more than one country or a cluster of economic entities operating in two or
more countries — whatever their legal form, whether in their home country

or a country of activity, and whether taken individually or collectively”.*®

MNEs and their issues are addressed in two ways: to some limited extent in
binding treaties, such as several conventions of the International Labour
Organization (ILO), the Covenant on Civil and Political Rights (ICCPR)
and the Covenant on Economical, Social and Cultural Rights (ICESCR).
Soft law acts as a fill-out, which often directly addresses MNEs and
examples of these includes the OECD Principles of Corporate Governance
Principle 111, the OECD Guidelines for Multinational Enterprises 19**
and the United Nations Millennium Declaration (UNMD) adopted in 2000.
The OECD documents regulate how and under what circumstances MNEs
should manufacture their products.’® But as a matter of fact, these
guidelines and principles have little strength and merely serve as guidance.
The UNMD clearly recognizes the role of industry and multinational
enterprises in eradicating poverty in less-developed countries, as well as
making essential drugs available and affordable.*** MNEs have a significant
role to play in promoting sustainable development and alleviating global
poverty, as they possess the potential, resources and the power to be
heard.™*

From being seen as a matter of philanthropy, where MNEs performed
laudable and beneficial acts towards stakeholders, it has become a matter of
necessity in order to adhere to a wider spectrum of people. Simply, CSR has
become fashionable and enterprises use corporate social conducts to attract
the best employees, clients, investors etc. For example, over the past fifteen
years, Merck has donated $1 billion to curing river blindness, a disease that
affects thirty million people every year in sub-Saharan Africa. The company
has also donated $100 millions worth of vaccines against such diseases as
hepatitis and has adopted a differential pricing strategy for certain drugs
such as Crixian, an AIDS drug, which sells at 85% less in the poorest
countries.***

The role of the media in these aspects is of great value, as their choice to
bring light upon the fact that a company is engaging in socially responsible
activities, results in free commercial and a good reputation.”*®* Media
attention may also result in making politicians aware, and as a consequence

128 E/CN.4/Sub.2/2003/38/Rev.2 (2003), I. Definitions, paragraph 20.

129 Organisation for Economic Co-Operation and Development (OECD) Doc. SG/CG(99)5
(1999), available at http://www.worldbank.org/html/fpd/privatesector/cg/docs/oecd-
principles.pdf (last visited on November 6, 2008).

130 OECD Doc. OECD/GD(97)40 (2000), available at http:/
www.oecd.org/dataoecd/56/36/19224