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Pharmaceutical Innovation through the 

Lens of Patent Law 
    

SAHIL GUPTA
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  ABSTRACT 
This chapter explores the critical role of patents in fostering innovation within the 

pharmaceutical industry. It begins with an in-depth examination of patent law, focusing on 

its purpose of incentivizing invention and the specific criteria required for patentability. The 

discussion then shifts to the unique characteristics of the pharmaceutical sector such as the 

extensive R&D process, high failure rates, and regulatory hurdles to highlight the 

importance of process patents in supporting drug development. Further, the chapter 

analyses the financial incentives provided by patents, including market exclusivity and 

revenue generation, and their influence on investment decisions. It also examines the role 

of small and medium-sized enterprises, the practice of patent cultivation, and the impact of 

the TRIPS Agreement on global access to medicines. Additionally, it addresses the 

challenges of measuring innovation through accessibility and lays the foundation for 

subsequent chapters, which will delve into the broader public health implications of drug 

patents. 

Keywords: Pharmaceutical Patents, Pharmaceutical Innovation, Intellectual Property (IP), 

Market Exclusivity, TRIPS Agreement and R&D Incentives. 

 

I. INTRODUCTION 

The pharmaceutical industry is a vital sector in the global landscape, responsible for the 

discovery, development, and delivery of medicines that profoundly impact human health. It is 

an industry where innovation is not merely a desirable aspiration but an absolute necessity to 

combat existing and emerging diseases. The driving force behind this innovation is a complex 

interplay of scientific breakthroughs, economic imperatives, and regulatory frameworks. At the 

centre of this intricate web is the concept of intellectual property (IP), and specifically the role 

of patents. Patents, while often viewed through a lens of legal complexity and sometimes 

controversy, are integral to the economic architecture that drives pharmaceutical research and 

development (R&D). They provide the legal framework for rewarding innovation and 

encouraging investment in new drug development. 

 
1 Author is a student at Amity Law School Noida, India.  
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This chapter will delve into the multifaceted role of patents within the pharmaceutical sector. It 

will begin with a detailed overview of the purpose of patent law and its fundamental 

mechanisms for promoting innovation. It will then explore the unique characteristics of the 

pharmaceutical industry, illustrating how these characteristics make the patent system 

particularly crucial for developing new medicines. The chapter will also examine the intricate 

economic incentives that patents provide, showcasing how these incentives shape 

pharmaceutical companies’ investment decisions and R&D strategies. While this chapter will 

highlight the importance of patents as a vital tool for stimulating innovation, it also serves as a 

foundation for the subsequent exploration of the complexities and challenges that arise from 

this system, particularly in the context of access to medicines. It will lay the groundwork for a 

balanced analysis of both the benefits and drawbacks of pharmaceutical patenting. This 

chapter's goal is to equip the reader with a solid understanding of the core principles and 

mechanics of patent law, and its unique function within the sphere of pharmaceutical 

innovation. 

II. PATENT LAW OVERVIEW: THE PURPOSE OF PATENT LAW IN FOSTERING 

INNOVATION 

At its most basic level, patent law is a mechanism through which governments grant inventors 

a limited period of exclusive rights over their inventions. This exclusive right, commonly 

referred to as a ‘patent monopoly,’ allows the patent holder to prevent others from making, 

using, selling, or importing the patented invention without permission. The rationale behind this 

grant of exclusive rights is that it provides a crucial incentive for innovation. The argument is 

that inventors will be more likely to invest the time, resources, and money into the development 

of new technologies if they know their investments will be protected by law for a defined period. 

This protection from direct competition during this period allows inventors to recoup their R&D 

costs and potentially profit from their inventions. 

The philosophy behind patent law is rooted in a careful balancing act. It seeks to incentivize 

technological advancement by rewarding intellectual labour while also acknowledging the 

public interest in the eventual dissemination of knowledge and innovation. It seeks to encourage 

the creation of new technologies, making sure they are made public, and then ensuring that, 

after a period of exclusivity, they enter the public domain and are widely available for all to 

use. It is a delicate trade-off, seeking to find the best way of maximizing the overall social 

benefit of invention. 

The process of obtaining a patent is not automatic and is governed by a specific set of legal 

https://www.ijlmh.com/
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criteria. These criteria are not standardized, although the international TRIPS agreement seeks 

to harmonize these criteria to some degree across nations. Generally, an invention must satisfy 

the following conditions to be patentable: 

• Novelty: The invention must be entirely new and not previously known or disclosed to 

the public, anywhere in the world. This prevents the patenting of existing knowledge. 

Prior publication, public use or sale anywhere globally will invalidate a patent. 

• Inventive Step (Non-Obviousness): The invention must be non-obvious to a person 

skilled in the relevant field. This means that the invention must be a genuine advance in 

the state of the art, and not something that would have been obvious to someone working 

in that area. 

• Industrial Applicability (Usefulness): The invention must be capable of being made 

or used in some industry or useful process. It cannot be a purely abstract idea, but 

something that can be translated into real-world use. This criterion ensures the practical 

value of the invention. 

• Adequate Disclosure (Enablement): The patent application must provide a full and 

sufficient description of the invention to enable a person skilled in the relevant field to 

replicate it. This promotes the dissemination of knowledge and prevents patents from 

being based on incomplete or secret inventions. 

These criteria ensure that only genuinely novel and useful inventions are granted patent 

protection and serve as a gatekeeping mechanism against the patenting of trivial or incremental 

innovations. These criteria also seek to promote the diffusion of information and technology 

and ensure that patent monopolies are not based on secrets that cannot be replicated by others. 

The legal framework of patents varies across jurisdictions. Each nation has its own patent law, 

which is managed by a specific national patent office (e.g., the United States Patent and 

Trademark Office (USPTO) in the US, the European Patent Office (EPO) in Europe, and the 

Intellectual Property Office of India). However, the international legal framework, primarily 

through the TRIPS Agreement, establishes minimum standards2 for intellectual property 

protection, including patents. The TRIPS Agreement, administered by the World Trade 

Organization (WTO), has been instrumental in standardizing patent laws across member 

countries, particularly in developing countries, and has played a crucial role in strengthening 

 
2 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). 
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intellectual property rights globally.3 This harmonization of intellectual property laws was 

specifically intended to encourage investment, especially in the pharmaceutical industry. 

However, it is important to acknowledge that patents are not granted in perpetuity. They are 

typically granted for a period of 20 years from the date of filing4. This limited term is designed 

to ensure that inventions, after a period of exclusivity, ultimately enter the public domain and 

become freely accessible to all, promoting innovation and fostering competition. This limited 

duration also mitigates some of the potential harms of patent monopolies, by allowing generic 

competition to enter the market after this term has expired. This is an important part of the 

overall design of the patent system. 

In summary, the fundamental purpose of patent law is to stimulate innovation by granting 

inventors limited exclusive rights over their inventions. This temporary monopoly is intended 

to incentivize the investment in research and development needed to develop new technologies. 

It forms the bedrock of the innovation ecosystem and is essential for understanding the 

economics of the pharmaceutical sector. 

III. THE PHARMACEUTICAL INDUSTRY: THE RELATIONSHIP BETWEEN PATENTING 

AND THE DEVELOPMENT OF NEW MEDICINES 

The pharmaceutical industry is unique in the world, characterized by its intensive investment in 

research and development, the high levels of risk inherent in bringing new drugs to market, and 

the complex regulatory hurdles that have to be overcome before a medicine can be marketed 

and prescribed to the public. This interplay between research, regulatory structures, and 

commerce is unique to the pharmaceutical space, and it makes the patent system not only 

desirable but absolutely essential. 

The process of developing a new drug is lengthy, complex, and incredibly expensive, involving 

several distinct stages that can often take more than a decade to complete. These stages typically 

include: 

• Target Identification and Validation: Identifying specific molecules, pathways, or 

mechanisms that play a critical role in disease progression. This often involves a 

significant investment in basic research. 

• Drug Discovery and Lead Optimization: Identifying and screening compounds that 

have the potential to modulate the identified target. Lead optimization is the process of 

 
3 World Trade Organization, Understanding the WTO Agreement on Intellectual Property: The TRIPS Agreement 

(2002). 
4 The Indian Patent Act, 1970, Section-48, No. 39, Acts of Parliament, 1970 (India). 
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refining the chemical structure of these compounds to improve efficacy and safety. 

• Pre-clinical Studies: Testing the lead compounds in vitro (in test tubes) and in vivo (in 

animal models) to evaluate their safety and effectiveness. 

• Clinical Trials: Testing the drug on humans in a phased process involving a small group 

of healthy volunteers (Phase I), a larger group of patients with the target disease (Phase 

II), and then a very large group of patients (Phase III). 

• Regulatory Approval: The submission of clinical trial data and manufacturing 

information to national regulatory agencies (e.g., FDA in the US, EMA in Europe) for 

approval to market the drug. This is a lengthy and costly process. 

• Post-Market Monitoring: Monitoring the safety and efficacy of the drug after it has 

been approved for use in the market. 

Each of these stages involves considerable investment in terms of personnel, equipment, and 

resources, and there is no guarantee of success. In fact, the vast majority of drug candidates fail 

in clinical trials. These high attrition rates make the pharmaceutical R&D process incredibly 

risky. The cost of developing a new drug can be between 1−3 Billion and in some cases, even 

higher, reflecting the immense expense and risk involved. 

Within this highly complex process, patents provide a vital mechanism of safeguarding 

investment. Pharmaceutical companies invest heavily in R&D with the expectation that any 

new, successful drug will generate sufficient returns to recoup their initial investment. It is the 

prospect of having the exclusive right to market the drug for a period of time that provides this 

assurance. Without patent protection, there would be little to no incentive for companies to 

spend billions on R&D, knowing that their innovations could be immediately copied and 

marketed by competitors.5 This is the central economic argument for patent protection in the 

pharmaceutical sector. 

Patents protect not only the active pharmaceutical ingredient (API) itself, but also a wide range 

of aspects of the drug development process, including: 

• Composition-of-matter patents: Protect the chemical structure of the new molecule. 

• Formulation patents: Protect the particular form or method of delivery of the drug. 

• Method-of-use patents: Protect the specific medical uses for which the drug has been 

proven to be effective. 

 
5 Joseph A. DiMasi, Henry G. Grabowski & Ronald W. Hansen, Innovation in the Pharmaceutical Industry: New 

Estimates of R&D Costs, 47 J. Health Econ. 20 (2016). 
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• Process patents: Protect the specific process for manufacturing the drug. 

• Diagnostic patents: Protect methods for identifying patients suitable for treatment with 

a specific drug. 

• Delivery mechanism patents: Protect devices or systems for delivering the drug to the 

patient. 

This multi-layered approach to patent protection is essential for securing the investment that is 

crucial to the development of new drugs. It is also one of the most common criticisms levelled 

against the patent system, since the multitude of patent protection can create "patent thickets"6 

that prevent generic competition even after the primary API patent has expired.7 

However, it is essential to acknowledge that patent protection also fosters innovation. The 

existence of patents on novel technologies incentivizes collaboration between researchers, 

universities, biotechnology startups, and large pharmaceutical companies. Smaller entities may 

discover promising drug candidates, which they can then license to larger companies with the 

resources needed for large-scale clinical trials and commercialization. Without the protection 

of patents, the incentive for smaller entities to invest in this type of high-risk discovery research 

would be substantially diminished. 

In summary, the pharmaceutical industry is unique due to its lengthy and expensive R&D 

processes, high failure rates, and complex regulatory hurdles. Patents play a crucial role in 

mitigating the financial risks associated with pharmaceutical innovation, providing a critical 

incentive for companies to invest in the development of new and innovative medicines. This, in 

turn, benefits patients around the world. 

IV. ECONOMIC INCENTIVES FOR INNOVATION: HOW PATENTS PROVIDE 

INCENTIVES FOR PHARMACEUTICAL COMPANIES TO INVEST IN RESEARCH AND 

DEVELOPMENT 

The economic incentives offered by the patent system are critical to understanding the 

investment behaviours of pharmaceutical companies. These incentives are designed to ensure 

that R&D investment is undertaken despite the substantial risks involved. The core incentive is 

the promise of market exclusivity, which allows the patent holder to charge a premium price 

for its products for a limited time. This has a direct and tangible impact on investment decisions 

 
6 Carl Shapiro, Navigating the Patent Thicket: Cross Licenses, Patent Pools, and Standard Setting, 1 Innovation 

Pol’y & Econ. 119 (2000). 
7 William Cornish, David Llewelyn & Tanya Aplin, Intellectual Property: Patents, Copyright, Trade Marks and 

Allied Rights 120-50 (9th ed. 2019). 
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within the industry. 

(A) The Promise of Exclusivity and Return on Investment (ROI) 

As mentioned before, the pharmaceutical industry is exceptionally R&D-intensive, with the 

costs of developing a single drug often exceeding billions of dollars. The high cost and high 

failure rates of drug development make it a particularly risky endeavour. The patent system is 

designed to mitigate this risk by granting the successful inventor a limited period of market 

exclusivity, which enables the recovery of the enormous investments made in R&D, and gives 

the innovator an opportunity to profit from their innovation. 

The period of exclusivity means that the patent holder has the sole right to market the product 

and can charge a price that can be significantly higher than the cost of production. This is the 

fundamental mechanism that underpins the economics of the pharmaceutical industry. Without 

the ability to recoup their R&D expenses, companies would have little to no incentive to invest 

in the development of new medicines. The promise of exclusivity and substantial returns is 

necessary to incentivize the massive R&D expenditure required to move a drug from concept 

to commercialization. 

Furthermore, the revenue generated from successful drugs does not just go to profits. These 

revenues are also essential for funding subsequent research and replenishing the innovation 

pipeline. This iterative process of research, return, and reinvestment is crucial for sustaining the 

discovery and development of new medicines, both for today and for the future. The patent 

system provides the foundation for this type of continuous innovation. 

(B) The Influence on R&D Priorities 

The promise of market exclusivity, enabled by patents, directly influences R&D investment 

decisions. Pharmaceutical companies are most likely to invest in areas where they believe there 

is the highest potential for financial returns. This naturally leads to a focus on diseases that 

affect large populations in developed markets, where drug prices are typically higher. This 

prioritization is often criticized for the neglect of diseases that are more prevalent in developing 

nations or those that affect smaller populations (so called ‘orphan diseases’). This inherent bias 

in the market due to patent-based incentives has led to concerns about access to medicines in 

low-income countries.8 

The focus on high-revenue markets can also lead to “me-too” drug development. These are 

drugs that target existing disease pathways with only marginal clinical improvement, but they 

 
8 Michael Kremer, Drug Price Incentives, in 2 Handbook of Health Economics 259 (2012). 
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do introduce a new patented molecule. These drugs are generally more profitable than investing 

in truly novel therapeutic approaches, but their overall impact on patient health may be limited. 

The patent system thus can act as a perverse incentive in some cases, favouring incremental 

improvements over genuine breakthroughs. 

However, this is not to say that the system is entirely flawed. It has been recognized that 

financial incentives for rare or neglected diseases are generally lower, because the patient 

population is low and the prices must remain affordable for these smaller markets. To counteract 

this, governments and international agencies have introduced specific policies, such as the US 

Orphan Drug Act, which provides extended market exclusivity and other incentives for the 

development of drugs for rare diseases.9 These examples show that it is possible to adjust the 

incentive landscape to promote research in neglected areas, although such modifications are 

generally rare and difficult to implement on a global scale. 

(C) Patent Length and Strength 

The duration and scope of patent protection also directly impact the level of investment in 

pharmaceutical R&D. The standard 20-year patent term is calculated from the date of filing, not 

from the date of market launch. Since it can take 10-15 years to develop a new drug, the effective 

market exclusivity that the innovator enjoys is much less than the legally guaranteed 20 years. 

This is a point of concern often raised by pharmaceutical companies, who argue that this 

reduced effective patent life undermines the incentive for R&D investment. 

The "strength" or scope of a patent is also critical. If a patent is narrowly defined, then 

competitors can easily circumvent the patent and develop alternative drugs targeting the same 

disease. Conversely, if a patent is defined too broadly, it can stifle follow-on innovation by 

blocking others from building on the original invention. This delicate balance is crucial for 

maintaining a healthy innovation landscape. 

The interplay between patent length, patent scope, and their effect on innovation and R&D 

investment is a continuous area of debate and legal discussion. The complexity of this space 

means that patent law is constantly evolving and being redefined to fit the current technological 

and economic landscape. 

(D) The Ongoing Debate About Alternative Incentive Mechanisms 

The patent-based incentive system has long been the cornerstone of pharmaceutical innovation. 

However, the persistent concerns about access to medicines have stimulated an important 

 
9 Orphan Drug Act, Pub. L. No. 97-414, 96 Stat. 2049 (1983). 
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conversation about whether this system is optimal for encouraging socially beneficial 

innovation. Alternative incentive mechanisms that are being considered include: 

• Prize Funds: Government, philanthropy, or an NGO offers a fixed monetary reward to 

researchers or companies for developing new drugs, irrespective of their sales revenue. 

This type of mechanism is designed to remove the financial reliance on sales-based 

market exclusivity. 

• Research Grants and Public Funding: Governments and charities can directly fund 

pharmaceutical R&D, which can reduce the reliance on private-sector investment and 

the pricing pressures associated with patent-based monopolies. 

• Advanced Market Commitments (AMCs): Governments can guarantee the purchase 

of a certain amount of a vaccine or drug if it is developed, which provides a guaranteed 

financial return for the developer. 

• Open-Source Drug Discovery: Sharing research findings and compound libraries 

publicly to stimulate collaboration and innovation. 

• Tax Incentives: Providing tax breaks or credits for companies that invest in 

pharmaceutical research and development. 

These alternatives represent attempts to address the challenges presented by the patent system, 

such as the bias towards certain markets and the limited access to medicines in low-income 

countries. However, it is important to acknowledge that these alternative models are not fully 

tested and may have their own potential drawbacks. The patent system, while imperfect, 

remains the predominant system for incentivizing pharmaceutical R&D. 

(E) The Patent System and the Role of Small and Medium-Sized Enterprises (SMEs) 

in Pharmaceutical Innovation 

The narrative around pharmaceutical innovation is often dominated by the activities of large 

multinational pharmaceutical companies. However, it is essential to recognize the crucial role 

of small and medium-sized enterprises (SMEs) and biotechnology startups in the innovation 

landscape. These smaller entities often undertake early-stage research and discovery activities 

that form the foundations of future drug development. The patent system plays a particularly 

important role in encouraging these entities. These companies often do not have the same 

resources as large multinationals and the investment landscape for these entities is significantly 

different, creating unique challenges and opportunities for innovation.10 

 
10 Thomas Hemphill & Jennifer Miller, Small and Medium Enterprises (SMEs) in Global Supply Chains: Towards 
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These SMEs are often at the forefront of cutting-edge research, focusing on novel targets, new 

technologies, and innovative drug delivery systems. Their work often fills specific niches within 

the pharmaceutical industry, where larger companies may not be willing to take on the high 

risks associated with early stage or basic research. Without a functional patent system, the 

incentive for investment in this stage of development would be greatly diminished, hindering 

the overall innovative landscape.11 These SMEs have been responsible for many scientific 

breakthroughs in the past, and continue to contribute to future innovations, showing that 

innovation is not exclusive to large players within the pharmaceutical sector. The patent system 

seeks to ensure that the innovations discovered in this phase of development are protected from 

direct competition, so that those who undertake that initial investment will reap the benefits. 

The patent system provides a mechanism for SMEs to protect their inventions and attract much 

needed investment from venture capital firms and other sources. By having a patent on a specific 

technology or drug candidate, these SMEs gain a more solid footing when negotiating licensing 

agreements or potential acquisitions by larger pharmaceutical companies. Without patent 

protection, their inventions would be vulnerable to imitation and it would be considerably more 

difficult for them to secure funding for further development. The patent, therefore, forms an 

important signal that this research has the potential for a future commercial application, which 

greatly increases the investment potential for such discoveries. The system allows these smaller 

entities to enter the complex and expensive world of drug development, by protecting the initial 

discoveries of these smaller entities. 

Furthermore, the possibility of licensing patents for new drug candidates is another pathway for 

SMEs to create value from their inventions. Instead of going through the entire process of 

development and commercialization on their own, smaller companies can license their 

technology or drug candidates to larger pharmaceutical companies for further development and 

commercialization. The existence of patents is crucial to this process, allowing SMEs to 

establish their ownership of the invention and secure fair licensing terms, thereby providing a 

route to revenue.12 In this sense, the patent system acts as a marketplace for innovation, where 

smaller players can enter the market with potential breakthroughs and find a commercialization 

path through partnerships with larger entities. 

(F) The Challenge of Patent Evergreening and the "Patent Thicket" Phenomenon 

While the patent system is designed to stimulate innovation, it also faces challenges related to 

 
a Research Agenda, 37 J. Bus. Logistics 34 (2016). 
11 OECD, Financing Innovation in SMEs, at 45–60 (2019). 
12 Robert G. Eccles, The Performance Measurement Manifesto, 68 Harv. Bus. Rev. 131 (1990). 
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the practice of "patent evergreening." This refers to the strategy by which pharmaceutical 

companies seek to extend their patent protection beyond the original 20-year term by making 

minor modifications to existing drugs, such as changes in formulation, dosage, or delivery 

method, and then seeking new patents on these modifications.13 This is often criticized as a way 

of creating a "patent thicket", a complex web of overlapping and often minor patents that makes 

it difficult for generic competitors to enter the market, even after the primary drug patent has 

expired. It can also lead to higher prices for consumers and limit patient access to more 

affordable medicines. 

The existence of patent thickets is particularly problematic in the pharmaceutical industry, 

where the cost of R&D is so high that generic competition is essential to make medicines 

available at more affordable prices. The practice of evergreening has been the source of legal 

battles globally, and it has been recognized that this form of patent use is not in the overall 

public interest. However, defining what constitutes a minor modification can be challenging, 

since it is in the nature of scientific research to continuously refine and improve existing 

medications. The key issue is whether or not these modifications represent a significant and 

genuine invention or whether they are a minor tweak designed to delay competition. The 

ongoing debates in this area highlight the need for more stringent and transparent patent 

evaluation processes to prevent the abuse of the patent system. 

The concern with patent thickets is that they create a barrier to entry for generic drug 

manufacturers, delaying the availability of cheaper alternatives. This also has an implication for 

biosimilars, which are complex biological drugs that can be more challenging to copy than 

small-molecule drugs. The existence of multiple patents around the original biologic drug can 

make it difficult and expensive for biosimilar manufacturers to bring their products to market. 

The patent system, in this regard, can be seen to undermine one of its own initial goals: fostering 

competition and creating access to affordable medicines once a patent expires. 

The presence of evergreening strategies and patent thickets raises important questions about the 

effectiveness and balance of the current patent system, and highlights the ongoing need for 

policy adjustments and legal reforms to ensure that the system truly promotes innovation, while 

at the same time not preventing competition or impeding access to medicines. The complexity 

of pharmaceutical development requires an agile and dynamic patent system that reflects not 

just the benefits of initial innovation, but also the need for generics to enter the market, once 

 
13 Glyn Edwards, Patent Evergreening: A Barrier to Access or a Legitimate Business Practice?, 17 J. World Intell. 

Prop. 1 (2014). 
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that initial innovation has been fairly rewarded. The legal and ethical debates in this area are 

ongoing and important for understanding this space. 

(G) The Geographical Imbalance of Pharmaceutical Innovation and the Impact of 

TRIPS 

The vast majority of pharmaceutical research and development occurs in developed countries, 

while a substantial proportion of the global burden of disease is in developing countries. This 

geographical imbalance is a fundamental challenge facing the global health landscape. It is 

partly driven by the fact that patent protection is stronger in developed nations, leading to high 

prices in these markets and a corresponding focus of pharmaceutical companies on diseases that 

are prevalent in these markets. This has led to a situation where the pharmaceutical market is 

driven more by economic and commercial opportunities, rather than by the specific needs of 

patients globally. 

The Agreement on Trade-Related Aspects of Intellectual Property Rights (TRIPS), which was 

implemented in 1995, sought to standardize intellectual property laws globally. This agreement 

was intended to encourage innovation by protecting the inventions of companies in all signatory 

countries. The main effect of the TRIPS agreement has been to increase patent protection in 

developing countries, which previously had more relaxed standards. This has, in turn, had a 

significant impact on access to medicines in these countries, particularly for diseases that are 

highly prevalent there but do not offer the same financial return as diseases of the developed 

world. The implementation of TRIPS has sparked a long-standing debate on the impact of this 

agreement on public health, especially in developing countries.14 The core issue revolves around 

the fact that the strengthening of IP laws can restrict access to low-cost generic medicines, while 

at the same time encouraging R&D investment in those same regions. A delicate balance that 

is yet to be fully resolved. 

Many public health advocates have argued that the strict enforcement of patent rights in 

developing countries, as mandated by TRIPS, has led to higher drug prices and limited access 

to essential medicines for a substantial portion of the population. While the agreement does 

include flexibilities, such as compulsory licensing and parallel importation, the implementation 

of these flexibilities can be challenging and often requires legal action and political will on the 

part of national governments.15 The reality on the ground has often been slow and costly 

implementation of these flexibilities, which has not completely solved the problem of the 

 
14 Declaration on the TRIPS Agreement and Public Health, WTO Doc. WT/MIN(01)/DEC/2 (Nov. 20, 2001). 
15 Carlos M. Correa, The TRIPS Agreement and Developing Countries: An Analysis of Implementation Issues 

(2003). 
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geographical bias in innovation and access. The TRIPS agreement, despite its best intentions, 

remains the focus of ongoing debate and legal challenges to this day. 

The TRIPS agreement has highlighted the global nature of the pharmaceutical market and the 

interconnectedness of innovation, intellectual property, and access to medicines. The global 

pharmaceutical landscape requires more equitable systems that foster innovation that addresses 

the needs of all patients, rather than just those in high-income countries. This would require 

global coordination and policy adjustments that seek to more effectively address the imbalances 

inherent in the current system. The challenge is to find the right balance between protecting the 

intellectual property rights of innovators and ensuring that medicines are affordable and 

accessible to all, regardless of their geographic location or socioeconomic status. The future of 

innovation in the pharmaceutical sector depends on addressing this challenge in a 

comprehensive and thoughtful manner. 

(H) The Role of Data Exclusivity and Regulatory Hurdles 

In addition to patent protection, pharmaceutical companies also benefit from data exclusivity, a 

form of regulatory protection that prevents generic drug manufacturers from relying on the 

innovator's clinical trial data for a set period of time (e.g., 5-10 years in many countries). This 

data protection is often granted in parallel with patents and serves as another layer of protection 

for the innovator. The justification for data exclusivity is to incentivize the extensive and costly 

R&D undertaken by pharmaceutical companies. This added protection prevents generic 

companies from entering the market immediately after patent expiration, as they are not allowed 

to rely on the data from the original innovator, meaning they need to recreate this data to prove 

equivalency. This acts as a further delay in generic market entry, adding additional delays to 

the ability of generic competitors to enter the market and reduce the price of medications. 

Data exclusivity rules can also have a significant impact on the development of biosimilars. 

Biosimilars are complex biological drugs that are similar, but not identical, to the innovator's 

biological drugs. The development of biosimilars is extremely complex and expensive, 

requiring extensive clinical trials to demonstrate comparability to the original drug. The rules 

around data exclusivity for biologicals can add substantial delays to the process of making these 

biosimilars available in the market.16 The regulatory environment surrounding data exclusivity 

rules remains a complex and evolving issue that impacts innovation and access to medications, 

especially in the field of biosimilars. The complexities of developing biosimilars are still a new 

 
16 Michael J. Malinowski, Biosimilars and the Patent System: Is It Really That Easy to Copy a Biological?, 73 

Food & Drug L.J. 543 (2018). 
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area, and the regulations, both on a national and international level, are still being developed.17 

Furthermore, the regulatory hurdles involved in bringing new drugs to market, while essential 

for ensuring drug safety and efficacy, also serve as a significant barrier to entry for generic 

companies. The cost of conducting large-scale clinical trials, submitting regulatory applications, 

and meeting all safety and manufacturing standards can be incredibly high, making it difficult 

for generic companies to develop affordable alternatives. These costs and hurdles often 

disproportionately benefit large multinational companies, who are better able to navigate the 

complexities of these regulatory frameworks. It also creates a market situation where small 

generic companies are unable to enter the market, thereby removing a source of competition 

from the landscape. The regulatory environment in the pharmaceutical sector is complex, and 

it is essential to understand this area in order to have a full understanding of the forces at play 

in the development and availability of medications. 

V. CONCLUSION 

This chapter has explored the intricate and crucial role of patents in pharmaceutical innovation. 

It has established that patent law provides a fundamental legal mechanism for incentivizing the 

discovery and development of new medicines. The promise of market exclusivity underpins the 

massive investments in R&D within the pharmaceutical industry. This exclusivity allows 

companies to recoup the costs of R&D, which are particularly high given the long timelines, 

high failure rates, and strict regulatory hurdles associated with bringing a new medicine to 

market. 

However, this analysis must also acknowledge that the patent-based system is not without its 

limitations. The inherent bias towards high-revenue markets, the risk of "me-too" drug 

development, and concerns about access to medicines in low-income countries are all valid 

points of criticism that must be carefully considered. The patent system is not inherently perfect, 

nor is it designed for any purpose other than the stimulation of innovative technologies. Its use 

in the specific space of pharmaceutical innovation needs to be critiqued and analysed 

thoroughly. 

While patents are a crucial driver of pharmaceutical innovation, this chapter also serves as an 

introduction to the inherent complexities and tensions involved in balancing innovation with 

public access to essential medicines. The next chapter will explore the other side of the coin, 

focusing on the issue of access to affordable medicines and the various challenges that arise 

 
17 Peter K. Yu, "The TRIPS Agreement, Data Exclusivity, and Generic Entry," Cardozo Arts & Entertainment Law 

Journal 24, no. 1 (2006): 1-50. 
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from the existing patent system. This chapter provides the foundational knowledge for a more 

nuanced discussion of the interaction between patent law, pharmaceutical R&D, and ultimately, 

public health. This sets the stage for a more critical investigation into the ethical, economic, and 

legal questions surrounding this vital field.     

***** 
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