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Abstract
Balancing the trade-off between the pursuits for economic interests (from the
protection of the intellectual property rights) and public health (from the promotion of
human rights to health) is always a complicated issue and sometimes a tragic choice.
Even though international trade laws afford member countries the flexibility to impose
restrictions on intellectual property rights to protect public health, individuals’ rights to
health (especially the right to access affordable medicines) are still frequently sacrificed.
This article proposes that applying the human rights approach to the international
intellectual property regime would provide the state an objective and monitorable
standard to balance the conflicts between the intellectual property right and the right to
health. Furthermore, by defining the scope of the right to health protection, this article
develops an independent assessment mechanism (the right to health impact assessment
for intellectual property policies) to provide both developing and developed countries legal
grounds to refuse unjustified intellectual property protection (when fundamental rights to
health are at stake) and to prevent the TRIPS-exemptions from being misused (when only
some vague notion of public health is at stake).

Keywords: Right to Health, Human Rights Impact Assessment, Intellectual Property Rights, Pharmaceutical
Patents, TRIPS

Access to medicines is very important to the control of epidemics and diseases. For example,
World Health Organization’s (WHO) studies showed that approximately three million people die
from HIV/AIDS, two million from tuberculosis, and one million from malaria in developing countries
each year 3 . These epidemics are most treatable diseases that could have been prevented, treated
or even cured by existing medications. But people in poor countries have little chance to recover
from these epidemics because they have no resources to access essential medicines. Therefore,
international human rights documents have recognized that the right to health in all its forms and at
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all levels contains economic accessibility (affordability) as an important element, meaning health
facilities, goods (including medicines) and services have to be accessible and affordable to
everyone without discrimination 4 .
However, the World Trade Organization (WTO) Agreement on Trade Related Aspects of
Intellectual Property Rights (hereinafter the TRIPS Agreement) brought about very important
changes in international standards relating to intellectual property rights and posed a direct conflict
with the international human rights to health, established by the International Covenant on Social,
Economic and Cultural Rights (ICESCR). This has notably been the case in relation to
pharmaceuticals 5 because the consumption of medicines is sensitive to price 6 . More specifically,
the framework of stringent intellectual property rights established by the TRIPS Agreement enables
pharmaceutical manufacturers to charge prices above marginal costs 7 , which transforms the ability
of governments to monitor and protect public health by restricting their capacity to ensure affordable
access to medications and to regulate health conditions 8 . Even though the Doha Declaration on the
TRIPS Agreement and Public Health 9 (hereinafter the Doha Declaration) and the Implementation of
Paragraph 6 of the Doha Declaration on the TRIPS Agreement and Public Health 10 (hereinafter the
2003 Decision) recognize the “gravity” of the public health problems and reflect concerns regarding
the implications of the TRIPS Agreement 11 , these documents left a number of technical legal
problems unresolved 12 . For example, because the term “epidemics” in the Doha Declaration 13 has
been left undefined, governments may face challenges from pharmaceutical manufacturers on
whether the issuing of compulsory licenses over certain medications (e.g. chronic disease
medications) surpasses the “national emergency” provision 14 (see more discussion in section
(II)(A)). There are also concerns that the administrative burden associated with the procedural
arrangement for notifying the WTO 15 will be costly for developing countries 16 .
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The disarray in protecting public health stems partly from the fact that the international
intellectual property framework has been regarded as a complicated and important component of
international trade regime and thus health concerns have been moved out from its traditional arena.
In contrast to the importance it places on economic globalization, international society has shown
less concern over trade-related threats to global health 17 . In addition, the pursuits of opposing goals
by international intellectual property rights and human rights (the right to health) suggest the
possibility of legal conflicts between these two regimes. Resolving the legal, policy, and normative
conflicts between international intellectual property rights and the right to health is therefore an
important issue.
In this article I focus on exploring what the engagement of the right to health actors and
languages has brought to debate about international intellectual property system, and on
developing a human rights impact assessment to build the state’s capacity to understand the
implications of international intellectual property rights agreements for health 18 .

I. Tensions between Intellectual Property Rights and the Right to Health
Balancing the trade-off between the pursuits for economic interests (from the protection of the
intellectual property rights) and the promotion of human rights to health is a complicated issue and
sometimes a tragic choice 19 . The debate mainly concerns issues of justice, fairness, and equity that
are raised by the adverse impact of trade, particularly among vulnerable countries and
communities 20 . There thus is a huge controversy as to the grounds on which developed and
developing countries debated regarding an international undertaking of the magnitude in the
protection of pharmaceutical patents and concerns for public health.
The problem here is that when it comes to decision-making and priority-setting, the right to
health is often lost in a sea of economic considerations. Individuals’ rights to health (especially
patients’ rights to access affordable medicines in developing countries) are often sacrificed under
the international intellectual property regime in order to pursue the general economic interests. U.S.
policy on HIV/AIDS is illustrative. U.S. policy on this issue tends to prioritize the protection of
intellectual property rights because pharmaceutical manufacturers have persuade society that
pharmaceutical patents, which offer the promise of advanced development of medicine and a cure,
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are crucial drivers of public health initiatives rather than barriers 21 . Similarly, the TRIPS Agreement
also establishes a standard of intellectual property protection (including pharmaceutical patents) on
the basis of the premise that intellectual property protection is the best means for facilitating later
access to affordable medication. However, such a strong commitment to pharmaceutical patents
protection might come at the expense of access to drugs for the world’s poor 22,23 .
The WTO also recognizes that trade liberalization (or globalization) has led to monetary and
regulatory changes that have transformed health and disease, and diminished individual control
over health status while magnifying the impacts of societal determinants of health. Therefore,
international trade institutions have made efforts to allow member states to take actions that restrict
trade if they are “necessary to protect human … life or health” (see Articles 27(2) 24 of the TRIPS
Agreement). Furthermore, the WTO appellate body announced that “WTO members have a right to
determine the level of protection of health that they consider appropriate in a given situation.” 25 In
other words, member states may choose their desired level of health protection, and that this is the
level of protection to consider when determining whether a measure is “necessary.” 26 Read in
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conjunction with the WTO standard for reviewing such actions, these provisions seem to permit
scrutiny by dispute settlement panels leading to objective assessments of claims of health care
needs (or health necessity) made in support of trade restrictions 27 . In 2001 after the WTO's
Ministerial Conference at Doha, Qatar, the Doha Declaration was issued and confirmed that TRIPS
Agreement “can and should be interpreted and implemented in a manner supportive of WTO
members' right to protect public health and, in particular, to promote access to medications for all.” 28
Member states then are allowed to use exceptions in the TRIPS Agreement to the compulsory
licensing provision to address “public health crises, including those related to HIV/AIDS,
tuberculosis, malaria and other epidemics [that] can represent a national emergency or other
circumstances of extreme urgency.” 29 They also have the freedom to “determine the grounds upon
which such licenses are granted.” 30 In 2003, the WTO General Council announced its 2003
Decision authorizing a developed member-state to compel compulsory licenses from its own
manufacturers, create generic versions of medications, and export those medications to countries in
need 31 . This decision resolved the technical legal problem left by the Doha Declaration of how
compulsory licensing should be applied to help countries that lack manufacturing capabilities to
make medications themselves. In 2006, the World Health Assembly (WHA) also passed a
resolution on “international trade and health” that addressed coordination in the development of
trade and health policies and urged WHO Members “to promote multi-stakeholder dialogue at
national level to consider the interplay between international trade and health”. 32

II. Failure to Protect the Right to Health through the International Intellectual Property Rights
Mechanism
No doubt, international trade laws, such as 31(b) (compulsory licensing) 33 of the TRIPS
Agreement, the Doha Declaration and the 2003 Decision, afford member countries the flexibility to
impose restrictions on international trade to protect human, animal, and plant life or health. These
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laws also permit trade restrictions in the case of national emergency (such as a health crisis of
epidemic proportions). There seems to be no place for public health concerns within the
international trade regime since such concerns could be accommodated as special exceptions to
the basic obligations of liberalization trade 34 . Yet there are reasons to doubt these provisions will
play a critical role in providing affordable health care to fight disease and disabilities.

A. Vague Scope of Exemptions from the TRIPS Agreement
The exemptions provided by the TRIPS Agreement and other international trade documents
contain major problems of ambiguity and non-uniformity in application. 35 The vagueness no doubt is
necessary because the importance of illness varies with the social circumstances, and the
pandemic exception must leave room for such variation. But the vagueness might also cause
violations of the right to health.
For example, although the Doha Declaration tries to provide member states with reasonably
detailed instructions as to how to interpret those flexibilities, 36 many key terms and issues are still
left open to interpretation. According to the Doha Declaration, even though each member state has
“the freedom to determine the grounds upon which [compulsory] licences are granted” 37 , the use of
the subject matter of a patent without the authorization of the right holder is still limited to “national
emergency or other circumstances of extreme urgency or in cases of public noncommercial use” 38 ,
which includes “those relating to HIV/AIDS, tuberculosis, malaria and other epidemics” 39 . Because
these provisions do not further explore the content and scope of a “national emergency”, the state
maintains substantial authority to interpret a public health issue as “not an emergency” and to
arbitrarily prioritize economic interests over public health without justification and vice versa 40 . In
addition, because the term “epidemic” has been left undefined 41 , the Doha Declaration lacks legal
validity to expand its scope from “HIV/AIDS, tuberculosis, and malaria” (which are automatically
proclaimed as national emergencies) to other serious health care problems 42 . The content of
34

James Thuo Gathii, International Justice and the Trading Regime, 19 Emory Int'l L. Rev. 1407, 1422 (2005).
Vishal Gupta, A Mathematical Approach to Benefit-Detriment Analysis as A Solution to Compulsory Licensing of Pharmaceuticals
Under the Trips Agreement, 13 Cardozo J. Int'l & Comp. L. 631, 659 (2005).
36
For example, according to the Doha Declaration, each member State is entitled to determine suitable grounds for granting compulsory
licenses (Paragraph 5(b)), and each member can state what a “national emergency” is, while pandemics (AIDS, tuberculosis, and
malaria are clearly stated in the Declaration as cases of pandemics) are automatically proclaimed a national emergency or other
circumstances of extreme urgency (Paragraph 5(c)).
37
Paragraph 5(b) of the Doha Declaration.
38
Article 31(b) of the TRIPS Agreement.
39
Paragraph 5(c) of the Doha Declaration.
40
In other words, due to the vagueness there is hardly any legal qualification to prevent the government from abusing compulsory
licensing.
Melissa McClellan, “Tools for Success”: The TRIPS Agreement and the Human Right to Essential Medicines, 12 Wash. & Lee J. Civil
Rts. & Soc. Just. 153,160-161 (2005).
41
Since any epidemic can potentially affect public health, restricting the definition of “ epidemic” will violate the Doha commitment to
public health. In addition, different countries have their own public health problems to face. As a result, the term “epidemic” then should
be left undefined in the Doha Declaration, enabling nations to decide what an epidemic is based on national standards.
Srividhya Ragavan, The Jekyll and Hyde Story of International Trade: The Supreme Court in Phrma v. Walsh and the TRIPS
Agreement, 38 U. Rich. L. Rev. 777, 831 (2004).
42
Even though the Doha Declaration's statement regarding the term “national emergency” aids in its interpretation of “epidemics,” it still
falls short of providing a concrete definition.
Srividhya Ragavan, The Jekyll and Hyde Story of International Trade: The Supreme Court in Phrma v. Walsh and the TRIPS
35

“national emergency” therefore remains ambiguous because one member state still has the
authority to define a certain disease (e.g. obesity) as a health crisis while another does not. Due to
this vagueness, developed countries and the pharmaceutical industry then argue that it is justified to
restrict the scope of “national emergency” such that it refers only to “HIV/AIDS, tuberculosis, and
malaria” 43 . For example, in the dispute about compulsory licensing for AIDS/HIV drugs between U.S.
and South Africa, the U.S.’s concession on South Africa’s compulsory licensing was clearly limited
solely to AIDS drugs and not for other needed pharmaceuticals 44 . In other words, even though the
U.S. government eventually acknowledged South Africa’s authority to grant compulsory licenses for
AIDS/HIV drugs and pledged to withdraw the threat of sanctions, scholars believe that the U.S.
simply backed down due to harsh political pressure rather than actually recognizing the legality of
compulsory licensing 45 .
Article 27(2) of the TRIPS Agreement presents a similar problem. Article 27(2) authorizes
member states to exclude from patentability inventions when it is “necessary to protect ordre public
or morality, including to protect human, animal or plant life or health or to avoid serious prejudice to
the environment” without explore the meaning of “necessity”. Developing countries are likely to
argue that necessity should fall within the definition of “flexibility” which enables countries to decide
when is “necessary to protect ordre public or morality” based upon national standards. But with
such a vague standard, developing countries can also easily decide that exclusions to patentability
are not necessary and thereby restrict their citizens’ right to health in exchange for greater
economic interests, especially when they are required to set stricter standards for intellectual
property protection to attract foreign investments. For example, after Thailand issued a compulsory
license for a patented heart disease medicine, one leading pharmaceutical company stopped
introducing new medicines in Thailand 46 and the U.S. signaled its displeasure by placing Thailand
on its “priority watch list” of countries that do not adequately protect intellectual property 47 . Since
economic coercion (such as the use of the U.S. Trade Act’s Super 301) plays an important factor
behind developing countries’ ultimate decisions when they face conflicts between intellectual
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property rights and public health, the flexibility provided by the TRIPS Agreement then might
backfire by granting the state substantial authority to interpret “necessity” such that it can arbitrarily
prioritize intellectual property rights over the right to health without assessing the impact on human
rights in a way that can be enforced and monitored.
Due to the vagueness of the pandemic exception in the TRIPS Agreement and other
multilateral trade and intellectual property agreements, the scope of diseases to be covered by any
exception to pharmaceutical patent rights therefore has become the major issue in balancing
intellectual property rights and human rights to health. On the one hand, developed countries want
the scope of diseases, which are regarded as public health problems (related to human life or health
protection) or national emergency, limited to those constituting a true “public health crisis.” 48 On the
other hand, developing countries argued that there should be no defined list of eligible diseases for
any exception to pharmaceutical patent rights 49 because such a list cannot adequately address the
actual public health concerns that developing countries face. The difference is understandable
because developed countries want to interpret most provisions narrowly to maximize economic
interests from intellectual property while developing countries prefer a broader interpretation to
improve accessibility of health care 50 . But the different, sometimes even contradictory and
inconsistent, approaches applied to interpret exceptions of international trade laws operate at cross
proposes and leave rooms for states to prioritize intellectual property rights over the right to health
arbitrarily without justification. Furthermore, ambiguous and non-uniform provisions of international
intellectual property laws lend themselves to the possibility of abuse and potentially destabilize the
balance between intellectual property rights and the right to health 51 .
However, here I do not suggest that the international trade institutions should provide an
explicit disease list of “other epidemics”. A list-of-epidemics approach would not only violate
countries’ “sovereign commitment not to reduce the line between important and necessary drugs” 52
but also commit countries with different socio-economic conditions to one universal criterion.
Nonetheless the absence of a theoretical framework (to clarify the vagueness) also obscures the
Doha Declaration’s commitment to the substantial protections of public health. In order to balance
“flexibility” required in international intellectual property rights regime and the protection of the right
to health, I suggest that there should be theoretical foundations and justifications to define national
emergencies related to public health. Furthermore, since it is hard to derive such a basis from the
international intellectual property regime, further explication of the right to health can help
international institutions to create a theoretical framework. More specifically, in addition to general
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notion of “public health” 53 , interpreting international intellectual property laws in light of a defined
right to health can help international institutions to explore the content and scope of the pandemic
exception, to assess developed countries’ claims to intellectual property and developing countries’
claims regarding public health, and to identify the significance of the fundamental diversity of
different epidemics. For example, defining “the right to decent minimum of health care” 54 (or “the
right to the highest attainable standard of health” 55 ) and identifying the state’s core obligation “to
ensure the satisfaction of, at the very least, minimum essential levels” 56 would offer more guidance
than the current “public health” language of the agreements, which leaves too much to discretion 57 .
In addition, because the human rights approach only points out a functional relationship between
diverse health care needs and the various institutions responsible for fulfilling them, after a proper
assessment the state can still grant the authority to decide the exact nature of

“national

emergency” related to public health (see more discussion in section III).

B. TRIPS Agreement as a Minimum Standard of Intellectual Property Rights Protection
In the ongoing development of the international intellectual property rights regime, developed
countries tend to take positions more restrictive than the TRIPS Agreement because they see
TRIPS Agreement as a minimum standard of protection. But such provisions governing
pharmaceutical patent protection that far exceed the protections offered by the TRIPS Agreement
further threaten least developed countries’ ability to realize the right health.
According to Article 1(1) of the TRIPS Agreement, “[m]embers may, but shall not be obliged to,
implement in their law more extensive protection than is required by this Agreement, provided that
such protection does not contravene the provisions of this Agreement.” Because the TRIPS
Agreement merely sets minimum standards of intellectual property rights, and countries are free to
negotiate and bind themselves to more stringent intellectual property rights protections, developed
countries then pursue bilateral free trade agreements (FTAs) that require intellectual property rights
protection far in excess of standards set by the TRIPS Agreement. These enhanced protections are
termed “TRIPS-plus” 58 .

53

Generally speaking, even though the trade agreements are promising steps toward making access to HIV/AIDS, tuberculosis, and
malaria, the WTO negotiations and agreements noticeably avoid any over recognition of human rights.
Melissa McClellan, “Tools for Success”: The TRIPS Agreement and the Human Right to Essential Medicines, 12 Wash. & Lee J. Civil
Rts. & Soc. Just. 153, 160 (2005).
54
Allen Buchanan argued that he notion of minimum should be applied to both to health and health care in the international human rights
regime to avoid the excesses of the strong equal access principle, which would exhaust available resources.
Allen Buchanan, The Right to a Decent Minimum of Health Care, 13(1) Philosophy & Public Affairs 55, 55-56 (1984).
55
According to the CESCR General Comment No. 14, the right to highest attainable standard of health should not to be understood as a
right to be healthy and is subject to progressive realization and resource availability. However, even though the right to health is subject
to resource constraints, it still gives rise to some core obligations of immediate effect, which can help the society to prioritize different
health care needs.
Paragraphs 8, 43-45 of the CESCR General Comment No. 14.
56
See Paragraphs 43-45 of the CESCR General Comment No. 14 and more discussion in section (IV)(B)..
57
Melissa McClellan, “Tools for Success”: The TRIPS Agreement and the Human Right to Essential Medicines, 12 Wash. & Lee J. Civil
Rts. & Soc. Just. 153, 160 (2005).
58
Charles T. Collins-Chase, The Case Against TRIPS-Plus Protection in Developing Countries Facing AIDS Epidemics, 29 U. Pa. J. Int'l
L. 763, 765 (2008).

Therefore, in addition to enforcing different legal actions through the WTO, developed countries
(such as the U.S.) pursue the proliferation of bilateral investment and intellectual property
agreements that incorporate TRIPS-plus standards of intellectual property protection to enforce
various TRIPS provisions against developing countries 59 . As a result, pharmaceutical patents have
been included in the definition of “investment” to be encouraged and reciprocally protected in
bilateral treaties on the basis of developed countries’ requests 60 . Europe has consistently pushed
developing countries to establish longer periods of data exclusivity

61

. The U.S. Trade

Representative (USTR) has also pushed for increased levels of intellectual property rights and
required including data exclusivity and patent linkage in every U.S. FTA to date. For example, Article
16.8 of the U.S.-Singapore FTA contains a standard data exclusivity provision 62 which is not part of
a traditional patent regime but rather a parallel form of intellectual property protection that can exist
even when a pharmaceutical product is not patented. 63 According to Article 39(3) of the TRIPS
Agreement, the states are required “only” to protect undisclosed test or other data against unfair
commercial use 64 . Therefore, such a strong protection of undisclosed test data provided in the
U.S.-Singapore FTA obviously is not secured through the TRIPS Agreement. However, due to the
minimum standards of intellectual property rights protection specified in the TRIPS Agreement, it is
justified for the U.S. and other developed countries which favor stronger data protection to impose
these terms on nations through bilateral agreements. These bilateral trade treaties with TRIPS-plus
provisions thus reflect the view of developed countries that the TRIPS Agreement is merely a
minimum and inadequate baseline for pharmaceutical patent protection 65 .
Patent linkage is another example. Article 19.5 of the U.S.-Korea FTA provides a
patent-registration linkage provision, which requires the party “to implement measures in its
marketing approval process to prevent such other persons from marketing a product without the
consent or acquiescence of the patent owner.” 66 Article 17.10(5) of the US-Australia FTA has similar
provisions which not only require that “[the] drug regulatory authority may not approve a generic
59
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drug for marketing while the brand name drug is under patent unless the patent holder permits it,”
but also obligate generic manufacturers to notify patent owners when seeking marketing approval of
a generic version of a drug. In other words, patent linkage provisions put the burden on the second
applicant (generic manufacturers) to prove that the originator's patent is invalid, and require the
national regulatory agency to act as “patent police” and assess the validity of the patent 67 . Howeve,
despite their presence in several US FTAs (See Table 1), it is important to be aware that these
patent linkage requirements are entirely unprecedented in the TRIPS Agreement 68 .
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Table 1

U.S. Free Trade Agreements about Pharmaceutical Patents Protection

Central American Free
Trade Agreement
(CAFTA)
US-Jordan FTA
US-Singapore FTA
US-Chile FTA

US-Australia FTA

US-Morocco FTA

US-Korea FTA

A country’s drug regulatory authority may not approve a generic drug for marketing while
the brand name drug is under patent (unless the patent holder permits it). A patent owner
must be notified if another party seeks marketing approval of a generic version of a drug
while it is still under patent (Article 15.10(2))
A patent owner must be notified if another party seeks marketing approval for a generic
version of a drug while it is still under patent.(Article 4(23))
A country’s drug regulatory authority may not approve a generic drug for marketing while
the brand name drug is under patent, unless the patent holder permits it-essentially giving
the regulatory authority the role of another layer of IP enforcement. (Article 16.8(4)(c))
A country’s drug regulatory authority may not approve a generic drug for marketing while
the brand name drug is under patent (unless the patent holder permits it). A patent owner
must be notified if another party seeks marketing approval of a generic version of a drug
while it is still under patent. (Article 17.10(2)(b-c))
A country’s drug regulatory authority may not approve a generic drug for marketing while
the brand name drug is under patent (unless the patent holder permits it). A patent owner
must be notified if another party seeks marketing approval of a generic version of a drug
while it is still under patent. (Article 17.10(5))
A country’s drug regulatory authority may not approve a generic drug for marketing while
the brand name drug is under patent (unless the patent holder permits it). A patent owner
must be notified if another party seeks marketing approval of a generic version of a drug
while it is still under patent. (Article 15.10(4))
Where a Party permits, as a condition of approving the marketing of a pharmaceutical
product, persons, other than the person originally submitting safety or efficacy information,
to rely on that information or on evidence of safety or efficacy information of a product that
was previously approved, such as evidence of prior marketing approval in the territory of
the Party or in another territory, that Party shall:
(a) provide that the patent owner shall be notified of the identity of any such other person
that requests marketing approval to enter the market during the term of a patent notified to
the approving authority as covering that product or its approved method of use; and
(b) implement measures in its marketing approval process to prevent such other persons
from marketing a product without the consent or acquiescence of the patent owner during
the term of a patent notified to the approving authority as covering that product or its
approved method of use. (Article 19.5)

These TRIPS-plus provisions then enforce patent-like barriers to the accessibility of affordable
generic medication and cause serious violations on the right to health. First, data exclusivity in the
FTAs would prevent a generic pharmaceutical company from getting its competing drugs to the
market in a timely manner 69 because generic manufacturers can no longer use the earlier test data
that was submitted in the original drug manufacturer's application to apply for marketing approval. 70
Data exclusivity may also impact the ability of a government to issue a compulsory license, which is
considered a valuable mechanism for reducing drug prices 71 . Second, the practice of patent linkage,
which prevents a drug manufacturer from obtaining market approval for a drug while the original
version is still under patent unless by consent of the patent owner, would prevent the generic drug
from immediately entering the market upon expiration of the patent 72 . In the negotiation of the
U.S.-Malaysia FTA, the U.S. further required Malaysian regulatory agencies to make patent
infringement decisions, ignoring that the Malaysian government is incapable of assessing patent
rights 73 . Such a requirement then would significantly extend the effective length of a patent owner's
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market exclusivity and delay the entrance of cheaper generic drug on the market. Furthermore,
because many FTAs preclude the use of intellectual property flexibilities that are crucial policy
options in the TRIPS Agreement for combating the disease 74 , they effectively restrict individuals’
right to access affordable medicines. Therefore, applying both the minimum levels of global
intellectual property standards in the TRIPS Agreement and stronger intellectual protections for
pharmaceuticals in the FTAs, the U.S. may have succeeded in euthanizing both Article 31
(compulsory licensing) of the TRIPS Agreement and the Doha Declaration 75 .
However, due to the minimum standard established by the TRIPS Agreement, it is difficult to
make TRIPS-plus provisions illegal and to avoid upsetting the balance between the right to health
and intellectual property rights struck by the WTO. Furthermore, the vagueness of the
TRIPS-compliant flexibilities (see section (II)(A)) strengthen the influence of TRIPS-plus provisions
on public health. For example, it is not clear what the TRIPS Agreement means by “necessary
measures” which the state may adopt “to protect public health and nutrition, and to promote the
public interest in sectors of vital importance to their socio-economic and technological
development” 76 . Thus, developed countries might argue that “necessary measures” imply that there
are no other alternatives possible and that only the least intrusive, disruptive measures will be
used” 77 (e.g. U.S. may argue that price discount programs would create a non-infringing alternative
to compulsory licenses and abrogation of data exclusivity 78 ). By using ambiguity about the meaning
of “necessary measures”, developed countries can launch backdoor pressure against developing
countries to adopt TRIPS-plus provisions. Consequently, even though TRIPS-plus provisions might
significantly impair public health, these provisions would still be regarded as justified because the
obligations to implement patent linkage or data exclusivity in the FTAs would not affect the state’s
ability to take “necessary measures” to protect public health by promoting access to medicines for
all 79 .
The TRIPS Agreement’s and other international trade documents’ intermediate and
contradictory position on the protection of public health in the international intellectual property
rights regime has created an obstacle for developing countries to stand against developing
countries. Due to lack of a consistent theoretical basis, developing countries have no solid legal
grounds or pragmatic strategies to resist developed countries’ demands that stricter obligations
being imposed to protect intellectual property rights through TRIPS-plus provisions. Thus, if
international institutions want to persist in balancing intellectual property rights and public health,
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inconsistency between these conflicting approaches needs to be resolved, and an independent and
coherent conceptual logic needs to be established. In addition to the international trade approach,
the human rights approach is an option to supplement the TRIPS Agreement with a theoretical
basis to balance the costs of epidemics against the benefits of FTAs with developed countries. In
addition, a right to health approach could lend greater legal certainty to the provisions regarding
pharmaceutical patent laws and health, and thus help developing countries to face and resist
TRIPS-plus requirements from developed countries 80 .

C. Effects of Power Asymmetries
Because developing countries need access to large industrialized country markets, their trade
dependence on developed countries gives the latter considerable economic leverage over the
former 81 . The asymmetric power relationships between developed and developing countries are
then reflected in continued threats or use of trade sanctions and the proliferation of bilateral
investment 82 . In other words, developed countries can force developing countries to adopt and
enforce strict and highly protectionist intellectual property policies (e.g. TRIPS-plus provisions) by
threatening trade sanctions against developing countries. Such economic coercion is an important
factor in the failure of many developing countries to provide affordable health care.
In order to balance (or to rectify) power asymmetries in international trade relationships, it is
then necessary to establish objective criteria regardless of different countries’ voluntaristic
preferences to evaluate trade-offs between intellectual property rights and public health. However,
ambiguous and non-uniform provisions of international intellectual property laws prevent the
establishment of an independent assessment mechanism that can be monitored. The lack of such a
mechanism combined with structural power asymmetries between developed and developing
countries in turn has an adverse impact on the provisions of public health. Because of the ambiguity
of the TRIPS-exemptions, they can hardly provide theoretical or legal bases for developing
countries, which have little or no bargaining power in negotiations, to reevaluate intellectual
property rights policies. Developing countries then are forced to accept developed countries’ view
that an exemption can be made for HIV/AIDS, tuberculosis and malaria only with no scope for “other
epidemics” to be included 83 . As the example described earlier, when Thailand attempted to use
TRIPS-exemptions guaranteed and encouraged by the Doha Declaration to issue compulsory
licenses on patented drugs for heart disease and cancer, the USTR placed Thailand on the special
301 “priority watch list” for alleged violations of intellectual property law 84 . In addition, because the
80
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TRIPS Agreement adopts minimum standards of intellectual property rights protection, developing
countries have no legal basis to guard against proposals to introduce TRIPS-plus provisions in
FTAs. Laboring under structural power asymmetries, these countries are forced to accept
increasingly common bilateral treaties with stricter intellectual property rights provisions 85 .
A monitorable and objective standard based on human rights impact assessment therefore
could help to endow the attempts by developing countries to restrict international intellectual
property rights with a degree of moral legitimacy, the force of legal obligation, and a sense that they
are somehow beyond the possibility of compromise or negotiation 86 . Proper assessment of the
trade-offs between pharmaceutical patents and public health interests provided by human rights
impact assessment could also help societies to decide the scope of “necessary measures” to
protect public health and the definition of “national emergency”. Furthermore, with a proper
assessment, developing countries would have stronger claims to face critical structural challenges
in resisting relentless pressures from developed countries to adopt inappropriate and excessive
international trading regimes. In other words, characterizing specific goals (public health concerns,
such as access to low-cost antiretroviral medications effective against AIDS) as human rights (the
right to health) through an objective criterion then can elevate these goals above the rank and file of
competing societal goals (e.g. intellectual property rights), give them a degree of immunity from
challenge, and endow them with an aura of absoluteness and universal validity 87 .

III. Re-evaluating International Intellectual Property and the Right to Health Relationship
As discussed in section (II), international intellectual property laws and policies significantly
influence individuals’ right to access affordable medicines. But these laws and policies are seldom
evaluated with attention to their impact on the right to health or the norms of international human
rights laws. In other words, international intellectual property laws and policies are sometimes
formulated without careful consideration of their consequences, whether the means adopted will
achieve those proposed policy goals, and whether intended economic interests outweigh human
rights burden.
The human rights approach is one possible solution to resolve conflicts between intellectual
property rights and public health, and has the capacity to bolster developing countries’ public health
responses when facing developed countries’ challenges. Because the human rights approach is
capable of defining the right to “decent minimum health care” 88 and to add clarity to the scope of
public health protection, it can provide specific and explicit grounds “that both require more
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exceptions to intellectual property rights (e.g. compulsory license) when individual lives are at stake,
and limit exceptions when only some vague notion of public health or public good is at stake.” 89
Furthermore, since the trade and human rights (the right to health) debate is essentially one about
coherence between international regimes, the human rights paradigm can in some sense be a
practical approach to ensure that trade rules are developed and applied in ways that promote a fair
and equitable trading system and to further establish a just international and social order 90 .
But the development of an international intellectual property rights regime is likely to push the
protection and the fulfillment of the right to health out of its independent arena and to make health
care merely a component of international trade policy. The ignorance is partly caused by the fact
that international trade law, which mostly involves transactions between private actors and
inter-linkages of private actors across state boundaries, was for a long time considered part of the
“private” rather than the “public” sphere. 91 It is argued by many of those who negotiate international
trade law rules that each of the two legal systems (international trade and international human rights)
should take into account only its own rules and regulations. 92 Thus, right-to-health issues are rarely
discussed within WTO bodies. 93 For example, the Doha Declaration argued that, while reiterating
the commitment to the TRIPS, the state only needs to “affirm that the Agreement can and should be
interpreted and implemented in a manner supportive of WTO Members' right to protect public health
and, in particular, to promote access to medicines for all” 94 without explicitly referring to human
rights 95 .
In addition, some are not convinced that there are tensions between intellectual property
protection and the right to health, and propose that it is in the very nature of the existing
international intellectual property regime to enhance human rights protection. In their proposal, if
every country can respect and protect intellectual property rights of other countries, inventors and
creators would have the maximum incentive to create, mutually benefiting the world. Consequently,
protecting intellectual property in international trading system maximizes the overall social interest
and further promotes trade liberalization 96 , which most economists view as a means to wealth
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maximization 97 . If individuals’ wealth can be maximized, they can then freely spend their own
resources to purchase health care. For example, the WTO Consultative Board believes that “the
exposure of governments and citizens to an international institutional framework dedicated to
openness will have its effects on much more than commerce” and the WTO will only bring benefits
to the promotion of human rights. 98 Therefore, international intellectual property law does not
restrict the fulfillment of the right to health and can help to promote individuals’ opportunities to
pursue their own conceptions of the good about health 99 .
However, increasingly criticism are made that treating the international intellectual property law
system as an epitome of trade openness regardless of its impact on human rights is “an
over-simplification that fails to take into account the multi-dimensional rationales.” 100
First, the state’s obligation to respect, to protect, and to fulfill the right to health should not be
totally excluded from the international trade regime. Since all WTO members have ratified at least
one international human rights instrument with the vast majority having ratified many more, 101 these
states are obliged to respect, to protect, and to fulfill the right to health 102 largely as written in
existing international human rights laws 103 if the workings of the international trade regime are to
have any legitimacy and ethical force 104 . States must not only respect the right to health when
executing WTO intellectual property provisions through national legislation but also evaluate human
rights burdens when drafting and implementing domestic patent laws. Furthermore, based on the
fact that people and organizations worldwide rank health as one of the greatest goods, 105 many
states have gradually recognized an individual’s right to health as a basic socio-economic right in
national constitutions. 106 Even if some countries, such as the U.S., do not recognize the right to
97
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health in their constitutions, 107 they have developed related but subordinate laws to substantially
protect significant aspects of the right to health 108 . In other words, since most states across the
globe have recognized the right to health for every citizen and have explicitly supported and
accepted international human rights law, they should also be obliged to apply existing norms of the
right to health as a primary basis for analysis of international intellectual property law rules because
of the far more universal acceptance of the values contained therein.
Second, trade liberalization, which international intellectual property laws intend to achieve,
does not necessarily enhance the right to health protection in all situations. The hypothesis - trade
liberalization can promote the right to health - is that trade promotes economic growth and reduces
poverty, so that citizens can have more resources to pursue their own good ends (including
health). 109 However, it is difficult to justify trade liberalization on economic grounds alone because
“the correlation between trade openness, poverty reduction, and development is a complex one.” 110
Empirical studies have shown that the average price of brand name drugs in South Africa is about
230% as much as generic drugs. 111 The price of drugs in India also went up to 200%-750% after the
implementation of intellectual property laws.
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Therefore, even if trade liberalization

(accompanying with intellectual property protection) can help individuals to earn more money, it
does not necessarily mean that they can afford more expensive drugs. In addition to intellectual
property protection, more mechanisms need to be established to guarantee individuals’ access to
affordable medicines.
In addition, poverty reduction does not reveal exact levels of health in vulnerable populations
and thus is only crude signifier of the right to health. For example, Amartya Sen argued that even
though poverty can be sensibly identified in terms of capability deprivation, there are factors other
than low income that cause capability deprivation 113 . Without basic capabilities (meaning decent
minimal health, which is what the right to health guarantees 114 ,) individuals can hardly develop their
care in “delivery of services”, “quality assurance,” “promoting good medical practice,” etc.
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own conceptions of the good 115 regarding how to use their external resources (income) to pursue
the good ends of their life (including health care decisions). Therefore, an overall net gain in income
through global trade policies is not, and should not be, equivalent to the right to health compliance
because the latter puts more emphasis on ensuring an individual’s life, health, and dignity. 116 In
other words, in addition to economic efficiency, it is important to bring an added dimension (the right
to health) and to measure the justice of the world trading system in considering and evaluating the
impact of international trade regulations.
Third, the human rights approach “can provide an institutional space for the development of
norms about [international intellectual property] policy which are different from, and contrary to,
those circulating within the trade regime.” 117 The elaboration of international human rights law
relating to international intellectual property policy “may provide an impetus for the use of domestic
human rights enforcement mechanisms to influence governments' [international intellectual
property] policy positions.” 118,119 The human rights approach then can not only offer a variety of
policy technologies which may be used to achieve desirable international intellectual property policy
outcomes but also make available a variety of strategies that can be used to exert considerable
political pressure 120 .
I propose that an enforceable and monitorable human rights impact assessment should be
established in order to evaluate restrictions on human rights to health under the international
intellectual property regime. Generally speaking, human rights impact assessment, which focuses
on careful gathering of relevant information, provided through perspectives of various disciplines,
can provide society with credible arguments based upon “hard evidence” to justify or to condemn
international intellectual property strategies 121 . Within a well-defined framework for human rights
acknowledges a substantial universal right. Third, since the right to health must be limited in scope (to avoid the unfavorable
consequences of a strong equal access right), it should be limited to the most basic services.
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impact assessment for international intellectual property policies (see more discussion in section IV),
the human rights approach then can be adopted to supplement or interpret the flexibilities of
international trade laws, to improve the implementation of international trade policies, and to provide
reasonable and practical initiatives to evaluate trade-offs between economic interests and public
health. For example, the list-of-services approach adopted by the Committee on Economic, Social
and Cultural Rights (hereinafter CESCR) to prioritize the state’s core obligations to fulfill certain
rights to health care (e.g., rights to maternal and child health care, to immunization, to essential
drugs, and to medical treatments for epidemics) 122 can be applied as a criterion to interpret national
emergency stated in Article 31(b) of the TRIPS Agreement. Thus, by applying human rights impact
assessment to evaluate trade-offs between trade and public health, relationships between
international trade laws and human rights to health institutions would become mutually supportive
rather than competitive 123 .
However, I do not suggest that the human rights paradigm must be engaged at the level of
ideas and knowledge in re-making the international economic order about intellectual property
rights. I do not propose to establish a hierarchy of international intellectual property laws and human
rights laws, or to interpret the provisions of international intellectual property laws in light of existing
right to health obligations either 124 . It is illusory and represents an oversimplified account of how
human rights language works to suggest that human rights can provide a set of substantive values
and rules to guide international intellectual property policy choices 125 . I merely suggest that the
human rights (the right to health) paradigm might provide a variety of potentially effective policy
tools - human rights impact assessment - for achieving desirable international intellectual property
Evaluation of Public Health Policies, in Jonathan Mann et al. eds., Health and Human Rights, 55 (New York: Routledge 1999).
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against the major infectious diseases occurring in the community; (6) to take measures to prevent, treat and control epidemic and
endemic diseases.
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rights policy outcomes. These policy tools can help to provide a “trigger” for policy learning and to
facilitate and enable the production of new ideas about desirable international intellectual property
policy 126 . Without these policy tools provided by the human rights approach and some changes in
ideas, a fair and just transformation of the international trading order is considerably less likely. Here,
the human rights approach to international intellectual property protection is applied to “cooperate”
with international trade regulations to enhance the state’s capacity to understand the implications of
international intellectual property laws for the right to health of the populations 127 .

IV. The Framework of the Right to Health
However, the difficulty most states face in balancing intellectual property rights and the right to
health is that they have trouble distinguishing the fundamental and non-fundamental elements of
the right to health (hereinafter “fundamental rights to health” and “non-fundamental rights to health”).
Therefore, in order to further apply the right to health impact assessment in the international
intellectual property regime, it is necessary to explore the contents of the right to health.
A. The Traditional Definition of the Right to Health
The U.N. Universal Declaration of Human Rights (UDHR) first recognized two sets of human
rights: (1) civil and political rights, and (2) economic, social, and cultural rights, with the right to
health included in the latter. Article 25.1 of the UDHR further affirms that “[e]veryone has the right to
a standard of living adequate for the health of himself and of his family, including food, clothing,
housing and medical care and necessary social services.” In accordance with Article 12.1 of the
International Covenant on Economic, Social, and Cultural Rights ( ICESCR), state parties recognize
“the right of everyone to the enjoyment of the highest attainable standard of physical and mental
health,” while Article 12.2 of the ICESCR enumerates, by way of illustration, a number of “steps to
be taken by the States’ parties ... to achieve the full realization of this right.” The preamble of the
World Health Organization (WHO) Constitution asserts that “health is a state of complete physical,
mental and social well-being and not merely the absence of disease or infirmity,” and 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.”
Additionally, the right to health is recognized in Article 5(e)(iv) of the International Convention on the
Elimination of All Forms of Racial Discrimination of 1965, in Articles 11.1(f) and 12 of the Convention
on the Elimination of All Forms of Discrimination against Women (CEDAW) of 1979, and in Article
24 of the Convention on the Rights of the Child (CRC) of 1989. Several regional human rights
instruments also recognize the right to health, such as Article 11 of the European Social Charter of
1961, Article 16 of the African Charter on Human and Peoples’ Rights of 1981, and Article 10 of the
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Additional Protocol to the American Convention on Human Rights in the Area of Economic, Social
and Cultural Rights of 1988. In addition to international human rights documents, national
constitutions 128 and non-governmental organizations (NGOs) 129 also have proposed that individuals
should have the right to maintain the “highest attainable standard” of physical and mental health,
and have gradually recognized an individual’s right to health as a basic socio-economic right.
Countries not recognizing the right to health also have developed related but subordinate laws to
substantially protect significant contents of the right to health 130 (although these contents are more
precisely characterized as political rights or entitlements than constitutional rights 131 ).
Based on the fact that people and organizations worldwide rank health as one of the greatest
goods 132 , the right to health should include both (1) the right to access health care (including
medical care, preventive and primary health care, pre- and post-natal health care, mental health
care), and (2) the right to enjoy underlying preconditions for health (including clean water, decent
housing, and proper cloth).
B. The Current Debate on How to Prioritize the Right to Health Care
However, the right to health is traditionally regarded as one undifferentiated, universal positive
right, even though the right bundles a variety of contents with different functions and these contents
are not all positive rights. 133 If the right to health is simply an undifferentiated right to positive
health, 134 under the precept of the right to health a society is obligated to “equally” fulfill all health
care needs with no basis on which to differentiate them. But international human rights documents
show opposite. According to paragraphs 43-45 of the CESCR General Comment No. 14, state
parties are obliged with core obligations of immediate effect to fulfill certain contents of the right to
128
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health (e.g. providing essential drugs, ensuring reproductive and maternal health care, providing
immunization against the major infectious diseases occurring in the community, and providing
education and access to information concerning the main health problems in the community) 135 .
Therefore these contents of the right to health obviously have priority over others 136 . Since the right
to health contains various contents with different functions, and these contents are not all positive
rights, 137 it is then not appropriate to treat all these contents the same in the assessment of the
trade-off relationships between intellectual property and the right to health. Because the traditional
undifferentiated right to health cannot address all these miscellaneous aspects of the right to health,
a new framework to differentiate the various contents of the right to health is required.
But prioritizing diverse contents of the right to health is no doubt always a critical issue.
Scholars and policymakers are engaged in sharps debates about prioritizing the different contents
of the right to health. 138 The battle over the right to health keeps going because “[it] is not so much
over whether the rights to health care should be incorporated, but over how they should be
incorporated: as justiciable rights in the ordinary way, or as mere directives of state policy.” 139
International human rights institutions (such as the WHO) have not helped much in this debate, and
have failed to provide sufficient detail of their understanding of the right to health in their policies and
programs. 140 Therefore, the definition of the right to health remains vague and broad. 141 Due to the
vagueness and ambiguity of the conception of the right to health, it then becomes awkward when
applying the right to health in assessing international intellectual property laws and policies.
There are three different approaches trying to help the policymakers, legislators, and judiciary
system determining contents of fundamental and non-fundamental rights to health, and to precisely
and objectively evaluate trade-offs between trade and the right to health in international trade
policies.
(1) The list-of-services approach adopted by the CESCR to prioritize the state’s core obligations to
fulfill certain rights to health care (e.g., rights to maternal and child health care, to immunization,
to essential drugs, and to medical treatments for epidemics) 142 might provide one possible
135
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direction. But this approach fails to explain why these listed health care services are more
important than others, and assumes, rather than justifies, the state’s “moral” duty to respect
individuals’ right to health. 143
(2) On the basis of “autonomy,” Campbell argued that priority of rights to health care should be
given to individuals who need medical interventions that would “most likely to increase
autonomy amongst those least able to exercise it without outside help.” 144 On the basis of this
criterion, he argued that priority should be given to significant groups such as “children from
deprived areas, mentally handicapped, and elderly people without adequate family support” 145
because it would most likely increase their autonomy and because these groups are least able
to exercise this without help. Accordingly, he also argued that priority should be given to
primary care interventions and health facilities for the chronically sick rather than to acute or
maternity hospital services. 146 However, instead of directly applying “autonomy” as a criterion
to evaluate the importance of diverse rights to health care, Campbell assumed certain groups
are most vulnerable in autonomy protection 147 and argued that these groups have priority for
rights to health care. But Campbell’s “group classifications” approach neglects the essence of
the autonomy principle and the fact that individuals in groups still have diverse conceptions of
the good regarding health care rather than a shared ranking of health care needs.
(3) Toebes proposed to distinguish the “scope content” and the “core content” of the right to health
by delineating what is “most essential” in human rights and to build a hierarchy of health care
needs and the ensuing state obligations. 148 This approach divided rights to health into three
elements: core content, scope content, and overlapping content of the right to health (see
Figure 2). These elements are similar to the state’s “core obligations” listed in CESCR General
Comment No. 14. The “core content of the right to health” ― the baseline below which no
individuals in any country should fall 149 ― includes the following characteristics (based on
various international institutions) 150 : (1) Health care should contain maternal and child health
care including family planning, immunization against major infectious diseases, appropriate
treatment of common diseases and injuries, and provision of essential drugs. (2) Underlying
preconditions for health include an adequate supply of safe drinking water and basic sanitation
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Einer Elhauge, Allocation Health Care Morally, 82 Cal. L. Rev. 1449, 1470 (1994).
144
Alastair Campbell, Medicine, Health and Justice: The Problem of Priorities 48 (New York: Longman1978).
145
See id.
146
Id. at 32.
147
No doubt, people are more or less vulnerable at different stages of their lives because of health problems that force them to turn to
others for help. And it is a clear and easy way to directly apply group classifications as a criterion in health care distribution policy. For
example, Aday also adopts similar approach and applies epidemical data to evaluate who is most vulnerable (such as elderly people,
low birth weight infants, teenage mothers, persons living with HIV/AIDS, alcohol or substance abusers, people in abusive family
situations,, the homeless, immigrants and refugees, and the suicide- or homicide-prone) in health care distribution in the U.S.
Lu Ann Aday, At Risk in America: The Health and Health Care Needs of Vulnerable Populations in the United States 54-90 (San
Francisco: Jossey-Bass Publishers 2001).
148
Brigit Toebes, The Right to Health Care as a Human Right in International Law 275-76 (Oxford: Hart-Intersentia 1999).
149
World Health Organization, Global Strategy for Health for All by the Year 2000 31 (Geneva: World Health Organization 1989) (1981).
150
Committee on Economic, Social, and Cultural Rights, CESCR General Comment No. 14 arts. 43-45 (E/C. 12/2000/4, CESCR) (2000).
International Conference on Primary Health Care, Declaration of Alma-Ata arts. 6-7 (1978).
World Health Organization, Global Strategy for Health for All by the Year 2000 31-38 (1989).
World Health Organization, Primary Health Care 34-50 (Geneva: World Health Organization, 1948).
143

and freedom from serious environmental health threats. The “scope content of the right to
health” contains elements that are embedded in various international treaty provisions that
stipulate the right to health care, and is accordingly the “general content” of the right to health
care, including “health care” such as medical care and preventive care, along with the
“underlying preconditions for health” such as clean drinking water and air and adequate
sanitation. 151 However, even though this approach provides a detailed criterion to prioritize the
state’s obligations to fulfill the right to health, it does not provide a valid theoretical basis for
setting priorities for the right to health care or set standards for what groups or what services
should receive priority. In other words, this approach merely applies the existing structure of
human rights to distinguish the core and scope (marginal) contents of the right to health without
evaluating different contents’ influence on individuals’ capabilities.
Figure 1

Core and Scope Contents of the Right to Health Care 152

Right to life

Right to physical integrity and privacy

Measures to combat infant mortality and increase life
expectancy
Environmental health, more specifically, the prohibition
of the use or testing of nuclear weapons

Access to medical treatment in prisons
Freedom from mental damages due to detention
Abolishment of harmful traditional practices
Measures to prevent unsafe abortions

Scope Content
Equality, (financial, geographic and cultural), accessibility
Protection of vulnerable groups, quality of health services

Health care

Underlying preconditions for health

• medical care
• preventive health care
• primary health care
• child health care
• family planning service
• pre- and postnatal health services

• clean drinking water
• adequate sanitation
• environmental health
• occupational health
• adequate nutritious foods
• health-related information
• abolishment of harmful traditional practices

Overlapping
elements

Core Contents
Health care
• maternal and child care, include family planning
• immunization against the major infectious diseases
• appropriate treatment of common diseases and injuries
• provision of essential drugs

Health-related information

Right to education and information

Underlying preconditions for health
• adequate supply of safe water and basic sanitation
• freedom from serious environmental health threats

Adequate nutritious foods
Adequate sanitary & hygienic prison conditions
Environmental health
Occupational health

Right to housing, food and work

C. Contents of Fundamental and Non-Fundamental Rights to Health
In addition to prior approaches, I propose that the minimal health, which strongly relates to
individuals’ basic capabilities to pursue their good ends of the life plans, can help to determine the
contents of fundamental and non-fundamental rights to health. Sen 153 and Nussbaum 154 also argue
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that health is one of the essential capabilities, that to enhance the substantial freedoms of
individuals to choose and to lead the kind of lives they value, in terms of accessibility, affordability,
appropriateness, and quality of health care. Therefore, fundamental rights to health should be those
that fall within minimal health, and aims to maintain or to restore individuals’ basic capabilities, while
non-fundamental rights to health are those that are beyond the minimal health and are irrelevant to
individuals’ basic capabilities.
However, what are those basic capabilities, or minimal health, which fundamental rights to
health aim to protect? Even though Sen did not explain what the most central capabilities are,
based upon his approach Nussbaum argued that, basic capabilities are those that are necessary
basis for developing more advanced capabilities, 155 or are the innate equipment for individuals to
develop necessary functions to achieve whatever an individual’s specific chosen ends. 156
Nussbaum further argues that basic capabilities which the right to health should guarantee should
include 157 (1) life (being able to live to the end of a human life of normal length, not die prematurely,
or before one’s life is so reduced as to be not worth living), (2) bodily health (being able to have
good health, including reproductive health, to be adequately nourished, and to have adequate
shelter), (3) bodily integrity (being able to move freely from place to place, to be secure against
violent assault, including sexual assault and domestic violence, having opportunities for sexual
satisfaction and for choice in matters of reproduction), and (4) senses, imagination, and thought
(being able to use the senses, to imagine, to think, and to reason, and to do these things in a truly
human way; being able to use one’s imagination and thoughts in connection with experiencing and
producing expressive works and events of one’s choice, religious, and so forth; being able to use
one’s mind in ways protected by guarantees of the freedom of expression with respect to both
political and artistic speech and freedom of religious exercise).
But Nussbaum’s approach is still too broad because it implies an ideal and perfect health
condition. Under Nussbaum’s framework, the state shall exhaust all resources to protect individuals’
physical, mental and social well-being, or its policies would be regarded as violating the right to
health. Thus, based upon Nussbaum’s approach, I would modify this framework and propose that
only two domains: (1) physical and mental functions are directly related to life-saving, and (2)
physical and mental functions, which if substantially restricted, preclude individuals from being a
free, equal, and fully cooperating member of the society. In other words, only these two conditions
qualify as the minimal standard of health, which I apply to identify fundamental rights to health.
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(1) Physical and mental functions directly related to life-saving (or maintaining life). Maintaining life
is the basic requirement for individuals to fully maintain their fair opportunity range to pursue
their life plans because it is impossible to declare a person a cooperating member of society if
he or she suffers from life-threatening diseases or is facing death. Nussbaum also agrees that
life ― “not dying prematurely or before one’s life is so reduced as to be not worth living” 158 ― is
the central capability. Categorizing physical and mental functions directly related to life-saving
in the minimum standard of health also corresponds to the rights proclaimed in international
human rights documents, such as UDHR and ICESCR. 159
(2) Physical and mental functions, which if substantially restricted, preclude an individual from being
a free, equal, and fully cooperating member of the society. Since there are different levels of
illness (severity of illness), diseases and disabilities may not have the same effects on people’s
physical and mental functions. For example, sleep and sexual disorders generally do not
prevent individuals from thinking, reasoning, communicating, and understanding information
and choices, which individuals require to fully develop a conception of good and a sense of
justice. However, exercising capabilities to form, revise, and pursue the conception of good in
individuals’ life plans still requires certain minimal physical and mental abilities, such as the
ability to think, to question, to inquire, to discuss, to experiment, to travel, to organize, to
campaign, and to vote. 160 For example, one's conception of the good cannot be put to work
effectively in some important applications without knowledge or recognition of social institutions
and problems. In another example, delusional disorders could also restrict individuals’ fair
opportunity because individuals with delusional disorders have abnormal subjective
experiences (e.g., delusions of control, or delusions with bizarre and culturally inappropriate
content) and accompanying behaviors (e.g., incoherence or poverty of speech). 161 Therefore,
minimal health, which an individual needs to be an individual to be a free and equal member of
society in order to pursue good ends, then should be regarded as equivalent to a basic
capability.
In this paper I cannot explore this issue any further because it requires massive literature
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review and analysis 162 . For example, Lawerence Gostin adopted the rights-based approach (similar
to welfarism) to support the right to the “highest attainable standard of health,” 163 while Norman
Daniels 164 and Allen Buchanan 165 apply Rawlsian contract arguments to justify and specify an
entitlement to a “decent minimum of health care.” In opposition to assigning the state a positive
obligation to fulfill individuals’ health care needs (either highest attainable or decent minimum),
some scholars apply Robert Nozick’s entitlements theory 166 as a counter argument to reject the
government’s role in forcing people to contribute to projects (such as health care programs) that
promote their own well-being (such as health). 167 Because this article mainly focuses on the
interaction between intellectual property and human rights regimes, I will leave this important issue
for future study.
Here I merely indicate – I cannot do more than this - that fundamental rights to health contain
only health care needs for the minimal health. Because fundamental health care entitlements are
related to individuals’ basic capabilities which are necessary to maintain individuals’ fair opportunity
range to pursue their good ends of life plans, these entitlements should be regarded as the most
essential elements in the right to health care. On the other hand, the non-fundamental rights to
health contain health care needs beyond the minimal health (e.g., carrying out physical and mental
functions with slight influences, being free from pain, or maintaining reasonably good spirits).
Because these entitlements are irrelevant to individuals’ basic capabilities, failing to fulfill them
would not significantly shrink individuals’ fair opportunity range.
It is important that the fundamental rights to health being limited in scope (within the minimal
health). Because the fulfillment of health care needs would compete with other essential social
goods 168 (such as intellectual property rights), guaranteeing everyone’s “equal” right to the best
162
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health care services available in a society 169 would be a huge drain on total resources and foreclose
opportunities for other essential social goods 170 . Therefore, the fundamental rights to health then
should be limited to the most basic health care that is normally adequate for an individual’s
fundamental interests. Minimal health satisfies this requirement, because this standard guarantees
an individual’s basic capabilities as a free and equal member of society, and thus protects the
individual’s fair opportunity range to pursue the good ends of his or her life plan. Applying this
standard for minimal health based upon basic capabilities, which endorses only essential health
care needs, 171 then not only recognizes the implausibility of the strong claim of equal access to
health care but also rejects any absolutist position. 172

C. State’s Multi-Layered Obligations of the Right to Health
Since the content of the right to health can be clarified and separated, the state’s obligations to
respect, protect, and fulfill the right to health should also be differentiated in accordance with the
importance and priority of fundamental and non-fundamental rights to health.
Here I propose that the state has a legal obligation to immediately realize fundamental rights to
health while it has only moral obligation to progressively realize non-fundamental rights to health. 173
Because basic capabilities are the capabilities of central importance in any human life plan
whatever else the person pursues or chooses 174 , a society only has the responsibility to protect or
to restore the most important physical or mental functions (minimal health). In other words, the
minimal health standard applied in human rights assessment for different policies (e.g. international
intellectual property policy) is understood in a society-relative sense because it requires a society to
guarantee individuals only the basic capabilities to have a fair opportunity range. Beyond minimal
health, a society is allowed to define the content of the right to health on the basis of a consensus
among its members, and to adjust the level of health care the society provides based on its
resources, standards, values, desires and priorities. Therefore, unless restricted human rights are
fundamental rights to health which are strongly related to protection or restoration of individuals’
minimal health (basic capabilities), the state only has moral obligations to protect non-fundamental
rights to health and has authority to decide to promote economic interests or to protect public health
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in international trade policies. On the contrary, if restricted human rights are fundamental rights to
health, the state then has legal obligations to prove that there are proper trade-offs relationships
between pursued economic interests and restricted rights to health in international trade policies.
My proposal, which imposes a legal obligation on the state to immediately realize fundamental
rights to health, is obviously different from the traditional human rights approach, which treats all
contents of the right to health as progressive realizations 175 . For example, under Article 2.1 of the
ICESCR, the right to health is subject to the principle of progressive realization because the state
only need to “take steps, individually and through international assistance and co-operation,
especially economic and technical, to the maximum of its available resources, with a view to
achieving progressively the full realization of the rights recognized in the present Covenant by all
appropriate means, including particularly the adoption of legislative measures.” 176 Thus, the
progressive realization of the right to health means that accessibility to health care could be
progressively facilitated, and legal, administrative, operational and financial hurdles could be
examined and, where possible, lowered over time 177 . The provision “within available resources”
then needs to be construed because, even though measures to meet the right to health care must
be calculated to attain the goal expeditiously and effectively, “the availability of resources is an
important factor in determining what is reasonable.” 178 In conclusion, under the principle of
progressive realization, the state can take steps to progressively achieve the realization of the right
to health care based on available resources. 179 The state does not need to immediately devote its
energies and resources to the full protection of the right to health care.
However, as discussed earlier in this section, it is improper to treat heterogeneous contents of
the right to health homogenously with progressive realizations. Because health is a continuum of
physical, mental and social functions, it is misleading to assume all contents of the right to health
require only progressive realization. The relative importance of different contents of the right to
health should be decided based upon whether these contents are worth realizing immediately,
rather than based upon whether these contents fall under the right to health. Since failing to fulfill
fundamental rights to health, which fall within the minimal health, would significantly restrict
individuals’ basic capabilities and diminish their fair shares of the normal opportunity range, these
entitlements are important and should be realized immediately even though they are parts of the
175
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right to health.
There are two main arguments to support the state’s multilayered obligations to respect, protect,
and fulfill different contents of the right to health. First, progressively realizing fundamental rights to
health could immediately diminish an individual’s fair opportunity to pursue his or her own good
ends. Minimal health, which fundamental rights to health aim to guarantee, relates to an individual’s
basic capabilities. Because these basic capabilities can affect an individual’s development of a
conception of the good and a sense of justice, the recognition of their own achievements of a good
life, the fair opportunity range to pursue his or her own good ends in life plan, and the pursuit of
human dignity, progressively realizing these basic capabilities then would significantly restrict an
individual’s fundamental interests. To secure fair equality of opportunity, rational deliberators would
agree that society has the responsibility to protect an individual’s basic capabilities by fulfilling these
fundamental rights to health when they are related to basic capabilities, in order to protect an
individual’s fair opportunity range and guarantee him or her to be a free and equal member of
society. Thus, fundamental rights to health should be realized immediately rather than
progressively.
Second, the progressive realization principle is unreasonable and challengeable. The reason
for treating the right to health (or other economic, social, and cultural rights) as progressive
realizations while treating civil and political rights as immediate realizations is to build upon the
conceptual issues of justiciability and multi-layered obligations of human rights. In other words, civil
and political rights are primarily procedural and the extent of such rights is substantive, while the
right to health, which involve substance or policy, are better left to parliaments and governments to
decide. 180 However, the right to health also bundles a variety of contents with different functions
(see section (IV)(B)). Some contents (fundamental rights to health) which aim to protect individuals’
basic capabilities should also be regarded as sustentative because these rights are strongly related
to an individual’s fundamental interests (fair opportunity range). Therefore, the state’s multi-layered
obligations of human rights should not be determined only on the basis of the difference between
socio-economic rights and political rights. It is illogical and unreasonable to simply argue that
fundamental rights to health are unsubstantial rights just because they are under the category of the
right to health care. The state should also have multi-layered obligations to respect, protect, and
fulfill the right to health on the basis of the difference between fundamental and non-fundamental
rights to health. Furthermore, since fundamental rights to health are substantive, as civil and
political rights, they should be guaranteed immediately.
Recent human rights documents and cases seem to support my argument, though they do not
expand much on this. For example, Article 8 of the Limburg Principles upholds that “although the full
realization of the rights [to health care]… is to be attained progressively, the application of some
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rights can be made justiciable immediately.” 181 The United Nations Development Programme
(UNDP) also argued that rights to health care should not all be regarded as progressive
realizations. 182 In South Africa, the Soobramoney v. Minister of Health Court 183 argued that the state
only has progressive obligations 184 to fulfill the right to health care “within its available resources,”
while the Government of South Africa v. Grootboom Court 185 argued that the state is bound to meet
the immediate recognition 186 of children’s right to basic health care services “irrespective of the
availability of resources.” The CESCR also argued that states are obligated to perform certain
duties (general legal and core obligations) on different levels to guarantee the fulfillment of different
rights to health care 187 . The CESCR thus prioritizes nations’ obligations to implement the right to
health as a core obligation 188 , international obligations, and general legal obligations by listing
specific medical services.
Fundamental rights to health should be realized immediately, and the immediate realization
means that state has a legal obligation to immediately respect, protect, and fulfill such rights
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regardless of whether enough resources are available. It is reasonable because the deprivation of
minimal health (basic capabilities that fundamental rights to health aim to guarantee) would not only
influence the accessibility to substance (such as health care services) but also relates to basic and
absolute values (such as lives, or moral personality 189 ). The state still has the obligation to respect,
protect, and fulfill non-fundamental rights to health because they can be found in international
documents. However, because these non-fundamental rights to health do not relate to an
individual’s minimal health (basic capabilities) to pursue his or her good ends of life, it is
unnecessary to obligate state parties to fulfill these entitlements immediately. This proposal then
can further provide a theoretical basis for the right to health impact assessment of the relationship
between the intellectual property right and the right to health (see more discussion in section
(V)(D)).

V. The Application of the Right to Health Impact Assessment in International Intellectual
Property Regime
According to discussions in section (III), an enforceable and monitorable human rights impact
assessment can help the society to evaluate restrictions on the right to health under international
trade regime. The following human rights impact assessment involves a series of questions 190
designed to balance economic interests against the human rights burden (see Figure 1).
(1) Examine the burdens on the right to health placed by an international intellectual property policy.
In this step, whether or not the policy restricts the right to health, and what contents of the right to
health are possibly infringed upon, should be assessed.
(2) Clarify the purposes of an international intellectual property policy. In this step, what purposes an
international intellectual property policy intends to achieve, and whether or not it can achieve its
proposed purposes, should be assessed.
(3) Evaluate the effectiveness of an international intellectual property policy. In this step, whether or
not the policy provides the least restrictive alternative to achieve its proposed purposes, should
be assessed.
(4) Assess the trade-off relationships between restricted right to health and pursued policy purposes
in an international intellectual property policy. In this step, whether there is a proper trade-off
between restricted right to health and the social orders (economic or social benefits) served by
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an international intellectual property policy, and whether such a trade-off is balanced and justified,
should be assessed. In my proposal, the priority status of the right to health care (see section V)
should then be applied to help to assess the trade-off. The difference between fundamental
contents of the right to health (with immediate realizations) and the non-fundamental contents of
the right to health (with progressive realizations) should be shown in this step. Briefly speaking, if
restricted rights to health are non-fundamental, the state only has the burden to prove that the
international intellectual property policy has a clear objective (step 2), and the policy is the least
restricted alternative (step 3). The state has no burden to prove whether the trade-off relationship
between restricted right to health and pursued economic interests is proper (step 4). However, if
the restricted rights to health are fundamental, in addition to steps 2 and 3, the state also has the
burden to prove that the trade-off relationship is proper (step 4).
(5) If the answer to any one of these questions in steps 2 to 4 is “no,” the state’s acts in restricting
individuals’ right to health should be considered as unjustified.
Figure 2.

Human Rights Impact Assessment for International Trade Policy
Fundamental rights to health
Core / Legal obligations
with immediate realizations

Non-fundamental rights to health
Scope/ Moral obligations
with progressive realizations

Human Rights Impact Assessment for International Trade Policy

Step 1

Examine human rights burdens on the right to health

Step 2

Clarify international trade policy’s purposes
• clear objectives
• adequate relationship

Step 3

Evaluate effectiveness of international trade policy

Step 4

Assess trade-off relationship in international trade policy

A. Examine Burdens on the Right to Health
Even in a well-designed international intellectual property policy, the burdens on the right to
health may outweigh the pursued economic interests. Therefore, it is important to identify all the
potential infringements on health care freedoms and to evaluate them. 191 Therefore, in this first step,
we must identify all potential infringements on the right to health and evaluate those most likely to
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occur. Plenty of international documents and domestic statutes can be cited as the source of
different rights to health (see Table 2) when considering whether international trade policies violate
the right to health. These documents include Universal Declaration of Human Rights (UDHR), WHO
Constitution, International Covenant on Social, Economic and Cultural Rights (ICESCR),
Convention on the Elimination of All Forms of Discrimination against Women (CEDAW), Convention
on the Right of the Child (CRC), and CESCR General Comments 14 and 15. Applying these human
rights markers of the right to health as a rough basis, upon which to construct the framework and
contents of the right to health 192 , can help us to evaluate the possible human rights burdens
imposed by international trade policy. In other words, if the state’s international trade policy fails to
protect or to fulfill the right to health listed in international human rights documents or domestic laws,
this policy would be held to impose a potential human rights burden on the right to health.
Table 2

Contents of the Right to Health 193

(compiled by the authors from cited sources)
Topics
Health Care

Health-Related Information

Underlying Preconditions
For Health
192

Contents of the Right to Health
General Medical Care

Treaty Provisions
UDHR 25.1
WHO Constitution
ICESCR 12.2(c)(d)
CESCR General Comment 14
Primary Health Care
ICESCR 12.2(c)
CRC 24.2(f)
CESCR General Comment 14
Preventive Health Care
ICESCR 12.2(c)
CRC 24.2(f)
CESCR General Comment 14
Maternal/Reproductive Health Services
UDHR 25.2
ICESCR 12.2(a)
CEDAW 12.2
CRC 24.2(d)
CESCR General Comment 14
Infant /Child Health Services
UDHR 25.2
ICESCR 12.2(a)
CRC 24
CESCR General Comment 14
Mental Health Services
ICESCR 12.1
WHO Constitution
CESCR General Comment 14
Family Planning Services
CEDAW 12
CRC 24.2(f)
Quality
CESCR General Comment 14
Health-Related Information
WHO Constitution
CRC 24(2)(e)
ESC 11(2)
Health Education
WHO Constitution
CRC 24.2(e)
CESCR General Comment 14
Healthy Natural & Workplace Environments ICESCR 12(2)(b)
CRC 21(c)
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and liberties, given the restraints on their knowledge. Instead, Rawls suggests that in setting up the original position we can construct
such a list on the basis of our historical knowledge of the rights and liberties usually protected by the constitutions of democratic states
and offer it to the parties as part of one of the conceptions of justice they may choose.
John Rawls, Political Liberalism 292-93 (New York: Columbia University Press 1993).
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Clean Drinking Water
Adequate Nutritious Foods
Adequate Sanitation

CESCR General Comment 14
ICESCR 12(2)(b)
CRC 24(2)(e)
CESCR General Comment 15
CRC 24(2)(c)
CEDAW 12(2)
ICESCR 12(2)(b)
CRC 24(2)(e)

In addition, even though these documents provide only a cursory basis, in this step it is
sufficient enough to provide us with a starting point to recognize what contents of the right to health,
among various human rights, might be infringed upon and should be further evaluated in later steps.
In other words, if we have “reasonable doubt” that an international trade policy might violate the
right to health (as prescribed in international documents and domestic laws), we can then move
from this initial examination to the next step. Thus, this examination is merely an initial assessment,
and whether this human rights burden is justified or not should be further evaluated in later steps of
human rights assessment on the right to health.

B. Step 2: Clarify the Purposes of International Intellectual Property Policies
This evaluation strategy has two elements: clear objectives and adequate relationships. First,
the state has a responsibility to articulate the policy purpose of an international intellectual property
policy, which imposes potential restrictions on the right to health. Clearly articulated goals of
international intellectual property policies can help “to identify the true purposes of the intervention,
to facilitate public understanding and debate about legitimate purposes, and to reveal prejudice (or
pre-justice), stereotypical attitudes, or irrational fear.” 194 A clear understanding of the policy
purposes can also help to evaluate the impact of state intervention on the right to health. The policy
purpose must be clearly articulated to inform the debate about legitimate health purposes, and to
reveal prejudice, stereotypical attitudes, or irrational fears. 195
It is important to identify policy purposes, because the international intellectual property policy
requires different means to achieve different purposes, and different means have different
influences on the right to health. Without a clear policy purpose, it is difficult to evaluate whether the
policy means is adequate to achieve its purpose. The WTO also applies similar scrutiny to evaluate
international trade policies. For example, if a state’s regulatory agency finds that one or few cases
of cancer caused by “toxin T” per 10,000 exposed people with “imprecise” scientific understanding
(about 1% range of uncertainty) of the relationship between exposure level and incidence of cancer,
the state can designate only the lowest exposure level in this range as the highest permissible
exposure. Without specific health policy goals (e.g. disease incidence targets), the state then has
no ground to reduce health risks by banning the manufacture, domestic sale, and import of “toxin T”
194
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containing products. Therefore, even though the state “ha[s] a right to determine the level of
protection of health that they consider appropriate in a given situation,” 196 such a right cannot, by
itself, define health policy goals nor can it be a justification of trade restrictions. A state’s ban on the
import of “toxin T” containing products then should be evaluated by the state’s health policy goals.
Since clarifying the purpose of international trade policies is an accepted part of the review process
in international trade regime, it is also appropriate to require those who advocate international
intellectual property policies to state their policy purposes.
Second, in order to articulate the international intellectual property policy purposes, a
conceptualization of purpose should be narrowly defined and precisely specified. Claims, for
instance, that the purpose of clinical trial data protection is to protect intellectual property or to
promote research and development (R&D) are too vague and broad. A clear policy purpose should
include, for example, protection of brand name companies’ investment and fair return in R&D from
generic competitors’ unfair free-ride on the investment of the originator firm 197 .
Third, the state has the burden to prove that the means used in international intellectual
property policy is reasonably likely to achieve the stated policy purpose. This evaluation is important
because, the real issue of assessing human rights burden on the right to health is not about what
the government does but about whether the international intellectual property policy adequately
leads to an effective outcome. 198

C. Step 3: Evaluate Effectiveness of International Intellectual Property Policies
If an international intellectual property policy is proven to “reasonably” and “likely” achieve its
proposed objectives, the state then should compare this policy with other alternatives. In other
words, the proposed international intellectual property policy that restricts the right to health should
be compared with a wide range of more humane and just policy alternatives to create viable options
and a fresh perspective. If other policies can infringe less on the right to health but provide similar
functions as the proposed international intellectual property policy does, the proposed policy then
could be regarded as a violation of the right to health because it fails to adopt a least restrictive
alternative to achieve the same objective.
The least restrictive alternative principle seeks a policy that is least intrusive while achieving the
proposed objective as well or better than the policy under consideration. For example, there are
plenty policy instrument options when a state decides to protect pharmaceutical patents in order to
encourage research and development-based investment. In data protection, Robert Weissman
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proposed that there are four broad sets of options for countries in implementing Article 39.3 of the
TRIPS 199 .
(1) Bans on misappropriation. This approach provides the lowest level of protection for
registration data that is compatible with TRIPS. It bans parties from fraudulently or
dishonestly gaining access to registration data and using it to seek marketing
approval.
(2) The cost-sharing approach to registration data. This approach gives generic firms an
automatic right to use originators’ data, but requires them to pay a share of the
documented costs of generating the data, proportionate to the size of the markets in
which they are selling their product.
(3) Provision of data exclusivity. This approach gives those firms submitting original
registration data an effective marketing monopoly for a specified period of time and is
likely to result in denials of access to medicines.
(4) Public health variants of the data-exclusivity approach. These modifications and
clarifications to a strict and inflexible data-exclusivity rule can advance public health
objectives by limiting the scope of the data exclusivity provided, or by creating
exceptions to data exclusivity.
Choosing the right option then is important because “the provision of exclusive rights to registration
data can provide patent-like protections in cases where pharmaceuticals are not covered by
patents.” 200 The third approach (provision of data exclusivity) is the norm adopted in some
developing countries, especially those who have entered in bilateral or regional FTAs with the
U.S. 201 However, the level of pharmaceutical patent protection that is generally imposed by FTAs
with the U.S. would go beyond what is necessary to accomplish these goals because generic drugs
will be delayed in entering the market, and prices will rise accordingly 202 . Therefore, the provision of
data exclusivity, which no doubt would also achieve the policy purpose, might impose broad and
profound restrictions on the right to health and is not the least infringing policy instrument. On the
contrary, the cost-sharing approach might be a proper policy because even though it is a
TRIPS-plus approach to TRIPS Article 39.3, it is nonetheless one designed to impose minimal
obstacles to generic competition 203 .
There should be no problem requiring international trade institutions and states to evaluate
effectiveness (the least infringement principle) of the international intellectual property laws and
policies because the WTO actually applies similar approaches in some cases. One example is the
well-known decision by the Thai government to impose restrictions on the importation of and
internal taxation on cigarettes. In short, Thailand banned foreign-produced cigarettes but allowed
the sale of domestic-produced cigarettes, justifying the measure based on Article XX (b) of GATT
199
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on the grounds that such restrictions were “necessary to protect human … health.”

Even though

the GATT panel agreed that “[allowing] contracting parties to impose trade restrictive measures
inconsistent with the General Agreement to pursue overriding public policy goals to the extent that
such inconsistencies were unavoidable”, 204 it disagreed with Thailand’s policy and found that “the
import restrictions imposed by Thailand could be considered to be “necessary” in terms of Article
XX (b) only if there were no alternative measure consistent with the General Agreement, or less
inconsistent with it, which Thailand could reasonably be expected to employ to achieve its health
policy objectives.” 205 In other words, “Thailand's actions could only be justified if they were the least
restrictive means of achieving the legitimate policy objective.” 206 This “least-restrictive-means” test
is somewhat similar to my proposed human rights impact assessment for international intellectual
property policy, except the evaluated object in my proposal is the right to health rather than trade
interests.
Therefore, the least infringement principle should be applied in the right to health impact
assessment in an international trade policy. Given this standard (step 3) and the evaluation of the
effectiveness (step 2), the state would not be permitted to resort to restrictions on the right to health
if it could achieve the proposed policy purpose through less drastic, less coercive means.

D. Step 4: Access Trade-off Relationships in International Intellectual Property Policies
When an international intellectual property policy restricts individuals’ right to health in order to
achieve proposed policy purpose (step 1), in addition to evaluating the adequacy (step 2) and the
effectiveness (step 3), the state must also show that the weight of restricted right to health is not out
of proportion with the weight of pursued economic interests (or social benefits). If a proper balanced
trade-off relationship cannot be achieved in an international intellectual property policy, the state
should abandon such a policy due to the potential violations of the right to health.
It is important to assess the trade-off between restricted rights to health and pursued public
order because this assessment provides a procedural and substantial standard to determine
whether the state has retained considerable discretion when pursuing international intellectual
property policy purpose or not. For example, according to the UDHR, limitations of human rights
(including the right to health) must be “determined by law solely for the purpose of securing due
recognition and respect for the rights and freedoms of others and of meeting the just requirements
of morality, public order and the general welfare in a democratic society.” 207 The WTO panels and
the appellate body also adopted similar conception to identify and weigh competing health risks and
economic possibilities. For example, in European Communities – Measures Affecting Asbestos and
204

Thailand - Restrictions on Importation of and Internal Taxes on Cigarettes, WT/DS10/R, para. 74 (Oct. 5, 1990).
See id. at para. 75.
206
See id.
207
Universal Declaration of Human Rights art. 29 para. 2 (1948).
205

Asbestos-Containing Products, the appellate body argued that the more “vital or important” the ends
at issue, “the easier it [is] to accept as ‘necessary’ measures designed to achieve those ends.” 208
And health is “both vital and important in the highest degree” 209,210
However, it is debatable about how to evaluate the degree of invasiveness of the human rights
burden in international intellectual property policy. The distinguishable fundamental and
non-fundamental rights to health ― non-fundamental rights to health with progressive realizations
while fundamental rights to health with immediate realizations (see section (IV)) ― can provide us a
direction to evaluate the trade-off relationship between the intellectual property right and the right to
health. It is important to distinguish different contents of the right to health because the nature (or
essence) of these rights are different. And these different natures further influence the assessment
outcomes ― the state only needs to show proper trade-offs between the intellectual property rights
and the fundamental rights to health, but is not obligated to assess trade-offs between the
intellectual property rights and the non-fundamental rights to health
(1) Non-Fundamental Rights to Health: Because the state has only moral obligations to
progressively realize non-fundamental rights to health within available resources, the state then
can freely decide, without proving proper trade-off, to fulfill non-fundamental rights to health or
not in international intellectual property policies. It is justified for the state to maintain
substantial authority here because failing to fulfill these non-fundamental rights to health would
not restrict individuals’ basic capabilities in terms of the minimal health nor lessen the range of
their fair opportunity to achieve the good ends of their life plans. In addition, the state’s moral
obligations to fulfill non-fundamental rights to health, in the international human rights approach,
are analogous to so-called "soft law” obligations that have moral but no direct legal force 211 , as
a result the state then has the authority and autonomy to restrict non-fundamental entitlements
without proving whether there is a proper trade-off relationship.
(2) Fundamental Rights to Health: The state’s restrictions on fundamental rights to health in
international trade policies cannot be justified unless there is a proper trade-off relationship
between restricted fundamental entitlements and pursued social benefits. Because
fundamental entitlements are directly related to individuals minimal health (basic capabilities),
failing to fulfill these entitlements can deprive his or her capacities and significantly shrink an
208
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individual’s fair opportunity range to pursue good ends of the life plan as a free and equal
member of the society. Thus, the state has the legal obligation to protect and fulfill fundamental
rights to health immediately regardless of available resources. However, the fact that the state
has a legal obligation does not mean that the state cannot restrict fundamental rights to health.
The state’s immediate legal obligation merely means that, the state cannot simply use resource
limitations or pursuits for economic interests as a defense to reject its obligation to fulfill
fundamental rights to health, and to justify the restrictions on such rights. However, if the state
can prove that fundamental rights to health must be regulated in order to pursue or to
guarantee the greater social benefits, or that pursued social benefits are much greater than
restricted fundamental rights to health, the restrictions of fundamental rights to health are
justified. In other words, fundamental rights to health are not absolute rights.
This argument, departing from the traditional human rights approach, states that the state’s
obligations to fulfill rights to health in international intellectual property policy should be placed on
different levels (fundamental and non-fundamental rights to health) according to their relevance (or
correlation) to the minimal health and individuals’ basic capabilities. By applying this assessment in
the international intellectual property, the state then has a more objective criterion to decide what
“epidemics” should be regarded as public health crises in Paragraph 5(c) of the Doha Declaration.
Only an epidemic that would significantly influence individuals’ minimal health and undermine their
basic capabilities could be regarded as “public health crisis” because these epidemics would
substantially restrict individuals’ fundamental rights to health and their fair opportunities to pursue
good lives.
Furthermore, this assessment also provides developing and developed countries an
independent standard with theoretical basis to settle the conflicts between the intellectual property
and the right to health:
(1) If the international intellectual property policy would restrict only the non-fundamental rights to
health, the state then cannot use the TRIPS-exemptions to restrict the intellectual property right
because the state maintains substantial authority and autonomy to restrict non-fundamental
entitlements without proving whether there is a proper trade-off relationship. It is justified for the
state to restrict the non-fundamental rights to health to protect the intellectual property right is
more important, if the state can simply prove that it has adopted reasonable legislative and
other measures within reasonable available resources (progressive realization) in international
intellectual property policy.
(2) However, this progressive realization approach alone cannot provide a sufficient reason for the
state to justify the restrictions it places on fundamental rights to health in international
intellectual property policy. In other words, if the international intellectual property policy would
restrict the fundamental rights to health, the state has the burden to prove a compelling interest

that is substantially furthered by restricting fundamental rights to health. Therefore, developing
countries then have a legal ground to resist developed countries’ demands that impose stricter
obligations to protect intellectual property rights through TRIPS-plus provisions.
But fundamental rights to health should not be regarded as absolute rights. For developing
countries, even though they can adopt necessary measures (e.g. compulsory licensing) to
restrict intellectual property rights and to protect fundamental rights to health (as proposed in
the Doha Declaration), they also need to prove that there is a proper trade-off relationship
between the restricted intellectual property rights and the pursued fundamental rights to health.
If the state cannot prove there is a proper trade-off relationship, the application of
TRIPS-exemptions would be regarded as unjustified.
I will not further discuss how to evaluate the trade-off relationship because such an evaluation
needs more explicit health-related information (such as the prevalence and incidence of diseases,
their severity, pathogenic mechanisms, and impacts on physical and mental functions). In this paper
I cannot comprehensively review all health-related information, as the aim here is to explore how to
apply the right to health in the international intellectual property regime at the macro level rather
than at the micro level.

VI. Conclusion
In the international intellectual property regime, the ambiguity and vagueness of the
TRIPS-exemptions leaves great flexibility and discretion to states to arbitrarily assign a priority to
intellectual property rights when they conflict with the right to health. By applying the human rights
approach to the international intellectual property regime, the state would have an objective and
monitorable standard to balance the conflicts between the intellectual property right and the right to
health. The right to health impact assessment would be beneficial for both developing and
developed countries because the developing countries can have a legal ground to refuse unjustified
intellectual property protection required by developed countries, while the developed countries can
apply the assessment to determine whether the developing countries abuse the TRIPS-exemptions.
However, this paper only provides conceptual clarity and theoretical foundations to refine the
relationships between the intellectual property right and the right to health. More discussion and
case studies are needed on how to practically apply the right to health impact assessment so that
intellectual property laws and policies may be evaluated.
In addition, I must clarify again that, even though it is important to coordinate international
human rights institutions with the international intellectual property laws to address public health
issues, it is also important not to establish a hierarchy of international intellectual property laws and
human rights laws. It is because if international intellectual property laws are interpreted mainly in

light of existing international human rights documents, the state might refuse to recognize patents
on pharmaceuticals arguing that it wants to fulfill its obligation on the right to health. The absence of
patent protection in domestic laws might cause international pharmaceuticals’ withdrawal of
investments and applications for drugs. In addition, inventors might also lose their incentive to
develop new drugs to treat different diseases. Thus, there is every possibility that such a policy,
which claims to equally protect all contents (fundamental and non-fundamental contents) of the right
to health, would in fact harm the right to health for citizens of that state. In order to avoid this
situation, applying the right to health approach in the international intellectual property regime
should be done very cautiously. More empirical studies should be established to evaluate
influences on public health (the right to health) and economic interests (intellectual property rights)
caused by different intellectual property policies. Society then can use the data to explicitly evaluate
the trade-off relationships between the right to health and the intellectual property rights, and then
choose a better policy to balance these two equally important sets of rights.
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