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ABSTRACT 
The pharmaceutical industry, a cornerstone of global health, thrives on a delicate balance between innovation and 
access. This innovation is primarily safeguarded by the patent system, which grants inventors a limited monopoly 
in exchange for public disclosure of their inventions. Traditionally, the enforcement of these patent rights has 
been the exclusive domain of civil law, with remedies such as injunctions and monetary damages forming the 
bulwark against infringement. However, the escalating challenges of patent infringement, particularly the 
proliferation of counterfeit and substandard drugs that pose a direct threat to public health, have ignited a debate 
on the adequacy of this civil framework. This has led to a critical examination of a more formidable deterrent: 
the application of criminal law to protect the rights of pharmaceutical patentees. This paper delves into the 
feasibility of such a paradigm shift. It begins by dissecting the existing civil law framework for patent 
enforcement, highlighting its strengths and inherent limitations. It then meticulously weighs the compelling 
arguments for criminalization, including its potential for enhanced deterrence, its role in safeguarding public 
health against the scourge of counterfeit medicines, and the economic imperative to protect massive research and 
development investments. Conversely, it presents a robust analysis of the significant arguments against a punitive 
approach, focusing on the potential for a chilling effect on legitimate competition and innovation, the inherent 
complexities of patent law that sit uneasily with the certainty required for criminal liability, and the substantial 
institutional burden it would place on the criminal justice system. Through a comparative analysis of the 
international legal landscape, including the nuanced position of the TRIPS Agreement and the diverse approaches 
of various jurisdictions, the paper assesses the global appetite for such a move. Ultimately, it posits that while the 
allure of criminal sanctions is understandable, a wholesale criminalization of pharmaceutical patent infringement 
is largely unfeasible and potentially counterproductive. A more pragmatic and balanced approach lies in 
strengthening the existing civil enforcement mechanisms, coupled with a more targeted and vigorous application 
of existing criminal laws against counterfeiting, thereby protecting both innovation and public health without 
jeopardizing the delicate ecosystem of pharmaceutical research and access. 
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1. Introduction: The High-Stakes World of 
Pharmaceutical Patents 

The global pharmaceutical industry operates at the 
confluence of profound human need and immense 
commercial enterprise. It is an arena of high risks and 
potentially high rewards, where the journey from a 
laboratory concept to a life-saving medication is long, 
arduous, and astronomically expensive. The average 
cost of developing a new drug is estimated to be in the 
billions of dollars 1 , a staggering investment that 
companies are only willing to make with the assurance 
of a period of market exclusivity. This exclusivity is the 

 
1 DiMasi, J. A., Grabowski, H. G., & Hansen, R. W. 
(2016). Innovation in the pharmaceutical industry: New 
estimates of R&D costs. Journal of Health Economics, 

very essence of a patent. A pharmaceutical patent is not 
merely a legal document; it is the financial lifeblood of 
innovation, a societal bargain that grants a temporary 
monopoly to the inventor in return for the disclosure of 
their groundbreaking discovery. This system is 
designed to incentivize the tremendous upfront 
investment in research and development (R&D) that is 
indispensable for medical progress. 
For decades, the shield protecting this vital exclusivity 
has been forged in the fires of civil law. When a patent 
is infringed-when another party makes, uses, sells, or 
imports the patented invention without permission-the 

47, 20-33. The estimated cost is often cited as being 
around $2.6 billion. 
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patentee’s recourse is to the civil courts. The remedies 
sought are typically injunctions to halt the infringing 
activity and monetary damages to compensate for the 
financial harm suffered. This has been the established 
order, a system predicated on the idea that patent 
disputes are essentially commercial disagreements 
between private entities. 
However, the ground beneath this traditional 
framework is shifting. The globalized nature of the 
pharmaceutical market, coupled with the ease of 
reverse engineering and the vast profits to be made 
from blockbuster drugs, has led to a scale of patent 
infringement that was previously unimaginable. More 
alarmingly, a significant portion of this infringement is 
intertwined with the dark and dangerous world of 
counterfeit and substandard medicines. These illicit 
products not only strip patent holders of their legitimate 
revenue but also pose a grave and immediate threat to 
public health and safety. The World Health 
Organization has estimated that up to 10% of medicines 
in low- and middle-income countries are substandard or 
falsified.2 Patients who consume these drugs may be 
exposed to ineffective treatments, harmful ingredients, 
or incorrect dosages, with potentially fatal 
consequences. 
This dangerous nexus has prompted a radical and 
compelling question: Is the civil law framework, with 
its focus on monetary compensation and its often slow 
and costly procedures, an adequate deterrent in the face 
of such egregious and harmful infringement? Or is it 
time to consider a more potent weapon from the legal 
arsenal-the full force of criminal law? 
This paper will explore the feasibility of utilizing 
criminal law provisions to protect the rights of 
patentees in the pharmaceutical sector. It will argue that 
while the idea of imprisoning patent infringers has a 
certain visceral appeal as a deterrent, its practical 
implementation is fraught with complexities and 
potential dangers. The paper will navigate the intricate 
legal, economic, and ethical dimensions of this debate. 
It will begin by examining the traditional civil law 
approach to patent enforcement and its perceived 
shortcomings. It will then present the powerful 
arguments in favor of criminalization, focusing on 
deterrence and public health, before turning to the 
equally compelling arguments against, which center on 
the risks of chilling innovation and overburdening the 
justice system. By undertaking a comparative analysis 
of international legal frameworks, including the 
influential TRIPS Agreement, and paying particular 
attention to the unique context of nations like India with 
their strong generic pharmaceutical industries, this 
paper will seek to provide a nuanced and 
comprehensive answer to the question of whether 
criminalizing pharmaceutical patent infringement is a 
viable-or even desirable-path forward. The central 

 
2  World Health Organization. (2017). WHO Global 
Surveillance and Monitoring System for substandard 
and falsified medical products. 

thesis is that a wholesale shift to a criminal law 
paradigm is likely unfeasible and fraught with 
unintended consequences. Instead, a more effective and 
balanced solution lies in a multi-pronged strategy: 
reinforcing and streamlining the existing civil remedies 
while simultaneously leveraging and strengthening 
existing criminal laws that target the act of 
counterfeiting itself, thus addressing the most 
pernicious aspects of patent infringement without 
dismantling the foundational principles of patent law. 

Review of Literature 
The paper frames its analysis by reviewing the 
established legal doctrine and contemporary debates 
surrounding pharmaceutical patent enforcement. This 
review can be summarized in four key areas: 

i. The Civil Law Tradition: The foundational 
literature and legal precedent establish patent 
enforcement as the “exclusive domain of civil 
law”. The researchers review the standard 
civil remedies that form the backbone of this 
system, including injunctions to halt 
infringing activity, monetary damages 
(calculated as lost profits or a reasonable 
royalty), and an account of profits to prevent 
the infringer’s unjust enrichment. This 
existing framework treats patent disputes as 
commercial disagreements between private 
parties. 

ii. Arguments for Criminalization: The paper 
synthesizes the arguments of proponents who 
advocate for a paradigm shift. This body of 
thought, often driven by the escalating 
challenges of infringement, centers on several 
key justifications: 

a. Enhanced Deterrence: The belief that 
civil remedies are a mere “cost of 
doing business” for large infringers 
and that the threat of imprisonment is 
a qualitatively stronger deterrent. 

b. Public Health Protection: The 
compelling argument linking patent 
infringement to the “scourge of 
counterfeit and substandard 
medicines”, which poses a direct and 
often fatal threat to the public. 

c. Economic Imperative: The rationale 
that stronger protection is needed to 
safeguard the “astronomically 
expensive” research and 
development (R&D) investments 
that fuel medical innovation. 

iii. Arguments Against Criminalization: The 
literature review also covers the robust 
counterarguments against a punitive approach. 
These concerns focus on the potential for 
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severe unintended consequences, including: 
a. The “Chilling Effect”: The risk that 

the threat of criminal sanctions 
would stifle legitimate competition, 
follow-on innovation, and the crucial 
work of the generic pharmaceutical 
industry by making the risk of 
challenging weak or invalid patents 
intolerable. 

b. Incompatibility with Legal 
Standards: The inherent conflict 
between the “uncertainty” and 
complexity of patent law (e.g., claim 
construction) and the high standard 
of proof (“beyond a reasonable 
doubt”) required for criminal 
liability. 

c. Institutional Burden: The practical 
challenge of overburdening an 
already strained criminal justice 
system with highly technical and 
specialized patent cases. 

iv. The International Framework (TRIPS 
Agreement): The review examines the 
controlling international treaty, the TRIPS 
Agreement. It highlights the crucial detail that 
while Article 61 mandates criminal 
procedures for “wilful trademark 
counterfeiting or copyright piracy on a 
commercial scale,” there is a significant 
omission of any such requirement for patent 
infringement11. This reflects a global 
consensus that patent disputes are 
fundamentally different and provides nations 
with the flexibility to avoid a punitive 
approach. 

Research Gap 
This paper addresses a critical and emerging gap in 
intellectual property law and policy. While the literature 
on civil patent enforcement is extensive and the 
criminality of trademark counterfeiting is well-
established, there is a lack of comprehensive analysis 
on the specific feasibility of applying criminal 
sanctions directly to the act of pharmaceutical patent 
infringement. The researchers note that the “escalating 
challenges” and the “direct threat to public health” have 
“ignited a debate”, creating a need for a critical 
examination of this potential “paradigm shift”. The 
paper fills this gap by moving beyond generalities and 
deeply exploring the specific legal, institutional, and 
policy barriers to criminalization in this high-stakes 
sector. 

Research Questions 
The central inquiry of the paper is supported by several 
sub-questions that guide the analysis. 

i. Is it feasible, desirable, and ultimately 
productive to introduce criminal law 
provisions for the protection of 

pharmaceutical patent rights?  
ii. What are the inherent limitations of the 

existing civil law framework for protecting 
pharmaceutical patents that have prompted the 
debate on criminalization?  

iii. What are the most compelling arguments in 
favor of criminalizing pharmaceutical patent 
infringement, particularly concerning 
deterrence and public health?  

iv. What are the significant risks and 
counterarguments against a punitive approach, 
especially regarding innovation, legal 
certainty, and institutional capacity?  

v. How does the international legal landscape, 
particularly the TRIPS Agreement, shape the 
feasibility and legality of criminalizing patent 
infringement? 

vi. Are there more effective and less perilous 
alternative solutions to wholesale 
criminalization, such as strengthening civil 
remedies or leveraging existing laws against 
counterfeiting? 

Hypothesis 
The researchers has put forward a clear and definitive 
central argument, which can be stated as its primary 
hypothesis, supported by a secondary one. 

i. Primary Hypothesis: A wholesale 
criminalization of pharmaceutical patent 
infringement is largely unfeasible and 
potentially counterproductive. It is a “bridge 
too far” because the inherent uncertainties of 
patent law are incompatible with the standards 
of criminal justice, and the risks of chilling 
legitimate competition and innovation 
outweigh the potential benefits of enhanced 
deterrence. 

ii. Secondary Hypothesis: A more pragmatic and 
balanced approach lies in a multi-pronged 
strategy that involves strengthening the 
existing civil enforcement mechanisms (e.g., 
through specialized courts) while 
simultaneously applying existing, targeted 
criminal laws more vigorously against the 
specific act of counterfeiting and the 
distribution of substandard drugs. 

Research Methodology 
The researchers employ a qualitative, analytical 
research methodology common in legal and policy 
scholarship. The specific methods include: 

i. Doctrinal Analysis: The research is grounded 
in the analysis of legal texts, including 
national laws like the Indian Patents Act, 1970 
and the Drugs and Cosmetics Act, 1940, and 
international treaties, primarily the TRIPS 
Agreement. 

ii. Comparative Legal Analysis: The study 
compares and contrasts the patent 
enforcement frameworks across multiple 
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jurisdictions, including the United States, the 
European Union, China, Brazil, and with a 
special focus on India, to assess the “global 
appetite for such a move”. This method 
highlights the global consensus against 
criminalization. 

iii. Argumentative and Policy Analysis: The core 
of the paper involves a dialectical approach, 
where the researchers meticulously identify, 
dissect, and weigh the competing arguments 
for and against criminalization. They analyze 
the potential real-world policy implications of 
each position, such as the economic impact on 
R&D and the effect on public health and 
access to medicines. 

2. The Existing Framework for Patent Protection: A 
Civil Law Bastion 
The global patent system, as it stands today, is 
fundamentally a creature of civil law. It is designed to 
regulate economic rights and resolve disputes between 
private parties. When a pharmaceutical company’s 
patent is infringed, the legal avenues available are 
almost exclusively civil in nature. Understanding this 
existing framework is crucial to appreciating both the 
impetus for considering criminal sanctions and the 
significant challenges such a shift would entail. 

The Arsenal of Civil Remedies 
The primary objective of a patentee in an infringement 
lawsuit is twofold: to stop the infringing activity and to 
be compensated for the harm caused. The civil law 
provides a well-established set of tools to achieve these 
objectives. 

• Injunctions: This is often the most critical 
remedy for a patent holder. An injunction is a 
court order that compels a party to either 
perform a specific act or refrain from 
performing a specific act. In the context of 
patent infringement, a preliminary or 
interlocutory injunction can be sought at the 
outset of litigation to prevent the alleged 
infringer from continuing their activities while 
the case is being heard. This is a powerful tool 
to prevent further market erosion and 
irreparable harm to the patentee. If the 
patentee is successful at trial, a permanent 
injunction will be granted, permanently 
prohibiting the infringer from making, using, 
or selling the infringing product for the 
remaining term of the patent.3 

• Monetary Damages: The second pillar of civil 
remedies is financial compensation. The goal 

 
3 See, e.g., 35 U.S.C. § 283 (United States); Section 108 
of the Indian Patents Act, 1970. 
4  Georgia-Pacific Corp. v. United States Plywood 
Corp., 318 F. Supp. 1116 (S.D.N.Y. 1970). This case 
established the seminal 15-factor test for calculating a 
reasonable royalty in the U.S. 

is to put the patentee in the financial position 
they would have been in had the infringement 
not occurred. This can be calculated in several 
ways, most commonly as lost profits-the 
profits the patentee lost as a result of the 
infringer’s sales. Alternatively, the court may 
award a reasonable royalty, which is a 
hypothetical royalty that the infringer would 
have paid to the patentee for a license to use 
the patented invention.4 

• Account of Profits: In some jurisdictions, 
including India, the patentee may opt for an 
account of the profits the infringer made from 
the infringing activity. This remedy focuses on 
the infringer’s gains rather than the patentee’s 
losses and is designed to prevent the unjust 
enrichment of the infringer.5 

‘Willful Infringement’ and Enhanced Damages 
The civil law system is not entirely blind to the 
infringer’s state of mind. Most patent systems have a 
concept of “wilful,” “flagrant,” or “deliberate” 
infringement. If a patentee can prove that the infringer 
knew about the patent and proceeded with the 
infringing activity in reckless disregard of the 
patentee’s rights, the court may award enhanced or 
punitive damages. In the United States, for instance, a 
finding of wilful infringement can lead to the court 
trebling the amount of the damages award under 35 
U.S.C. § 284.6 This serves as a quasi-punitive measure 
within the civil framework, intended to deter the most 
egregious forms of infringement. However, it is crucial 
to note that this still results in a monetary penalty, not a 
criminal conviction. 

The Limitations of the Civil Law Bastion 
From the perspective of a pharmaceutical patentee who 
has invested billions in R&D, the civil law framework, 
while robust in theory, can have significant practical 
limitations. 

• Cost and Time: Patent litigation is notoriously 
expensive and time-consuming. The 
American Intellectual Property Law 
Association (AIPLA) reports that the median 
cost for a patent infringement suit can run into 
millions of dollars.7 A lawsuit can drag on for 
years, during which time the patentee’s market 
share can be irrevocably damaged, even if a 
preliminary injunction is in place. 

• Difficulty in Quantifying and Recovering 
Damages: Accurately calculating lost profits 
or a reasonable royalty can be a complex and 
contentious process. Even when a substantial 

5 Section 108(1)(b) of the Indian Patents Act, 1970. 
6 Halo Electronics, Inc. v. Pulse Electronics, Inc., 579 
U.S. 93 (2016). The U.S. Supreme Court affirmed the 
district court's discretion in enhancing damages.  
7  American Intellectual Property Law Association. 
(2023). Report of the Economic Survey. 
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damages award is granted, enforcing it can be 
another battle altogether. Infringers, 
particularly those who operate in the shadows 
of the formal economy, may be “judgment-
proof”-they may have no significant assets 
against which the judgment can be enforced, 
or they may simply dissolve the company and 
re-emerge under a new name. 

• Lack of a Strong Deterrent Effect: For a well-
capitalized infringer, the potential profits from 
selling a blockbuster drug, even for a limited 
time, can far outweigh the risk of a potential 
damages award. They may view civil 
litigation as a mere cost of doing business. The 
absence of the threat of personal liberty being 
curtailed-the threat of imprisonment-means 
that the ultimate deterrent is missing from the 
civil law equation. 

The Indian Context: Prioritizing Public Health 
The Indian legal landscape for patent enforcement is a 
particularly salient example of the civil law’s primacy. 
The Indian Patents Act, 1970, provides for all the 
standard civil remedies, including injunctions and 
damages in infringement suits under Section 108. The 
Indian judiciary, particularly through landmark cases 
like F. Hoffmann-La Roche Ltd. v. Cipla Ltd.8 , has 
developed a sophisticated jurisprudence around 
pharmaceutical patent infringement. 
However, the Indian approach is also characterized by 
a strong emphasis on public interest and access to 
medicines. The courts are often cautious about granting 
interim injunctions that would prevent a generic 
manufacturer from selling a potentially life-saving drug 
at a lower price, especially if the defendant raises a 
credible challenge to the validity of the patent.9 While 
the Patents Act does contain provisions for criminal 
liability (Sections 118-124), these are for procedural 
misdemeanors such as falsification of entries in the 
register, unauthorized claim of patent rights, or refusing 
to furnish information to the government. They do not 
criminalize the act of patent infringement itself.10 
This deliberate legislative choice reflects India’s policy 
of balancing the rights of patentees with its role as the 
“pharmacy of the developing world.” The idea of 
imprisoning the head of a generic drug company for 
infringing a patent sits uncomfortably with this 
overarching public health objective. This makes the 
Indian context a crucial case study in assessing the 
feasibility and desirability of introducing criminal 
sanctions for pharmaceutical patent infringement. The 

 
8 F. Hoffmann-La Roche Ltd. v. Cipla Ltd., (2016) 6 
SCC 695 (India). 
9 This principle is often articulated in the context of the 
“balance of convenience” test for granting interim 
injunctions, where public interest is a key 
consideration.  
10 The Patents Act, 1970, ss. 118-124. These sections 
deal with offenses such as falsification of entries in the 

bastion of civil law stands firm in India, not just due to 
legal tradition, but as a conscious policy choice in the 
service of public health. 

3. The Allure of Criminal Sanctions: Arguments for 
Criminalization 
The proposition of introducing criminal law into the 
realm of pharmaceutical patent enforcement is a radical 
one, but it is not without its powerful and persuasive 
justifications. Proponents of criminalization argue that 
the unique nature of the pharmaceutical industry-the 
immense R&D costs, the critical importance of 
innovation for public health, and the severe dangers 
posed by certain types of infringement-necessitates a 
more formidable deterrent than civil remedies alone can 
provide. The allure of criminal sanctions stems from a 
belief that they can offer a level of deterrence, public 
protection, and moral condemnation that is currently 
lacking. 

The Power of Deterrence: Beyond Monetary Penalties 
The primary argument in favor of criminalizing patent 
infringement is the significantly enhanced deterrent 
effect it would create. Civil remedies, which are 
ultimately monetary in nature, can be seen by some 
infringers as a mere business expense. A large, well-
funded corporation might make a calculated decision to 
infringe a patent, knowing that even if they are 
eventually forced to pay damages, the profits gained in 
the interim will make the venture worthwhile. This is 
particularly true in the pharmaceutical sector, where a 
single blockbuster drug can generate billions of dollars 
in revenue. 
Criminal law, on the other hand, introduces a 
qualitatively different kind of threat. The prospect of 
hefty fines that are punitive rather than compensatory, 
and, most importantly, the potential for imprisonment, 
fundamentally alters the risk-reward calculation.11 The 
stigma of a criminal conviction for a corporation and 
the loss of personal liberty for its executives are 
consequences that cannot be easily absorbed into a 
balance sheet. This threat would be a far more powerful 
deterrent, especially for those who engage in wilful, 
large-scale infringement with a clear intent to profit 
from another’s innovation. The argument is that if the 
goal is to truly stop infringement before it starts, the 
spectre of the criminal justice system is a far more 
effective tool than the threat of a civil lawsuit. 
 
 

register, unauthorized claim of patent rights, and refusal 
to supply information, but not the act of infringement 
itself. 
11  Lemley, M. A., & Volokh, E. (2005). Freedom of 
Speech and Injunctions in Intellectual Property Cases. 
Duke Law Journal, 55(1), 1-84. (Discussing the 
different nature of civil and criminal remedies).  
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Counterfeiting and Public Health: A Compelling 
Nexus 
Perhaps the most emotive and compelling argument for 
criminalizing pharmaceutical patent infringement lies 
in its connection to the global scourge of counterfeit 
drugs. While not all patent-infringing drugs are 
counterfeit, a vast majority of counterfeit drugs are, by 
their very nature, infringing on someone’s patent. These 
illicit products are often manufactured in unsanitary 
conditions, may contain no active ingredient, the wrong 
active ingredient, or incorrect and even toxic dosages. 
They represent a clear and present danger to public 
health, leading to treatment failure, increased 
antimicrobial resistance, and, in many cases, death.12 
Proponents of criminalization argue that patent 
infringement in the pharmaceutical context is not 
merely a commercial tort; it is an act that can have life-
or-death consequences. When an infringer knowingly 
and deliberately puts a substandard, patent-violating 
drug on the market, they are not just stealing profits; 
they are endangering lives. From this perspective, 
treating such an act as a purely civil matter seems 
woefully inadequate. Criminalizing pharmaceutical 
patent infringement would provide law enforcement 
with a powerful mandate to investigate and prosecute 
those who endanger public health for financial gain. It 
would reframe the issue from one of private economic 
rights to one of public safety, bringing the full weight 
of the state’s police powers to bear on the problem. 
It is important to draw a careful distinction here. Much 
of the existing criminal action against counterfeit drugs 
is prosecuted under trademark law (for using a fake 
brand name) or under specific public health and safety 
statutes.13 However, an infringing generic drug that is 
also of poor quality might not use the originator’s 
trademark, thus falling outside the scope of traditional 
anti-counterfeiting laws. Criminalizing the patent 
infringement itself would close this legal gap, allowing 
for prosecution based on the unauthorized replication 
of the patented chemical compound or formulation, 
especially when coupled with a demonstrated risk to 
public health. 

Economic Imperatives: Protecting the Engine of 
Innovation 
The economic rationale for criminalization is 
straightforward: protecting the massive investments 
that are the prerequisite for pharmaceutical innovation. 
The development of a new drug is a long and risky 
gamble. For every successful drug that reaches the 
market, hundreds of potential candidates fail in 

 
12 World Health Organization. (2018). A study on the 
public health and socioeconomic impact of substandard 
and falsified medical products. 
13  For instance, in the U.S., the Trademark 
Counterfeiting Act of 1984 provides for criminal 
penalties. In India, the Drugs and Cosmetics Act, 1940, 
criminalizes the manufacture and sale of spurious 
drugs. 

development. The profits from the few successful 
products must cover the costs of all the failures. This is 
the economic model upon which the pharmaceutical 
industry is built. 
Widespread and unchecked patent infringement 
undermines this model. If companies cannot be assured 
of their period of market exclusivity to recoup their 
R&D costs and generate a return on their investment, 
the incentive to innovate will wither.14 This would be a 
catastrophic outcome for global health, as the pipeline 
of new treatments for diseases like cancer, Alzheimer’s, 
and emerging infectious diseases would dry up. 
From this economic standpoint, criminal sanctions can 
be seen as a necessary tool to protect the very engine of 
medical progress. By making the consequences of 
infringement more severe, criminal law would create a 
more secure environment for investment, thereby 
encouraging companies to continue taking the financial 
risks necessary to develop the next generation of life-
saving medicines. It would send a clear signal that 
society values this innovation so highly that it is willing 
to deploy its strongest legal sanctions to protect it. 

Moral and Ethical Dimensions: Redefining 
Infringement as Theft 
Finally, there is a moral and ethical dimension to the 
argument for criminalization. Advocates contend that 
wilful, large-scale patent infringement, particularly 
when it involves life-saving medicines, should not be 
viewed as a mere commercial dispute. They argue that 
it is a form of theft-the theft of intellectual property that 
is the result of years of brilliant and painstaking 
scientific work. When an infringer knowingly 
appropriates this property for their own enrichment, 
they are committing an act that is morally 
reprehensible.15 
Framing patent infringement in the language of 
criminal law-as a crime rather than a tort-would serve 
an important expressive function. It would 
communicate a strong societal condemnation of such 
behavior, aligning the legal status of the act with its 
perceived moral gravity. This, in turn, could help to 
shift cultural attitudes and create a business 
environment where respect for intellectual property is 
the norm, not the exception. In a world where intangible 
assets are increasingly the drivers of economic value, 
the argument goes, the law must evolve to recognize 
that the theft of an idea can be just as harmful as the 
theft of a physical object. 
 

14 Grabowski, H. G. (2002). Patents, Innovation, and 
Access to New Pharmaceuticals. Journal of 
International Economic Law, 5(4), 849-860.  
15 This viewpoint is often expressed in policy papers 
and advocacy by industry groups like the 
Pharmaceutical Research and Manufacturers of 
America (PhRMA). 



The Feasibility of the Protection of Patentee’s Rights in Pharmaceutical Patents Under the Provisions of Criminal Law 

IJDDT Volume 16 Issue 81s 2026  
  
  Page: 1043   

4. The Perils of Criminalization: Arguments Against 
a Punitive Approach 
Despite the compelling arguments in its favor, the 
proposal to criminalize pharmaceutical patent 
infringement is met with equally powerful, if not 
overriding, counterarguments. Critics of this approach 
warn of a cascade of negative consequences that could 
harm the very ecosystem of innovation and access to 
medicines that the patent system is intended to foster. 
The perils of introducing criminal law into this complex 
area are significant and range from chilling legitimate 
scientific inquiry to overwhelming the institutions of 
the criminal justice system. 

The Chilling Effect on Innovation and Competition 
Perhaps the most significant danger of criminalizing 
patent infringement is the potential for a profound 
“chilling effect” on legitimate competition and follow-
on innovation. Patent law is not always a matter of 
black and white. The boundaries of a patent’s claims are 
often fuzzy and subject to legitimate legal and scientific 
debate. A competitor may, in good faith, believe that 
their product does not infringe a particular patent, or 
that the patent itself is invalid and should never have 
been granted. This is the very basis of the generic and 
biosimilar industries, which play a crucial role in 
bringing down drug prices and increasing access to 
medicines once patents expire or are found to be 
invalid. 
If these companies were to face the threat of criminal 
prosecution-including the possibility of their scientists 
and executives being imprisoned-every time they 
developed a competing product, the risk would become 
intolerable. 16  The fear of inadvertently crossing a 
vaguely defined line and triggering a criminal 
investigation would create a powerful disincentive to 
innovate. Companies would likely become overly 
cautious, shying away from entire areas of research that 
are in the vicinity of a competitor’s patent. This could 
lead to a number of detrimental outcomes: 

• Slowing down of follow-on innovation: Many 
new drugs are improvements upon existing 
ones. Research aimed at “designing around” a 
patent-creating a new and non-infringing 
alternative-is a legitimate and valuable form 
of innovation. The threat of criminal sanctions 
could stifle this activity. 

• Strengthening of weak patents: Many patents 
that are granted are, in fact, invalid. They are 
often challenged and overturned in civil 
litigation. If the threat of criminal prosecution 

 
16 Burk, D. L., & Lemley, M. A. (2009). The Patent 
Crisis and How the Courts Can Solve It. University of 
Chicago Press. (Discussing how overly broad and 
uncertain patent rights can stifle innovation). 
17 A “patent troll,” more formally known as a Patent 
Assertion Entity (PAE), is a company that acquires 
patents not to manufacture products but to sue other 
companies for infringement.  

deters companies from challenging these 
patents, it would effectively grant an unearned 
and overly broad monopoly to the patent 
holder, blocking off areas of research and 
competition that should be open. 

• Harm to the generic industry: The generic 
industry relies on its ability to challenge weak 
patents and to enter the market as soon as a 
valid patent expires. The risk of criminal 
liability would fundamentally threaten their 
business model, leading to higher drug prices 
and reduced access to essential medicines, 
particularly in developing countries. 

The potential for “patent trolls” or aggressive patentees 
to abuse the criminal system is also a serious concern.17 
A company could use the threat of a criminal 
investigation as a powerful lever to harass smaller 
competitors and force them into unfair licensing 
agreements, even if the patent is weak or not actually 
infringed. 

The Unsuitability of Patent Law for Criminal 
Standards 
Criminal law demands a high degree of certainty. To 
convict someone of a crime, the prosecution must prove 
their guilt “beyond a reasonable doubt.” This high 
standard is necessary to protect the liberty of the 
individual. Patent law, however, is an area of inherent 
uncertainty. 
The interpretation of patent claims (a process known as 
“claim construction”) is a notoriously complex and 
often unpredictable exercise. Two courts looking at the 
same patent and the same accused product can come to 
completely different conclusions about whether 
infringement has occurred.18 Moreover, the validity of 
the patent itself is always at issue. A significant 
percentage of patents that are litigated are ultimately 
found to be invalid due to a lack of novelty or 
obviousness. 
This raises a fundamental problem: how can it be a 
crime to infringe a patent that a court may later declare 
to be void ab initio (invalid from the beginning)? It 
would be a perversion of justice to impose criminal 
sanctions on someone for violating a right that, in the 
eyes of the law, never truly existed. Distinguishing 
between a deliberate, bad-faith infringer and a 
competitor who has a legitimate, good-faith belief that 
a patent is invalid or not infringed is a task fraught with 
difficulty.19 The technical and legal nuances of patent 
law are ill-suited to the blunt instrument of criminal 
prosecution. 

18 Markman v. Westview Instruments, Inc., 517 U.S. 
370 (1996). This U.S. Supreme Court case established 
that claim construction is a matter of law for the judge 
to decide, but it remains a source of great uncertainty in 
litigation. 
19 Chiang, T. (2007). The Rules of Patent Infringement. 
American University Law Review, 57, 1373. 
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The Institutional Burden on the Criminal Justice 
System 
The practical challenges of equipping the criminal 
justice system to handle patent infringement cases are 
immense. 

• Lack of Expertise: Patent law is a highly 
specialized and technical field. Patent 
litigation in the civil system is handled by 
specialist judges and lawyers with scientific or 
engineering backgrounds. The idea of police 
officers, generalist prosecutors, and criminal 
court judges having to grapple with complex 
issues of molecular biology, organic 
chemistry, and intricate patent claim language 
is a recipe for disaster. There would be a high 
risk of erroneous decisions, leading to unjust 
convictions or the failure to prosecute 
meritorious cases. 

• Overburdening the System: The criminal 
justice systems in most countries are already 
severely overburdened. To add a new and 
highly complex category of crime would 
divert scarce resources-police time, 
prosecutorial resources, and court dockets-
away from the investigation and prosecution 
of other serious crimes. Given that the civil 
system is already specifically designed and 
equipped to handle these disputes, creating a 
parallel and ill-suited criminal track seems to 
be an inefficient and wasteful use of public 
resources.20 

The Indian Perspective: A Conflict with Public Health 
Goals 
From the perspective of a country like India, the 
criminalization of patent infringement would be 
particularly problematic. India has strategically used 
the flexibilities in international patent law to foster a 
world-leading generic pharmaceutical industry. This 
industry has been instrumental in dramatically reducing 
the cost of essential medicines, not just for India’s 
population but for millions of people across the 
developing world. 
The introduction of criminal sanctions for patent 
infringement would be in direct conflict with this long-
standing public health policy. It would create a climate 
of fear that could cripple the generic industry’s ability 
to challenge patents and produce affordable 
alternatives. Given that the Indian legal and political 
system has consistently prioritized access to medicines, 
often through tools like compulsory licensing and a 
cautious approach to patentability (as seen in the 

 
20 Menell, P. S., Lemley, M. A., & Merges, R. P. (2020). 
Intellectual Property in the New Technological Age. 
Clause 8 Publishing. (Discussing institutional 
competence in IP law). 
21 Novartis AG v. Union of India & Others, (2013) 6 
SCC 1 (India). The Supreme Court of India denied a 
patent for the cancer drug Gleevec, interpreting Section 

famous Novartis/Gleevec case) 21 , a move towards 
criminalization is not only unfeasible but also deeply 
inconsistent with the nation’s core policy objectives. 

5. The International Legal Landscape: A 
Comparative Analysis 
The debate over criminalizing pharmaceutical patent 
infringement does not occur in a vacuum. It is situated 
within a complex international legal framework and is 
shaped by the diverse legal traditions and policy 
priorities of nations around the world. A comparative 
analysis reveals a global landscape where civil 
remedies remain the norm for patent enforcement, and 
there is little appetite for a broad shift towards 
criminalization, particularly in the pharmaceutical 
sector. 

The TRIPS Agreement: Setting the Minimum 
Standard 
The Agreement on Trade-Related Aspects of 
Intellectual Property Rights (TRIPS), administered by 
the World Trade Organization (WTO), is the 
foundational treaty for global intellectual property law. 
It sets out the minimum standards of protection that all 
member countries must provide. Part III of the TRIPS 
Agreement is dedicated to the enforcement of 
intellectual property rights. 
A close reading of these provisions is revealing. Article 
41 requires that enforcement procedures be “fair and 
equitable” and permit “effective action against any act 
of infringement.” The agreement mandates the 
availability of civil and administrative procedures and 
remedies, including injunctions and damages. 
Crucially, the TRIPS Agreement’s stance on criminal 
procedures is more nuanced and limited. Article 61 
states that members “shall provide for criminal 
procedures and penalties to be applied at least in cases 
of wilful trademark counterfeiting or copyright piracy 
on a commercial scale.”22 The language here is specific. 
It singles out trademark counterfeiting and copyright 
piracy. There is no corresponding mandate to provide 
for criminal penalties for patent infringement. 
This omission is significant. It reflects a global 
consensus at the time of the agreement’s drafting that 
patent disputes are of a different nature than the clear-
cut “theft” represented by commercial-scale 
counterfeiting and piracy. While TRIPS do not prohibit 
a country from introducing criminal sanctions for 
patent infringement, it certainly does not require it. This 
gives member states considerable flexibility to design 
their enforcement systems in a manner that suits their 
own economic and social priorities. Furthermore, the 

3(d) of the Patents Act to prevent “evergreening” of 
patents. 
22 Agreement on Trade-Related Aspects of Intellectual 
Property Rights, Apr. 15, 1994, Marrakesh Agreement 
Establishing the World Trade Organization, Annex 1C, 
1869 U.N.T.S. 299, 33 I.L.M. 1197 (1994), Art. 61. 
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TRIPS Agreement famously incorporates 
“flexibilities,” such as the right to grant compulsory 
licenses and to define the criteria for patentability 
(enshrined in the Doha Declaration) 23 , which are 
particularly relevant to the pharmaceutical sector and 
the goal of ensuring access to medicines. The absence 
of a mandate for criminalizing patent infringement can 
be seen as another such flexibility, allowing countries 
to avoid a punitive approach that could conflict with 
public health objectives. 

Jurisdictional Approaches: A Spectrum of 
Enforcement 
The practical application of patent enforcement varies 
significantly across different jurisdictions, but the 
overarching theme is a reliance on civil law. 

• United States: The U.S. has one of the most 
robust patent enforcement systems in the 
world, but it is overwhelmingly a civil system. 
Remedies are focused on injunctions and 
damages, with the possibility of enhanced 
(trebled) damages for willful infringement. 
While there are criminal provisions related to 
the counterfeiting of goods, these are typically 
prosecuted under trademark law. There is no 
federal statute that makes the act of patent 
infringement itself a crime.24 The prevailing 
view in U.S. legal and policy circles is that the 
risks of chilling innovation and the 
complexities of patent law make it an 
unsuitable area for criminal sanctions. 

• European Union: The situation in the EU is 
more complex, as enforcement is primarily a 
matter for the individual member states. The 
EU’s Directive 2004/48/EC on the 
enforcement of intellectual property rights 
harmonizes civil measures but does not 
mandate criminal sanctions for patent 
infringement. 25  Some countries, such as 
Germany and France, do have provisions in 
their criminal codes that could theoretically be 
applied to cases of intentional patent 
infringement on a commercial scale. 
However, these provisions are very rarely 
invoked in practice, and civil litigation 
remains the standard and preferred route for 
patentees. The establishment of the Unified 
Patent Court (UPC) in Europe is set to 
harmonize patent litigation, but its focus is on 
creating a more efficient civil enforcement 

 
23 World Trade Organization. (2001). Doha Declaration 
on the TRIPS Agreement and Public Health. 
24  Dowling, D. C. (2012). The Surprising Lack of 
Criminal Sanctions in U.S. Patent Law. The John 
Marshall Review of Intellectual Property Law, 11(3), 
565. 
25  Directive 2004/48/EC of the European Parliament 
and of the Council of 29 April 2004 on the enforcement 
of intellectual property rights, 2004 O.J. (L 157) 45. 

system, not on introducing criminal penalties. 
• China: China has been on a trajectory of 

significantly strengthening its intellectual 
property enforcement in recent years, partly in 
response to international pressure. This has 
included an increased willingness to apply 
criminal sanctions for serious IP violations. 
However, as in other jurisdictions, the primary 
focus of criminal enforcement has been on 
trademark counterfeiting and copyright 
piracy. 26  While the legal framework may 
allow for criminal prosecution in cases of 
serious patent infringement, the application of 
these laws, especially in the sensitive 
pharmaceutical sector, is still evolving and is 
not yet a common feature of the enforcement 
landscape. 

• Brazil and other Developing Countries: Many 
developing countries, like Brazil, have legal 
and policy frameworks that prioritize public 
health and access to medicines. These 
countries often have robust generic 
pharmaceutical industries and make active use 
of TRIPS flexibilities. In such a context, the 
idea of criminalizing patent infringement is a 
political and legal non-starter. The focus is on 
ensuring that the patent system does not 
become a barrier to affordable healthcare, and 
a punitive enforcement regime would be seen 
as running directly counter to this fundamental 
goal.27 

In summary, the international legal landscape shows a 
clear and consistent preference for treating patent 
infringement as a civil matter. While the TRIPS 
Agreement leaves the door slightly ajar for countries to 
introduce criminal penalties, very few have chosen to 
walk through it, and none have made it a central feature 
of their patent enforcement regime. The global 
consensus, reflected in the laws of major jurisdictions 
and the framework of international treaties, is that the 
complexities and potential negative consequences of 
criminalizing patent infringement far outweigh its 
potential benefits. This international context provides a 
strong cautionary note for any jurisdiction 
contemplating a move towards a more punitive 
approach. 
 
 
 

26 Yu, P. K. (2017). The Escalating IP Enforcement in 
China. WIPO Magazine. 
27  Fink, C., & Reichenmiller, P. (2005). Tightening 
TRIPS: The Intellectual Property Provisions of Recent 
US Free Trade Agreements. World Bank Publications. 
(Discussing the tensions between TRIPS-plus 
provisions and public health in developing countries). 
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6. The Feasibility of a Hybrid Approach and 
Alternative Solutions 
The debate over criminalizing pharmaceutical patent 
infringement often presents a binary choice: either 
maintain the status quo of a purely civil system or 
introduce a full-fledged criminal regime. However, the 
path forward may lie not in either of these extremes, but 
in a more nuanced, hybrid approach and in the 
strengthening of alternative enforcement mechanisms. 
Acknowledging the legitimate concerns on both sides 
of the issue, it is possible to envision a multifaceted 
strategy that enhances protection for patentees without 
unleashing the perilous consequences of broad-scale 
criminalization. 

A Narrowly Tailored Criminal Sanction: The Hybrid 
Model 
One potential compromise is to create a “hybrid” 
model, where civil remedies remain the primary and 
standard recourse for patent infringement, but criminal 
sanctions are reserved for a very narrow and clearly 
defined subset of the most egregious cases. For such a 
model to be feasible, the threshold for criminal liability 
would have to be extremely high. It could be limited to 
cases that exhibit a combination of several aggravating 
factors:28 

1. Wellful and Deliberate Infringement: The 
infringer must have had actual knowledge of 
the patent and acted with clear intent to 
infringe, not merely with negligence or a 
mistaken belief about the patent’s validity or 
scope. 

2. Commercial Scale: The infringement must be 
conducted on a large, commercial scale, 
indicating a systematic and profit-driven 
enterprise, rather than a minor or incidental 
violation. 

3. Significant Public Health Risk: This would be 
the most critical element in the pharmaceutical 
context. The infringing product must be 
shown to pose a direct and significant danger 
to public health. This could be established by 
demonstrating that the drug is substandard, 
contaminated, contains the wrong dosage, or 
is otherwise medically unsafe. 

4. Absence of a Credible Challenge: The 
infringer should not have a credible, good-
faith basis for challenging the validity of the 
patent or for arguing non-infringement. 

By restricting criminal liability to cases where all these 
elements are present, the law could target the “worst of 
the worst”-those who are essentially counterfeiters 
operating under the guise of patent infringement-
without chilling legitimate competition. This would 
allow prosecutors to focus on cases that are not just 

 
28  This hybrid model is a theoretical proposition 
discussed in academic literature. See, e.g., Holbrook, T. 
R. (2009). The Criminalization of Patent Infringement. 
Loyola University Chicago Law Journal, 40(3), 545. 

about economic harm but are genuine public safety 
crises. However, even this narrow approach would 
require careful legislative drafting and the development 
of specialized expertise within the criminal justice 
system to avoid misapplication. 

Strengthening the Civil Law Bastion: A More 
Effective Alternative 
Perhaps a more immediately feasible and less risky 
approach is to focus on reforming and strengthening the 
existing civil enforcement system to make it more 
effective, efficient, and deterrent. Many of the 
shortcomings of the civil system are not inherent to 
civil law itself but are problems of implementation. 
Potential reforms could include: 

• Specialized IP Courts: The creation of 
specialized intellectual property courts or 
divisions within existing courts can 
significantly improve the quality and speed of 
patent litigation. Judges who are dedicated to 
hearing IP cases develop a deep expertise in 
the complex technical and legal issues 
involved. The Intellectual Property Division 
(IPD) of the Delhi High Court in India is a 
prime example of the success of this model, 
having made significant strides in clearing a 
backlog of cases and delivering well-reasoned 
judgments.29  Expanding this model to other 
courts could transform the enforcement 
landscape. 

• Streamlined and Faster Litigation: Procedural 
reforms could be introduced to expedite patent 
lawsuits, reducing the time and cost involved. 
This would make it more feasible for patentees 
to defend their rights and would reduce the 
period during which an infringer can profit 
from their activities. 

• More Effective Damages Calculation and 
Enforcement: Courts could adopt more robust 
and predictable methodologies for calculating 
damages to ensure that patentees are fully 
compensated for their losses. Furthermore, 
stronger legal mechanisms could be put in 
place to prevent infringers from hiding assets 
or dissolving companies to evade payment of 
a judgment. 

• Lowering the Cost of Litigation: Measures to 
make litigation more affordable, such as caps 
on certain legal fees or mechanisms for cost 
recovery for successful litigants, could 
empower smaller companies and individual 
inventors to enforce their patents. 

By making the civil system faster, more expert, and 
more effective at imposing and collecting meaningful 
financial penalties, its deterrent effect would be 

29 See Office Orders issued by the Chief Justice of the 
Delhi High Court establishing the Intellectual Property 
Division (IPD) in July 2021. 
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significantly enhanced, reducing the perceived need for 
criminal sanctions. 

The Power of Administrative Actions: Border Control 
Beyond the courts, administrative agencies can play a 
crucial role in patent enforcement. Customs and border 
control authorities can be empowered to seize and 
destroy infringing goods at the border under provisions 
like those outlined in the TRIPS Agreement (Articles 
51-60). This is a highly effective, preventative measure 
that can stop infringing pharmaceuticals from ever 
entering the domestic market. Strengthening the legal 
framework for customs seizures, improving the training 
of customs officials to identify patent-infringing goods, 
and fostering greater cooperation between patentees 
and border agencies can create a powerful deterrent that 
operates outside the traditional judicial system. 

Revisiting the Counterfeit Drug Laws 
Finally, instead of trying to shoehorn patent law into the 
criminal code, a more logical approach may be to 
strengthen and clarify existing criminal laws against 
counterfeit and substandard drugs. These laws are 
already designed to protect public health and carry 
severe penalties. For example, India’s Drugs and 
Cosmetics Act, 1940, provides for stringent penalties, 
including life imprisonment, for the manufacture and 
sale of adulterated or spurious drugs that result in 
death.30  By focusing the criminal law on the act of 
endangering the public with unsafe medicines, rather 
than on the act of patent infringement itself, the law can 
target the most harmful behavior without getting 
entangled in the complexities and uncertainties of 
patent validity and claim construction. 

7. Conclusion: A Bridge Too Far 
The question of whether to protect the rights of 
pharmaceutical patentees through the formidable 
power of criminal law is one that cuts to the very core 
of the patent system’s purpose. It forces a confrontation 
between the need to incentivize life-saving innovation 
and the imperative to ensure broad and affordable 
access to medicines. It pits the understandable desire of 
inventors for the strongest possible protection against 
the significant risks of chilling legitimate competition 
and overburdening the institutions of justice. After a 
thorough examination of the legal, ethical, and practical 
dimensions of this complex issue, the conclusion is 
clear: a wholesale criminalization of pharmaceutical 
patent infringement is, for most jurisdictions, a bridge 
too far. 
The allure of criminal sanctions is undeniable. The 
promise of a powerful deterrent that could curb the 
most wilful and harmful forms of infringement, 
particularly the dangerous trade in counterfeit 
medicines, is a compelling one. The argument that 
those who endanger public health for profit should face 
the full moral condemnation of society, including the 

 
30 The Drugs and Cosmetics Act, 1940, s. 27(a). 

threat of imprisonment, resonates strongly. However, 
the perils of such a path are equally, if not more, 
profound. The inherent uncertainty of patent law, with 
its complex claim construction and frequent validity 
challenges, is fundamentally incompatible with the 
high standard of proof and legal certainty required for 
a criminal conviction. The risk of stifling legitimate 
research, “designing around,” and the vital work of the 
generic industry is too great a price to pay. The 
institutional challenges of equipping the criminal 
justice system to handle such technically complex cases 
are, in themselves, a near-insurmountable barrier. 
The international legal landscape confirms this 
assessment. The TRIPS Agreement, the bedrock of 
global IP law, deliberately refrains from mandating 
criminal penalties for patent infringement, instead 
focusing on trademark counterfeiting and copyright 
piracy. The world’s major jurisdictions, from the United 
States to the European Union, have overwhelmingly 
maintained that patent enforcement is the proper 
domain of the civil courts. This global consensus is not 
an accident; it is a recognition of the unique nature of 
patent rights and the delicate balance they must strike. 
Ultimately, the feasibility of protecting patentees’ rights 
does not hinge on the introduction of a new criminal 
regime. It depends on the commitment to making the 
existing systems work better. The most pragmatic and 
effective path forward lies in a multi-pronged strategy 
that strengthens, rather than abandons, the current 
framework. This means investing in specialized IP 
courts to deliver faster and more expert justice. It means 
reforming civil procedure to make litigation more 
efficient and less costly. It involves empowering 
customs authorities to act as a first line of defense at the 
borders. And, most importantly, it requires a vigorous 
and targeted application of existing criminal laws 
against the act of counterfeiting and the distribution of 
substandard drugs, focusing on the direct threat to 
public health rather than the more abstract concept of 
patent infringement. 
By pursuing these reforms, we can build a more robust 
and effective enforcement environment that protects 
the massive investments necessary for pharmaceutical 
innovation. We can enhance deterrence against the most 
egregious infringers and safeguard public health from 
the dangers of illicit medicines. We can do all of this 
without taking the perilous leap of criminalizing 
legitimate scientific and commercial competition. 
Protecting the rights of patentees is essential, but it 
must be done in a way that does not break the very 
system of innovation and access that these rights are 
meant to serve. The bridge to criminalization is one 
that, for the health of the patent system and the public 
it serves, should remain uncrossed. 
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Hypotheses Testing 
Primary Hypothesis: Proved 
The primary hypothesis that a wholesale 
criminalization of pharmaceutical patent infringement 
is largely unfeasible and potentially counterproductive 
is proved. The researchers substantiate this conclusion 
through several lines of reasoning: 

i. Incompatibility with Legal Standards: The 
paper argues that patent law is an area of 
inherent uncertainty, involving complex claim 
interpretation and frequent validity 
challenges. This clashes with the high 
standard of certainty—"beyond a reasonable 
doubt"—required for criminal conviction. It 
would be unjust to criminally convict 
someone for infringing a patent that might 
later be declared invalid from the start. 

ii. Negative Economic Consequences: A central 
argument is the risk of a profound "chilling 
effect" on legitimate competition and 
innovation. The threat of prison time would 
make generic companies and researchers 
overly cautious, stifling "follow-on 
innovation," discouraging challenges to weak 
patents, and ultimately harming the generic 
industry that is crucial for affordable 
medicines. 

iii. Institutional Burden: The researchers assert 
that criminal justice systems are ill-equipped 
and already overburdened. Loading them with 
highly technical and specialized patent cases 
would divert scarce resources from other 
serious crimes and lead to a high risk of 
incorrect decisions due to a lack of expertise. 

iv. Lack of International Mandate: The analysis 
of the international landscape shows a global 
consensus against criminalization. The 
foundational TRIPS Agreement deliberately 
mandates criminal procedures only for 
trademark counterfeiting and copyright piracy, 
creating no such requirement for patent 
infringement. This reflects a worldwide 
recognition that patent disputes are 
fundamentally different. 

Secondary Hypothesis: Proved 
The secondary hypothesis that a more pragmatic and 
balanced approach lies in a multi-pronged strategy is 
also proved. Instead of advocating for the status quo, 
the researchers conclude that the best path forward is to 
reinforce the current framework rather than replacing 
it. This is presented as the most "effective and balanced 
solution". The key prongs of this proposed strategy are: 

i. Strengthening Civil Remedies: The paper 
strongly recommends making the existing 
civil system more efficient and effective. This 
includes creating more specialized IP courts 
(like the IP Division of the Delhi High Court), 
streamlining litigation procedures to reduce 
cost and time, and developing more robust 

methods for calculating and enforcing 
damages. 

ii. Targeting Counterfeiting Directly: The paper 
clearly distinguishes between patent 
infringement and counterfeiting. It proposes 
leveraging and strengthening existing criminal 
laws that are already designed to punish the 
creation and sale of counterfeit, spurious, or 
substandard drugs. This approach focuses 
criminal prosecution on the direct and 
undeniable threat to public health, avoiding 
the legal complexities of patent law itself. 

Answers to the Research Questions 
Based on its analysis, the paper provides the following 
clear answers to its research questions: 

i. Is criminalization feasible?  
a. No, the researchers conclude that a 

wholesale criminalization of 
pharmaceutical patent infringement 
is unfeasible and undesirable. The 
fundamental incompatibility 
between the complexities of patent 
law and the high certainty required 
for criminal conviction makes it a 
“bridge too far”. 

ii. What are the limits of civil law?  
a. The civil law framework is limited 

by being notoriously expensive and 
time-consuming, facing difficulties 
in quantifying and recovering 
damages from “judgment-proof” 
infringers, and lacking the ultimate 
deterrent of a threat to personal 
liberty. 

iii. What are the arguments for criminalization?  
a. The main arguments are its powerful 

deterrent effect beyond mere 
financial penalties, its role in 
safeguarding public health against 
the dangerous scourge of counterfeit 
medicines, and the economic 
necessity of protecting massive R&D 
investments that drive innovation. 

iv. What are the arguments against 
criminalization?  

a. The key arguments against it are the 
creation of a profound “chilling 
effect” on legitimate competition and 
follow-on innovation, the 
unsuitability of patent law’s inherent 
uncertainty for the “beyond a 
reasonable doubt” standard of 
criminal law, and the immense 
institutional burden it would place on 
the criminal justice system. 

v. What is the role of the TRIPS Agreement?  
a. The TRIPS Agreement does not 

mandate criminal penalties for patent 
infringement. It deliberately limits 
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this requirement to trademark 
counterfeiting and copyright piracy, 
thereby granting member states the 
flexibility to maintain a civil-only 
approach for patents, which aligns 
with public health objectives. 

vi. What are the alternatives?  
The paper proposes a multi-pronged strategy as a better 
alternative: strengthening the civil system through 
specialized IP courts and procedural reforms and 
leveraging existing criminal laws to vigorously 
prosecute the act of counterfeiting and the sale of 
substandard drugs, focusing on the public health danger 
rather than the patent infringement itself. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 


