Eurasian Journal of International Law (EAJIL) 2025, #1 https://eajil.enu.kz

MPHTMU 10.87.27
DOI: https://www.doi.org/10.32523/2791-0954-2025-13-2-6-18

The importance of the TRIPS Agreement in regulating access to medicines
and pharmaceuticals within the WTO

Roza Azkhodjaeva

DSc, lecture at Tashkent State
University of Law,

Tashkent, Uzbekistan

e-mail: azdroza7@gmail.com
ORCID: 0009-0007-9600-6536

Abstract. Global health issues and its connection with the development of the
modern economy are one of the most important problems of our time, which worries
every state and the entire world community. Good health for all people is a goal pursued
by many international organizations, including both the World Health Organization
(WHO) and the World Trade Organization (WTO). This article examines the issues of
access to medicines within the framework of the World Trade Organization (WTO),
analyzes such important documents as the TRIPS Agreement, the Doha Declaration,
the WHO Strategy for Medicines, approved by the 54th session of the World Health
Assembly (WHO resolution 54.11), provides factors that ensure wide access to
medicines and vaccines. The article presents different points of view on the importance
of patents for pharmaceutical discoveries, and examines in detail the tools of the
intellectual property system, including parallel import and compulsory licensing,
which can be crucial in supporting differentiated pricing and market segmentation. In
the final part of the article, conclusions and suggestions are formulated on the issue of
access to medicines and vaccines.
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Anparna. JleHcaynblK CakTayablH SKaJIIMbl QJEMIIK MOcelenepl KOHE OHBIH
Ka3ipri SKOHOMHUKAaHBIH JTaMybIMEH OaillaHbIChl opOip MEMJIEKET MeH OYKLT JIeMJIIK
KaybIM/IACTHIKTHI aJlaHAaTaThIH Ka3ipri 3aMaHHBIH MaHBI3Ibl POoOIeMaapbIHbIH O1pi
Oonbin TaObUIaABL. bapiblK agamaap yIIiH Kakchl AeHcayiblK - Oyi JIyHUEKY3UTiK
neHcaynblk cakray yitbiMbl (JIJICY) sxone Jlynuexysinik cayna yiibiMel (ICY) cexinai
KONTEreH XalblKapaliblK YHbIMIAP/IbIH KbI3METI OarbITTalNfaH Makcar. by makanana
Jynuexys3unik cayna yibiMbel (JACY) meHOepiHaeri AOpUIK Mpemnaparrapra Kol
KETKIZy wmacenenepi kapactoipbiiansl, TPUIIC kemicimi, Jloxa npexnapanuscel,
JIYHHEXY31UTIK JIeHCAYbIK CaKTay accaMOJIEsIChIHBIH S54-ceccusiChiHAa MaKyJIJaHFaH
nopunik 3artap canaceiHnarel JIJI¥ Crparerusicer (AJY 54.11 xapapbl) CHSKTHI
MaHBI3Ibl KYKaTTap TalJaHa/Abl, ISPUIIK Mpenmaparrap MEH BaKIMHajJapra KeH
KOJDKETIMJIUTIKTI KaMTaMachl3 eTeTiH (akropiaap Kenrtipiaeni. Makana ascbiHAa
(bapmarieBTUKAJIBIK KaHAIBIKTApFa MaTeHTTEPAIH MaHbI3bLIBIFbIHA KATBICTHI PTYPIIi
Ke3KapacTap KeNTIpuie/l, 3UITKEPIIK MEHIIIK KYHECIHIH Kypailapbl, COHbIH 1IITHAE
napajuiesib UMIOPT KoHE MOKOYPI JMIEH3UANAY eTKEeH-TerKeiI KapacThIpbLIaibl,
Oy capananraH Oara OeJriyiey MEH HaphIKThl CErMEHTAIUsIIay bl KOJaay/ia MaHbI3/Ibl
00yl MYMKiH. MakajlaHblH KOPBITBIHJBI OOJIMIHJE ISpUIK Ipenaparrap MeH
BaKIIMHAJapFa KOJI JKETKI3y Maceseci OOMBIHILIA KOPBITHIHIBLIAP MEH YCHIHBICTap
TYKBIPBIMJIAJIFaH.

Tyiiin ce30ep: JlencaynbIKThl caKTay, IEHCAYIbIK cakTay, JlyHHexy3uIiK cayna
yiteimMbl, TPUTIC, MmaxxOypii nuieH3usay, Hapajiieiab UMIOPT, Jloxa AeKmapaiuschl.
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AnHoramusi. OOmeMHupoBbie MPOOIEMBbI OXpaHbl 370OPOBbS U €T0 CBSI3b C
pa3BUTHEM COBPEMEHHON YKOHOMHUKH SIBJISIETCSI OJHUM M3 CaMbIX Ba)KHBIX MpoOJieM
COBPEMEHHOCTH, KOTOpasi OECIOKOUT KakJ0o€ TOCYIapCTBO U BCE MHPOBOE
coobuiecTBo. Xopoliee 340pOBbE JUIsl BCEX JIIOAEH - A3TO Leldb, Ha KOTOPYIO
OPUEHTUPYIOTCS MHOT'ME MEXIYHAPOIAHBIE OPraHU3aLUU, B YUCII0 KOTOPBIX BXOAUT KaK
Bcemupnas opranmszanus sapaBooxpaneHus (BO3), tak m Bcemupnas Toprosas
opranuzauust (BTO). B panHOI crarbe paccMaTpuBaIOTCS BOMPOCHI JOCTyHa K
JIEKapCTBEHHBIM IpenaparaMm B paMkax Bcemuphoil Toprosoit opranuzamuu (BTO),
AHAIM3UPYIOTCS Takue BakHble NOKyMeHThbl kak Cornamenue TPUIIC, [Joxunckas
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Hexnaparus, Ctpareruss BO3 B cdepe nekapCTBEHHBIX CPEACTB, 0M00peHHAs 54-i
ceccueir BcemmupHoii accamOmen 3apaBooxpaHeHus (pesomronus BO3  54.11),
OpUBOAATCS  (DAaKTOpPbI, OOECMEUMBAIOIIMX IIMPOKUN JOCTYH K JIEKApCTBEHHBIM
npenaparaM M BakUMHaM. B paMkax cTarbl NPUBOIATCS pPa3HbIE TOYKH 3pPEHUS
KacaTeJIbHO BaXHOCTHM TMATEHTOB Ha (hapMalleBTUYECKUE OTKPBITHS, JAETaJbHO
PAaCCMOTPEHbI MHCTPYMEHTBI CHUCTEMbl WHTEJUICKTYallbHOM COOCTBEHHOCTH, B TOM
YyCIie NMapauieIbHbI UMIIOPT U MPUHYAUTEIBHOE JIMIEH3UPOBAHUE, KOTOPHIE MOTYT
UMETh BaKHEIIIee 3HaYeHUE B MOAJIepKKe TudPepeHInpoBaHHOTO IEHO00pa30BaHUs
U CErMEHTAIINM PhIHKA. B 3aKII0unuTeNnsHOM YacTu cTaThu C(HOPMYIUPOBAHBI BHIBOBI
U TIPEJIJIOKEHUS TI0 BOIIPOCY JAOCTYIIA K JIEKAPCTBEHHBIM MpernapaTaM U BaKIIMHAM.

Knioueeswie cnoea: oxpana 3710pOoBbs, 37paBooxpaHeHue, BcemupHas Toprosas
opranuzauus, TPUIIC, npuHynuTensHOe JTUUEH3UPOBAHUE, MapalIeIbHbI UMIIOPT,
Joxa Jlekmapanusi.

Introduction

According to estimates by the World Health Organization (WHO),
antimicrobial-resistant microorganisms cause the deaths of 5 million people worldwide
each year. “Every day, 1.6 million people fall ill due to the consumption of unsafe food.
340 children under the age of five die daily from preventable foodborne diseases.” [15]
Moreover, approximately 2 billion people lack access to essential medicines, and 80%
of the global population lives in countries with either no or severely limited access to
controlled substances for pain relief. [16]

According to WHO estimates, in 2021, there were 247 million cases of malaria
reported globally across 84 countries, which is 2 million more than in 2020. In 2022,
the number of tuberculosis cases worldwide reached 10.6 million, including 5.8 million
men, 3.5 million women, and 1.3 million children. [17] All of this constitutes a public
health crisis of unprecedented scale, having a significant impact not only on human
health but also on the economy and society as a whole. Therefore, at the present stage,
ensuring the right to health protection and maintaining economic stability is among the
most pressing challenges.

The global community’s concern regarding the impact of globalization and
international trade agreements on access to medicines was first formally expressed at
the World Health Assembly in 1996. The Assembly’s resolution entitled "Revised Drug
Strategy" included a request for the World Health Organization (WHO) to prepare a
report on the effects of the World Trade Organization (WTQO)’s activities on national
drug policies in Member States and to propose appropriate recommendations for
cooperation between the WHO and the WTO.

Pursuant to this resolution, the WHO issued recommendations aimed at
encouraging Member States to implement WTO standards in the field of intellectual
property protection in a manner that mitigates the negative impact of manufacturers’
patent protection on the cost of medicines. Subsequent resolutions of the World Health
Assembly reaffirmed the WHO’s commitment to intensify its efforts to promote
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policies that support access to generic medicines and to examine the effects of
intellectual property protection agreements on access to essential medicines. [18]

The WHO Medicines Strategy, approved by the 54th session of the World Health
Assembly (WHO Resolution 54.11), outlines the core actions of the Organization in
the field of pharmaceuticals. The Strategy aims to save lives and improve public health
by addressing the vast gap between the potential of essential medicines and the reality
in which medicines remain unavailable, unsafe, of poor quality, or misused by millions
of people.

The aim of this study is to analyze international legal norms and to develop
proposals and recommendations for improving access to medicines and pharmaceutical
products within the framework of the WTO.

Research objectives:

- To examine the relationship between WTO agreements and the protection of
the right to health;

- To analyze the challenges related to access to medicines and pharmaceutical
products within the WTO framework;

- To develop proposals for improving international legal norms concerning the
protection of the right to health.

Research methods. This study employs comparative legal, historical, logical,
analytical, comprehensive, and systemic methods of scientific analysis. The article
explores the historical development of the Uruguay Round, presents the views of both
critics and proponents of the TRIPS Agreement, and provides a logical analysis of the
TRIPS Agreement and the Doha Declaration, both of which play a crucial role in the
issue of access to medicines.

The application of these scientific methods enables a thorough examination of
the subject matter of the article.

Results and Discussion

The Agreement on Trade-Related Aspects of Intellectual Property Rights
(TRIPS), adopted as part of the Final Act of the Uruguay Round in 1994, provides
universal international legal protection for the interests of pharmaceutical
manufacturers within the WTO framework.

At the Fourth WTO Ministerial Conference (Doha, Qatar) in 2001, the
Declaration on the TRIPS Agreement and Public Health (“Doha Declaration on
TRIPS”) was adopted. It is worth noting that the TRIPS Declaration reflected many of
the concerns expressed by developing countries, recognizing the “serious public health
problems aftlicting many developing and least-developed countries, especially those
resulting from HIV/AIDS, tuberculosis, malaria and other epidemics.” [19]

The Doha Declaration represents an important milestone in the debates
surrounding TRIPS and contributes to the interpretation of its provisions in light of
public health interests. The Declaration makes it clear that intellectual property rights
(IPRs) are subordinate to the objectives of public health protection.
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Undoubtedly, the high-tech pharmaceutical industry derives the greatest benefit
from the implementation of the TRIPS Agreement. This sector is characterized by high
initial research and development costs and the relative ease with which the final
product can be replicated. Articles 27 to 34 of the TRIPS Agreement deal with patents
and are directly relevant to issues of public health and human development. [20]

Patent protection has provided a significant impetus for the development of the
pharmaceutical industry in developed countries by creating the necessary incentives
for continued research.

It is important to note that access to medicines and vaccines directly depends on
four key elements:

» affordable pricing;

e rational selection and use of essential medicines;

* adequate and sustainable financing;

» reliable healthcare and supply systems.

In practice, discussions on health and trade issues tend to focus primarily on the
pricing of pharmaceutical products. A number of measures aim to make medicine
prices more affordable, including:

* price regulation to cap manufacturers’ selling prices;

» discounts through bulk procurement of medicines;

« reduction of import duties and local sales taxes;

» allocation of medicine costs between active ingredients and finished doses;

« utilization of TRIPS safeguards such as parallel importation and compulsory
licensing for patented medicines, as well as the application of exceptions to exclusive
rights that allow for early testing and official approval.

One of the most important factors in ensuring broad access to medicines and
vaccines 1s the assessment of the impact of patent protection. It is essential to strike a
balance between protecting patent rights to promote the invention, development, and
marketing of new drugs—which serves as an incentive for further scientific research—
and the potential restrictive effect of patent protection on access to existing medicines
and vaccines. Under the provisions of the TRIPS Agreement, WTO Member States are
required to provide patent protection for the production of a given product, including
pharmaceuticals and vaccines, for a minimum of 20 years from the date of registration.
This imposes an obligation on Member States to grant patents in the field of public
health.

Professor F. M. Scherer argues that the importance of patents for pharmaceutical
inventions is confirmed by the following factors:

— Patents provide effective protection for new pharmaceutical products. This is
due to the fact that patent protection can be more precisely defined at the molecular
level, making it easier to prove infringement;

— The financial costs of developing and producing new drugs are steadily
increasing, and the legal protection offered by patents safeguards commercial interests;
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— In the absence of protection, other countries may use the research results
obtained by pharmaceutical companies regarding the therapeutic value, safety, and
efficacy of a new drug with minimal financial investment.

Nevertheless, Langeau noted that the extension of patent protection resulting
from the TRIPS Agreements may contribute to a price increase of up to 25% for high-
demand goods, relative to global spending on patented medicines. [21] Another factor
that distinguishes the pharmaceutical industry from many others is the lengthy period
required to invent and develop pharmaceutical products, contrasted with the relatively
short timeframe for obtaining returns on them. A reliable and effective patent protection
regime can serve as an incentive (as noted by the World Bank) [22] for pharmaceutical
companies to develop new medicines for the treatment of diseases such as malaria,
tuberculosis, and AIDS (HIV). However, at the same time, there is a growing need to
explore methods for ensuring broader public access to medicines.

In 2003, Jean-Pierre Garnier strongly urged drug inventors to use their
discoveries to help those most in need. [23] He called on pharmaceutical and
biotechnology companies to provide low-cost medicines to developing countries.

From the perspective of WTO experts, the TRIPS Agreement grants countries a
significant degree of flexibility in determining how to apply their own patent laws,
provided that they meet the minimum standards, including the criteria for patentability
set out in the TRIPS Agreement.

Thus, the pricing of medicines depends on a wide range of factors: supply and
demand, prescribing systems and methods of use, production costs, competitive market
conditions, taxes, exchange rates, royalty payments to patent holders from the sale of
patented medicines, wholesale and retail distribution processes, the degree of price
flexibility for different drugs, and so forth.

The TRIPS Declaration affirms the right of countries, in accordance with the
TRIPS Agreement, to fully utilize the flexibilities provided therein to protect public
health and promote universal access to medicines. Intellectual property tools—such as
parallel importation and compulsory licensing—can play a critical role in supporting
differential pricing and market segmentation.

It should be emphasized that “the effect of the TRIPS provisions relating to the
exhaustion of intellectual property rights—namely Article 6—is to allow each Member
State the freedom to establish its own regime for such exhaustion, without violating the
national treatment and most-favoured-nation obligations under Articles 3 and 4.” [24]

Parallel importation contributes to reducing the prices of pharmaceutical
products when there is a significant price differential between countries. [25]

The mechanism of parallel importation involves purchasing medicines in
countries where prices are more affordable and importing them into a country where
access to such medicines is limited due to high costs. The TRIPS Agreement explicitly
recognizes the right of countries to allow parallel importation based on the principle of
international exhaustion of intellectual property rights.

As for parallel trade between developed and developing countries more broadly,
there is little doubt that restrictions on parallel importation found in the legislation of
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most developed countries provide certain advantages. These restrictions help maintain
price differences through market segmentation, which can offer potential benefits to
developing countries and contribute to keeping prices lower in those countries. [25]

Article 31 of the TRIPS Agreement permits the granting of authorization for the
use of a patent without the consent of the patent holder. Compulsory licenses may be
issued in specific cases, based on the merits of individual applicants. Such licensing
should be considered only after all reasonable efforts to obtain a voluntary license have
failed, except in situations of national emergency or other circumstances of extreme
urgency. Licenses must be granted primarily for domestic use, for a limited duration,
and on a non-exclusive basis. TRIPS allows for the use of compulsory licensing in
cases of national emergencies, anti-competitive practices, governmental non-
commercial use, and in situations involving dependent patents. [26]

Compulsory licensing is one of the mechanisms through which the TRIPS
Agreement seeks to strike a balance between access to essential medicines and the
promotion of scientific research for the development of new drugs. However, in
practice, developing countries face significant challenges in implementing Article 31
of the TRIPS Agreement. Although Article 31 grants countries the right to issue
compulsory licenses to protect public health, developing nations often struggle to
effectively use this mechanism due to economic and technical barriers. The realization
of this right requires not only appropriate national legislation but also adequate
technical infrastructure.

Thus, compulsory licensing is a mechanism through which a government or a
third party may obtain authorization to use a patented pharmaceutical product without
the consent of the patent holder, while ensuring that the patent holder receives
appropriate compensation. Compulsory licensing has proven to be effective in reducing
medicine prices by encouraging competition from generic alternatives. [27]

Undoubtedly, the threat of issuing a compulsory license can serve as a tool to
“strengthen a country’s bargaining position” [28]; however, it is by no means a panacea
capable of ensuring adequate access to patented medicines in developing countries. In
practice, compulsory licenses are rarely used, and under the TRIPS Agreement, “the
circumstances under which compulsory licensing may be considered are even more
restricted.” [29]

Other alternative approaches to addressing this issue—such as charity—may,
according to some researchers and experts, serve as a last resort “in cases of death or
utter helplessness.” [30] In this regard, it may be particularly useful for certain
countries (or patent holders) to consider the possibility of issuing a “voluntary or
negotiated” license under appropriate circumstances, as part of responsible corporate
and social conduct. [31]

Conclusion

In summary, it is important to emphasize that the TRIPS Agreement is one of the
most controversial agreements of the Uruguay Round in terms of its objectives and
consequences. A number of researchers and experts who support the TRIPS
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Agreement—such as Professor F. M. Scherer, John H. Barton, and others—argue that
patent protection for pharmaceutical products should lead to the following outcomes:

* an increase in technology transfer and foreign direct investment (FDI) in favor
of developing countries, which would enhance the global dissemination of know-how;

« a rise in the resources allocated to research and development (R&D) by local
pharmaceutical companies in developing countries, resulting in the development of
new medicines more closely tailored to their needs (patents are viewed as a driver of
innovation, encouraging inventors to commercialize their inventions);

» improved public welfare due to the availability of a wider range of higher-
quality medicines;

* a reduction in the “brain drain” from developing countries to industrialized
nations, as a result of stronger protection for inventions in countries of origin. [32]

Their opponents—who view the TRIPS Agreement with considerably less
optimism and, in some cases, openly oppose it (such as Carlos Correa, Thomas F.
Murphy, and others)—argue the following:

« the prices of patented medicines and the corresponding royalty payments will
continue to rise as the monopoly rights of patent holders are strengthened and extended,;

* a situation may arise in which production is concentrated in industrialized
countries, as multinational corporations may prefer to export finished products or semi-
finished goods rather than transfer technology or make direct foreign investments in
developing countries;

» the introduction and expansion of patent protection for pharmaceutical products
will not, in practice, lead to increased R&D investment by firms in developing
countries, which lack the necessary technical infrastructure as well as financial and
human resources. Likewise, the non-patentability of pharmaceutical products prior to
the entry into force of the TRIPS Agreement allowed developing countries to advance
by acquiring core technologies through reverse engineering, even before they had the
capacity to invest in R&D;

* the replacement or adaptation of existing infrastructure—originally designed
to produce generic versions of patented products—will entail significant costs;

« the implementation of TRIPS provisions will result in substantial
administrative expenses.

The WTO Doha Declaration helped shape the health policy context within the
intellectual property system. It emphasized that the TRIPS Agreement should be part
of broader national and international efforts to address public health challenges
affecting developing and least-developed countries. The Declaration identified specific
options available to governments to meet public health needs—commonly referred to
as “flexibilities.” The importance of such flexibilities was later reaffirmed through their
inclusion in the Sustainable Development Goals (SDGs).

In this regard, it is worth considering the advantages and disadvantages of
compulsory licensing. Undoubtedly, in the case of epidemic outbreaks—such as during
the COVID-19 pandemic—coordinated action by states is essential to combat diseases
In emergency situations. One such measure is the issuance of compulsory licenses
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aimed at protecting public health and reducing or eliminating outbreaks. However, on
the other hand, it is also necessary to assess the risks associated with the use of
compulsory licensing. One such risk is the potential for excessive or unjustified use by
governments without sufficient legal or factual grounds.

It is also important to emphasize the issue of the quality of medicines produced
by local manufacturers under compulsory licensing. In practice, local producers are
often not provided with access to the key active ingredient of the drug, which can result
in the production of low-quality medicines. This, in turn, raises concerns about public
health and safety. In Thailand, for instance, a generic HIV medication led to the
development of drug resistance, forcing patients to purchase more expensive first-
generation treatments.

Another significant factor is the issue of compensation to patent holders. In many
cases, the compensation paid is minimal, which discourages patent holders and
manufacturers from supporting or participating in compulsory licensing schemes.

According to experts in the pharmaceutical sector, compulsory licensing also has
an impact on a country’s investment climate.

Having examined the issue of access to medicines under the TRIPS framework,
it can be concluded that the primary significance of the Doha Declaration lies, first, in
its affirmation that fundamental human rights—particularly the right to health—take
precedence over the commercial interests of states; and second, in its recognition of the
importance of public health in the context of international trade cooperation. The
endorsement of the Doha Declaration by the international community represents “...a
very significant expression of governments’ commitment to ensuring the compatibility
of a rules-based trading system with public health interests.” [33]

At present, it is difficult to fully assess the impact of TRIPS implementation on
developing countries. It is essential to strive for the creation of optimal mechanisms
and to make full use of the flexibilities provided by the Agreement in order to ensure
access to medicines and promote fair competition.

It appears that each country’s strategy toward globalization in the production and
distribution of medicines should be an integral part of its national pharmaceutical
policy, which, in turn, must be regarded as a core component of its national health
policy. WTO Member States are advised to incorporate into their domestic legislation
the right to apply compulsory licensing, in accordance with the TRIPS Agreement, in
cases where such a right can serve as a tool to promote, in particular, research directly
related to the specific public health challenges faced by developing countries.

Developed countries and the WTO must take measures to ensure the
enforcement of TRIPS provisions in practice, including the transfer of pharmaceutical
manufacturing technologies, in accordance with paragraph 7 of the TRIPS Declaration.
[34] It would also be beneficial for countries to adopt national legal measures that
encourage the introduction of quality generic products to the domestic market after
patent expiry—for example, by supporting competition among generics as an effective
means to enhance public access to medicines and pharmaceutical products.
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