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1503 Procedure

Bayh-Dole Act

Biosimilars

Block Exemption

GLOSSARY

This is a procedure enabling individuals to directly brings
their allegations on human rights violations to the
Commission on Human Rights (Kedzia, Zdzislaw 2003: 69)

This is a legislation in US which enables research
institutions and universities in the United States to obtain
patent protection for their inventions which will in turn help
them to enter into licensing agreements with the industry
(WIPO 2009: 30).

Biosimilars which are sometimes called ‘generic biologics’,
‘follow on biologics’ or ‘subsequent entry biologics’ are
products of different manufacturers which are similar in
terms of quality, safety and efficacy to original products.
However, unlike generic medicines which are
interchangeable with reference products, biosmilars are not
recognised as identical to reference products due to
complex structures and variations in manufacturing
processes. Biosimilars, require costly clinical trials and
cannot be easily and inexpensively authorsied as generics
((WHO, WIPO and WTO 2013: 52).

Agreements which affect trade between Member States
intended to restrict, prevent, distort competition within
common market is prohibited by Article 81(1) of the EU
Treaty. Article 81(3) of the same treaty provide for
exemptions from such prohibition under Article 81(1)
where the positive effects of such agreement outweighs the
negative effects. This 1s facilitated through “block
exemption” Regulations and Guidelines. The block
exemption Regulation creates a safe harbor for most
licensing agreements (WIPO 2009: 30).
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Bolar Exceptions:

Ever greening:

This is named after a case in 1984 in the United States
District Court launched by Roche Products Inc., against
Bolar Pharmaceuticals a Nigeria based generic
manufacturer. Bolar sought US federal approval for
marketing a generic drug. The data for the same was based
on a patent held by Roche. The District Court held that
Bolar’s use of the testing data associated with the patented
compound was not an infringement of the law, but this
decision was overturned in the decision of the Court of
Appeals. The Court of Appeals did not agree with the
argument of Bolar Pharmaceuticals Limited that they were
covered under the American common law Experimental
Use exception (Garrison, Christopher 2006: para 2.7). Later
that year the United States Congress passed the Drug Price
Competition and Patent Restoration Act which provided
that it was not an infringement to make, use or sell a
patented drug if it was done solely for uses reasonably
related to the development and submission of information
under a federal law regulating the manufacture, use or sale
of the drugs. The rationale was that if the manufacturer of
generic drugs had to wait until the expiry of a patent for a
dug before being allowed to start developmental work, the
patent term for the drug would be extended inadvertently
(Walter 2003: 45).

This is a term used in denote a trifling change is made to an
existing product and the same is claimed as a new product.
The protection offered by the alleged new invention is used
to extend the patentee’s exclusive rights over the product
(Novartis A.G. vs. Union of India, Justice Aftab Alam and
J. Ranjana Praksh Desai, Supreme Court of India, Civil
Appeal Nos. 2706-2716 of 2013: 55, para 100).

XV



Exhaustion:

Generic medicines:

Human Rights Council:

By the term ‘exhaustion’ it means that if the trademarked
goods are placed in the market by the owner or with his
consent and once purchased legitimately, the IP owner or
anyone deriving title from him cannot prevent the sale of
such good as the exclusive right to sell the goods bearing
the mark is exhausted by the first sale (Jain, Sneha 2009:
16). Under this there are three major classifications,
national exhaustion, international exhaustion and regional

exhaustion, all of which are briefly explained below.

Generic drug means a pharmaceutical product which is not
protected by a patent in force, and which is commercialized
under a non-proprietary name or a brand name (See Correa
Carlos 2000a: xiv). These are off-patent drugs, for which
patent has run out, or non patented products for which
patents were never taken. Therefore the drug may be
manufactured and sold by many companies as a result of
which the price competition is very severe resulting in
lower prices (United Nations 1996: 328).

The Human Rights Council is an inter-governmental body
within the UN system made up of 47 States responsible for
strengthening the promotion and protection of human rights
around the globe. The Council was created by the UN
General Assembly on 15 March 2006 with the main purpose
of addressing situations of human rights violations and make
recommendations on them (See OHCHR URL:
http://www?2.ohchr.org/english/bodies/hrcouncil/)

International Exhaustion Regime: Under this regime the patent holder’s right over the

product is exhausted once the product is released into
commercial space anywhere in the world (UNDP 2010:
39).Thereafter he cannot stop the subsequent sale of those
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goods either in his own country or in any other country (Jain,
Sneha 2009: 15).

International Reference Prices: International Reference Price are median prices of

JECFA:

quality multi source medicines offered to low-middle
income countries by non profit suppliers and where there is
no supplier prices, international tender prices available from
the Management Sciences for Health International Drug
Price indicator Guide (United Nations 2012: 62).

The JECFA functions as an international expert scientific
committee body which is administered by FAO and WHO.
JECFA evaluates the safety of food additives,
contaminants, naturally occurring toxicants and residues of
veterinary drugs in food and performs risk assessments as
well provides advice to FAO, WHO and members countries
of both organisations. Request for scientific advice from
JECFA is channelled through the Codex Alimentarius
Commission and the Codex also adopts international
standards based on evaluations performed by JECFA (See
Canada — Continued Suspension of Obligations in the EC —
Hormones Dispute, WT/DS321/AB/R of 16 October 2008,
para 457).

Least Developed Countries: The Fourth United Nations Conference on the Least

Developed Countries held in Istanbul, Turkey in May 2011
identified that least developed countries consist of 48
countries with a total population of 880 million and that
they represent the poorest and weakest segment of the
international community (See A/CONF.219/3 2011,
paragraph 1). The conference noted that least developed
countries are characterized by constraints such as low per
capita income, low level of human development, economic

and structural handicaps to growth etc. and that in the past
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Mail Box applications:

three decades only three countries have graduated out of
this category (See A/CONF.219/3 2011, paragraph 2)

This refers to a means by which applications for patents for
pharmaceutical and agricultural chemical products can be
filed and filing dates assigned to them. This was an interim
measure to be made available by developing countries and
least developed countries in order to facilitate precedence in
filing dates, before their legal regime was amended to
include product patents (See India - Patent Protection for
Pharmaceutical and Agricultural Chemical Products,
WT/DS50/AB/R, 19 December 1997, para 4).

National Exhaustion Regime: Here the rights of a patent holder are exhausted only

Non-violation Complaints:

Parallel importing:

when the product is released into the territory of a country
(UNDP 2010: 39). However, if the goods are sold for the
first time in a different country beyond the jurisdiction of
the nation in which the trademark is registered, then the
owner can invoke his trademark rights to prevent the import
of the goods into the domestic market (Jain, Sneha 2009:
15).

Non violation complaints refereed to the complaints that are
brought under Article XXIIl:1(b) of GATT 1994 for
preventing contracting parties from using non tariff barriers
or other policy measures to negate the benefits of negotiated
tariff concessions (See India - Patent Protection for
Pharmaceutical and Agricultural Chemical Products,
WT/DS50/AB/R, 19 December 1997, para 41).

Parallel importing’ is another measure, where a product

sold by the patent owner more cheaply in one country is

imported into another without the patent holder’s consent.
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Prebisch — Singer Thesis of

Deteriorating Terms of Trade: International Trade replicating the patterns of
colonialism may accentuate the dependency of developing
countries on former colonial powers and make it impossible
for these countries to overcome the obstacles to

development (Joseph 2011: vi).

Ramsey Pricing: This is a method of price discrimination named after the
economist Frank Ramsey (1903-1930) who suggested that
utilities should allocate burden of high fixed costs among
different customer to maximize welfare. For e.g. in the
context of establishing telephone or electric network (Watal
2001:13).

Regional Exhaustion Regime: The patent holder’s rights are extinguished once the
product is released into the commerce in a certain region
(UNDP 2010: 39).

Selection Patent: Here a single element or a small group within a large group
is selected and independently claimed on the basis of a
feature not mentioned in the large group. This is permitted
is some jurisdictions where the small selected subset has a
strong advantage. Certain jurisdictions like Germany have
refused selection patents. Under the TRIPS Agreement
broad discretion is provided to the Member states (Correa
2000a: 51-52).

Sui generis Sui generis means a term meaning a specialized regime of
intellectual property rights, separate from copyright, patents
and other chapters of intellectual property rights (See
Correa Carlos 2000a: xv). Examples from the European
tradition include sui generis industrial design laws (that

protect appearance designs) and utility model laws that can
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Swiss Formula:

Tiered Royalty Method:

protect “minor” inventions generally (See Correa 2000a:
40).

This is an ever greening method used for the first time in
1984 before the European Patent Office and is used for
getting an additional patent term for the second use of a
patented substance. Countries may well reject these
applications because it does not meet the traditional patent
requirements such as novelty as the compound for the
preparation of the medicament is the same as that used for

the first pharmaceutical patent (See Correa 2000a: 23).

The pricing methodology used in the context of compulsory
licensing etc. in which the royalty is based not on the price
of the generic product but on the price of the patented
product in the high income country.
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CHAPTER 1
INTRODUCTION

1. Introduction

2"\When Jesus departed from there, two blind men followed Him, crying out and

saying, “Son of David, have mercy on us!”

28 And when He had come into the house, the blind men came to Him. And Jesus said
to them, “Do you believe that I am able to do this?”” They said to Him, “Yes, Lord.”

2 Then He touched their eyes, saying, “According to your faith let it be to you.”** And
their eyes were opened.

(Mathew 9: 27-30)

The right to health is a well entrenched concept in international law and a basic

human aspiration. As the above extract from the Bible seem to indicate, the creator

also wills for human health.

There are various international instruments starting with the Charter of the United
Nations, Constitution of the World Health Organisation and the Universal Declaration
of Human Rights that firmly highlight the right to health. The challenge before
international law today is to ensure that all individuals receive the fulfillment of this

right.

Other than affordable access to medicines, another important area is the ability of
sovereign nations to make necessary laws and regulations for protection of health of
its population and a third aspect is the degree of involvement by the governments in
the health sector. This study focuses on the impact on the right to health by various
multilateral agreements under the WTO such as the 1995 Agreement on Trade Related
Aspects of Intellectual Property Rights (hereinafter “TRIPS Agreement”), Agreement
on Sanitary and Phytosanitary Measures (hereinafter “SPS Agreement”), the
Agreement on Technical Barriers to Trade of the WTO (hereinafter “TBT
Agreement”) and the General Agreement on Trade in Services (hereinafter “GATS”).

Earlier as a human right regime if there was single advancement of the right to health,

now in the changed context of the WTO agreement we see that the movement is not



progressive alone. Rather there are two conflicting interest which are competing for
space and precedence. The question is, whether WTO as a forum does justice to
health interests. As the United Nations Conference on Trade and Development in its
2014 report notes:

..there are also valid concerns that the various legal obligations arising from
multilateral, regional and bilateral agreements have reduced the national
policy autonomy by affecting both the available range and efficacy of
particular policy instruments. In addition, the effectiveness of national policies
tend to be weakened — in some instances significantly — by forces of
globalization (especially financial and globalization) and by the internalization
of markets, which affect national economic processes. (UNCTAD 2014: viii)

1.1. TRIPS and Affordable Access to Medicines

Affordable access to medicines and medical technology is critical to human beings for

good health and to ensure continuity of life.! In this regard, the TRIPS Agreement,
which is a multilateral trade Agreement under the 1995 Marrakesh Agreement
Establishing the World Trade Organization (hereinafter “WTO Agreement”) at its
inception and initial operating years generated much concern throughout the
developing world (See Xu Yi-Ching and Patrick Weller eds. 2004: 102). The stringent
form of IPRs envisaged under the TRIPS Agreement and the requirement that the
pharmaceutical sector be opened up for product patents makes cheaper access to
medicines and medical intervention technologies very difficult. Through the years of
implementation of TRIPS from 1995, this was found to be true on the ground in many

cases.

Even the bench marks set through the TRIPS Agreement is now sought to be
expanded through various bilateral and regional agreements which have received the
epithet of ‘“TRIPS plus Agreements’. This is a troubling development as empirical
studies reveal that prices of medicines under patent protection are higher (See
Yamabhai, Inthira and Smith, Richard D 2015: 93). WHO (2014) notes that number
of important antiretrovirals are still under patent protection and that this limits

availability of cheaper generic versions in the countries concerned (WHO 2014: 3).

! Modern medicine in the form of tablets, syrups, injectibles etc. is widely used for effective treatment
of diseases all over the world. Also there are various health technologies associated with medical
intervention such as preventive (e.g. vaccine), diagnostic (stethoscope or thermometer), therapeutic
(medicine, surgical equipment, surgical procedure, implant) and rehabilitative (physiotherapy
equipment, a crutch etc.) (WHO, WIPO and WTO 2013: 34).
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In the context of the TRIPS and TRIPS plus Agreements, it needs to be noted that it is
not that the developed countries which today advocate stronger patent rights and
commercialisation of health sector, always vouched for a strong patents system.
Infact, in the 1870’s Britain came close to abandoning the patent system altogether
because it was considered to be protectionist in nature and was opposed by free trade
advocates (Grubb, Philip W. 2004: 19). British industry pressed for the abolition of
patents in the 1920’s for as they were keen to imitate a German dye stuff appearing in
the British market through alternative process rather than inventing new dye stuff
themselves (Grubb, Philip W. 2004: 19).

Similarly, the United States had issued tens of thousands of patent related compulsory
licenses in over 100 cases till the end of the 20" century (Yang, Deli 2012:77). In
1975 the Federal Trade Commission entered into a consent decree against Xerox for
engaging in unfair trade practice by creating and maintaining patent structure of
humongous size and complexity with obscure boundaries to defeat competition, as a
result of which Xerox was asked to give compulsory license of office copier patents.
Such compulsory license required three patents to be licensed free of cost and the rest
at royalty of less than 0.5 per cent of net revenues which resulted in an accumulated
royalty of only 1.5 percent to Xerox (Yang, Deli 2012:77).

Therefore the patent system did not always have all round support even from the
ardent supporters of today and the flexibilities such as compulsory licenses which are
questioned today were very much used by the developed nations in the past.

Further, when we look at the history of the WTO discussions, it emerges out that
when the Uruguay Round of trade negotiations was launched, more than fifty
countries did not confer patent protection on pharmaceuticals (Correa, Carlos 2000a:
11). Before the TRIPS Agreement, countries such as India where a strong
manufacturing base for pharmaceuticals was created over time, could produce generic
versions of the new molecules invented in the west with ease and without going
through rigorous research and development programmes. This is no longer possible
under the TRIPS and TRIPS plus agreements which require patent protection to be

afforded to the inventors.



Sometimes patent holders may stop production of drugs of much consequence to
developing countries but which do not offer profit margins to the pharmaceutical
company in producing them. MSF points out that the production of eflornithine was
apparently abandoned in 1994 by the manufacturer Aventis Pharmaceuticals because
it did not guarantee adequate return on investment. Finally, upon request from MSF,
Aventis Pharmaceuticals transferred the license to WHO (Orbinski, James 2001: 230).

Further, companies may seek to create patent thickets to stifle competition which in
turn will impact access to medicines. For example, in the context of H5N1, for the
manufacture of vaccines against such disease companies have sought to patent HSN1
genes, their sequences and/or their use, thus creating possibilities of patent thickets
which will negatively impact further research on such disease (Hammond, Edward
2008: 7).

While the increase in the cost of the medicines for treatment of diseases may affect
affordability, treatment of epidemics such as HIV, bird flu, swine flu etc. for the
population at large may also suffer due to high medicinal prices etc. resulting from the
stronger patent regime imposed under the TRIPS and TRIPS Plus agreements. Access
to medicines becomes all the more important in the context of global pandemics like
AIDS, EBOLA, zika etc.

UNAIDS noted that in 2014, 36.9 million people were living with HIV of which 22
million do not have access to HIV treatment including 1.8 million children (UNAIDS
2015: 3). At the end of 2009, the number was 33.3 million people with HIV
(UNAIDS 2010: 23) of whom about 4.9 million are in Asia (UNAIDS 2010: 34). The
number of people dying of AIDs related causes was estimated at 2.22 million in 2005
and 1.8 million in 2010 (United Nations 2012: 64). The number of people in need of
antiretroviral therapy at the end of 2009 increased from 10.1 million to 15 million
(WHO 2010: 1). Developing countries are worst hit, for e.g. in 2012 in Kenya close to
1.6 million people suffer from HIV/AIDS (“UNAIDS Welcomes Kenya High Court
Judgment on Anti-Counterfeit Law”, 2012). UNDP in 2010 stated that estimates
reveal that the number of people suffering from diseases like AIDS will increase
drastically with the figures reaching up to 55 million in 2030 (UNDP 2010: 14).
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Another disease, of high concern is the highly pathogenic avian influenza (HPAI)
virus (H5N1) affecting domestic and wild birds which was first identified in China in
1996 and which spread to 62 countries in Asia, Middle East, eastern and western
Europe and sub-Saharan Africa by 2009. The virus has resulted in the death of
millions of poultry and caused economic damage to the tune of billions of dollars
(European Union 2010: 17). While HPAI rarely infects humans, if these viruses were
to undergo genetic change and become capable of continuous transmission from one
human to another it may result in millions of deaths and damage to the tune of billions
of dollars. In case of any such malady, developing countries would be worst affected
because of poverty, inadequate health care systems etc. (European Union 2010: 18).2
The significance of the need to deal with such diseases is clear from that in the fight
against HPAI which has not yet become a human pathogen by mutation, by December
2009, the international community had pledged a cumulative amount of 4.3 billion US
dollars (European Union 2010: 18).

The outbreak of Ebola in the recent past and Zika now, is another instance which
highlight the need for focusing on diseases which envelope the developing world.
Zika virus for e.g., has potential to impact tens of millions of people and is now being
transmitted in 33 countries with about 600 million inhabitants (McNeil Jr., Donald G,
Romero, Simon and Tavernise, Sabrina 2016: 19). In today’s economy where national
boundaries are transcended by commercial activities with steady flow of people
across national boundaries, the need to address the needs of all areas of the globe is

critical. In countries where a large portion of the population lives below the poverty

2 European Union 2010: 18

The influenza A(HLN1) pandemic 2009 caused by a mild virus with a low (1.3 %) case
fatality rate had caused 5700 deaths worldwide by 25 October 2009. However, another
influenza pandemic virus, such as H5N1, could have higher pathogenicity and transmissibility
and, therefore, be much more devastating in its impact on human lives and sustainable
development globally. In a moderate pandemic flu scenario, studies have suggested that the
economic losses from illness and death in the first year of the pandemic could amount to 1.3
% of world GDP or more. Combined with preventive costs of close to 2 % of GDP, total costs
could exceed 3 % of world GDP in a moderate pandemic scenario (WB, 2009). Burns and
others suggest that the cost of a global influenza pandemic could range from 0.7 to 4.8 % of
global GDP according to the severity of the outbreak. The lower estimate is based on the
Hong Kong flu of 1968-69, while the upper is benchmarked by the 1918- 19 Spanish flu. In
the case of a serious flu, 70 % of the overall economic cost would come from absenteeism and
efforts to avoid infection. Generally speaking, developing countries would be hardest hit,
because higher population densities, relatively weak healthcare systems, and poverty
accentuate the economic impacts in some countries
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line, even small increases in prices can have catastrophic consequences. The price of
medicines is of particular relevance to those in the developing and under developed
countries where the health amenities are less, the economic strength of the ordinary

citizen is low and where the conditions which spread diseases are prevalent.

It is relevant to note here that the scope of application and impact of the TRIPS
Agreement extends beyond patents. While the TRIPS Agreement does not mention
specific levels of data protection, it does require nations to ensure protection of test
and regulatory data related to pharmaceutical and agricultural products which are
submitted for approval to the government (See Verma S.K. 2013: 31). This is further
sought to be expanded upon by the TRIPS plus agreements. If the data submitted to
regulatory authorities cannot be used by generics manufacturers, then the cost for
generating such data will need to be again borne by the generic manufacturers,

thereby increasing their costs and in turn the pricing of the medicines.

1.2 SPS, TBT and GATS Agreements
From among the WTO Agreements, the SPS Agreement and the TBT Agreement are

other multilateral trade agreements which have provisions impacting health as they
deal with health standards and non-tariff barriers. The provisions have the impact of
determining the extent to which countries can set required health standards, as the
SPS Agreement seeks to establish a multilateral framework of rules and disciplines to
guide the development, adoption and enforcement of sanitary and phytosanitary
measures in order to minimize their negative impact on trade (Preamble to the SPS
Agreement). The TBT Agreement in turn, seeks to ensure that technical regulations
and standards, including packaging, marking and labelling requirement and
procedures for assessment of conformity with technical regulations and standards do

not create unnecessary obstacles to international trade (Preamble to TBT Agreement).

The SPS and TBT agreements have the scope to impact the right to health of a citizen,
as governmental measures setting a high level of heath standard may be challenged as
not being based on scientific norms through the WTO. Normally such high standards
are prescribed by developed countries. This in one way prevents nations from raising
the bars of the health standards, for e.g. the EC Hormones disputes, the Japan -
Apples dispute before the DSB etc.. On the other hand, these health standards affect
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countries in terms of their export potential. Even pharmaceutical exports from
developing countries can be restricted through trade barriers created through
packaging norms. Thus, the SPS and TBT Agreements can act both in favour of and
against the developing countries. Under the WTO dispute resolution mechanism there
have been several cases in relation to trade in products such as cigarettes, asbestos etc.
which products have detrimental effect on the health of a population as a whole. Some
of these disputes before the WTO DSB involving the SPS and TBT Agreements are
examined to understand the impact of these decisions on the right to health.

Further, the GATS has provisions which impact commercialisation of the health
sector, movement of people, transborder services etc. The impact of the opening up of
sectors including health services under the GATS on the right to health is briefly

considered and this is important considering that trade in services is on the upswing.

2. Review of Literature

There is much literature now on the topic of TRIPS Agreement and the right to health,
while the literature on impact of SPS, TBT and GATS Agreement on the right to
health is on a more limited scale. Most of the available literature as can be seen are
standalone studies on patents and the right to health, data protection and the right to
health or the SPS/TBT Agreement and the right to health etc. The expanse of study in
this thesis gives a panoramic view on which direction the right to health is moving in
the context of the WTO.

2.1 The Right to Health in International Law
The right to health, in the fact sheet brought out by the Office of the United Nations
High Commissioner for Human Rights (hereinafter “OHCHR”), refers to the right to

enjoy a variety of goods, facilities, services and conditions necessary for the
realization of good health (United Nations 2008b: 5). The 2000 General Comment
No. 14 noted that health is a fundamental human right indispensable for the exercise
of other human rights (See United Nations (2000), Economic and Social Council,
E/C.12/2000/4., para 1).

The Report of the Special Rapporteur on the Right of Everyone to the Enjoyment of
the Highest Attainable Standard of Physical and Mental Health (Grover, Anand
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(2011), UN Doc.A/HRC/17/43 of 16 March 2011) is an important document which
looks into the conflict between the right to health and WTO.

Further, the Report of the Special Representative of the Secretary General on the
Issue of Human Rights and Transnational Corporations and Other Business
Enterprises, John Ruggie (hereinafter “Guiding Principles on Human Rights”)
(Ruggie, John (2011), UN Doc.A/HRC/17/310f 21 March 2011) contain the ‘Protect,
Respect and Remedy’ (PRR) Framework which was adopted by the Human Rights
Council in 2011. The Guiding Principles is grounded in the recognition of States’
existing obligations to respect, protect and fulfill human rights and fundamental
freedoms (Ruggie, John (2011), UN Doc.A/HRC/17/31 of 21 March 2011: 6,
preamble (a)) and it notes the role of business enterprises as specialized organs of the
society performing specialized functions, and which are required to comply with all
applicable laws and to respect human rights (Ruggie, John (2011), UN
Doc.A/HRC/17/310f 21 March 2011: 6, preamble (b)). The Guiding Principles further
require that States should maintain adequate domestic policy space to meet their
human rights obligations when pursuing business related policy objectives with other
States or business enterprises such as through investment treaties or contracts (See
Article 9 of the Guiding Principles, UN Doc.A/HRC/17/310f 21 March 2011).

Mabika, Aulline H and London, Leslie note that human rights are interdependent and
the violation of one right frequently results in the violation of another. In addition, the
international law instruments which provide for such rights are also seen to be
interdependent (Mabika, Aulline H and London, Leslie 2007b: 12).

The 2006 UN Political Declaration on HIV/AIDS, recognized that diseases such as
these constitute a global emergency and pose one of the most formidable challenges
to the development, progress and stability of societies and world at large to which an
exceptional and comprehensive global response is required (Political Declaration on
HIV/AIDS, 2006, para 2). The UN also reaffirmed that medication in the context of
pandemics such as HIV/AIDS is one of the fundamental elements to achieve
progressively the full realization of the right of everyone to the enjoyment of the
highest attainable standard of physical and mental health (Political Declaration on
HIV/AIDS, 2006, para 12).



Granslandt Mattias, Maskus, Keither E and Wong, Elina V. (2001: 785) note that the
South African GDP would be about 17 per cent lower in 2010 than it would be
without AIDS, removing $ 22 billion in output from the economy and that in
Botswana alone there could be 13-15 per cent reduction in the income of the poorest

households.

Friedman, Eric A ., (2016) calls for the creation of a framework convention on global
health with monitoring mechanism under it such as those under the International

Covenant on Civil and Political Rights.

Chimni, B.S. (2004) argues that a network of economic, social and political
international institutions are now established at the instance of the developed world
which institutions together constitute a nascent global state seeking to implement the
interests of transnational capital and of powerful states to the disadvantage of the third
world states and peoples (Chimni 2004: 2). On global justice, he argues that the
principle of redistributive justice calls for the establishment of a practice of social
audit of international economic laws to assess their impact on the global poor and that
the primacy of international human rights laws over economic laws need to be
recognised, in particular over those which internationalise property rights (Chimni
2007: 217).

2.2. TRIPS, TRIPS Plus and the Right to Health
The preamble to the WTO Agreement emphasises that trade and economic endeavour

should be conducted with a view to raise the living standards and in a manner
consistent with the needs and concerns at different levels of economic development.
The need for positive efforts to ensure that developing and least developed countries
receive a share of growth in international trade commensurate with their economic
needs is also emphasised. The patentability requirements and the flexibilities to the

patentability criteria are mentioned in the TRIPS Agreement.

There are various ministerial declarations of the WTO which deal with public health
such as the Doha Ministerial Declaration, Hong Kong Declaration, Geneva

Declaration etc.. The Doha declaration provided time till January 2016 for the least
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developed countries to provide product patents for pharmaceutical products. This
transition period was extended till July 01, 2021 through the decision of the TRIPS
Council in June 11, 2013 (WTO 2014: 194) and is now further extended till January
01, 2033 in the WTO Council for TRIPS decision of November 06, 2015 (WTO
Document IP/C/73 of 6 November 2015).

Yamabhai, Inthira and Smith, Richard D (2015: 93) note that ‘patenting is associated
with higher prices relative to a regime where patents are not available’. The study
which had a pro patenting approach on many counts, still note that the impact could
range anywhere from 26-277% (Yamabhai, Inthira and Smith, Richard D 2015: 93).

Joseph, Sarah (2011) in her exhaustive study notes that ‘a natural outcome of such
monopoly rights is that prices from IP protected products are inflated’ (Joseph 2011:
214). She calls the WTO rules imbalanced (Joseph, Sarah 2011: 292) and note that
the TRIPS Agreement may compel States to adopt retrogressive measures with
respect to the right to health and that the enforcement of certain unfair rules by the
North against the South could constitute breach of extraterritorial human rights
obligations (Joseph, Sarah 2011: 287).

As Correa, Carlos notes, “Patents work by providing government-sanctioned, limited-
term monopolies as an incentive and reward for useful inventions” (Correa, Carlos
2000a: 2). He considers the significant impact of pharmaceutical patents on access to
medicines, and opines that if developing nations as a whole were to take the stance to
prohibit or suspend the patentability of certain pharmaceutical substances on the
grounds of ordre public, then this could give rise to ‘state practice’ which WTO
panels will have to take into account (See Correa, Carlos M. 2000b: 13). He also
surveys the various legitimate steps available to the developing countries within the
TRIPS framework to ensure access to medicines (Correa Carlos 2007a) and under
Avrticle 30 (Correa, Carlos M. 2007b).

The WIPO Standing Committee on Law of Patents (WIPO 2009) explores the linkages
between the patent system and transfer of technology. While the report favoured
patents as a means to facilitate transfer of technology, it did not find conclusive

evidence of positive impact of patents on transfer of technology. The report noted that
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the patent system transformed public good knowledge into a tradable property with
defined ownership and limits (WIPO 2009: 23, para 91).

UNDP (UNDP 2010) conducted an elaborate study on improving access to medicines
by making use of the flexibilities under the TRIPS Agreement. It noted that the initial
attempts by low income countries to use the flexibilities under the TRIPS Agreement
was fraught with challenges, highlighted the various options including compulsory
licenses as options available under the TRIPS Agreement and further noted the
concerns arising from TRIPS plus Agreements. Several other international
organisations including WHO, WTO, ICTSD, UNCTAD etc. have come out with
study reports on the topic of access to medicines and are elaborately examined.

The survey of these documents is critical as it forms a significant source of
international law. Oppenheim (1996) notes that the international organisations in
international life contributes to more rapid adjustment of customary law to developing
needs of international community (Oppenheim 1996: 30-31). Besides the direct
function of international organisations as potential source of international law, state
practice as displayed in international organisations and the collective decisions and
activities of these organisation form valuable evidence of the general practice
accepted as law in the field of operation of these international organisations
(Oppenheim 1996: 30-31).

Agitha, T.G., (2013:589) notes that the right to health is a universal and inalienable
right and should have precedence over commercial interests and the governments
have the duty to ensure universal health coverage. The incorporation of IPRs into the
global trade regime has considerably impacted the right of the States to set health
policies and priorities and the pharma industry has played a key role in incorporating
the IP agenda into the GATT (Agitha, T.G., 2013: 589). She further notes that market
driven research and development ignore the needs of the people with no purchasing
power (Agitha, T.G., 2013: 589). Currently much of the research is directed to
specific diseases placed on agenda by a few wealthy donors. In 2010-11 WHO’s
budgetary funding for infectious diseases had negligible allocation for non

communicable diseases such as cardio vascular diseases, diabetes, cancer, chronic
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respiratory disease which account for 63% of deaths world wide of which 80% occur
in low and middle income countries (Agitha, T.G. 2013: 593).

Bryan Mercurio (2006) notes in his elaborate study on TRIPS plus agreements that
the TRIPS is not a definitive agreement on IPRs that some hoped it would be, but
instead it represents one part of a larger cycle in which developed countries engage in
bilateralism, regionalism and multilateralism to engage their interests and secure

concessions from other nations (Bryan Mercurio 2006: 216).

Review of certain decisions of the DSB pertaining to the TRIPS Agreement has also
been done. In decisions such as China — Measures Affecting the Protection and
Enforcement of Intellectual Property Rights (WT/DS362/R of 26 January 2009), the
wide reach of the WTO dispute settlement process becomes evident when the content
of national legislation is reviewed by the Panel for compliance with the TRIPS
Agreement. Canada — Patent Protection of Pharmaceutical Products (DS114 of 17
March 2000) was an important decision for health rights, as the regulatory review
exceptions under Canadian law were upheld by the Panel. However, the Panel did not
uphold the stockpiling exception which does not advance the cause of the right to
health.

On TRIPS plus Agreements, Hsu (2006: 528) states that there is even the practice of
templates or standard terms for free trade agreements or Trade and Investments
Framework Agreements that are used by developed countries like United States on the
basis of which they may try to argue that the repeated use of such templates or
standard forms reflect the customary international law position on certain provisions
(Hsu 2006: 532). This may encourage powerful states to proactively enter into
numerous bilateral treaties on certain terms which they wish to promote as customary
international law. The question then arises as to whether economically less influential
States would be bound by such provisions found in many regional trade agreements

promoted by economically powerful and influential states (Hsu 2006: 538).

The Trans-Pacific Partnership Agreement entered into between United States,
Canada, Australia, New Zealand, Malaysia, Singapore, Japan, Mexico, Peru, Vietnam,

Brunei and Chile in October 2015 has significant TRIPS plus provisions. The TPPA
12



note that a Party may in formulating and amending its laws adopt measures necessary
to protect public health and nutrition and promote public interest in sector of vital
importance to their socio-economic and technological development to the extent they
are consistent with the provisions of Chapter 18 of the TPPA on IPR (Article 18.3.1
of TPPA). The TPPA has TRIPS plus provisions such as patents for new uses of a
known product, new methods of using a known product, new processes of using a
known product (Article 18.37.2 of TPPA), patent extension for unreasonable delays in
a Party’s issuance of patents, adjusting the term to compensate for such delays

(TPPA, Article 18.46.1) etc.

On similar lines is the currently under negotiation Regional Comprehensive Economic
Cooperation Agreements (“RCEP”) between Indonesia, Malaysia, Philippines,
Singapore, Thailand, Brunei, Vietham, Laos, Myanmar, Cambodia with ASEAN Plus
Three i.e. China, Japan, South Korea and with India, Australia, New Zealand.
India is currently in advanced stages of negotiation of the RCEP (Economic Times,
February 17, 2016).

The study by Hoen et.al (2011) state that in 2011 only a third of the 33.3 million
people living with HIV and requiring treatment receive such treatment. Medicins san
Frontieres (hereinafter “MSF”) pointed out in 2001 that millions were dying because
of lack of access to medicines (Orbinski, James 2001: 223). It also reported that the
United States had offered loans to 24 heavily indebted sub-Saharan states at reduced
rates to buy patent protected drugs (Orbinski, James 2001: 226). Such loans will only
add to the debt burden of these heavily debt stricken countries. Many developing
countries may not be able to use the flexibilities available under the TRIPS
Agreement as pharmaceutical companies actively discourage the use of compulsory
licensing provisions by governments as it would reveal the actual cost of production
and the true profit margins (Orbinski, James 2001: 228).

New drugs of consequence to developing countries such as drugs against malaria,
tuberculosis etc. are not developed by pharmaceutical companies. Orbinski, James
(2001) points out that there have been no new drugs developed for the treatment of

tuberculosis after the development of rifampicin in 1967.
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As the below graph from WHO as on December 2014 shows, the number of Hepatitis
C patients in the developing world is much higher compared to the developed
countries (See Beyer, Peter 2014). Countries with the greatest number of HCV
infections are China, Pakistan, Nigeria, Egypt and India and the countries with least

number of HCV infections include countries such as US, Brazil, Japan etc..

Table 1: Countries with Greatest Number of HCV Infections
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A 2010 EU study notes that discrepancies exist in the availability of medicines to treat
influenza A(H1N1). For e.g. the availability of stockpiles of Tamiflu was 71000
courses at Cambodia, 500000 in Thailand, 1000 in Uganda while United States had 70
million treatment doses by mid-2008. Even these numbers in the developing countries
apparently were based on donations from pharmaceutical companies like Roche and
from various other countries and after negotiations with pharmaceutical companies
(European Union 2010: 59). The study recommends equity in the availability of
health care (European Union 2010: 60).

An Oxfam study noted that in an eastern province of Zambia, poor rural women spend
up to $7 to purchase antibiotics for the treatment of childhood pneumonia when
majority of the people survive on less than $1 a day (Oxfam 2002: 215).
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The EU study note an FAO estimate of 2008 that HPAI (H5N1) has resulted in USD
20 billion in economic losses and that an influenza pandemic by this virus will cost
the global economy USD 2 trillion. Such an outbreak would impact service sectors
such as tourism, retail trade, transport, entertainment etc. and the cost of the illness

can include medication and hospitalization etc. (European Union 2010: 71).

The proponents of liberalisation note that intense foreign competition will bring
overall gains to the economy while it may not be immediately obvious (Heydon,
Kenneth, 2014: 1054). While the strong regime for IP has been pursued and enforced
through TRIPS Agreement and TRIPS plus Agreements, scholars point out that if
strong IP laws led to a strong economy, then Sub Saharan countries would have the
strongest economies in the world since they have adopted some of the highest levels

of protection (Farley, Christine Haight 2014: 102), which definitely is not the case.

2.3. TRIPS Agreement, India and the Right to Health
Mahajan, Madhur Mohit (2011: 322) notes that the Indian pharmaceutical market

remained import dependent till the 1960’s when the government implemented policies
facilitating local production. The laws and policies of the Government of India in the
1970s enabled the increase in pharma production and pharma units in India. From
about 2200 pharma manufacturing units in 1969-70 period the number of units in
India increased to around 24,000 by 1995-96 (Mahajan, Madhur Mohit 2011: 323).
The Government of India founded 5 state owned pharmaceutical companies namely,
The Bengal Chemical and Pharmaceutical works (1930) which was the first public
sector drug manufacturer, The Hindustan Antibiotic Ltd (1954), Indian Drugs and
Pharmaceutical Ltd (1961, with Soviet assistance), Bengal Immunity Ltd., Smith
Stanistreet Pharmaceutical, and Indian Drugs and Pharmaceutical Corporation
(Mahajan, Madhur Mohit 2011: 329). The strong generic medicines manufacturing

base and consequent cheap availability of medicines in India was due to such policies.

As Kadri, Harunrashid and Saykhedkar, Medha (2011) note, most of the patents in
India are owned by foreign investors primarily from the United States which indicate
that the United States has been a major beneficiary of the TRIPS Agreement in India
(See Kadri, Harunrashid and Saykhedkar, Medha 2011:223).
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Chimni, B.S. (1993), argue that the review of theoretical evidence shows that a
positive association between strong protection and transfer of technology and foreign
direct investment is at best uncertain and does not offer justification for introducing

hard patents regime in India and other developing countries (Chimni, B.S. 1993: 238).

Lee Minsoo and Park Donghyun (2013) note that while intuitively appealing,
evidence from empirical literature that tests the relationship between IPR protection
and FDI is at best mixed (Lee Minsoo and Park Donghyun 2013:1). The study
conclude that IPR protection promotes FDI inflows in countries with informal
economies smaller than a threshold value, but not in the case of countries with GDP
above the threshold value (Lee Minsoo and Park Donghyun 2013:13).

Various Govt. reports have been reviewed. The 2005 Report of the Task Force to
Explore Options Other than Price Control for Achieving the Objective of Making
Available Life-Saving Drugs at Reasonable Prices considered various options other
than price control to make life saving drugs available at reasonable prices
(Government of India 2005b). In the matter of data protection, the 2007 Satwant
Committee Report in India looked into data protection as required under Article 39.3
of TRIPS Agreement and noted that the TRIPS Agreement does not clearly state the

manner in which data protection is to be provided (Government of India 2007: iv).

Various decisions of the courts in India on the matter of the right to health have been
considered, including Natco Pharma v. Bayer Corporation (Compulsory License
Application 1 of 2011) and Natco Pharma Ltd. v. Union of India (Supreme Court,
Civil Appeal Nos. 2706-2716 of 2013).

The 1940 Drugs and Cosmetics Act in India define the term ‘drug’ and it includes
medicinal devices as well. The 2013 Drug (Prices Control) Order, 2013 empowers
the government to fix medicinal prices and the manner in which it is to be done. The
1970 Patents Act in India lays down the patentability criteria and among other things,
the various means by which patent holders rights can be overridden. While the 1970
Patents Act do have some provisions to deal with above mentioned situations, but the

same may not be adequate. The reality remains that price of medicines increase very
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frequently and thereby making them unaffordable to a large section of the society.

The 2002 Competition Act deals with cartelisation in India.

On protection of test data, in India there is no comprehensive legislation that is
enacted to deal with the same, but the protection is afforded through a multiplicity of
laws all of which partially deal with the subject. The 1968 Insecticides Act regulates
insecticides and other related agro chemicals and provision of test data for regulatory
approval while the 1940 Drugs and Cosmetics Act regulates the import, manufacture

and sale of drugs and cosmetics and provision of test data in certain cases

2.4. TRIPS Agreement and Practices from Different Countries

The legislation in various developing countries such as South Africa, Namibia,
Kenya, Thailand, Argentina etc. is reviewed. The perusal of the legislation in these
developing countries reveals that some flexibilities such as compulsory licensing,
price control, interchangeable medicines etc. have been mandated in these countries
for public health considerations.

The legislation in developed countries such as Canada, U.S. is briefly surveyed. The
2010 Patient Protection and Affordable Care Act in the United States brought about
by the Obama administration sought to bring about non-discriminatory access to
health care to all in the insured sector in the United States. The legislation makes it
mandatory for all individuals in the United States to maintain insurance coverage

failing which they will be penalised.

The case proceeding before the NAFTA, Eli Lilly and Company vs. Government of
Canada (UNCT/1/2) is a significant case in which the pharmaceutical company Eli
Lilly has taken the Government of Canada to arbitration under the North American
Free Trade Agreement. In this proceeding Eli Lilly and Company is attempting to

relitigate the decisions in two Federal Court Proceedings in Canada.

2.5. The Right to Health and GATT 1994, SPS, TBT and GATS
The SPS, TBT and the GATS have provisions which impact the right to health.

Avrticle 3.1, 3.3 and 5.3 of the SPS Agreement have been the subject matter of many
disputes under the SPS Agreement. Under Article 3.1 of the SPS Agreement, the
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principle of harmonisation is laid down, which states that to achieve harmonisation of
sanitary or phytosanitary measures as much as possible, Members are to base their
sanitary or phytosanitary measures in international standards, guidelines,
recommendation etc. where they exist. However, under Article 3.3 of SPS Agreement
Member may introduce sanitary or phytosanitary measures which result in higher
level of sanitary or phytosanitary protection than those achieved by measures based
on international standards where there is scientific justification or where the Member
determines such higher measure to be appropriate based on risk assessment and
determination of appropriate level of sanitary or phytosanitary protection under article
5. However, such measures are not to be inconsistent with any other provision of the

SPS Agreement.

The number of disputes pertaining to SPS Agreement is several and is increasing.
The study of these disputes is important, especially as the developing countries and
least developing countries do not have the same capability as the developed countries
in dealing with these disputes. Zeng, Ka (2013) observe that there is strong evidence
that members with greater government efficiency and regulatory quality are more
likely to successfully absorb the legal costs associated with litigation at the WTO and
also to obtain positive panel decisions (Zeng, Ka 2013: 204). Conflicting views are
held by scholars like Mitchell (2013) who notes that there seems to be no inherent
bias in the system against developing countries and that rules and procedures can
prevent the most powerful states from dominating the smaller countries in these
disputes (Mitchell 2013:102).

In Argentina — Measures affecting the Import of Pharmaceutical Products
(WT/DS233/1 of 30 May 2001) India approached the DSB alleging that the
Argentina's Law/Act No. 24.766 and Decree No. 150/92, constituted unnecessary
obstacles to international trade and prevented Indian pharmaceuticals from entering
into the Argentinean market. In Indonesia — Measures Concerning the Importation of
Chicken Meat And Chicken Products, (WT/DS484/1) Brazil raised request for
consultations against Indonesia that certain Indonesian measures on shipping and
quarantine on importation of chicken meat and chicken products are ‘unnecessarily
constraining and discriminatory against the exports’ and that they ‘are not based on

relevant international standards, guidelines or expectations’, etc.
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A review of the various decisions in the context of SPS and TBT Agreements is
undertaken to understand the approach adopted by the various AB and Panel reports
on trade and human rights. in EC Measures Concerning Meat and Meat Products
(Hormones) (WT/DS26/AB/R, WT/DS48/AB/R of 16 Jan 1998) in the face of the
argument by EC that precautionary principle is customary international law, the AB
noted that precautionary principle at least outside the field of international
environmental law still awaits authoritative formulation (WT/DS26/AB/R,
WT/DS48/AB/R of 16 Jan 1998, para 123). In Canada — Continued Suspension of
Obligations in the EC — Hormones Dispute (WT/DS321/R of 21 March 2008), the AB
made several observations favouring health protection, but in the end the AB decided
that the SCVVPH Opinions do not constitute a risk assessment as they do not satisfy the
definition of risk assessment contained in Annex A(4) second sentence and that the
scientific evidence referred to in the opinions do not support the conclusion therein.

The EC was required to remove its non-conforming measures.

With reference to the TBT Agreement and even otherwise, the decision in European
Communities - Measures Affecting Asbestos and Products Containing Asbestos
(WT/DS135/AB/R of 12 March 2001, para. 172) is the most important among the
various decisions from a right to health perspective and in this decision the AB noted
human health as being "important in the highest degree." The AB also noted that it is
undisputed that WTO Members have the right to determine the level of protection of
health that they consider appropriate in a given situation (WT/DS135/AB/R of 12
March 2001, para. 168). The Panel had also held that the French Decree was
necessary to achieve the public health objective and did not constitute any arbitrary or
unjustifiable discrimination (WT/DS135/R of 18 September 2000, para 8.237).

In the context of GATS, the Trade and Development Report by UNCTAD (UNCTAD
2014: 111) noted that trade in services increased by 5% globally in 2013. In the context
of increase in privatization and commercialisation of the health care sector, nations
may not be able to achieve higher levels of health rights. Chapman, Audrey (2014)
notes, with the exception of the few not for profit organisations, the private sector
primarily comprises of entities which invest in health care to make money and not to

provide affordable health care services. Such private health care facilities have inbuilt

19



incentives to pursue the most profitable treatment methodology and higher
administrative costs (See Chapman, Audrey 2014: 129). In addition, there is now a
general shift from viewing health system as a core social institution for the benefit of
the society to being considered as a commodity (See Chapman, Audrey 2014: 129).
However, public sector financing and delivery plays import role in achieving
universal health coverage and no middle or low income country in Asia has achieved
near universal health care without relying primarily on public or public funded health
system (See Chapman, Audrey 2014: 129).

As can be seen from the above, there is much research now on the topic of the right to
health and the TRIPS Agreement and the TRIPS plus Agreements, while there is less
number of studies which examine the SPS, TBT Agreements and the GATS from the
perspective of right to health. Of these the GATS is even less researched from the
perspective of right to health. The comprehensive examination of these four
agreements in this thesis is expected to contribute to the literature which can provide
the developing country perspective on the outcome of the interface between the right

to health and the major WTO agreements, in international law.

3. Objective and Scope

This study attempts to see:

a) How does the TRIPS, SPS, TBT, GATS agreements and TRIPS plus Agreements,
affect the right to health of populations?

b) What are the options available to the nations to protect the right to health under the
WTO Agreements?

The patentability of diagnostic, therapeutic and surgical methods, microorganisms etc.
have not been researched in this thesis except briefly in Chapter 3 and 4. SPS and
TBT related provisions in domestic law are only briefly surveyed. The coverage of the
DSB decisions, TRIPS plus agreements etc. are done on indicative basis and not

exhaustively.

4. Research Questions

The study proposes to address the following research questions:

1. What is the status of the right to health under international law?

20



2. Whether the right to health as established under various international legal
instruments is adversely affected by the TRIPS Agreement, SPS, TBT and GATS
Agreements under the WTO, with special reference to developing countries?

3. What is the status of the right to health under the various DSB decisions?

4. What are the options available under the TRIPS Agreement, SPS, TBT and GATS
Agreements to uphold the right to health?

5. Whether the flexibilities under the TRIPS Agreement are sought to be by passed
through TRIPS plus Agreements?

6. What are the changes in law in various States pursuant to the WTO obligations
and whether they negatively impact the right to health?

7. What specific policy and legal steps can be taken by nations to ensure the
availability and accessibility of medicines?

5. Research Methodology

For the purpose of this thesis, primary legal documents at the international, regional
and bilateral level on the subject have been examined along with decisions rendered
by international adjudicatory bodies such as the WTO DSB on the subject matter.
Further, documents published by intergovernmental organisations such as the WHO,
ICTSD, UN, WIPO, WTO, UNCTAD, EU etc. have been perused. Scholarly views
by various authors such as expressed in academic journals, books, and reports etc., on

the topic have been reviewed.

6. Chapterisation

In Chapter 2 the various human rights provisions are looked at to understand the

concept of the right to health in law and its standing in international law.

In Chapter 3, the TRIPS Agreement and its impact on the right to health is examined.
In addition to the provisions of the TRIPS Agreement, various decisions of the DSB
dealing with TRIPS Agreement is reviewed. Studies by various intergovernmental
organisations such as WHO, UNDP, ICTSD, UNCTAD, WTO etc. are also reviewed

herein.

In Chapter 4 the Indian legal scenario is examined in detail. Various study reports by

the Indian Government, legislative provisions and regulations there under,
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government policies and various judicial decisions in India are examined. Examples
from India bring out that the medicinal pricing by patent holders in many cases is
several hundred times more than the price at which generic competitors are ready to

sell the product.

In Chapter 5 the legal provisions on the topic in some developing countries and some
developed countries are examined. This is imperative as under Article 38(1) of the
Statute of the International Court of Justice, general principles of law recognised by

civilized nations are a source of international law.

In Chapter 6, the SPS, TBT and GATS agreements are studied. Various decisions of
the DSB on SPS, TBT and GATS agreements impacting the right to health are

reviewed.

Chapter 7 is where the conclusions of the thesis are recorded.
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CHAPTER 2

THE INTERNATIONAL LAW ON THE RIGHT TO HEALTH

1. Introduction
Health is defined in Article I of the 1978 Declaration of Alma-Ata as below:

.... health, which is a state of complete physical, mental and social wellbeing,
and not merely the absence of disease or infirmity, is a fundamental human
right and that the attainment of the highest possible level of health is a most
important world-wide social goal whose realization requires the action of
many other social and economic sectors in addition to the health sector.

The 1978 Declaration of Alma-Ata recognized that the promotion and protection of
the health of the people is essential to sustained economic and social development and
contributes to a better quality of life and to world peace (Article 111 of the Declaration
of Alma-Ata). It also stated that Governments have a responsibility for the health of
their people which can be fulfilled only by the provision of adequate health and social
measures (Article V of the Declaration of Alma-Ata).

As per the report of the Secretary General of the Economic and Social Council of the
United Nations, health is at the heart of the Millennium Development Goals and a
critical precondition for progress on most of those Goals (See Report of the Secretary-
General, Economic and Social Council 2009, E/2009/81, para.1). However, the right
to health scenario in the world in far from satisfactory. According to Report of the
Special Rapporteur® of the Human Rights Council of the United Nations General
Assembly in 2011 (Grover, Anand (2011), UN Doc. A/HRC/17/43 of 16 March 2011:
3-4) despite recent progress, massive inequalities remained in access to medicines
around the world, as nearly 2 billion people (or one third of the world’s population)

lack such access. Furthermore, more than 100 million people fall into poverty

% “Special Rapporteurs are special mechanisms/procures established by the Commission on Human
Rights to deal with either selected substantive human rights problems or with the human rights
situation in a given country. This competence originates from ECOSOC resolution 1235 (XLII) that
has empowered the Commission on Human Rights in appropriate cases to make a thorough study of
situations which reveal consistent pattern of violations of human rights, Started in 1967, special
procedures are widely appreciated as one of the main pillars of the United Nations human rights
programme. ... The General Assembly has adopted Regulations Governing the Status, Basic Rights and
Duties of Officials other than Secretariat Officials, and Experts on Mission, which could be applicable
to the holders of the discussed mandates”, Zdzislaw Kedia (2003) United Nations Mechanisms to
Promote and Protect Human Rights, Janusz Symondies (ed.), Human Rights: International Protection,
Monitoring, Enforcement, Aldershot, England: Ashgate Publishing Limited and UNESCO: 49-50
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annually because of high health-care costs. This is inspite of that several international
declarations, documents etc. over the past several decades emphasise the importance
of health.

Rajkumar (2012: 351) notes that health is fundamental to one’s existence and that
public health crisis demonstrates that without a sound system of dealing with health
care unnecessary sufferings and death could be caused. He further notes that rule of
law in its modern sense encompass a number of things including protection and

promotion of human rights (See Rajkumar 2012: 357).

In such context, it is relevant that the Report of the Special Rapporteur of the Human
Rights Council of the United Nations General Assembly in 2011 noted that the right
to health is negatively affected by the TRIPS Agreement. The report states as below
(Grover, Anand (2011), UN Doc. A/HRC/17/43 of 16 March 2011, para 47):

47. While intellectual property rights have the important function of providing
incentives for innovation, they can, in some cases, obstruct access by pushing
up the price of medicines. The right to health requires a company that holds a
patent on a lifesaving medicine to make use of all the arrangements at its
disposal to render the medicine accessible to all. As patents create monopolies,
limit competition and allow patentees to establish high prices, they
consequently have a significant impact on access to medicines. While some
countries lack sufficient awareness about the use of TRIPS flexibilities and
have limited technical capacity to implement them, others have not
streamlined their patent laws sufficiently to facilitate use of such flexibilities.
Furthermore, pressure from developed countries and multinational
pharmaceutical corporations have played a prominent role in shaping the
implementation of TRIPS flexibilities in developing and least developed
countries. For example, a number of developing countries, while attempting to
implement TRIPS flexibilities to address public health concerns have
experienced pressures from developed countries and multinational
pharmaceutical corporations.

Given this background, the right to health as laid down in international legal
instruments such as the 1946 Constitution of the World Health Organization
(hereinafter “WHO Constitution”) and various resolutions by the WHO, 1948
Universal Declaration of Human Rights (hereinafter “UDHR”), the 1966
International Covenant on Economic Social and Cultural Rights (hereinafter
“ICESCR”), the 1945 Charter of the United Nations (hereinafter “UN Charter”),
various regional instruments like the 1948 American Declaration on the Rights and
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Duties of Man, studies by the Economic and Social Council of the United Nations,
resolution by the Office of the High Commissioner for Human Rights, reports by the
Special Rapporteurs of the United Nations, decision of the International Court of
Justice, some jurisprudential theories etc. are examined in this chapter and it is sought
to be identified whether the status of the right to health in international law could be
of some relief against the onslaught of various trade law requirements pursuant to the
WTO.

2. International Instruments

Treaties are effective instruments for improvements of rights when there is
opportunity for political and/or legal mobilization to demand effective
implementation (Elkins Zachary, Ginsburg Tom and Simmons Beth, 2013: 64-64).
International instruments have powerful coordinating effect on the contents of
national constitutions and normative convergence has been accomplished by actual
human rights practice (Elkins Zachary, Ginsburg Tom and Simmons Beth, 2013: 64-
65). The following is a perusal of the various international instruments on the right to
health.

2.1. 1946 WHO Constitution
The WHO was established as a specialized agency of the United Nation with the

explicit purpose to promote the right to health. The Constitution was adopted by the
International Health Conference held in July 1946 by the representatives of 61 States
and entered into force on April 7, 1948. The WHO in some respects can be considered
to be successor to the Office International d’Hygiene Public (hereinafter “OIHP”)
which was established in 1907.The WHO had accepted responsibility with respect to
the OIHP assets, collected arrears from some of the member states and also accepted
the pension responsibilities of some of the staff members of the OIHP (Klabbers, Jan
2009: 20).

The preamble of the WHO Constitution states that ‘the enjoyment of the highest
attainable standard of health is one of the fundamental rights of every human being
without distinction of race, religion, political belief, economic or social condition’.

This WHO statement has been subsequently reaffirmed through the provisions of
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international legal instruments of universal acceptance such as article 25 (1) of the
UDHR and article 12 of the ICESCR.

The preamble to the WHO Constitution provides that health is a state of complete
physical, mental and social wellbeing and not merely the absence of disease or
infirmity. The preamble recognizes that the achievement of any state in the promotion
and protection of health and control of disease is of value to all and that the unequal
development in different countries in the promotion and control of disease is a
common danger. The preamble emphasizes that the extension to all people of the
benefits of medical, psychological and related knowledge is essential to the fullest
attainment of health. The preamble also speaks of the responsibility of governments
for the health of their people which can be fulfilled only by the provision of adequate

health and social measures.*

Article 1 of the WHO constitution makes it clear that the objective of the World
Health Organization shall be the attainment by all peoples of the highest possible
level of health. Towards this end, WHO has made much contribution and the

achievements of the organization in the last decade include WHO/UN

* Preamble of the WHO constitution states as below:
The States parties to this Constitution declare, in conformity with the Charter of the United
Nations, that the following principles are basic to the happiness, harmonious relations and
security of all peoples:
Health is a state of complete physical, mental and social wellbeing and not merely the absence
of disease or infirmity.
The enjoyment of the highest attainable standard of health is one of the fundamental rights of
every human being without distinction of race, religion, political belief, economic or social
condition.
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 States.
The achievement of any State in the promotion and protection of health is of value to all.
Unequal development in different countries in the promotion of health and control of disease,
especially communicable disease, is a common danger.
Healthy development of the child is of basic importance; the ability to live harmoniously in a
changing total environment is essential to such development.
The extension to all people 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.
Governments have a responsibility for the health of their people which can be fulfilled only by
the provision of adequate health and social measures.

Accepting these principles, and for the purpose of co-operation among themselves and with others to
promote and protect the health of all peoples, the contracting parties agree to the present Constitution
and hereby establish the World Health Organization as a specialized agency within the terms of Article
57 of the Charter of the United Nations.

26



Prequalification of Medicines Programme which enabled treatment of 4 million
HIV/AIDS patients, WHO/Health Action International (HAI) survey methodology,
which facilitated survey of availability and affordability of heath care in over 50
countries as part of the monitoring of Millennium Development Goals (WHO 2010,
WHO/EMP/2010.2: 1).

In the view of some scholars, the WHO inspite of all its weaknesses is the appropriate
body to take leadership in global health issues including health research and
development (Agitha, T.G. 2013: 593). The various resolutions passed by the WHO

are useful to note in the context of this study.

2.1.1. Resolutions of the WHO
Several resolutions of the World Health Assembly of the WHO and report/decisions

from the Executive Board also emphasise on the right to health and the impact of the
TRIPS Agreement etc.

2.1.1.1. 2003 Resolution
A 2003 resolution adopted by the WHA reaffirms that public health interests are

paramount in both pharmaceutical and health policies and urges member states to
adapt national legislation in order to use to the full the flexibilities contained in the
TRIPS Agreement (See WHO 2003, WHAS56.27, para 1). The resolution noted that to
tackle new public health problems such as severe acute respiratory syndrome (SARS)
access to new medicines with potential therapeutic effect, health innovations and
discoveries should be universally available without discrimination (See WHO 2003,
WHA56.27, recital). Another issue highlighted by the WHO in this resolution is that
the research by the pharmaceutical companies is geared to meet the diseases in the
developed would than on the developing world (See WHO 2003, WHA56.27, para 1).
The same WHA resolution note that of the 1400 new products developed by the
pharmaceutical industry between 1975 and 1999 only 13 were for tropical diseases
and 3 were for tuberculosis. It also noted that developed countries represent nearly
90% of the global pharmaceutical sales whereas of the 14 million global deaths due to
infectious diseases 90% occur in developing countries (See WHO 2003, WHA56.27,

recital).
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2.1.1.2. 2005 International Health Regulations

The WHO has recommended through its resolution that member states should provide

support to developing countries and economies in transition — if they so request — in
building, strengthening and in the maintenance of the public health capacities as
required under the 2005 International Health Regulations (WHO 2005, WHAS58.3,
para 5(3)).

Article 2 of the 2005 International Health Regulations states that the purpose and
scope of the regulations is to:

prevent, protect against, control and provide a public health response to the
international spread of disease in ways that are commensurate with and
restricted to public health risks, and which avoid unnecessary interference
with international traffic and trade.

Further Article 3(4) provides that ‘states have in accordance with the Charter of the
United Nations and principles of international law the sovereign right to legislate and
implement in pursuance of their health polices’ and that in doing so they shall uphold

the purpose of the Regulations.

A WHO WTO joint study note that the basic principles which underlie these
regulations is that there should be minimum interference with world traffic due to
reasons such as epidemics and that there should be efficient response preparedness for
epidemics, stockpiling of medicines etc. to achieve this goal (WHO and WTO 2002:
59, para 100).

2.1.1.3. 2008 Resolution
The WHA resolution Global Strategy on Public Health, Innovation and Intellectual

Property adopted by the WHO in 2008 highlights that price of medicines is one of the
factors that can impede access to treatment (WHO 2008, WHAG61.21: para 11).
However, this resolution does not portray the TRIPS Agreement as an impediment to
the right to health, but highlights the requirement to use the flexibilities provided in
the TRIPS Agreement.
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2.1.1.4. 2008 Report of the Expert Working Group

The Report of the Expert Working Group on Research and Development Financing by
the WHO (WHO 2008, WHAG1.21, 24) studies the interface between patents and the
right to health. The report does the following:

i.  adopted the view that IPRs do not and should not prevent Member states from
taking measures to protect public health (See (WHO 2008, WHA®61.21,24,
para 20).

Ii.  note that IPRs are an important incentive in the development of new health
care products and further provides that this incentive does not meet the need of
the development of new products to fight diseases where the potential of the
paying market is small or uncertain (WHO 2008, WHAG61.21,24, para 25).

iii.  recommend that international negotiations on issues related to IPRs and health
should be coherent in their approaches to promotion of public health (WHO
2008, WHA61.21,24, para 21).

iv.  note that several factors contribute to the price of health products and medical
devices and that competition and reduction or elimination of import tariffs on
these products and devices can contribute to the reduction of prices. Countries
are recommended to carefully monitor their supply and distribution chains and
procurement practices to minimize costs that can adversely influence the price
of the medical products and devices (WHO 2008, WHAG61.21, para 26).

Innovative tax methods such as tax on arms trade market, financial transactions,
internet usage, airline taxes etc. have been suggested by the WHO through its Report
of Expert Working Group on Research and Development Financing in December
2009 (WHO 2009, EB126/6 Add.1, para 22-23).

2.1.1.5. 2009 Resolution
In its 2009 resolution the WHO calls for a global health research and innovation co-

ordination and funding mechanism to be created with support from various sources
such as business, government, consumer contributions etc. to target various health
initiatives such as research and development of new drugs, vaccines, diagnostics and
intervention strategies against priority health conditions of the poor; to support
research in areas that are essential for improving health including health policy and

health systems research, to enhance innovation capacities and environments in low
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and middle income countries, to operate health research laboratory with regional
expression to monitor disease and track research and development regularly (WHO
2009, EB126/6 Add.1, para 16).

2.1.1.6. Legal Recourse by WHO
In 1993 the General Assembly of the WHO passed a resolution in which it sought the

opinion of the International Court of Justice as to whether the use of nuclear weapons
would be in contravention of international law including the Constitution of the
WHO. The International Court of Justice held that in order to determine so, it must
satisfy two grounds i.e. it should be a question of legality and second it must be within
the scope of work of such organization. The court refused to provide such advisory
opinion on the ground that the though the question is one of legality, the WHO was
not competent to raise such issue, since it was only a specialized body of the United
Nations with a separate scope of work. However, inspite of the setbacks such as these,
through the actual work of the WHO on the health front, it is definitely a pre-eminent
body as far the health issues are concerned (Klabbers, Jan 2009: 6).

The decision is discussed in more detail in para 8.2 below.

2.2. Universal Declaration of Human Rights, 1948

The Universal Declaration of Human Rights (hereinafter “UDHR”) was proclaimed
by the United Nations General Assembly in Paris on December 10, 1948. The UDHR
is a common standard of achievement for peoples and nations and represent the
fundamental human rights to be universally protected.”> Article 25(1) of the UDHR
states that:

Everyone has the right to a standard of living adequate for the health and well
being of himself and of his family, including food, clothing, housing and
medical care and necessary social services, and the right to security in the
event of unemployment, sickness, disability, widowhood, old age or other lack
of livelihood in circumstances beyond his control.

While Article 25(1) speaks explicitly of health, Article 22 speaks of right to social

security. In the words of Mary Robinson, the United Nations High Commissioner for

> See [online: web] Accessed 29 January 2016 URL:
http://www.ohchr.org/EN/UDHR/Pages/Introduction.aspx
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Human Rights in 2001, the corner stone of economic, social and cultural rights is
Article 22 of the UDHR, which provides that everyone is entitled to the realization of
economic, social and cultural rights that are indispensable for his or her dignity and
free and full personal development (Robinson, Mary 2001: 210). The five articles that

follow elaborate on the economic rights, including the right to health.

2.3. 1966 ICESCR

As on April 19, 2015, there are 164 state parties and 70 signatories to the ICESCR.®
The ICESCR entered into force in 1976. India acceded to the ICESCR on Aprill0,
1979. India is yet to sign the ICESCR.

The preamble to the ICESCR states that the recognition of the inherent dignity and the
equal and inalienable rights of all members of the human family is the foundation of
freedom, justice and peace in the world. Also, the preamble states that ideal of free
human beings enjoying freedom from fear and want can be achieved only if
conditions are created where everyone may enjoy economic, social and cultural rights
as well as civil and political rights. The preamble further also affirms that obligations
of the States under the UN Charter to promote universal respect for and observance

of, human rights and freedoms.

Thereafter Article 12 (1) of the ICESCR specifically refers to the ‘right of everyone to
the enjoyment of the highest attainable standard of physical and mental health’.’
Article 12(2) (d) of the convention states that the steps to be taken by the State Parties
to achieve the full realization of the right to health shall include those necessary for

® See [online: web] accessed on 19 April 2015 URL:
http://treaties.un.org/Pages/ViewDetails.aspx?src=TREATY &mtdsg_no=IV-3&chapter=4&lang=en
" Article 12 states as below:

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. (emphasis added)
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:
€)] The provision for the reduction of the still birth rate and of infant mortality and for
the healthy development of the child;
(b) The improvement of all aspects of environmental and industrial hygiene.
(© The prevention , treatment and control of epidemic, endemic ,occupational and other
diseases;
(d) The creation of conditions which would assume to all medical service and medical

attention in the event of sickness. (emphasis added)
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the creation of conditions which would assume to all medical service and attention in

the event of sickness.

Further, Article 15(1) (b) provides that the States which are parties to the Covenant
recognizes the right of every one to enjoy the benefits of scientific progress and its
applications. It further states that the steps to be taken by the State Parties to achieve
the full realization of this right shall include those necessary for the conservation,
development and diffusion of science and culture (Article 15(2) of the ICESCR).

Thus one can say that the right to health includes obligation of the State to enable full

realisation of the right to health including medical service and benefits of science.

2.3.1 2008 Optional Protocol to the ICESCR
This protocol in its preamble:

a) recognized the inherent dignity and the equal and inalienable rights of all
members of the human family as the foundation of freedom, justice and peace
in the world.

b) reaffirmed that the UDHR proclaimed that all human beings are born free and
are equal in dignity and rights and that everyone is entitled to all the rights and
freedoms set forth therein, without distinction of any kind such as race, colour,
sex, language, religion, political or other opinion, national or social origin,
property, birth or status.

c) recalled that the UDHR and the ICESCR and the ICCPR recognize the ideal of
free human beings enjoying freedom from fear and want can be achieved only
of conditions are created whereby everyone may enjoy, civil, cultural,
economic, political and social rights

d) reaffirmed the universality, indivisibility, interdependence and inter

relatedness of all human rights and fundamental freedoms
From a right to health perspective all the above are important as this brings out the

key rights of people irrespective of the nation, culture or society they are born in, the
right to enjoy the right to health as well.
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2.4. 1989 Indigenous and Tribal Peoples Convention (C169, International

Labour Organisation )

Avrticle 25 of the convention states that government shall ensure that adequate health
services are made available to the indigenous and tribal people concerned or, the
government is required to provide them resources to allow them to design and deliver
such services under their own responsibility so that they may enjoy the highest
attainable standard of physical and mental health. Further, Article 24 of the
convention requires that social security schemes shall be extended progressively to
cover the indigenous and tribal people concerned and applied without discrimination

against them.

As on 21 September 2015, the convention is ratified by 22 states.®

2.5. 1989 Convention on the Rights of the Child
The 1989 Convention on the Rights of the Child (hereinafter “CRC”) in its preamble

note that the people of the United Nations have in the Charter reaffirmed their faith in
fundamental human rights and have determined to promote social progress and better
standards of life in larger freedom. The CRC note in the preamble that the United
Nations has in the UDHR and ICESCR and the ICCPR proclaimed that everyone is
entitled to the rights and freedoms set forth therein without distinction of any kind
such as race, colour, sec, language, religion, political or other opinion, national or

social origin, property, birth or other status.

The obligation to protect the right to health of children is mentioned in the
Convention on the Rights of Child which entered into force in 1990. Article 24(1) of
the Convention state that the State Parties recognise the right of the child to
enjoyment of the highest attainable standard of health and also to the facilities for the
treatment of illness and rehabilitation of health. The Convention requires State Parties
to take appropriate measure to diminish infant and child mortality, ensure the
provision of necessary medical assistance and health care to all children, to combat

disease and malnutrition, ensure appropriate pre-natal and post natal health care

8 See ratification status on
http://www.ilo.org/dyn/normlex/en/f?p=1000:11300:0::N0:11300:P11300 INSTRUMENT 1D:31231
4, [Online: web] Accessed 21 September 2015
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mothers, developing preventive health care etc. (Article 24(2) of CRC, 1989). Also,
the state Parties are required to undertake to promote and encourage international co-
operation with a view to achieving progressively the full realization of the rights
mentioned in Article 24 and particular account is to be taken of the needs of the
developing countries (Article 24(3) of CRC, 1989).

3. Regional Instruments

Provisions of regional instruments such as article 11 and 13 (1) Part | of the 1961
European Social Charter (as revised in 1996), article 16 of the 1981 African Charter
on Human and Peoples Rights and article XI of the 1948 American Declaration of the

Rights and Duties of Man call for protection of the right to health.

3.1. 1948 American Declaration of the Rights and Duties of Man
The 1948 American Declaration of the Rights and Duties of Man (hereinafter

“ADHR”) was adopted by member states of the Organization of American States in
Bogota, Columbia, on 2 May 1948. ADHR was the first international human rights
instrument, preceding the UN’s Universal Declaration of Human Rights by several
months.® The OAS consists of 35 independent states and it has also granted observer
status to 62 states including the European Union.!® On the sixtieth anniversary of
ADHR, the General Assembly of the OAS passed the resolution reaffirming that the
ADHR is one of the fundamental instruments of the inter-American human rights
system and urged all member states to continue its effective implementation and to
step up activities geared toward its promotion (See article 1 and 2 of AG/RES. 2361
(XXXVI11-0/08) of the OAS).

Article IX of the ADHR states that every person has the right to the preservation of
his health through sanitary and social measures relating to food, clothing, housing and
medical care, to the extent permitted by public and community resources.**

° [Online: web] Accessed 21 September 2015 URL: http://www.cfr.org/latin-america-and-the-

caribbean/american-declaration-rights-duties-man/p9603

1% TOnline: web] Accessed 21 September 2015 URL: http:/www.oas.org/en/about/who_we_are.asp

' Art XI- Right to the preservation of health and to well being
Every person has the right to the preservation of his health through sanitary and social
measures relating to food, clothing, housing and medical care, to the extent permitted by
public and community resources
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Even the Charter of the OAS recognizes the importance of the right to health when
Article 34 of the Charter of the OAS requires the state parties to devote their utmost
attention to accomplish ‘urban conditions that offer the opportunity for a healthful,

productive, and full life’.

3.2. 1961 European Social Charter
The 1961 European Social Charter (hereinafter “1961 Charter”) (See Appendix for

the relevant provisions) deals with economic and social rights. The 1961 Charter was
signed by all the 47 member states of the Council of Europe and had been ratified by

40 member states.

New rights were added to the 1961 Charter through the Additional Protocol to the
European Social Charter of 1988 and the Amending Protocols of 1991 and 1995. The
1961 Charter is being replaced by the 1996 Revised European Social Charter
(hereinafter “1996 Charter”) (Secretariat of the ESC (March 2009: 1). The revised
1996 Charter is a single instrument in which all the rights granted by the 1961 Charter
and the 1988 Additional Protocol are stated along with amending of certain of the

rights and introducing new ones (Secretariat of the European Social Charter 2009: 1).

According to the resolution*? adopted by the Parliamentary Assembly of the Council
of Europe in 1998, the European Social Charter and its protocols must become a
reference for the whole of Europe and serve as a basis for drafting new legislative and

contractual instruments.

Part I (11) of the 1961 Charter states that “everyone has the right to benefit from any
measures enabling him to enjoy the highest standard of health attainable”. The same

provision is stated in the 1996 Charter.

Article 11 of both the 1961 Charter and the 1996 Charter provides that in order to

ensure effective exercise of the right to protection of health, Parties shall co-operate

12 See Recommendation 1354 (1998) of the Parliamentary Assembly, Future of the European Social
Charter
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and remove as far as possible the causes of health, provide advisory and educational

facilities for the promotion of the right to health etc.

Avrticle 13(1) of both the 1961 Charter and the 1996 Charter has the same language on
the right to social and medical assistance. It states that the Parties shall undertake with
a view to ensure the effective exercise of the right to social and medical assistance
ensure that any person who is without adequate resources and who is unable to secure
such resources by his own or from other sources such as social security scheme be
granted adequate assistance and in the case of sickness the care necessitated by his

condition.

Several other provisions such as Article 12, Articlel4, and Articlel5 speak of social

welfare measures, all of which contribute to the health of an individual.

Further Articlel4 of Additional Protocol to the European Social Charter adopted at
Strasbourg on 5t May 1988 speaks of ‘right of elderly persons to social protection’.

3.2.1. 2011 Council of Europe Recommendation

The Parliamentary Committee of the Council of Europe in the Recommendation titled
Preventive Health Care Policies in the Council of Europe Member States note that
effective preventive healthcare requires equal access to relevant services for all
sectors of the population, regardless of their socio- economic standing (Council of

Europe Member States 2011: para 4).

3.3.1981 African Charter on Human and Peoples Rights

1981 African Charter on Human and Peoples Rights (hereinafter “African Charter”)
was adopted in Nairobi in 1982 and entered into force as on 21 October, 1986. The
African Charter has 53 state parties and is ratified by all 53 state parties. Article 16 of
the African Charter states that every individual shall have the right to enjoy the best
attainable state of physical and mental health and further that State parties to the
African Charter shall take necessary measures to protect the health of their people and
to ensure that they receive medical attention when they are sick.
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In the context of protection of family, the Article 18 of the African Charter states that
the family shall be the natural unit and basis of society and that it shall be protected
by the State which shall take care of its physical health and moral.

Therefore it is clear from the above that at the international level the basic and
universally accepted international instruments emphasize the importance of the right
to health of the individual.

4. United Nations
4.1. 1945 Charter of the United Nations
Article 55(b) *® of the Charter of the United Nations recognizes the right to health as

an important factor towards creating conditions of stability and wellbeing which in

turn are necessary for the peaceful and friendly relations among states.
Also, the specialized agencies like the Economic and Social Council has been given
the mandate to study or initiate studies and report to the General Assembly in matters

such as health (See Article 62 of the Charter of the United Nations.).

4.2. Resolutions of the United Nations General Assembly

4.2.1. 1969 Declaration on Progress and Social Development (Proclaimed by
General Assembly Resolution 2542 (XX1V) of 11 December 1969)
This 1969 Declaration in its preamble:

e reaffirmed the faith in human rights and fundamental freedoms and in the in
principle of peace, of the dignity and worth of human person and of social
justice proclaimed in the United Nation Charter.

3 Article 55 of the Charter of the United Nations states:

With a view to the creation of conditions of stability and wellbeing which are necessary for the

peaceful and friendly relations among nations based on respect for the principle of equal rights and

self-determination of peoples, the United Nations shall 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 co-operation; and

C. universal respect for , and observance of, human rights and fundamental freedoms for all
without distinction as to race, sex, language, or religion.
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e noted that man can achieve complete fulfillment of his aspirations only within
a just social order and that it is consequently of cardinal importance to
accelerate social and economic progress everywhere, thus contributing to
international peace and security.

e recognized that the primary responsibility for the development of developing
countries rests on those countries themselves and acknowledged the pressing
need to narrow and eventually close the gap in the standards of living between
economically more advanced and developing countries and to that end, that
the Members States shall have the responsibility to pursue internal and
external policies designed to promote social development throughout the
world, and in particular to assist developing countries to accelerate their

economic growth,

4.2.2. 1974 Declaration on the Establishment of a New International Economic
Order

This declaration called for the establishment of a new international economic order

based on equity, sovereign equality, interdependence, common interest and
cooperation among all States irrespective of their social and economic systems to
correct inequalities and to redress existing injustices, to make it possible to eliminate
the widening gap between developed and developing countries and to ensure steadily
accelerating economic and social development and peace and justice for present and
future generations (Preamble to GA Res. (1974), 3201 (S-V1)). The declaration noted:
a) that the benefits of technological progress are not equitably shared by all
members of the international community and that developing countries which
constitute 70 percent of the world population account for only 30 per cent of
the world’s income (Article 1 of GA Res. (1974), 3201 (S-V1)).
b) that the gap between developed and developing countries continue to widen in
a system which was established at a time when most of the developing
countries did not exist as independent States and that such system perpetuated
inequality (Article 1 of GA Res. (1974), 3201 (S-VI)).
c) that the developing world has become a powerful factor that makes its
influence felt in all fields of international activity and that such irreversible

changes in the relationship in the world necessitate active, full and equal
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d)

f)

9)

participation of the developing countries in the formulation and application of
all decisions that concern the international community (Article 2 of GA Res.
(1974), 3201 (S-VI)).

That there is close inter relationship between the prosperity of the developed
countries and growth of international community as a whole depends on the
prosperity of the constituent parts and that international co-operation for
development is a shared goal and common duty of all countries (Article 2 of
GA Res. (1974), 3201 (S-V1)).

That the political, economic and social well-being of present and future
generations depends on co-operation between all members of the international
community on the basis of sovereign equality and removal of disequilibrium
between them (Article 3 of GA Res. (1974), 3201 (S-VI)).

That every country has the right to adopt the economic and social system that
it deems appropriate for its own development and not as a result to be
subjected to discrimination of any kind (Article 4(d) of GA Res. (1974), 3201
(S-VD)).

Giving to developing countries access to achievements of modern science and
technology and promoting the transfer of technology and the creation of
indigenous technology for the benefit if developing countries in form and in
accordance with procedures that suit their economies (Article 4(p) of GA Res.
(1974), 3201 (S-VI)).

This declaration ends with the note that the establishment of a new international
economic order shall be one of the most important basis for economic relations
between all peoples and nations (Article 7 of GA Res. (1974), 3201 (S-VI)).

4.2.3. 1975 Declaration on the Use of Scientific and Technological Progress

The 1975 Declaration on the Use of Scientific and Technological Progress in the
Interests of Peace and for the Benefit of Mankind (Proclaimed by General Assembly
Resolution 3384(XXX) of 10 November 1975) (hereinafter “1975 Declaration”) starts
with the recognition that scientific and technological progress has become one of the
most important factors in the development of the human society. The 1975

Declaration proclaimed that all States shall:
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a) take measures to ensure that scientific and technological achievements satisfy
the material and spiritual needs of all sectors of the population

b) co-operate in the establishment, strengthening and development of the
scientific and technological capacity of developing countries with a view to
accelerating the realization of the social and economic rights of the peoples of
those countries

c) take measures to extend the benefits of science and technology to all strata of
the population and to protect them, both socially and materially from harmful
effects of the misuse of scientific and technological developments....

d) take the necessary measures, including legislative measures to ensure that the
utilization of scientific and technological achievements promotes the fullest
realization of human rights and fundamental freedoms without any
discrimination whatsoever on grounds of race, sex, language or religious
beliefs.

e) take effective measures, including legislative measures to prevent and
preclude the utilisation of scientific and technological achievements to the
detriment of human rights and fundamental freedoms and the dignity of the

human person.
Thus this 1975 Declaration emphasised on the need to use technological
advancements for the benefit of mankind and to ensure that even the States supported

this by ensuring required legislative measures.

4.2.4.1993 Vienna Declaration and Programme of Action

Article 1 of the 1993 Vienna Declaration and Programme of Action (hereinafter
“Vienna Declaration”) states that human rights and fundamental freedoms are the
birth right of all human beings and that their protection and promotion is the first
responsibility of governments. Therefore, it is clear that governments cannot absolve
or shirk away the responsibility to ensure the well-being of its citizens (See Article 1
of the 1993 Vienna Declaration, A/ICONF.157/23). Also, the Vienna Declaration
provides that the promotion and protection of all human rights is the legitimate
concern of the international community and that the organs and specialized agencies

related to human rights are to enhance the coordination of their activities based on
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consistent and objective application of international human rights instruments (See
Article 4 of the 1993 Vienna Declaration, A/CONF.157/23).

As per the Vienna Declaration all human rights are universal, indivisible,
interdependent and indivisible and the international community is to treat human
rights globally in a fair and equal manner on the same footing with the same
emphasis. States regardless of their political, economic and cultural systems are to
protect all human rights and fundamental freedoms (See Article 5 of the 1993 Vienna
Declaration, A/ICONF.157/23).

The Vienna Declaration requires promotion and protection of human rights and
fundamental freedoms at the national and international level should be conducted
without conditions attached (See Article 8 of the 1993 Vienna Declaration,
A/CONF.157/23). The international community is to promote effective international
co-operation for the realization of the right to development and the elimination of
obstacles to development (See Article 10 of the 1993 Vienna Declaration,
A/CONF.157/23). The Vienna Declaration makes clear that everyone has the right to
enjoy the benefits of scientific progress and its applications (See Article 11 of the
1993 Vienna Declaration, A/CONF.157/23). States are required to eliminate all
violations of human rights and their causes as well as the obstacles to the enjoyment
of these rights. Also, the states and international organisations in co-operation with
nongovernmental organisations are to create conditions at the national, regional and
international level to ensure the full and effective enjoyment of human rights (See
Article 13 of the 1993 Vienna Declaration, A/CONF.157/23).

States have an obligation under the Vienna Declaration to create and maintain
adequate measures at the national level in various fields including health for the
promotion and protection of person in vulnerable sections of their population and to
ensure participation from those interested in finding solution to their own problems
(See Article 24 of the 1993 Vienna Declaration, A/CONF.157/23). The Vienna
Declaration requires states to refrain from any unilateral measure which is not in
accordance with international law and the United Nations Charter and which impedes
the full realization of human rights as set forth in the Universal Declaration of Human

Rights with particular emphasis on the right of every one to a standard of living
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adequate for their health and well-being (See Article 31 of the 1993 Vienna
Declaration, A/ICONF.157/23).

4.2.5.2006 Political Declaration on HIVV/AIDS

Some resolutions of the United Nations General Assembly such as 2011 Resolution

The Right of Everyone to the Enjoyment of the Highest Attainable Standard of
Physical and Mental Health (GA Res. 2011, A/HRC/17/L.16,) discussed above,
directly address the co-relation between the right to health and the TRIPS Agreement.
The 2006 Political Declaration on HIV/AIDS (A/RES/60/262 of 15 June 2006) which
was another significant document, while emphasizing the right to health and access to
medicines as one of the key components to health, also state that the TRIPS
Agreement does not and should not prevent members from taking measures in the
present and in the future to protect public health. It states that the TRIPS Agreement
can be and should be interpreted and implemented in a manner supportive of the right
to protect public health and to promote access to medicines (A/RES/60/262 of 15 June
2006, para 43). This resolution adopted in 2006 by the General Assembly states in
para 43:

43. Reaffirm that the World Trade Organization’s Agreement on Trade-
Related Aspects of Intellectual Property Rights does not and should not
prevent members from taking measures now and in the future to protect public
health. Accordingly, while reiterating our commitment to the TRIPS
Agreement, reaffirm that the Agreement can and should be interpreted and
implemented in a manner supportive of the right to protect public health and,
in particular, to promote access to medicines for all including the production
of generic antiretroviral drugs and other essential drugs for AIDS-related
infections. In this connection, we reaffirm the right to use, to the full, the
provisions in the TRIPS Agreement, the Doha Declaration on the TRIPS
Agreement and Public Health and the World Trade Organization’s General
Council Decision of 2003 and amendments to Article 31, which provide
flexibilities for this purpose;

4.2.6. 2006 International Guidelines on HIV/AIDS and Human Rights

The 2006 International Guidelines on HIV/AIDS and Human Rights 2006 (GA Res.
(2006), AJRES/60/262, hereinafter “HIV Guidelines”) were formulated in the
backdrop of the multiple declarations and charters adopted by the international

community and were a revision of the similar international guidelines were adopted
by the Second International Consultation on HIV/AIDS and Human Rights in 1996.
These HIV Guidelines deal with the rights to be ensured to those suffering with
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HIV/AIDS and the measures to be adopted for their health and well-being. The HIV
Guidelines while it specifically dealt with people infected with HIV also affirmed the
responsibility of State to protect human rights'®. In the context of HIV, the HIV
Guidelines also states that prevention, treatment, care and support is necessary to
fulfil human rights related to health, including the right to enjoy the highest attainable
standard of health (See UNAIDS 2006, para 28). The HIV Guidelines further noted
that human rights and public health share the common objective to promote and
protect the rights and well-being of all individuals (See UNAIDS 2006, para 95).

4.2.7. 2007 United Nations Declaration on the Rights of Indigenous Peoples

The 2007 United Nations Declaration on the Rights of Indigenous Peoples (Adopted
by GA Res. 2007, 61/295) also speaks of the right to health. Article 24(2) of the
declaration echoes the verbiage from the ICESCR when it says that indigenous
individuals have an equal right to the enjoyment of the highest attainable standard of
health and that the states shall take the necessary steps with a view to progressively
achieves the full realization of this right. Article 24 further states that indigenous
peoples have the right to their traditional medicines and to maintain their health
practices and that indigenous individuals shall have the right to access with any
discrimination to all social and health services. The declaration also states that states
shall where appropriate take special measures to ensure continuing improvement of
the economic and social conditions of the indigenous peoples (See Article 21(2) of
GA Res. 2007, 61/295).

The Declaration was adopted by the General Assembly of the United Nations in 2007
by a majority of 143 states in favour.® Since its adoption Australia, New Zealand,
Canada and United States which had voted against the declaration have reversed their

position and endorsed the resolution.

¥ Joint United Nations Programme on HIV/AIDS (UNAIDS) (2006), International Guidelines on

HIV/AIDS and Human Rights 2006 Consolidated Version, para 100
100. The Vienna Declaration and Programme of Action, adopted at the World Conference on
Human Rights in June 1993,37 affirmed that all human rights are universal, indivisible,
interdependent and interrelated. While the significance of national and regional particularities
and various historical, cultural and religious backgrounds must be borne in mind, States have
the duty, regardless of their political, economic and cultural systems, to promote and protect
universal human rights standards and fundamental freedoms.

1> See http://undesadspd.org/IndigenousPeoples/DeclarationontheRightsofindigenousPeoples.aspx, last

accessed on April 20, 2015
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4.2.8. 2010 Draft Outcome Document of the High-level Plenary Meeting
Resolutions of the General Assembly such as the resolution in 2010 on the

Millennium Development Goals also reiterate the right to use the flexibilities under
the TRIPS Agreement (GA Res. 2010, A/RES/64/299, paragraph 78 (t)) and also calls
for the amendment of article 31 of the TRIPS Agreement.

Reaffirming the right to use, to the full, the provisions contained in the World
Trade Organization Agreement on Trade-Related Aspects of Intellectual
Property Rights (TRIPS Agreement), the Doha Declaration on the TRIPS
Agreement and Public Health, the decision of the General Council of the
World Trade Organization of 30 August 2003 on the implementation of
paragraph 6 of the Doha Declaration on the TRIPS Agreement and Public
Health, and, when formal acceptance procedures are completed, the
amendment to article 31 of the Agreement, which provide flexibilities for the
protection of public health, and, in particular, to promote access to medicines
for all, and encourage the provision of assistance to developing countries in
this regard. We also call for a broad and timely acceptance of the amendment
to article 31 of the Agreement, as proposed by the General Council of the
World Trade Organization in its decision of 6 December 2005.

4.2.9. 2011 Resolution
This 2011 General Assembly resolution on The Right of Everyone to the Enjoyment of

the Highest Attainable Standard of Physical and Mental Health was adopted without
vote on 17 June 2011, and was proposed from the Human Rights Council by Algeria,
Armenia, Bangladesh, Bolivia (Plurinational State of), Boshia and Herzegovina,
Brazil, Chile, Colombia, Costa Rica, Cuba, Guatemala, Ecuador, Egypt, El Salvador,
India, Nicaragua, Panama, Peru, South Africa, Turkey, Uruguay, Venezuela
(Bolivarian Republic of). The resolution in its preamble states that ‘access to
medicines is one of the fundamental elements in achieving progressively, the full
realization of the right of every one to the enjoyment of the highest attainable standard
of physical and mental health and that it is the responsibility of States’ to ensure
access for all to medicines without discrimination and in particular medicines that are
affordable, safe, effective and of good quality (See Preamble of GA Res 2011,
A/HRC/17/L.16).

The resolution in its preamble recognised the need for States, in co-operation with
international organisations, civil society including nongovernmental organisations and

private sector to create favourable conditions at national, regional and international
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levels to ensure full and effective enjoyment of the right of every one to the highest

attainable standard of physical and mental health.

The Resolution noted with concern that for millions of people throughout the world,
full realization of the right of everyone to the enjoyment of the highest attainable
standard of health including access to safe, affordable, effective and good quality
medicines, vaccines, other medical products and health care facilities and services still
remain a distant goal and for those in poverty the goal remain remote (See Preamble
of GA Res 2011, A/HRC/17/L.16).

The resolution further call upon the States to address the potential negative impacts of
IPRs on the availability and affordability of medicines and to take advantage in full of
the flexibilities provided in the TRIPS Agreement and to assess the human rights
impact prior to the adoption of additional commitments and to recognize that as much
IP protection is important for the development of new medicines it has its effects on
prices (See paragraph 7(g), Preamble of GA Res 2011, A/HRC/17/L.16).

4.2.10. 2011 Fourth United Nations Conference on the Least Developed

Countries

Resolutions adopted by various conferences of the United Nations also reiterate the
right to use the flexibilities under the TRIPS Agreement. For example, the Fourth
United Nations Conference on the Least Developed Countries at Istanbul, Turkey in
May 2011 (See United Nations (2011), A/CONF.219/3) reaffirms the right to use in
full the provisions in the TRIPS Agreement, the Doha Declaration on the TRIPS
Agreement and Public Health (WT/MIN (01)/DEC/2), the decision of the WTO
General Council on the implementation of paragraph 6 of the Doha Declaration on the
TRIPS Agreement etc.'®

18 United Nations (2011), A/CONF.219/3, paragraph 76 (2) (c ) states:
(c) Reaffirm the right to use, to the full, the provisions contained in the World Trade
Organization Agreement on Trade-Related Aspects of Intellectual Property rights (TRIPS
Agreement), the Doha Declaration on the TRIPS Agreement and Public Health, the decision
of the World Trade Organization General Council of 30 August 2003 on the implementation
of paragraph 6 of the Doha Declaration on the TRIPS Agreement and Public Health, and,
when formal acceptance procedures are completed, the amendments to article 31 of the
Agreement, which provide flexibilities for the protection of public health and, in particular, to
promote access to medicines for all and to encourage the provision of assistance to developing
countries in this regard. We also call for broad and timely acceptance of the amendment to
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4.2.11. 2012 MDG Gap Task Force Report

Inspite of the various international law commitments, access to essential medicines

remains as issue. The 2012 report on the status of Millennium Development Goals
states that there is little improvement in recent years in improving the availability and
affordability of essential medicines in developing countries (United Nations 2012:
xvi). The study note that only 51.8% of the public sector health facilities and 68.5% of
the private sector health facilities are able to provide essential medicines to the
patients (United Nations 2012: xvi). The study captures that the prices of essential
medicines tend to be multiples of international reference prices and that as a result
obtaining essential medicines remains prohibitive for low income households. In
many cases several family members suffer from the illness at the same time and in
such scenario treatment with even the lowest priced generic medicines becomes
impossible for several low income households (United Nations 2012: xvi). The study
identifies as a challenge generation of new and additional resources than only
intermediating already committed ODA and private charitable contributions and to
facilitate disease specific interventions with the national health programmes and

polices of countries (United Nations 2012: xvi).

The study note that while various initiatives to improves access to essential medicines
is being explored, some countries are yet to amend their national laws to incorporate
TRIPS flexibilities fully and that a number of bilateral and regional free trade
agreements include IP protection in excess of the minimum standards required by the
TRIPS Agreement (United Nations 2012: xvi). The policy recommendations from the
study were as below (United Nations 2012: xvi):

a) In addition to overseas development assistance, there should be donor
commitments to support global initiatives for the treatment and prevention of
acute and chronic diseases

b) The international community to assist developing countries in increasing the
availability and use of medicines in the public sector and in proving these

medicines at little or no cost through the public health system

article 31 of the Agreement on Trade-Related Aspects of Intellectual Property Rights, as
proposed by the World Trade Organization General Council in its decision of 6 December
2005;
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c) The international community to further strengthen cooperation for supporting
local production of generic medicines in developing countries

d) Encouragement to pharmaceutical industries to use voluntary license
agreements and join patent pools

e) Developing countries to assess on the possible adverse impacts on access to
medicines while adopting TRIPS plus provisions

f) International community to strengthen the developing country regulatory
capacity on the quality of medicines

g) International community to continue efforts to increase funding for the

research and development of new medicines especially for neglected diseases.

The study noted that while the global financial and economic crises of 2008 could
have eroded international co-operation efforts, it did not and that the G20 was mindful
of the impact of the crises on developing countries (United Nations 2012: 1). The
study pointed out that there is positive feedback when economies of development
partner countries achieve robust growth and becomes dynamic markets for world
trade investment and that citizens in rich countries los stand to gain when welfare in
poor countries improves and further that pressure on migratory flows will diminish
when there are good jobs and improved living conditions at home (United Nations
2012: 5).

5. Economic and Social Council
5.1. 2000 General Comment No. 14

The Economic and Social Council in its 2000 General Comment No. 14 titled The
Right to the Highest Attainable Standard of Health states that health is a fundamental
human right indispensable for the exercise of other human rights (United Nations
(2000), Economic and Social Council, E/C.12/2000/4., para 1). The 2000 General
Comment No. 14 identifies that even in times of severe resource constraints, the
vulnerable sections of the society must be protected by the adoption of relatively low-
cost targeted programmes (United Nations (2000), Economic and Social Council,
E/C.12/2000/4., para 18). It also noted that equity demands that poorer households
should not be disproportionately burdened with health expenses compared to
wealthier households (United Nations (2000), Economic and Social Council,
E/C.12/2000/4., para 12(b) (iii)). It further states that States have a special obligation
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to provide those who do not have sufficient means with necessary health insurance

and health care facilities and to prevent any discrimination in the provision of health

care and health services (See United Nations (2000), Economic and Social Council,
E/C.12/2000/4., para 18).

The 2000 General Comment No. 14 identifies various facets to the right to health.

They are:

a)

b)

Availability: This denotes availability of functioning public health care

facilities, trained medical and professional staff, essential drugs etc.

Accessibility: The resolution identifies four sub factors on this.

b.1. Non-discrimination — That the health facilities and services must be
available to all without discrimination

b.2. Physical Accessibility — that the health facilities and services must be
within the physical reach of all sections of the population, especially the
vulnerable and marginalised groups. Accessibility implies medical services
and underlying determinants such as potable water and adequate sanitation.
b.3. Economic Accessibility - That the health care facilities must be affordable
to all including socially disadvantaged groups and that poorer households
should not be disproportionately burdened with health expenses compared to
richer households.

b.4. Information Accessibility- this deals with the right to seek, receive and

impart information and ideas concerning health issues.

Acceptability: that the health facilities and services must be respectful of
medical ethics and culturally appropriate and as well respectful of
confidentiality and health status of those concerned.

Quiality: that health facilities and service must be scientifically and medically

appropriate and of good quality which requires skilled medical personnel,
unexpired drugs and medical equipment etc.
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The 2000 General Comment No. 14 identifies three types of obligations with regard to
the right to health on state parties (See United Nations (2000), Economic and Social
Council, E/C.12/2000/4., para 33) namely, the obligation to respect, protect and to
fulfil.

The obligation to ‘fulfil’ requires states to facilitate, provide and promote the right to
health and requires states to adopt appropriate legislative, budgetary, judicial,
promotional and other measures towards realization of the right to health. The
obligation to respect requires States to refrain from directly or indirectly interfering
with the enjoyment of the right to health. The obligation to protect requires States to
take measures to prevent third parties from interfering with the guarantees mentioned
in article 12 of ICESCR.

The 2000 General Comment No. 14 highlighted the importance of respecting the
enjoyment of the right to health in other countries and to prevent third parties from
violating such right in other countries. It stated as below (United Nations (2000),
Economic and Social Council, E/C.12/2000/4., para 39):

To comply with their international obligations in relation to article 12, States
parties have to respect the enjoyment of the right to health in other countries,
and to prevent third parties from violating the right in other countries, if they
are able to influence these third parties by way of legal or political means, in
accordance with the Charter of the United Nations and applicable international
law

It further stated that in relation to conclusion of international instruments, State parties
should take steps to ensure that these instruments do not adversely impact on the right
to health (See United Nations (2000), Economic and Social Council, E/C.12/2000/4.,
para 39). Also while functioning as members of international institutions such as
International Monetary Fund and the World Bank and regional development banks,
state parties is to pay greater attention to the protection of the right to health in
influencing lending policies, credit agreements and international measures of these
institutions (See United Nations (2000), Economic and Social Council,
E/C.12/2000/4., para 39).

The 2000 General Comment No. 14 identifies the obligation on the state parties to

provide essential drugs as time to time defined under the WHO Action Programme on
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Essential Drugs as a core obligation (See United Nations (2000), Economic and
Social Council, E/C.12/2000/4., para 43(d)).

The 2000 General Comment No. 14 further stated that the adoption of a human rights-
based approach by the United Nations specialized agencies and bodies will greatly
facilitate the implementation of the right to health (See United Nations (2000),
Economic and Social Council, E/C.12/2000/4., para 64). The report also required
States to take appropriate steps to ensure that private business sector and civil society
should be aware of and should consider the importance of the right to health in the
course of conducting their activities (See United Nations (2000), Economic and Social
Council, E/C.12/2000/4., para 55).

5.2. 2007 Study by the United Nations Economic and Social Commission

A 2007 study by the United Nations Economic and Social Commission for Asia and
the Pacific (E/ESCAP/63/4) note that IP protection could have an adverse effect on
the prices and the availability of the pharmaceuticals in the APAC region. The study
elaborates that since significant portion of the exports from China and India are
generic drugs which have been developed through reverse engineering and that their
production could be adversely affected with the change in patent laws. The study
however does not denounce the TRIPS Agreement and instead points out that there
are flexibilities built into the TRIPS Agreement which can be used and that this has
been clarified by the 2001 Doha Declaration on TRIPS Agreement and Public Health
(WT/MIN(01)/DEC/2). The study highlights that the increasing prevalence of
bilateral agreements between the countries in the APAC region and the developed
countries has implications as the pharmaceutical related commitments in some of
these bilateral agreements extend beyond the scope of the TRIPS Agreement (United
Nations (2007), E/ESCAP/63/4, para 54). The study calls for a delicate balance to be
maintained between encouraging innovation and providing affordable access to drugs.
The study note that adopting regional approaches to matters such as using the
flexibilities under the trade agreement as a creative solution based on collaboration
and co-operation (United Nations (2007), E/ESCAP/63/4, para 55).
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5.3. 2009 Report of the Secretary-General
The 2009 Report of the Secretary-General (United Nations (2009), E/2009/81) notes

that patent protection of medicines and other health related products could lead to

high prices for medicines thereby affecting affordability and accessibility. This report
note that the WTO Agreements that have implications on the right to health include
the TRIPS Agreement, the SPS Agreement, the TBT Agreement and the GATS
agreement (United Nations (2009), E/2009/81, para 44). The report noted that even
within a country, the inequities can be great and cites the example that the maternal
mortality rate is four time higher among the poor than the rich in Indonesia (United
Nations (2009), E/2009/81, para 46).

The report note that health systems are weak in many countries due to decades of poor
planning and investment, poorly co-ordinated aid etc. Also, there is long-term failure
to invest in basic health infrastructure, services and staff (United Nations (2009),
E/2009/81, para 55). The report notes that the health systems that function well have
the following characteristics (United Nations (2009), E/2009/81, para 56):
e Good health services that are available and affordable for all
e Well performing health work force
e Equitable access to essential medical products, vaccines and technologies of
assured quality
e Dissemination of evidence based health information; effective monitoring of
performance and outcomes, accountability to service beneficiaries

e Leadership and effective governance.

Thus the report highlights equitable access to essential medicines as an important

aspect of the right to health.

6. United Nations High Commissioner for Human Rights

6.1.2001 Resolution of Sub Commission on the Promotion and Protection of

Human Rights

The Sub Commission on the Promotion and Protection of Human Rights (hereinafter

"Sub Commission™) of the United Nations expressly recognized the conflict between
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IPRs and human rights through resolution titled ‘Intellectual Property and Human
Rights’ (United Nations (2001), Resolution 2001/21). The resolution stated as below:

Reiterating that actual or potential conflict exists between the implementation
of the TRIPS Agreement and the realization of economic, social and cultural
rights, in particular the rights to self determination, food, housing, work,
health and education, and in relation to transfers of technology to developing
countries *’.

Further, paragraph 5 of the said resolution urged all governments to ensure that the
implementation of the TRIPS Agreement does not negatively impact on the
enjoyment of human rights as provided for in international human rights instruments

by which they are bound.

The said resolution was adopted in August 2001 before the Doha round of discussions
at the WTO and sought observer status in the discussions in the Council on TRIPS.
While the 2001 Doha Declaration (WT/MIN(01)/DEC/2) which came after this
resolution emphasised the importance of public health and the measures that may be
taken to facilitate the same, the contents of this declaration is still valid. This
resolution specifically stated that human rights obligations of the states under

international law has primacy over economic policies and agreements and that States

should take international human rights obligations and principles in international

economic policy formulation (See United Nations (2001), Resolution 2001/21,

paragraph 3, emphasis added). The resolution highlighted that as declared in article 28
of the Universal Declaration of Human Rights, everyone is entitled to an economic
and social international order in which the rights and freedoms set forth in the
Universal Declaration on Human Rights can be fully realized (See United Nations
(2001), Resolution 2001/21, recital). The resolution reaffirmed that under the
International Covenant on Economic, Social and Cultural Rights the right to health
(among the other rights mentioned therein) constitute legally binding obligation upon
the State Parties (See United Nations (2001), Resolution 2001/21, recital). The
resolution recalled that under article 27, paragraph 2 of the Universal Declaration of
Human Rights and article 15, paragraph 1(c) of the International Covenant on

Economic Social and Cultural Rights, the right to protection of moral and material

17 See Sub-Commission on Human Rights Resolution 2001/21, Office of the High Commissioner for
Human Rights, 16 August 2001, recital
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interests resulting from any scientific, literary or artistic productions of which one is
an author is subject to the limitations in public interest (See United Nations (2001),
Resolution 2001/21, recital).

In addition, through resolution 2000/7, the Sub Commission requested the United
Nations High Commissioner for Human Rights to undertake as analysis of the impact
of the TRIPS Agreement on human rights, in pursuance of which a study report titled
The Impact of the Agreement on Trade Related Aspects of Intellectual Property Rights
on Human Rights (E/CN.4/Sub.2/2001/13) was brought out. Though the study
primarily highlights that the developing countries must use the exemptions provisions
under the TRIPS Agreement to their benefit, it also explicitly observes about the
TRIPS Agreement that ‘the various links with the subject matter of human rights- the
promotion of public health, nutrition, environment and development- are generally
expressed in terms of exceptions to the rule rather than the guiding principles
themselves and are made subject to the provisions of the Agreement.’ Thus it is clear
that the conflict between IPRs and protection of the right to health is real.

6.2. 2008 OHCHR Fact Sheet No. 31
The Office of the United Nations High Commissioner for Human Rights came out

with a fact sheet on the right to health in which document the outline of the right to
health concept is captured (United Nations 2008b). The fact sheet noted that States
have the primary obligation to protect and promote human rights (See United Nations
2008h: 22) and also noted access to medicines as one of the entitlements under rights
to health (See United Nations 2008b: 3).

The fact sheet note that a number of instruments such as the 1965 International
Convention of the Elimination of All forms of Racial Discrimination (Article 5 (e)
(iv), 1966 International Covenant on Economic Social and Cultural Rights (Article
12), 1979 Convention on the Elimination of All forms of Discrimination Against
Women (articles 1 (1) (f), 12 and 14(2) (b), 1989 Convention on the rights of the child
(Article 24), 1990 International Convention on the protection of the Rights of All
Migrant Workers and Members of Their Families (Article 28, 43(e) and 5(c)), the
2006 Convention on the Rights of Persons with Disabilities (Article 25), all recognize
the right to health.
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In the context of the right to health, the fact sheet recorded the principle of
progressive realisation and noted that it is implicitly recognised that States have
resource constraints and that it takes time to implement treaty provisions and that
some of the aspects of the rights under the ICESCR is deemed to be subject to
progressive realization (See United Nations 2008b: 23). Not all aspects of right top
health may be realised immediately, but at minimum States are required to show that
they are making all efforts within their available resources to promote all rights under
the ICESCR(See United Nations 2008b: 23). The fact sheet noted that the Committee
on Economic, Social and Cultural rights has stressed that States have a core minimum
obligation to ensure the satisfaction of at least minimum essential levels of each of the
rights under the ICESCR and that in the context of the right to health it includes right
to access health facilities, goods and services on non-discriminatory basis, provision
of essential drugs, equitable distribution of health facilities, goods and services, etc.
(See United Nations 2008b: 25). Also, the States have obligation to prevent third
parties from interfering with the right to health (See United Nations 2008b: 26).

This Fact Sheet No. 31 noted non-discrimination as key principle in human rights and
as crucial to the enjoyment to the right to the highest attainable standard of health
(See United Nations 2008b: 4) and identifies non-discrimination and equality as
fundamental human rights principles and are critical components of the right to health
(See United Nations 2008: 7). The document highlights that discrimination is ‘any
distinction, exclusion or restriction made on the basis of various grounds which has
the effect or purpose of impairing of nullifying the recognition, enjoyment or exercise
of human rights and fundamental freedoms’ (See United Nations 2008b: 7). It refers
to article 2(2) of International Covenant on Economic Social and Cultural Rights and
article 2(1) of the Convention on the Rights of Child and identifies the following non
exhaustive grounds of discrimination namely race, colour, sex, language, religion,
political or other opinion, national or social origin, property, disability, birth and other
status. It also notes that Article 5 of the International Convention on the Elimination
of All Forms of Racial Discrimination stresses that States must prohibit and eliminate
racial discrimination and guarantee the right of everyone to public health and medical

care.
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In the context of this thesis it is submitted that this requirement of non-discrimination
requires that there should be no distinction between the citizens of developing/least
developed countries and the citizens of developed nations who may be able to afford
medicines. Even with a nation the rich and the poor alike should be able to realise the

right to health without discrimination.

7. Special Rapporteur’s of the United Nations on Health

7.1 Special Rapporteur Reports

The United Nations has identified the right to health as an area in which it has
appointed and sought reports from multiple Special Rapporteur’s and from Special

Representatives to the Secretary General. Following are some of such reports.

7.1.1. 2008 Report of the Special Rapporteur, Paul Hunt
This report of 31 January 2008 by Mr. Paul Hunt, the Special Rapporteur on the Right

of Everyone to the Enjoyment of the Highest Attainable Standard of Physical and
Mental Health, examines the various facets of the right to health and states that at the
heart of the right to health lies an effective and integrated health system encompassing
health care and the underlying determinants of health, which is responsive to national
and local priorities and accessible to all. The report notes that without such a health
system the right to the highest attainable standard of health can never be realized and
that it only through building and strengthening health systems that it will be possible
to secure sustainable development, poverty reduction, economic prosperity, improved
health for individuals and populations as well as the right to the highest attainable
standard of health (Hunt, Paul (2008), UN Doc.A/HRC/7/11 of 31 January 2008, para
15 -16).

The report notes that the right health encompasses more than medical care and that the
right to attain the highest attainable standard of physical and mental health is an
inclusive right and extends not only to timely and appropriate medical care, but also
underlying determinants of health such as safe water and adequate sanitation,
adequate supply of safe food, nutrition and housing, healthy occupational and
environmental conditions, access to health-related education and information,
freedom from discrimination etc. (Hunt, Paul (2008), UN Doc.A/HRC/7/11 of 31

January 2008, para 45). The State should also have sufficient number of domestically
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trained workers commensurate to the health needs of the population (Hunt, Paul
(2008), UN Doc.A/HRC/7/11 of 31 January 2008, para 80).

The report tries to identify some of the core obligations as it applies to states with
regard to the right to health (Hunt, Paul (2008), UN Doc.A/HRC/7/11 of 31 January
2008, para 51-52). They are:
a) Preparation of a comprehensive national plan for the development of the
health systems
b) Ensuring access to health related services and facilities on a non-
discriminatory basis with special emphasis and initiatives for those in poverty
c) Ensuring equitable distribution of health elated service and facilities i.e.
balance of distribution between rural and urban areas
d) Setting up effective, transparent, accessible and independent mechanisms of
accountability in relation to the duties arising from right to the highest
attainable standard of health
e) Ensuring minimum basket of health related services and facilities including
essential food to ensure freedom from hunger, basic sanitation and adequate
water, essential medicines, immunization against community’s major

infectious diseases, sexual and reproductive health service etc.

The report notes that all States have a responsibility to cooperate on trans boundary
health issues and do no harm to their neighbours. It also notes that high income States
have an additional responsibility to provide appropriate assistance and co-operation in
health for low income countries and that they should help low income countries with
the fulfillment of their core obligations arising from the right to the highest attainable
standard of health. The report also states that low income countries have a
responsibility to seek appropriate international assistance and co-operation to help
strengthen their health systems (Hunt, Paul (2008), UN Doc.A/HRC/7/11 of 31
January 2008, para 61).

The report notes that right to highest attainable standard of health gives rise to legally
binding obligations and that a State is legally obliged to ensure that its health systems
includes a number of features such as a comprehensive national plan, outreach

programmes for the disadvantaged, minimum basket of health related services and
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facilities, effective referral systems arrangements to ensure participation by those
affected by health decision making, respect for cultural difference and so on (Hunt,
Paul (2008), UN Doc.A/HRC/7/11 of 31 January 2008, para 66).

7.1.2.2008 Note by the Secretary General

This note by the Secretary General of the United Nations on the Report of the Special
Rapporteur Mr. Paul Hunt, on the right of everyone to the enjoyment of the highest
attainable standard of physical and mental health, was presented to the General
Assembly on 11™ August 2008 (United Nations (2008a), A/63/263 of 11 August
2008) and it annexes Human Rights Guidelines for Pharmaceutical Companies in
relation to Access to Medicines (hereinafter “Guidelines”). Thus at the United Nations
level there has been effort to evolve guidelines that will apply to private parties. The
Guidelines state that almost two billion people lack access to essential medicines and
that improving access to existing medicines can save ten million lives each year, with
four million of them in Africa and South —East Asia (United Nations (2008a),
A/63/263,: 15 of 11 August 2008, Preamble, para a).

The Guidelines noted that one of the Millennium Development Goal targets is to
provide access to affordable essential drugs in developing countries in cooperation
with pharmaceutical companies. The Guidelines stated that medical care and access to
medicines are vital features of the right to the highest attainable standard of health
(United Nations (2008a), A/63/263 of 11 August 2008: 15, Preamble, para d).

While the Guidelines clearly recognized that States have primary responsibility for
realizing the right to the highest attainable standard of health and increasing access to
medicines, the Guidelines also affirmed that in addition to States, numerous national
and international actors share the responsibility to increase access to medicines
(United Nations (2008a), A/63/263 of 11 August 2008: 15, Preamble, paragraphs
f&g). The Guidelines emphasized that pharmaceutical companies, innovator, generic
and biotechnology companies have human rights responsibilities in relation to access
to medicines (United Nations (2008a), A/63/263 of 11 August 2008: 15, Preamble,
para i). The Guidelines noted that pharmaceutical companies contribute in various
ways to the realization of the right to the highest attainable standard of health and

providing important information about public health issues to individuals and
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communities (United Nations (2008a), A/63/263 of 11 August 2008: 15, Preamble,
para l).

The Guidelines provide that the company should adopt a human rights policy
statement which expressly recognizes the importance of human rights generally and
that the company should integrate human rights including the right to the highest
attainable standard of health into its strategies, polices, programmes, projects and
activities of the company (United Nations (2008a), A/63/263 of 11 August 2008,
Articles 1 and 2). The Guidelines require the company to always comply with national
laws of the State where it operates and to refrain from any conduct that will or may
encourage the State to act in any manner that is inconsistent with its obligations under
national and international law including the right to highest attainable standard of
health (United Nations (2008a), A/63/263 of 11 August 2008, article 13).

The Guidelines state that the company should have a governance system that includes
direct board level responsibility and accountability for access to medicines policy and
should have clear management systems including quantitative targets to implement
and monitor its access to medicines policy (United Nations (2008a), A/63/263 of 11
August 2008, article 11). The Guidelines require that the company should publish
comprehensive annual report enabling assessment of company’s polices, programmes,
projects and other activities that bear upon access to medicines (United Nations
(2008a), A/63/263 of 11 August 2008, article 13). The Company is also to have
effective monitoring mechanism which assesses the impact of the company’s
strategies, policies, programmes, projects and activities on access to medicines
(United Nations (2008a), A/63/263 of 11 August 2008, article 14).

Interestingly, the Guidelines require the companies to respect the rights of the
countries to use the provisions of the TRIPS Agreement which permit flexibility for
the purpose of promoting access to medicines including the provisions relating to
compulsory licensing and parallel importing (United Nations (2008a), A/63/263 of 11
August 2008, article 26). Also, companies are required not to make demand for more
stringent IP provisions such as additional limitation on compulsory licensing (United
Nations (2008a), A/63/263 of 11 August 2008, article 27). The Guidelines call upon

the companies to respect the letter and spirit of the Doha Declaration on TRIPS
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Agreement and Public Health and not to impede the implementation of the provisions
of the Doha Declaration such as compulsory licenses for exports to countries without
manufacturing capacity (United Nations (2008a), A/63/263 of 11 August 2008, article
28).

7.1.3. 2011 The Report of the Special Rapporteur, Anand Grover

The 2011 Report of the Special Rapporteur on the Right of Everyone to the Enjoyment
of the Highest Attainable Standard of Physical and Mental Health, Anand Grover,
concluded that access to medicines is an integral and fundamental part of the right to
health, Governments and the international community as a whole have a responsibility
to provide access to medicines for all (Grover, Anand (2011), UN Doc. A/HRC/17/43
of 16 March 2011: 13, para 45). It also noted that The Millennium Development
Goals identify this as a shared responsibility with States, several national and
international actors such as pharma companies etc. all of which have a role to play
(Grover, Anand (2011), UN Doc. A/HRC/17/43 of 16 March 2011: 13, para 45).

The report mentions that the TRIPS Agreement is an impediment to the access to
medicines (Grover, Anand (2011), UN Doc. A/HRC/17/43 of 16 March 2011: 4).
Also, it is stated therein that there is pressure from the developed countries on the
developing countries and the least developed countries from using the flexibilities
provided for by the TRIPS Agreement (Grover, Anand (2011), UN Doc.
A/HRC/17/43 of 16 March 2011, para 21). The report further stated that there are
TRIPS plus free trade agreements which compound the problem further. To cite an
example of TRIPS plus commitments, an Oxfam study note that as a result of this US-
Jordan FTA a Jordanian law which provided that patent holders must provide large
quantities at reasonable prices has been removed and that the looser wording in the
treaty will make it more difficult for the government to introduce compulsory
licensing and easier for the pharmaceutical industry to bring legal challenges (Oxfam
2002: 217).

While the right to health is mentioned as a right in the constitutions of most of the
nations, only some of the constitutions expressly mention access to essential
medicines as a fundamental right. As per the statistics made available by the WHO

135 of 186 national constitutions has provisions relating to the right to health, while
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only 4 i.e. constitutions of Mexico, Peru, the Philippines and the Syrian Arab
Republic mention access to essential medicines as a fundamental right. 95
constitutions mention right to access to health facilities (Grover, Anand (2011), UN
Doc. A/HRC/17/43 of 16 March 2011: 5).

The report identified insufficient and ineffective drug supply chains, inequitable
pricing, inappropriate prescriptions, poor medicine selection and information on
access to medicines, weak accountability and low public participation as factors
which affect the right to health (Grover, Anand (2011), UN Doc. A/HRC/17/43 of 16
March 2011: 11, para 41).

The report identified IPRs as the most significant obstacle to access to essential
medicines. Competition was identified as a very effective mechanism to keep down
the prices of medicines. The report identified that in 2001 the prices of antiretrovirals
used for the treatment of HIV dropped from $15000 to $400 per patients per year due
to the availability of cheaper generic'® medicines from developing countries (Grover,
Anand (2011), UN Doc. A/HRC/17/43 of 16 March 2011: 8, para 25).

In their zeal to enforce the ownership rights over patents, developed countries and
multinational companies tend to conflate between generic medicines and counterfeit
medicines. Netherlands confiscated medicines produced in India and which were in
transit to Brazil. Such actions are called ‘bottom measures’. The developed countries
tend to subject such shipments to criminal prosecution. The report identified that such
actions tend to disrupt the access to medicines (Grover, Anand (2011), UN Doc.
A/HRC/17/43 of 16 March 2011: 9, para 27).

7.1.4. 2011 Addendum to the Reports of the Special Rapporteur

As identified in the report by the Special Rapporteur of the United Nations in his
mission to Guatemala in March 2011 (See Grover, Anand (2011), UN Doc.
A/HRC/17/25/Add.2: 19, para 76:

'8 Generic drug means a pharmaceutical product which is not protected by a patent in force, and which
is commercialized under a non-proprietary name or a brand name (See Correa Carlos 2000a: xiv)
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Access to essential medicines is a core obligation of the right to health. States
parties to the International Covenant on Economic, Social and Cultural Rights
have an obligation to provide safe, efficacious and affordable medicines and,
in particular, to ensure access for marginalized populations, such as the rural
poor. The right to health requires that health goods and services must be
accessible, available, acceptable, and of good quality. Furthermore, the State is
responsible to respect, protect and fulfil the right to health, which includes
policy, legislative and regulatory changes that may take near immediate effect.

The report also identified that agreements such as Central America-Dominican
Republic-United States Free Trade Agreement imposes TRIPS plus obligations and
erodes the critical safeguards included in the WTO Agreement on TRIPS to protect
public health and the public good. The report highlighted that since United States is
the major trading partner with all the countries in the region there was significant
inequality in bargaining power in the negotiations and that many countries in the
region did not have sufficient legal expertise on IP matters to address the matters
adequately (See Grover, Anand (2011), UN Doc.A/HRC/17/25/Add.2: 19, para 81).

7.1.5. 2013 Report of the Special Rapporteur, Anand Grover

The 2013 Report of the Special Rapporteur on the Right of Everyone to the Enjoyment
of the Highest Attainable Standard of Physical and Mental Health, Anand Grover,
specifically noted that access to medicines is an integral component of the right to
health as stated in Article 12 of the ICESCR (Grover, Anand (2013), UN Doc.
A/HRC/23/42 of 1 May 2013: 3, para 3). Medicines are to be made available in
sufficient quantities within a country to meet the requirements of the population and
also the medicines are to be accessible in terms of economic availability and physical
distance from where the population lives (Grover, Anand (2013), UN Doc.
A/HRC/23/42 of 1 May 2013: 4, para 4). The Rapporteur noted that States have the
obligation to protect and fulfil the right to health including access to medicines and
that the duty to protect also requires the States to ensure that third parties do not
obstruct enjoyment of the right to health (Grover, Anand (2013), UN Doc.
A/HRC/23/42 of 1 May 2013: 4, para 5). The Rapporteur has emphasised on the need
to shift dominant market-oriented paradigm on access to medicines to a right to health
paradigm and to reaffirm access to affordable and quality medicines as well as
medical care (Grover, Anand (2013), UN Doc. A/HRC/23/42 of 1 May 2013: 5, para
7).
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The Rapporteur emphasised that under the right to health framework States have the
immediate obligation to take legal and administrative measures to ensure access to
essential medicines for their populations and that the same is secured by all available
means. It was disheartening to note from the Rapporteur’s report that a third of the
world population mainly living in developing countries do not have regular access to
essential medicines (Grover, Anand (2013), UN Doc. A/HRC/23/42 of 1 May 2013:
6, para 11). From a geographical breakdown of the sales of new medicines during the
period 2004-2008, it evolves that North America, Europe and Japan accounted for 95
percent of the sales, while Africa, Asia which represent two thirds of the world’s
population accounted for only 5 per cent of the market (Grover, Anand (2013), UN
Doc. A/HRC/23/42 of 1 May 2013: 6, para 13).

7.1.6. 2014 Note by the Secretary General
This note by the Secretary General on Right of Everyone to the Enjoyment of the
Highest Attainable Standard of Physical and Mental Health, noted that while

transnational corporations have the ability to influence polices at domestic and
international level, States have not been able to regulate such corporations from
violating the right to health (United Nations (2014), A/69/299 of 11 August 2014: 3,
para 4). The report also noted that the magnitude of violations by transnational
corporations and the ease with which they evade responsibility mandate an
international mechanism to hold such corporations liable for human rights abuses
which will supplement the domestic law (United Nations (2014), A/69/299 of 11
August 2014: 12, para 37). The report recommended a declaration like the UDHR
which mandate certain human rights obligations on private corporations (United
Nations (2014), A/69/299 of 11 August 2014: 14, para 47). The report noted that
agreements are concluded between States and that no obligations are imposed on
transnational corporations to respect, protect and fulfil the right to health, though the
corporations engage in profit making even if they have to violate human rights
obligations (United Nations (2014), A/69/299 of 11 August 2014: 15, para 49).
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7.2. Other Relevant Reports of Special Rapporteur’s of the United Nations

7.2.1. 2011 Report of the Special Representative of the Secretary General, John

Ruggie

This Report of the Special Representative of the Secretary General on the Issue of
Human Rights and Transnational Corporations and Other Business Enterprises, John
Ruggie (hereinafter “Guiding Principles on Human Rights”) (Ruggie, John (2011),
UN Doc.A/HRC/17/310of 21 March 2011) contain the ‘Protect, Respect and Remedy’
(PRR) Framework and was adopted by the Human Rights Council in 2011 and has
three pillars. The first pillar is the responsibility of States to protect against human
rights abuses by third parties including business enterprises through appropriate
policies, regulation and adjudication (Ruggie, John (2011): 5, para 6). The second
pillar is the corporate responsibility to respect human rights and that business
enterprises should act with due diligence to avoid infringement of the rights of others
and the third pillar is the need for greater access by victims to effective remedy, both
judicial and non-judicial (Ruggie, John (2011), UN Doc.A/HRC/17/31 of 21 March
2011: 5, para 6).

As Prenkert, Jamie Davin and Scheckleford, Scott J. note, the Special Representative
Mr. John Ruggie, during his mandate and thereafter as well referred to the PRR
framework and also the Guiding Principles on Business and Human Rights as a
polycentric governance system (Prenkert, Jamie Davin and Scheckleford, Scott J.
(2014: 458). In a polycentric governance system, a top down approach is not adopted,
instead there can be several local, regional and nongovernmental initiatives for e.g.
for reduction of the carbon emissions, not only the United Nations Framework
Convention on Climate Change is important, but also smaller initiatives such as the
Major Emitters Forum which has limited membership. This brings in a flexible

approach to the problem being addressed.

The Guiding Principles on Human Rights as per the introduction to the said document
helps in elaborating the existing standards and practices for States and business and
integrates them within a single, logically coherent and comprehensive template and
identities where the current regime falls short and should be improved (Ruggie, John
(2011), UN Doc.A/HRC/17/31, 21 March 2011: 5, para 14).
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The Preamble to the Guiding Principles on Human Rights note that Guiding
Principles on Human Rights are grounded in the recognition of States existing
obligations to respect, protect and fulfill human rights and fundamental freedoms
(Ruggie, John (2011), UN Doc.A/HRC/17/31 of 21 March 2011: 6, preamble (a)), the
role of business enterprises as specialized organs of the society performing
specialized functions, and which are required to comply with all applicable laws and
to respect human rights (Ruggie, John (2011), UN Doc.A/HRC/17/310of 21 March
2011: 6, preamble (b)) and the need for rights and obligations to be matched to
appropriate and effective remedies when the same are breached (Ruggie, John (2011),
UN Doc.A/HRC/17/310f 21 March 2011: 6, preamble (c).

States are to protect against human rights abuse by third parties, including business
enterprises within their territory and/or jurisdiction (Ruggie, John (2011), UN
Doc.A/HRC/17/310f 21 March 2011, Article A.1). For this states are required to take
appropriate steps such as effective policies, legislation, regulations and adjudication to
prevent, investigate, punish and redress such abuse. In order to meet such requirement
states are required to enforce the laws that are aimed at requiring the business
enterprises to respect human rights and to ensure that the general laws and policies
applying to the operation of business enterprises in the state do not constrain, but
enable respect for human rights among the business enterprises (Ruggie, John (2011),
UN Doc.A/HRC/17/310f 21 March 2011, article 3(a) and (b)). States are further
required to provide effective guidance to business enterprises on how to respect
human rights in their operation and where appropriate require the business enterprises
to communicate how they address human rights impact (Ruggie, John (2011), UN
Doc.A/HRC/17/310f 21 March 2011, article 3(c) and (d)).

States are required to protect against human rights abuse by third parties including
business enterprises within their territory and are required to take appropriate steps to
prevent, investigate, punish and redress such abuse (Ruggie, John (2011), UN
Doc.A/HRC/17/310f 21 March 2011, article A(1)). Also, States are required to clearly
set out the expectation that business enterprises domiciled in their territory and
jurisdiction shall respect human rights throughout their operations (Ruggie, John
(2011), UN Doc.A/HRC/17/31of 21 March 2011, article 3(b)). Further States are

required to enforce laws that aim to require business enterprises to respect human
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rights and to assess the adequacy of such laws and to address gaps (Ruggie, John
(2011), UN Doc.A/HRC/17/310of 21 March 2011, article 3(a )). States are also
required to ensure that the laws and policies governing business enterprises such as
business law do not constrain but enable the respect for human rights (Ruggie, John
(2011), UN Doc.A/HRC/17/31of 21 March 2011, article 3(b )). Also, States are
required to provide guidance to business enterprises to respect human rights
throughout their operations (Ruggie, John (2011), UN Doc.A/HRC/17/310f 21 March
2011, article 3(c)).

States are required to take additional steps to protect against human rights abuses by
business enterprises that are owned or controlled by the State and also those which
receive substantial support and services from the State in the form of export credit
agencies, official investment insurance or guarantee agencies (Ruggie, John (2011),
UN Doc.A/HRC/17/310f 21 March 2011, article 4).

Article 5 of the Guiding Principles on Human Rights require that when States contract
with or legislate for business enterprises to provide services, they should exercise
adequate oversight in order to meet their international human rights obligations.
Further States are required to promote respect for human rights by business
enterprises with which they conduct commercial transactions (Ruggie, John (2011),
UN Doc.A/HRC/17/310of 21 March 2011, article 6). When States contract with or
legislate with business enterprises to provide services, they are required to exercise
adequate oversight in order to meet their international human rights obligations
(Ruggie, John (2011), UN Doc.A/HRC/17/310f 21 March 2011, article 5).

Article 9 of the Guiding Principles on Human Rights require that States should
maintain adequate domestic policy space to meet their human rights obligations when
pursuing business related policy objectives with other States or business enterprises
such as through investment treaties or contracts. This is important in the context of the

discussion in this thesis.

Article 10 elaborates on this and states that when States acting as members of
multilateral institutions that deal with business related issues should seek to ensure

that those institutions neither restrict in the ability of their member states to meet their
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duty to protect nor hinder business enterprises from respecting human rights. Further,
the same article requires States to encourage the multilateral institutions acting within
their mandates and capacities to promote respect for human rights by the business
enterprises including through technical assistance, capacity building and awareness

raising.

Article 11 of the Guiding Principles on Human Rights note that business enterprises
should respect human rights and that they should avoid infringing on human rights of
others and that they should address adverse human rights impacts with which they are
involved. Article 12 provides that the responsibility of business enterprises to respect
human rights refers to the minimum as those stated in the International Bill of Rights
and in the International Labour Organizations’ Declaration on Fundamental Principles

and Rights at work.

The Guiding Principles on Human Rights states that the responsibility to respect
human rights requires business enterprises to avoid causing or contributing adverse
human rights impacts through their own activities and to address such impacts when
they occur (Ruggie, John (2011), UN Doc.A/HRC/17/31of 21 March 2011, article
13(a)). It also requires business enterprises to prevent or mitigate adverse human
rights impacts that are directly linked to their operations, products or services by their
business relationships, even if they have not contributed to those impacts (Ruggie,
John (2011), UN Doc.A/HRC/17/31of 21 March 2011, article 13(b)). The Guiding
Principles require that in all contexts, business enterprises should comply with all
applicable laws and respect internationally recognized human rights, wherever they
operate and seek ways to honour the principles of internationally recognized human
rights when faced with conflicting requirements and to treat the risk of causing or
contributing to gross human rights abuses as a legal compliance issue wherever they
operate (Ruggie, John (2011), UN Doc.A/HRC/17/31of 21 March 2011, article 23).
Also, where business enterprises identify that they have caused or contributed to
adverse impacts, Guiding Principles on Human Rights requires that states should
provide for or co-operate in their remediation through legitimate processes (Ruggie,
John (2011), UN Doc.A/HRC/17/310f 21 March 2011, article 22).
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7.2.2. 2012 Report of the Special Rapporteur, Grover Anand

The 2012 Report of the Special Rapporteur on Extreme Poverty and Human Rights,
(hereinafter “Report of the Special Rapporteur on Extreme Poverty and Human
Rights”) note that the indivisibility, interdependence and interrelatedness of human
rights is often highlighted and reiterated in human rights instruments and by various

human rights bodies, but in practice the same is disregarded.

Further, the interdependence of all human rights is without doubt (Report of the
Special Rapporteur on Extreme Poverty and Human Rights, UN Doc.A/67/278 of 09
August 2012, para 4). The report further notes that the vulnerability of the poor
increases because of the inability of the poor to pursue justice remedies through
existing systems (Report of the Special Rapporteur on Extreme Poverty and Human
Rights, UN Doc.A/67/278 of 09 August 2012, para 5). The report notes that the lack
of effective remedies for violations of human rights such as discrimination is still a
pressing reality in many jurisdictions as much as the lack of judicial protection for
economic, social and cultural rights (Report of the Special Rapporteur on Extreme
Poverty and Human Rights, UN Doc.A/67/278, 09 August 2012, para 8). The report
notes that States should take the required steps for the removal of obstacles caused by
the unequal economic or social status of those seeking redress based on principles of
equality etc.(Report of the Special Rapporteur on Extreme Poverty and Human
Rights, UN Doc.A/67/278 of 09 August 2012, para 12). Where there is much disparity
in economic and social status of litigants, then there is high risk of unequal trial
(Report of the Special Rapporteur on Extreme Poverty and Human Rights, UN
Doc.A/67/278 of 09August 2012, para 13). Therefore, States are to take all the
necessary measures to reduce or eliminate the deficiencies that impair or diminish the
effective protection of rights (Report of the Special Rapporteur on Extreme Poverty
and Human Rights, UN Doc.A/67/278 of 09 August 2012, para 14). Also, poor
functioning of judicial systems particularly affects the poor because pursuing justice
requires much more effort in terms of money and time, with chances for a favourable
outcome grim (Report of the Special Rapporteur on Extreme Poverty and Human
Rights, UN Doc.A/67/278 of 09 August 2012, para 15).
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7.2.3. 2012 Report of the Special Rapporteur in the Field of Cultural Rights
The Special Rapporteur in the Field of Cultural Rights: The Right to Enjoy the

Benefits of Scientific Progress and its Applications, Farida Shaheed, in her 2012
report noted that:

a) the right of everyone to share in the scientific advancement and its benefits is
enshrined in the UDHR and the right to benefit from scientific progress and its
applications in the ICESCR (United Nations A/HRC/20/26 of 14 May 2012:3,
para 1).

b) Various international and regional provisions demonstrate general consensus
on the need to ensure right to science to all persons (United Nations
A/HRC/20/26 of 14 May 2012:3, para 6).

c) That many constitutions speak about the right to enjoy the benefits of
scientific progress and its applications, right to have access to science,
promotion of dissemination and/or use of science and technology etc. (United
Nations A/HRC/20/26 of 14 May 2012:5, para 14).

d) That right to science means right to access, that scientific knowledge,
information and advances are to be made accessible to all as provided for in
Arctioel2 of the ICESCR without discrimination as to race, colour, sex,
language, religion, political or other opinion etc. and that access must to be
science as whole and not to specific scientific outcomes or applications
(United Nations A/HRC/20/26 of 14 May 2012:9, para 26).

e) That new scientific knowledge and innovations increase available options,
thereby strengthening people’s capacity to envisage for a better future for
which access to certain technologies may be critical (United Nations
A/HRC/20/26 of 14 May 2012:7, para 20).

f) That the Supreme Court of Venezuela held that the failure of the Venezuelan
Institute of Social Security to ensure regular and consistent supply of drugs for
HIV-positive people covered by it amounted to violation of the right to enjoy
the benefits of scientific progress (United Nations A/HRC/20/26 of 14 May
2012:8, para 23).

g) That States should ensure that the benefits of science are physically made
available and also economically affordable on a non-discriminatory basis
(United Nations A/HRC/20/26 of 14 May 2012:10, para 30).
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h)

That concern has been widely expressed about the conflict between right to
science and intellectual property rights in particular since the adoption of the
TRIPS Agreement and also in the context of the TRIPS plus provisions. The
Rapporteur noted that the potential of IPR regimes to obstruct new
technological solutions critical to human problems including food, water,
health etc. need attention (United Nations A/HRC/20/26 of 14 May 2012:15,
para 56).

The Rapporteur in her final conclusions recommended among other things that:

a)

b)

States should guard against promoting the privatisation of knowledge to an
extent that it deprives individuals of opportunities to take part in cultural life
and to enjoy the fruits of scientific progress. That the current maximalist IP
approach should be reconsidered and the virtues of a minimalist approach to
approach protection should be explored (United Nations A/HRC/20/26 of 14
May 2012:21, para 74(0)).

That States should use the TRIPS flexibilities and take legislative and policy
advice from WIPO where required (United Nations A/HRC/20/26 of 14 May
2012:21, para 74(p)).

That States should implement the recommendations of the Special Rapporteur
on the right o very one to the enjoyment of the highest attainable standard of
physical and mental health and the Special Rapporteur on the right of food on
the issue of intellectual property rights(United Nations A/HRC/20/26 of 14
May 2012:21, para 74(q)).

7.2.4. 2015 Report of the Special Rapporteur in the Field of Cultural Rights

In her 2015 report (United Nations 2015 A/70/279) the Rapporteur Farida Shaheed
noted that:

a)

b)

c)

The tension between patent protection and broad public access is common in
all areas of essential technologies, beyond health, food etc. (United Nations
2015 A/70/279: 4, para 4)

Innovation essential for a life with dignity should be accessible for everyone
(United Nations 2015 A/70/279: 4, para 4)

The TRIPS Agreement makes a departure from the Paris Convention as it

establishes patent protection for a minimum term of 20 years and ignores the
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d)

9)

h)

)

K)

diversity of human needs, the flexibility provided by the Paris Convention and
the subsequent agreements that built upon it (United Nations 2015 A/70/279:
7, para 19).

Many academic and other analyses strongly reject the premise in the TRIPS
Agreement that minimum standards of protection are of equal benefit to
various countries with various socio-economic and developmental needs
(United Nations 2015 A/70/279: 7, para 24).

Aggressive patenting practices exploit administrative weaknesses. High
number of low quality patents hinder research, legitimate competition and
access (United Nations 2015 A/70/279: 9, para 26).

While the human right to property has been the basis for patent protection
within the European human rights system (United Nations 2015 A/70/279: 10,
para 33), the equation of IP regimes with human right to protection of the
moral and material interests of the authors is false and misleading (United
Nations 2015 A/70/279: 10, para 32).

The appropriation of scientific knowledge through patents such as patents of
genes, patenting of pre-existing information versus inventions, patenting of
frivolous inventions, misappropriation of the innovations of indigenous and
local communities are all of concern (United Nations 2015 A/70/279: 9, para
26).

Patents while properly structured expand the options and well-being of all
people by making available new possibilities (United Nations 2015 A/70/279:
13, para 47).

That human rights perspective demand that patents do not extend so far as to
interfere with individuals dignity and well-being, for e.g. strong patent rights
making compulsory licensing of medicines impractical or unduly cumbersome
(United Nations 2015 A/70/279: 13, para 47).

Alternate mechanism such as tax incentives for corporate investments in
research and development, public funding, government purchasing etc. can be
used to stimulate research than relying on patenting alone (United Nations
2015 A/70/279: 15, para 57).

Antitrust competitions laws should be used to impose limits on patents such as
prohibiting patent owners from refusing to grant licenses without justification,

preventing originator firms from buying out generic manufacturers, preventing
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attempts to switch patients from a drugs on which patent is about to expire to
another drugs which is under patent etc. (United Nations 2015 A/70/279: 21,
para 86).

In her final recommendation the Rapporteur noted that international patent
instruments, should be subject to human rights impact assessments (United Nations
2015 A/70/279: 22, para 95), that the WTO bodies should take account of human
rights standards and obligations and review the rules that have native impact on the
realisation of human rights (United Nations 2015 A/70/279: 22, para 96) and that
States should complete human rights assessment of their domestic law and policy
(United Nations 2015 A/70/279: 22, para 97).

8. International Organisations

8.1. International Organisations

Various international organisations have been formed in the recent times to facilitate
access to medicines. They include:

e Global Fund to Fights AIDS, Tuberculosis and Malaria: This is a public
private partnership and international financing institutions aimed to attract and
disburses additional resources to prevent and treat AIDS, TB and malaria. The
model is based on country ownership and performance based funding with the
receipts implementing their own programmes as per their priorities provided
verifiable results are achieved (WHO, WIPO and WTO 2013: 208).

e South Centre: This is an intergovernmental organisation of 52 developing
countries which provides policy advice to the developing countries and
contributes to collaboration in promoting common interest and common
participation by developing countries in international forums (WHO, WIPO
and WTO 2013: 209). The three main activities undertaken by the South
Centre are policy advice, capacity building and training.

e United Nations: Various initiatives by the United Nations include those by
United Nations Human Rights Council and Office of the United Nations High

Commissioner for Human Rights®®, Joint United Nations Programme on

% The UNHRC is a subsidiary body of the United Nations General Assembly while the OHCHR
provides substantive and technical support in all areas of its work. The Special Rapporteurs appointed
by the UNHRC address country specific situations or thematic issues in various parts of the world.
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HIV/AIDS, United Nations Conference on Trade and Development, United
Nations Development Programme, United Nations Children’s Funds,
UNITAID, United Nations Industrial Development Organisation (“UNIDO”)
etc.

¢ Organisations such as the World Bank, UNCTAD and ICTSD also have done
work in this field. Certain reports from UNCTAD and ICTSD clearly note that
IPRs have been much controversial in the recent days and that considerable
increases in royalty payments and licensing fees in many areas of the world as
well the inclusion of IP related provisions in many bilateral trade and
investment agreements illustrate the importance of IPRs as a major economic,
trade and investment issue (UNCTAD (2009), UNCTAD/PCB/2009/13: iv).

8.2. Decision of the ICJ in 1996 Legality of the Use by a State of Nuclear weapons

in Armed Conflict, Advisory Opinion

The WHO had approached the 1CJ with the request to give an advisory opinion on
whether the use of nuclear weapons by a State in war or other armed conflict be a
breach of its obligations under international law including the WHO Constitution
((1996), ICJ Reports, 66).

The WHO relied on (1996, ICJ Reports, 66- 67) the principles laid down in the WHO
Constitution, the report of the Director General on health and environmental effects
on nuclear weapons, WHA resolutions 36. 28, 40.24, 42.26, 45.31 on the effects of
nuclear war on health and health services, that there is no health service in the world
which can alleviate in any significant way a situation resulting from the use of even
on single nuclear weapon, role of the WHO as mentioned in Article 2(a) of its
Constitution to act as the directing and co-coordinating authority on international
health work, to take all necessary action to attain the objectives of the Organisation

etc.

The Court held that three conditions must be satisfied to find the jurisdiction of the
Court when a request for an advisory opinion is submitted to it by a specialized

agency namely, the agency requesting the opinion must be duly authorised under the
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Charter to request opinion from the Court; the opinion requested must be on a legal
question, and the question must be one arising within the scope of activities of the
requesting agency (1996, ICJ Reports, 71-72, para 10). Some of the States raised the
objection that conditions necessary for the jurisdiction of the Court are not met in this
case and that the question that has been raised is essentially a political one and that it
goes beyond the scope of WHO’s proper activities and that the same would deprive
the Organization of any competence to seize the Court of it (1996, ICJ Reports, 73,
para 13).

The Court however noted that the fact that a question has political aspects, as in the
nature of things and is the case with some many questions in international life does
not suffice to deprive of its character as a legal question and to deprive the Court of
the competence expressly conferred on by its Statute (1996, ICJ Reports, 73). The
Court noted its own observation in the 1980 decision in the Interpretation of the
Agreement of 25 March 1951 between the WHO and Egypt where it held:

Indeed, in situations in which political considerations are prominent it may be
particularly necessary for an international organisation to obtain an advisory opinion
from the Court as to the legal principles applicable to the matter under debate,
especially those which include the interpretation of its constitution (1996, ICJ

Reports, 74, para 16).

However, the Court noted that in the light of the object and purpose of the WHO
Constitution as well as the practice followed by the WHO, Article 2 may be read as
authorizing the WHO to deal with the effects of health on the use of nuclear weapons,
or any other hazardous acidity and to take preventive measures aimed at protecting
the health of populations in the event of such weapons being used. However, the
question that was put to the court is ‘not the effects on the use of nuclear weapons on
health’ but the ‘legality of the use of such weapons in view of their health and
environmental effects’ (1996, ICJ Reports, 76, para 21). The Court held that:

Whatever those effects might be, the competence of the WHO to deal with
them is not dependent on the legality of the acts that caused them.
Accordingly, it does not seem to the Court that the provisions of Article 2 of
the WHO constitution, interpreted in accordance with the criteria referred
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above, can be understood as conferring upon the WHO competence to address
the legality of the use of nuclear weapons (1996, ICJ Reports, 76, para 21).

The Court noted that whether nuclear weapons are used legally or illegally, their
effects on health would be the same and that while it is probable that the use of
nuclear weapons might seriously prejudice WHO’s material capability to deliver all
necessary services, this does not raise an issue falling within the scope of

Organisations activities (1996, ICJ Reports, 77, para 22).

The Court further noted that international organisations are subjects of international
law and that unlike States they do not possess a general competence. On the other
hand international organisations are governed by the ‘principle of specialty’ i.e. they
are invested by the States which create them with powers, the limits of which are a
function of the common interests whose promotion those states entrust to them (1996,
ICJ Reports, 78, para 25). The Court held as below:

... to ascribe to the WHO the competence to address the legality of the use of
nuclear weapons — even — in view of the health and environment effects would
be tantamount to disregarding the principle of specialty for such competence
could not be deemed a necessary implication of the Constitution of the
Organisation in the light of the purposes assigned to it by the Member States
(1996, I1CJ Reports, 79, para 25).

The Court held that the essential condition of founding its jurisdiction is absent in the
case as it has arrived at the view that the request for advisory opinion submitted by the
WHO does not relate to a question within the scope of activities of the Organisation in
accordance with Article 96, paragraph 2 (1996, 1CJ Reports, 84, para 31).

In sum, this is one case where the ICJ did not take up the opportunity to give a

decision in favour of protection of human health as a whole.

8.3. 2000 UN Global Compact
The UN Global Compact is a UN initiative for corporate sustainability. It lays down

ten principles which are derived from the UDHR, International Labo