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Abstract

This paper re-examines compulsory licensing as a crucial tool for achieving pharmaceutical patent
flexibility, particularly in the context of the TRIPS Agreement and Public Health. Compulsory licensing,
which permits a government to authorize the production of a patented drug without the patent holder's
consent, is often viewed as a last-resort measure. However, this study argues that it represents a vital and
legitimate policy tool that can be strategically employed to address drug accessibility crises. The
research deconstructs the central conflict between the public health perspective, which champions
compulsory licensing to ensure access to affordable medicines, and the innovation perspective, which
views it as a threat to Intellectual Property Rights (IPR) and an inhibitor of pharmaceutical research and
development.

To illustrate the practical application and challenges of this tool, the paper presents a case study of
Thailand's use of compulsory licensing for HIV/AIDS drugs. This analysis demonstrates that a country
can successfully navigate international pressure and domestic hurdles to reduce drug costs and save
lives. The paper's key finding is that the effectiveness of compulsory licensing is not solely dependent on
its legal permissibility under the Doha Declaration, but also on a country's proactive policy formulation,
its ability to foster a robust domestic generic manufacturing sector, and its engagement in international
collaborations. This paper concludes by offering policy recommendations for developing countries to
more effectively and sustainably uses compulsory licensing, thereby ensuring that patent laws serve the
goal of promoting public health.

Key words: Public Health, Compulsory Licensing, TRIPS Agreement, Pharmaceutical Patents, Drug
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1. Introduction

The Trade-Related Aspects of Intellectual Property Rights (TRIPS) Agreement of the World Trade
Organization (WTO), was designed to create a uniform global standard for intellectual property
protection.! While it has been effective in strengthening patent rights, its application in the
pharmaceutical sector has ignited a fierce debate about the balance between protecting innovation and

** Dr. KUMARA. N. H. Assistant Professor of Law, Vidyodaya Law College, Tumakuru, Karnataka - 572102
1 World Trade Organization (1995). Agreement on Trade-Related Aspects of Intellectual Property Rights (TRIPS). Retrieved
from https://www.wto.org/english/docs_e/legal_e/27-trips.pdf

IJSAT25049218 Volume 16, Issue 4, October-December 2025 1



https://www.ijsat.org/

IJSAT

International Journal on Science and Technology (IJSAT)
E-ISSN: 2229-7677 e Website: www.ijsat.org e Email: editor@ijsat.org

=

safeguarding public health. The central tension lies in the fact that robust patent protection often leads to
high drug prices, making life-saving medicines unaffordable for millions of people in developing
countries.

The concept of compulsory licensing emerged as a critical mechanism to address this challenge. It is a
TRIPS flexibility that allows a government to authorize the production of a patented drug without the
patent holder's consent, typically in situations of a national health emergency.? This tool was formally
clarified and reaffirmed by the Doha Declaration on TRIPS and Public Health in 2001, which
acknowledged the right of countries to prioritize public health over patent rights.

This research paper aims to rethink compulsory licensing not just as a legal loophole, but as a strategic
tool for pharmaceutical patent flexibility. The central problem is to understand the legal, political, and
economic conditions necessary for its effective and sustainable use. The aim of this paper is that while
compulsory licensing is a potent tool for improving drug accessibility, its successful implementation
depends on a proactive policy framework, strong domestic manufacturing capacity, and a collaborative
international approach. This paper will analyse the legal basis of compulsory licensing, evaluate the
arguments for and against its use, and examine a key case study to provide actionable recommendations
for developing nations.

2. Literature Review

The researcher discourse on compulsory licensing is deeply intertwined with the broader debate on the
TRIPS Agreement and public health. This review synthesizes key literature on the topic, highlighting the
legal, economic, and political dimensions of this contentious issue.

2.1. The TRIPS - Public Health Debate and the Doha Declaration

A significant body of literature focuses on the initial fallout from the TRIPS Agreement. Scholars like
Drahos and Braithwaite (2002) argue that TRIPS created a system of “information feudalism,”
empowering multinational corporations at the expense of developing nations' public health needs.®
However, the legal and political landscape shifted dramatically with the Doha Declaration on TRIPS and
Public Health (2001). This declaration is a cornerstone of the literature, as it formally clarified that the
TRIPS Agreement should not prevent countries from taking measures to protect public health. This
landmark text, as documented by authors such as 't Hoen (2009), gave developing countries the legal and
political space to prioritize public health over patent rights, setting the stage for the strategic use of
flexibilities like compulsory licensing.*

2.2. Scholarly Perspectives on Compulsory Licensing

The literature on compulsory licensing itself is divided. Proponents, often from public health and
development studies, see it as a necessary and legitimate tool to overcome patent-induced barriers to
access. Authors like Shadlen (2009) have analyzed the conditions under which countries can
successfully issue a compulsory license, emphasizing the importance of strong political will and

2 Correa, C. M. (2000). Integrating Public Health Concerns into Patent Legislation in Developing Countries. South Centre.

3 Drahos, P., & Braithwaite, J. (2002). Information Feudalism: Who Owns the Knowledge Economy? The New Press.

4 't Hoen, E. (2009). The Global Politics of Pharmaceutical Monopoly Power: Drug Patents, Access, Innovation and the
Health of the Poor. AMB.
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institutional capacity.®> They often point to historical instances where compulsory licensing was used to
combat monopolies, not just in pharmaceuticals but also in other industries.

Conversely, critics, largely from an economics and intellectual property law background, view
compulsory licensing as a threat to the global innovation system. They argue that it undermines the
fundamental purpose of patents to incentivize R&D and could lead to a “chilling effect” where
companies reduce investment in new drugs, especially for diseases prevalent in developing countries.®
The debate, therefore, is not just about legal interpretation but also about the long-term sustainability of
the pharmaceutical innovation model. This perspective often highlights the risk of retaliatory trade
actions and the political pressure from multinational pharmaceutical companies.

2.3. The Role of Generic Manufacturers and Market Competition

A third theme in the literature examines the crucial role of generic drug manufacturers. The effectiveness
of compulsory licensing is often contingent on the ability of domestic or foreign generic manufacturers
to produce and supply the patented drug at a lower cost. Studies have shown that when a compulsory
license is issued, the entry of generic competitors drives down prices and increases access. The WTO’s
“Paragraph 6 System,” which allows countries with insufficient manufacturing capacity to import
compulsory licensed drugs, is also a key area of scholarly focus.” This body of work underscores that
compulsory licensing is not a magic bullet; its success relies on a functioning ecosystem of
manufacturing, supply, and distribution.

3. The Legal Framework of Compulsory Licensing

The legal foundation for compulsory licensing is embedded within international trade law, primarily the
TRIPS Agreement, but its application is guided by subsequent clarifications designed to address public
health needs. This section outlines the specific provisions that legitimize this powerful tool.

3.1. TRIPS Agreement, Article 31: Conditions for Non-Voluntary Use

The primary legal basis for compulsory licensing is Article 31 of the TRIPS Agreement. This Article
outlines the conditions under which a member country can authorize the “use of the subject matter of a
patent without the authorization of the right holder.””® These conditions are strict and include:

e Prior Negotiation: The government must first attempt to secure a voluntary license from the
patent holder on reasonable commercial terms. This requirement can be waived in cases of
national emergency or urgency.

o Adequate Remuneration: The patent holder must be paid “adequate remuneration” for the use
of the patent, considering the economic value of the authorization.

SShadlen, K. C. (2009). The Political Economy of Patenting in Latin America: The Case of Pharmaceuticals. Latin American
Research Review, 44(3), 11-37.

& Scherer, F. M. (2004). The Economics of the Pharmaceutical Industry. Journal of Health Politics, Policy and Law, 29(4),
633-644.

" World Trade Organization. (2003). Decision on the Implementation of Paragraph 6 of the Doha Declaration on the TRIPS
Agreement and Public Health.

8 World Trade Organization. (1995). Agreement on Trade-Related Aspects of Intellectual Property Rights (TRIPS). Article 31.

IJSAT25049218 Volume 16, Issue 4, October-December 2025 3



https://www.ijsat.org/

IJSAT

International Journal on Science and Technology (IJSAT)
E-ISSN: 2229-7677 e Website: www.ijsat.org e Email: editor@ijsat.org

=

e Predominantly Domestic Supply: The license must be granted “predominantly for the supply of
the domestic market.” This provision was a major hurdle for countries without their own
manufacturing capacity, as it limited their ability to export compulsory-licensed drugs.

These conditions were initially seen as a significant barrier, particularly for developing countries that
lacked the legal and economic resources to navigate them.

3.2. The Doha Declaration: A Clarification for Public Health

The limitations of Article 31, particularly its restrictive language on domestic supply, became glaringly
apparent during the HIVV/AIDS crisis. The Doha Declaration on TRIPS and Public Health (2001) was a
political declaration that clarified and reaffirmed the flexibilities already present in the TRIPS
Agreement. The key takeaway was a powerful statement: “the TRIPS Agreement does not and should
not prevent members from taking measures to protect public health.”® This declaration gave countries
the explicit right to determine what constitutes a national emergency, thereby opening the door for the
use of compulsory licensing.

3.3. The WTO's “Paragraph 6 System” for Importing Countries

Following the Doha Declaration, the issue of countries with insufficient or no manufacturing capacity
remained. To solve this, the WTO adopted a waiver in 2003, often referred to as the “Paragraph 6
System.” This system allows a country that lacks the capacity to manufacture a specific drug to import a
generic version produced under compulsory license in another country.’® This waiver effectively
addressed the “predominantly for the domestic market” clause of Article 31, transforming compulsory
licensing from a purely domestic tool into a mechanism for global access. These legal frameworks, from
the restrictive language of TRIPS to the enabling provisions of Doha, set the stage for how compulsory
licensing is used today.

4. Compulsory Licensing: A Tool of Contention

The use of compulsory licensing remains one of the most contentious issues in global health and
intellectual property law. The debate is typically framed as a zero-sum game between public health
advocates and the pharmaceutical industry, each with valid but competing arguments.

4.1. The Public Health Perspective: Access to Medicines

From a public health perspective, compulsory licensing is a legitimate and often necessary tool to ensure
access to essential medicines. Proponents argue that the primary purpose of a patent system, when
applied to life-saving drugs, should not be to generate corporate profit but to benefit society. In situations
of a national health crisis, such as a pandemic or an epidemic, the ethical imperative to save lives and
treat the sick outweighs the economic right of a private corporation to a monopoly.!!

® World Trade Organization. (2001). Declaration on the TRIPS Agreement and Public Health.

10 World Trade Organization. (2003). Decision on the Implementation of Paragraph 6 of the Doha Declaration on the TRIPS
Agreement and Public Health.

11 Commission on Intellectual Property Rights, Innovation and Public Health. (2006). Public Health, Innovation and
Intellectual Property Rights. World Health Organization.
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The use of compulsory licensing allows to produce affordable generic versions of patented drugs, which
dramatically reduces prices and makes treatment accessible to a wider population. This is particularly
crucial in developing countries where public health budgets are limited and out-of-pocket expenses for
drugs can be catastrophic. The argument is that the patent holder's right to an exclusive market should be
balanced against the public's right to health, and compulsory licensing provides the legal mechanism to
achieve this balance.

4.2. The Innovation Perspective: The Threat to R&D

Conversely, the pharmaceutical industry and many intellectual property experts view compulsory
licensing as a significant threat to the global innovation model. The central argument is that the high cost
of R&D for a new drugoften billions of dollarsis only recoverable through a period of market exclusivity
granted by a patent. The revenue generated from these patented drugs is then reinvested into further
R&D for future treatments. From this perspective, compulsory licensing is seen as an appropriation of
private property without adequate compensation, which erodes the financial incentive for innovation.?

The fear is that if companies believe their patents can be easily circumvented, they will reduce their
investment in R&D, particularly for diseases that primarily affect poorer nations, ultimately harming
public health in the long run. The industry often argues that it is willing to offer voluntary licensing
agreements and tiered pricing to address accessibility issues, making compulsory licensing an
unnecessary and punitive measure.

4.3. The Political and Economic Challenges of Implementation

Beyond the ethical and economic arguments, the actual implementation of compulsory licensing is
fraught with political and economic challenges. Governments that issue a compulsory license often face
immense pressure from the patent-holding company's home country, which can threaten trade sanctions
or other forms of retaliation. The government also needs to have the legal and administrative capacity to
navigate the complex process of issuing a compulsory license and determining “adequate remuneration.”
Furthermore, the success of the tool hinges on the existence of a domestic generic manufacturing base or
access to international suppliers, which not all countries have. These challenges highlight that
compulsory licensing is not a simple solution but a complex policy decision with significant national and
international ramifications.

5. Case Study: Thailand's Use of Compulsory Licensing for HIV/AIDS Drugs

The experience of Thailand provides a compelling, real-world example of how compulsory licensing can
be successfully used to address a public health crisis despite intense international pressure.

5.1. Background of Thailand'’s Public Health Crisis

In the early 2000s, Thailand faced a severe public health crisis due to the high prevalence of HIV/AIDS.
The government had a goal of providing universal access to antiretroviral treatment, but the cost of
patented drugs was a major barrier. At the time, a one-year supply of the patented drug efavirenz cost
over $1,500 per patient, a price that was out of reach for a vast majority of the population and for the

12 Scherer, F. M. (2004). The Economics of the Pharmaceutical Industry. Journal of Health Politics, Policy and Law, 29(4),
633-644.
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national health budget. The government attempted to negotiate for lower prices and voluntary licenses,
but these negotiations were largely unsuccessful.

5.2. The Government's Decision and the International Backlash

Faced with this challenge, the Thai government, under its new Public Health Minister Dr. Mongkol Na
Songkhla, decided to issue a compulsory license for several patented drugs, including efavirenz and the
anti-clotting drug clopidogrel. The government declared the HIV/AIDS epidemic a national health
emergency, a condition permitted under the Doha Declaration. This decision immediately triggered a
fierce international backlash. Multinational pharmaceutical companies and their home governments,
particularly the United States, publicly condemned the move. The companies argued that Thailand's
action was a violation of intellectual property rights and threatened to pull their other drugs from the
Thai market. The U.S. government even placed Thailand on its "Priority Watch List" for intellectual
property protection.

5.3. The Outcomes: Increased Access and Reduced Drug Costs

Despite the pressure, Thailand's decision proved to be a resounding success for public health. By issuing
the compulsory license, the government was able to purchase generic versions of efavirenz at a fraction
of the patented price, reducing the cost to just over $60 per patient per year. This dramatic price drop
allowed the government to significantly scale up its treatment program, providing life-saving medication
to hundreds of thousands of people. The case showed that compulsory licensing is not merely a
theoretical tool; it is a practical and effective instrument for ensuring drug accessibility. Thailand's
experience became a model for other developing nations seeking to use TRIPS flexibilities to prioritize
the health of their citizens over the commercial interests of private corporations.

6. Rethinking the Tool: Recommendations for Effective Use

The experiences of countries like Thailand demonstrate that compulsory licensing, while powerful, is
not a simple solution. It requires a strategic and proactive approach to be truly effective. This section
offers recommendations for how the tool can be rethought and used more sustainably.

6.1. Proactive and Transparent Policy Formulation

Rather than treating compulsory licensing as a last-resort, reactive measure, governments should
integrate it into their national health policy from the outset. This involves creating a clear, transparent,
and legally sound process for issuing licenses. By establishing clear criteria for what constitutes a
national emergency or public health crisis, governments can pre-emptively signal their willingness to use
the tool, which can, in turn, be used as leverage in negotiations with pharmaceutical companies for lower
prices. A transparent process also lends legitimacy to the government's action and can help mitigate
international backlash by demonstrating that the decision was made on a principled basis, not an
arbitrary one.

6.2. Strengthening Domestic Manufacturing Capacity

The success of a compulsory license is often contingent on a country's ability to either manufacture the
drug domestically or have a reliable supply chain for generic imports. Countries should therefore invest
in building their own generic pharmaceutical industries and regulatory capacity. A robust domestic
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manufacturing sector not only creates jobs and economic value but also ensures a stable and affordable
supply of essential medicines, reducing reliance on foreign suppliers and bolstering a country's self-
sufficiency in public health. This capacity-building effort should be seen as a long-term strategic
investment.

6.3. Collaborative Regional and International Approaches

A single country, particularly a small one, may be vulnerable to political and economic pressure from
multinational corporations and powerful governments. To counter this, developing countries can form
regional or international collaborations to collectively use compulsory licensing. By issuing a
compulsory license together, a group of countries can create a larger market for generic manufacturers,
which in turn can lead to economies of scale and even lower prices. This collaborative approach also
provides a unified front against international pressure, as a retaliatory action against one country would
be an action against many. The formation of a purchasing bloc, for example, can give these countries
more leverage in negotiations with pharmaceutical companies.

7. Conclusion and Recommendations

This research paper has demonstrated that compulsory licensing is a vital and legitimate tool for
achieving pharmaceutical patent flexibility under the TRIPS Agreement. The study concludes that while
its use is not without legal, political, and economic challenges, it is an essential mechanism for balancing
the economic incentives of innovation with the ethical imperative of public health. The case study of
Thailand’s successful implementation of compulsory licensing for HIV/AIDS drugs serves as a powerful
testament to the tool's effectiveness.

7.1. Summary of Key Findings

The central findings of this paper are that the success of compulsory licensing hinges on a country's
willingness to exercise its sovereign right to protect public health, as affirmed by the Doha Declaration.
It is not merely a legal maneuverer but a strategic policy choice that requires a confluence of political
will, a strong legal framework, and the capacity for either domestic production or international
procurement of generic drugs.

7.2. Policy Recommendations
Based on this analysis, the following policy recommendations are proposed:

e Proactive Integration: Governments should proactively integrate compulsory licensing into
their public health and patent laws, establishing clear and transparent procedures.

e Capacity Building: Developing nations should invest in building their domestic generic
manufacturing capacity to reduce dependency on external suppliers.

e International Solidarity: Countries should seek to form regional or international purchasing
blocs to strengthen their collective bargaining power and provide a unified front against external
pressure.
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7.3. The Future of Compulsory Licensing

The future of compulsory licensing will be shaped by how countries choose to use it. If viewed as a last
resort, it will remain a contentious and underutilized tool. However, if it is rethought as a legitimate and
strategic policy instrument, it has the potential to transform global health outcomes and ensure that
patent law ultimately serves its intended purpose: to benefit all of society.
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