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Abstract

This abstract analyzes the persistent conflict between rewarding pharmaceutical innovation through patent
protection and ensuring equitable access to life-saving medicines. It delves into the issues of patent law
within the pharmaceutical sector, with a specific focus on the jurisprudence surrounding compulsory
licensing. Compulsory licensing, a crucial flexibility under the TRIPS Agreement, is a government-
sanctioned mechanism that allows third parties to manufacture a patented drug without the patent holder's
permission under certain conditions. This paper examines significant legal precedents, with a primary
focus on the landmark Indian case of Natco v. Bayer. This case established a critical benchmark for the
application of compulsory licensing, particularly on grounds of unaffordability and the failure to work a
patent in the country. The analysis highlights a consistent legal trend where courts and regulatory bodies,
while upholding patent rights as a general principle, demonstrate a firm commitment to prioritizing public
health. The jurisprudence has not only provided a viable legal recourse but has also had a broader deterrent
effect, influencing innovator companies to adopt more reasonable pricing and consider voluntary
licensing. In conclusion, the evolving legal landscape offers a robust and transparent framework for
balancing intellectual property rights with societal welfare, providing a vital model for other nations to
address similar challenges and ensure that innovation serves humanity without creating barriers to
essential healthcare.
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1. INTRODUCTION

The pharmaceutical industry, a realm of groundbreaking innovation and life-saving advancements,
operates under a unique patent landscape.! While patents are designed to incentivize research and
development (R&D) by granting exclusive rights to inventors,? their application in the pharmaceutical
sector presents a complex web of challenges, often sparking intense debate concerning access to
medicines, ethical considerations, and market dynamics. At its core, patent law in pharmaceuticals aims
to strike a delicate balance: rewarding the substantial investment and risk involved in drug discovery,
while simultaneously ensuring public access to essential medications. However, this balance is frequently

1 Bryan Mercurio & Daria Kim (eds.), Contemporary Issues in Pharmaceutical Patent Law: Setting the Framework and
Exploring Policy Options, Routledge, London, 2021.
2 Prathiba M. Singh, Patent Law (In 2 Volumes), 1st ed., Eastern Book Company, Lucknow, 2019.
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precarious, leading to several persistent issues.

The Innovation-Access Conundrum: One of the most prominent issues revolves around the tension
between innovation incentives and access to affordable medicines. Developing a new drug is an arduous,
expensive, and high-risk undertaking, often taking over a decade and billions of dollars. Patents, typically
granting 20 years of exclusivity from the filing date,® provide pharmaceutical companies with a period to
recoup their R&D costs and generate profits, which ideally are reinvested into further research. However,
this exclusivity can lead to high drug prices, making essential medications inaccessible for large segments
of the global population, particularly in developing countries. This raises fundamental ethical questions
about the right to health versus proprietary rights. The TRIPS (Trade-Related Aspects of Intellectual
Property Rights) Agreement of the World Trade Organization (WTQ) mandates minimum standards for
patent protection, including for pharmaceuticals. While TRIPS includes "flexibilities" like compulsory
licensing, their implementation often faces significant pressure and legal hurdles.*

Patent Evergreening and Patent Thickets: A controversial practice in the pharmaceutical industry is
"patent evergreening.”" This involves extending the lifespan of a drug's monopoly beyond the original
patent term by securing new patents on minor modifications, new formulations, delivery methods, or even
new uses of an existing drug. While some of these modifications may offer genuine therapeutic
improvements, critics argue that many are primarily designed to block generic competition, thereby
delaying the entry of more affordable versions of the drug into the market. This can stifle innovation by
disincentivizing competitors from developing new and truly distinct alternatives. Related to evergreening
is the concept of "patent thickets" or "patent clustering,” where companies file numerous patents around a
single drug to create a dense web of intellectual property rights. This makes it incredibly challenging and
costly for generic manufacturers to navigate the patent landscape and enter the market, even after the
primary patent expires.

The ""Patent Cliff'" and its Aftermath: The expiry of a blockbuster drug's patent is often referred to as a
"patent cliff," as it typically leads to a sharp decline in revenue for the innovator company. This is because
generic manufacturers can then produce and sell bioequivalent versions of the drug at significantly lower
prices, capturing a large share of the market. While beneficial for public health and healthcare systems by
increasing affordability, patent cliffs force innovator companies to constantly replenish their pipeline with
new drugs, adding pressure to their R&D efforts.

2. Compulsory Licensing and Public Health

Compulsory licensing is a mechanism allowed under TRIPS that permits a government to authorize a third
party to produce a patented product or use a patented process without the patent holder's consent.® This is
typically invoked in situations of national emergency, extreme urgency, or when the patented invention is
not available at a reasonably affordable price or not being "worked" (produced) in the country. While
intended as a crucial public health safeguard, its use is rare and often contentious, leading to legal battles
and diplomatic pressure. The grounds and conditions for granting compulsory licenses vary by national
law but generally aim to balance the patent holder's rights with the public interest.®

3 Prathiba M. Singh, Patent Law (In 2 Volumes), 1st ed., Eastern Book Company, Lucknow, 2019.
4 Srividhya Ragavan, Patents and Trade Disparities in Developing Countries, Oxford University Press, New Delhi, 2012.

5 Tanusree Debnath, Compulsory Licensing of Pharmaceutical Patents and Access to Medicine, Satyam Law International,
New Delhi, 2017.
8 Feroz Ali Khader, The Law of Patents: With a Special Focus on Pharmaceuticals in India, LexisNexis, Gurgaon, 2011.
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Regulatory Exclusivity and Data Protection: Beyond patents, pharmaceutical companies also benefit

from regulatory exclusivity, which grants a period of market protection for new drugs, regardless of patent

status, based on the data submitted for regulatory approval (e.g., FDA approval in the US). This data

exclusivity prevents generic manufacturers from relying on the innovator's clinical trial data to gain their

own marketing approval for a set period. While designed to encourage investment in clinical trials, it can

further delay generic entry, even if a patent challenge is successful.

Addressing these complex issues requires a multi-faceted approach. Striking a better balance between

incentivizing pharmaceutical innovation and ensuring global access to medicines remains a critical

challenge. This involves:

e Refining patentability standards: Stricter scrutiny of "evergreening" patent applications to ensure
they represent genuine, non-obvious innovations.

e Strengthening compulsory licensing frameworks: Clarifying the conditions under which
compulsory licenses can be issued and reducing the associated legal and political hurdles.

e Promoting alternative R&D models: Exploring new funding mechanisms and incentives that
decouple R&D costs from drug prices.

e International cooperation: Fostering dialogue and collaboration among nations, pharmaceutical
companies, and civil society organizations to develop equitable solutions.

Ultimately, the goal is to create a patent system that effectively drives the development of new and

improved medications while upholding the fundamental principle that access to life-saving drugs should

be a global priority, not a privilege.

3. An Analysis of Emerging Jurisprudence Regarding Compulsory Licensing

The pharmaceutical industry, a bedrock of public health, constantly grapples with the intricate interplay
of intellectual property rights and equitable access to life-saving medicines.” In this delicate balance, patent
law plays a pivotal role, offering incentives for innovation while also, at times, creating barriers to
affordability. Within this complex landscape, the concept of compulsory licensing stands as a crucial
flexibility, particularly highlighted in the Indian context, where a robust generic industry and a vast
population with diverse healthcare needs necessitate a nuanced approach to patent enforcement.®

India's journey with pharmaceutical patent law has been a dynamic one, largely shaped by its commitment
to public health. Prior to 2005, India's patent regime recognized only process patents for pharmaceuticals,
allowing Indian companies to reverse-engineer patented drugs and produce affordable generics. This
earned India the moniker "pharmacy of the world.” However, with its accession to the WTO and the
subsequent implementation of the TRIPS Agreement, India amended its Patents Act, 1970, to include
product patents for pharmaceuticals, aligning with international standards. To mitigate the potential
adverse effects on access to medicines, the amended Act incorporated crucial safeguards, chief among
them being the provisions for compulsory licensing.

The Indian Patents Act, 1970, particularly Sections 84 and 92, provides the statutory basis for compulsory
licensing.® These sections empower the Controller of Patents to grant a license to a third party to

”Van Anh Le, Compulsory Patent Licensing and Access to Medicines: A Silver Bullet Approach to Public Health?, Palgrave
Macmillan, Cham, 2021.

8 Tanusree Debnath, Compulsory Licensing of Pharmaceutical Patents and Access to Medicine, Satyam Law International,
New Delhi, 2017.

9 K.M. Gopakumar, “Compulsory Licensing in India: Status and Prospects,” in Carlos M. Correa (ed.), Research Handbook on
Intellectual Property and Access to Medicines, Edward Elgar, Cheltenham, 2020, pp. 241-262.
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manufacture, use, or sell a patented invention without the patent holder's consent, under specific

circumstances.'® Section 84 allows any "interested person” to apply for a compulsory license after three

years from the date of patent grant, on any of the following grounds:

e Non-satisfaction of reasonable requirements of the public: This can arise if the patented invention
is not adequately manufactured in India, or licenses are not granted on reasonable terms.

e Non-availability to the public at a reasonably affordable price: This addresses situations where the
patent holder charges exorbitant prices, making the drug inaccessible to the majority of the population.

e Non-working of the patented invention in India: This refers to instances where the patent is not
being worked on a commercial scale to an adequate extent within India's territory.

Section 92 provides for the grant of compulsory licenses by the Central Government suo motu (on its own

motion) in situations of:

e National emergency: Such as a pandemic or widespread health crisis.

e Extreme urgency: Similar to a national emergency but perhaps on a smaller scale.

e Public non-commercial use: For government use or in cases of public interest where commercial
exploitation is not the primary objective.

The Controller, while considering an application for compulsory license under Section 84, also assesses

factors such as the nature of the invention, the time elapsed since the patent grant, the patentee's efforts to

work the patent, and the applicant's ability to work the invention to the public advantage. Furthermore, the

applicant is generally required to demonstrate that they have made efforts to obtain a voluntary license

from the patentee on reasonable terms, and such efforts have not been successful within a reasonable

period.

The Natco v. Bayer Landmark Case: India's jurisprudence on compulsory licensing truly began to
crystallize with the landmark case of Natco Pharma Ltd. v. Bayer Corporation in 2012. This case marked
the first and, to date, only instance of a compulsory license being granted in India for a pharmaceutical
product. Bayer held the patent for Sorafenib Tosylate, an anti-cancer drug marketed as Nexavar, used for
liver and kidney cancer. The drug was priced at approximately INR 2.8 lakhs (around USD 5,500 at the
time) for a month's treatment, making it largely unaffordable for the vast majority of Indian patients. Natco

Pharma applied for a compulsory license, proposing to sell a generic version at approximately INR 8,800

per month. The Controller General of Patents, Designs and Trademarks granted the compulsory license to

Natco, citing all three grounds under Section 84:

e Non-availability at a reasonable price: The Controller found that Bayer's pricing rendered the drug
inaccessible to 97% of patients in India.

e Reasonable requirements of the public not satisfied: It was determined that Bayer was supplying the
drug to only a fraction of the actual patient population, thereby failing to meet the public's reasonable
requirements.

e Non-working of the patented invention in India: The Controller observed that the demand for
Nexavar in India was being primarily met through imports rather than local manufacture, indicating
insufficient working of the patent within the territory.

Bayer appealed this decision, but it was upheld by the Intellectual Property Appellate Board (IPAB) and

10 Adarsh Ramanujan, Patent Law: An Comprehensive & Analytical Commentary, Wolters Kluwer India Pvt. Ltd., New Delhi,
2015.
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subsequently by the Bombay High Court, affirming the Controller's discretion and the validity of the
compulsory license. This case sent a strong signal globally, asserting India's commitment to prioritizing
public health over absolute patent monopolies when affordability and access are severely compromised.
While Natco v. Bayer remains the sole successfully granted compulsory license, it has undeniably shaped
the landscape of pharmaceutical patent enforcement in India. Several other applications for compulsory
licenses have been filed, though none have been granted.
In the case BDR Pharmaceuticals International Pvt. Ltd. v. Bristol-Myers Squibb (BMS) (2013),
BDR sought a compulsory license for Dasatinib (Sprycel), another cancer drug. The Controller rejected
the application, primarily because BDR failed to demonstrate "reasonable efforts” to obtain a voluntary
license from BMS, a crucial pre-condition under Section 84. This emphasized the procedural rigor required
for such applications. In Lee Pharma v. Astrazeneca AB (2015), Lee Pharma sought a compulsory
license for Saxagliptin, a diabetes drug. This application was also rejected, again on grounds of insufficient
efforts by Lee Pharma to secure a voluntary license from Astrazeneca. The Controller further noted that
the drug's price, while potentially high, might not be considered "unreasonable™ given the research costs
and prevalence of alternative treatments.

These subsequent cases, though unsuccessful for the applicants, contribute to the emerging jurisprudence

by underscoring:

e The importance of ""reasonable efforts': Applicants must genuinely attempt to obtain a voluntary
license on commercially reasonable terms before resorting to compulsory licensing. This prevents
opportunistic applications.

e Contextual assessment of "'reasonable price': While Natco v. Bayer set a precedent for a high price
being unreasonable, subsequent cases indicate that "reasonable price™ is not a static concept but
depends on various factors, including the drug's therapeutic value, availability of alternatives, and the
patentee's R&D costs.

e The "public interest”™ mandate: The Controller's decisions consistently weigh the broader public
health implications, emphasizing that compulsory licenses are a tool to ensure access, not merely to
facilitate generic competition.

4. Implications and Challenges

The jurisprudence surrounding compulsory licensing in India presents several key implications and

ongoing challenges:

e Balancing Innovation and Access: The core tension remains. While compulsory licenses serve as a
critical check on patent abuse and ensure access, pharmaceutical innovators express concerns that such
actions could deter future investment in R&D, particularly for drugs aimed at the Indian market. The
fear is that a perception of weak patent protection could impact the inflow of cutting-edge medications.

e The "Working of the Patent™ Criterion: The interpretation of "worked in the territory of India"
under Section 84 continues to be debated. Does it require local manufacturing, or can meeting demand
through imports suffice? The Natco judgment leaned towards local manufacture, emphasizing the
economic benefits and self-reliance aspects. This criterion is vital for promoting domestic production
capacity.

e Defining ""Reasonable Requirements’ and ""Reasonable Price': These subjective terms are at the
heart of compulsory licensing disputes. Future jurisprudence will need to provide clearer guidelines
and objective benchmarks for these criteria, ensuring predictability for both innovators and generic
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manufacturers.

e The Role of Government in Public Health Emergencies: Section 92, allowing for suo motu
compulsory licenses in emergencies, gained renewed attention during the COVID-19 pandemic. While
no formal compulsory licenses were issued by the government, the possibility certainly influenced
negotiations and voluntary licensing agreements for critical drugs and vaccines. This highlights the
deterrent effect of robust compulsory licensing provisions.

e International Scrutiny and Trade Relations: India's use of compulsory licensing often attracts
international scrutiny, particularly from developed nations and multinational pharmaceutical
companies, who view it as a weakening of intellectual property rights. Navigating these trade relations
while upholding its public health commitments remains a significant challenge for India.!

e Beyond Pharmaceuticals: The principles emerging from pharmaceutical compulsory licensing cases
could potentially influence other sectors where patented technologies are essential for public good,
such as green technologies or critical infrastructure.

India's emerging jurisprudence on compulsory licensing, primarily shaped by the Natco v. Bayer case and
subsequent applications, reflects a deliberate and robust effort to strike a balance between patent protection
and public health imperatives.'? While the criteria for granting a compulsory license are stringent and the
process is demanding, the existence and occasional invocation of this flexibility serves as a powerful
reminder that intellectual property rights are not absolute, particularly when they impede access to
essential goods for the populace.®
As the pharmaceutical industry continues to evolve with new diseases and treatment modalities, the Indian
legal framework for compulsory licensing will likely face new tests. The ongoing challenge for Indian
courts and the Controller will be to refine the interpretation of "reasonable requirements,” “reasonable
price," and "working of the patent," ensuring a transparent, fair, and effective mechanism that encourages
innovation while consistently prioritizing the health and well-being of its citizens. The lessons learned
from India's experience with compulsory licensing offer valuable insights for other developing nations
seeking to leverage TRIPS flexibilities to address their public health needs.

5. Conclusion and suggestions

The issues surrounding patent law in the pharmaceutical industry are inherently complex, driven by the
dual imperatives of fostering innovation and ensuring equitable access to medicines. India, with its vibrant
generic drug manufacturing sector and a constitutional commitment to public health, has emerged as a
crucial testbed for navigating this intricate balance, particularly through its jurisprudence on compulsory
licensing.

The landmark Natco v. Bayer decision in 2012 irrevocably altered the landscape, demonstrating India’s
willingness to invoke TRIPS flexibilities when public health needs are severely compromised by
unaffordable patented drugs. While subsequent compulsory licensing applications have been rejected,
these cases have further clarified the procedural and substantive requirements, reinforcing the notion that
compulsory licensing is not a casual resort but a carefully considered measure of last resort.

11 srividhya Ragavan, Patents and Trade Disparities in Developing Countries, Oxford University Press, New Delhi, 2012.
12 sydhir Kumar & A. Yerram Raju (eds.), Compulsory Licensing: Patent Law & Policy Lessons from India, NALSAR
University of Law, Hyderabad, 2022.

13 Michael S. Mireles, Compulsory Licensing for Emerging Economies: Pharmaceutics, Innovation and the Law, Cambridge
University Press, Cambridge, 2018.
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The emerging jurisprudence highlights India's nuanced approach: upholding patent rights as a general
principle, but retaining and exercising the sovereign right to intervene when market monopolies create
unconscionable barriers to essential healthcare. This position, while sometimes drawing international
criticism from innovator pharmaceutical companies, is rooted in India's constitutional obligations and its
recognition of the human right to health.

Compulsory Licensing as a Viable Safeguard: The Natco case unequivocally established compulsory
licensing as a legitimate and effective tool within the Indian patent framework to address issues of
affordability, availability, and working of patented pharmaceutical inventions. It demonstrated that India
is prepared to act when patent holders fail to meet their societal obligations.

Emphasis on Procedural Diligence: Subsequent rejections of compulsory license applications
underscore the judiciary's insistence on strict adherence to procedural requirements, particularly the
"reasonable efforts" criterion. Applicants must genuinely attempt to negotiate a voluntary license before
seeking government intervention. This ensures that compulsory licensing remains an exception, not the
norm.

Contextual Interpretation of ""Reasonable Price™ and ""Public Requirements': The cases illustrate
that what constitutes a "reasonably affordable price” and the "reasonable requirements of the public" are
not fixed. These are dynamic concepts, subject to the specific facts of each case, including the disease
burden, the drug's therapeutic importance, and the socio-economic context of the Indian population.
""Working the Patent' — A Continual Point of Focus: The emphasis on local "working" of the patent,
rather than relying solely on imports, as seen in the Natco decision, reflects India's broader industrial
policy aims of promoting domestic manufacturing and self-reliance in the pharmaceutical sector.** This
aspect remains a key driver for potential future compulsory licensing actions.

Deterrent Effect and Voluntary Measures: Even without a flurry of granted compulsory licenses, the

Indian provisions and the Natco precedent have likely exerted a significant deterrent effect, encouraging

some patent holders to engage in more reasonable pricing strategies or explore voluntary licensing

agreements with Indian manufacturers. The discussions around critical drugs during the COVID-19
pandemic, where voluntary licenses were preferred, highlight this subtle influence.

To further refine India's patent law in the pharmaceutical industry and navigate the complexities of

compulsory licensing, the following suggestions can be considered:

e Develop Clearer Guidelines for ""Reasonable Efforts™ and ""Reasonable Price': While case-by-
case assessment is crucial, clearer administrative guidelines or a framework outlining what constitutes
"reasonable efforts™ to obtain a voluntary license and benchmarks for "reasonably affordable price"
(perhaps based on cost-of-production, per capita income, or public health impact) could enhance
predictability for all stakeholders. This would reduce ambiguity and streamline the application process.

e Strengthen Data Collection on Drug Affordability and Access: Robust data on drug pricing, patient
out-of-pocket expenditure, and the actual reach of patented medicines in India is vital. This evidence
base would provide stronger justification for compulsory licensing decisions, making them more
transparent and defensible against international pressure.

e Explore Compulsory Licensing for Diagnostics and Medical Devices: While the focus has largely
been on pharmaceutical products, the principles underlying compulsory licensing are equally relevant

14 Bryan Mercurio & Daria Kim (eds.), Contemporary Issues in Pharmaceutical Patent Law: Setting the Framework and
Exploring Policy Options, Routledge, London, 2021.
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for essential diagnostics and medical devices, particularly in public health emergencies or for
widespread chronic conditions. India could explore extending its jurisprudence to these areas, ensuring
access to a broader range of health technologies.

e Promote and Facilitate Voluntary Licensing and Patent Pools: Actively encouraging voluntary
licensing agreements and participation in patent pools (like the Medicines Patent Pool) can be a
proactive alternative to compulsory licensing. This requires ongoing dialogue and incentives for
innovator companies to license their technologies for production in low and middle-income countries.

e Invest in Domestic R&D and Manufacturing Capabilities: To truly reduce reliance on patented
imports and enhance self-sufficiency, India must continue to significantly invest in its domestic
pharmaceutical R&D, especially in neglected diseases and areas of high public health need. This
includes strengthening research infrastructure, fostering collaboration between academia and industry,
and providing targeted incentives for local innovation.

e Leverage International Cooperation and Dialogue: India should continue to engage proactively in
international forums to advocate for a global intellectual property regime that prioritizes public health.
Sharing its experiences and lessons learned from compulsory licensing can contribute to a more
equitable global framework, while also allowing India to learn from the approaches of other nations.

e Regular Review of Patent Act Provisions: The dynamic nature of the pharmaceutical industry and
global health challenges necessitates periodic review and, if necessary, amendment of the Indian
Patents Act. This ensures that the law remains responsive to emerging needs and continues to
effectively balance innovation incentives with public health safeguards.

e Educate and Empower Stakeholders: Greater awareness and understanding of the nuances of patent
law, TRIPS flexibilities, and the conditions for compulsory licensing among healthcare providers,
patient advocacy groups, and generic manufacturers can empower them to engage more effectively in
dialogues and processes aimed at improving access to medicines.

India's journey with pharmaceutical patent law and compulsory licensing serves as a crucial case study in

the global debate on intellectual property and public health. The emerging jurisprudence demonstrates a

commitment to balancing these often-conflicting interests. By continuing to refine its legal and policy

frameworks, strengthening its domestic capabilities, and fostering international collaboration, India can
solidify its role as a leader in ensuring that the benefits of pharmaceutical innovation reach all segments
of society, transforming patent rights into a catalyst for, rather than a barrier to, global health equity.
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