Pro Journal of Science in 3 3 2025
Index Medicine and Life 2992-9202 | http://journals.proindex.uz

Qaisar Farooq Bhat
Student, Department of Pharmaceutical Science, Mewar University, Rajasthan, India
bhatkaisar503@gmail.com

Mr. Md. Zulphakar Ali
Assistant Professor, Faculty of Pharmaceutical Science, Mewar University, Rajasthan, India

Abstract: Property Rights as delineated within Intellectual Property Rights (IPR) constitute a
pivotal component of the pharmaceutical sector, designed to foster innovation while concurrently
presenting obstacles to the accessibility of medications. Patent legislation endows pharmaceutical
enterprises with exclusive rights about novel pharmaceuticals for a predetermined duration,
generally encompassing 20 years, thereby facilitating the recuperation of investments in research
and development. Nevertheless, this monopolistic control often escalates drug prices, consequently
delaying the emergence of affordable generic substitutes. This study investigates the ramifications
of patent legislation on the accessibility of pharmaceuticals, with a particular emphasis on low and
middle-income nations where exorbitant costs impede access to vital medicines. Within the
pharmacy field, the principal facets of patent legislation encompass patent exclusivity, compulsory
licensing, ever-greening, patent linkage, and data exclusivity. While patents catalyze innovation,
they simultaneously erect considerable obstacles for patients requiring assistance. Amending patent
legislation to curb ever-greening practices and ensuring transparency in the patenting framework
can significantly alleviate monopolistic tendencies. A judicious approach is imperative to harmonize
pharmaceutical innovation with the exigencies of global health. Policymakers are urged to enact
regulations that facilitate equitable access to vital medicines. Through the implementation of
strategic legal reforms, fostering international partnerships, and adopting ethical pricing strategies,
it is feasible to construct an equitable and sustainable pharmaceutical environment that serves the
interests of both innovators and patients globally.
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Introduction

Intellectual Property Rights (IPR) are fundamentally significant in the pharmaceutical sector,
serving to mediate the dichotomy between innovation and public health imperatives. Patent
legislation confers exclusive rights upon inventors, thereby incentivizing research and development
(R&D) within the realm of drug discovery. Nevertheless, such legislative frameworks also exert
influence on the accessibility of pharmaceuticals, particularly within low- and middle-income
nations where exorbitant drug costs may obstruct patient access. The Agreement on Trade-Related
Aspects of Intellectual Property Rights (TRIPS) constitutes one of the principal agreements of the
World Trade Organization (WTO) and was instituted in 1995. It encompasses minimum legal
stipulations for the protection of intellectual property (IP), including patents about pharmaceuticals.
All Member States of the WTO are mandated to adhere to TRIPS by incorporating its provisions
into their respective national IP legislations. Moreover, TRIPS incorporates flexibilities intended to
address apprehensions that patents and monopolistic pricing may function as impediments to
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accessing essential medicines. To enhance accessibility to vital healthcare services, the World
Health Organization (WHO) advocates for the establishment of a National Essential Medicines List
(NEML) by countries. The selection of essential medicines should be predicated upon criteria that
encompass public health significance, evidence of efficacy and safety, as well as comparative cost-
effectiveness. Importantly, the term “access” to essential medicines signifies that these critical
resources ought to be available within the framework of operational health systems at all times in
sufficient quantities with guaranteed quality and adequate information, and at a price that
individuals and communities can afford, a challenge that is particularly pronounced in developing
nations where numerous patients incur out-of-pocket expenses for medications. In this context, the
WHO instituted the Essential Medicines List (EML) in 1977, which serves as a framework for
determining which essential medicines ought to be incorporated into national formularies.

The World Trade Organization’s Agreement on Trade-Related Aspects of Intellectual Property
Rights (TRIPS) mandates that Member States establish minimum standards for the protection of
intellectual property, encompassing patents for pharmaceutical products; however, it also
incorporates ‘flexibilities' intended to mitigate barriers that impede access to essential medicines.
Furthermore, national intellectual property legislation may incorporate TRIPS-plus provisions that
exceed the obligations stipulated by TRIPS. The concept of a 'right to health' (or more precisely, a
'right to the highest attainable standard of health’) is recognized as an essential and universal human
right, enshrined within binding international legal frameworks and further articulated through
guidelines outlining its implementation. The principle of equitable access to medication is
underscored as a salient dimension of this right; access to medicines does not constitute an
independent human right per se but is unequivocally instrumental in ensuring the highest attainable
standard of health. The General Comment on the International Covenant thus acknowledges a ‘core
obligation’ for States parties to “provide essential drugs, as periodically defined under the WHO
Action Programme on Essential Drugs.” However, disease is not a static phenomenon and is
distributed unevenly, and medicines cannot be regarded as mere commodities similar to clean
water, given that water essentially possesses uniform utility for all of humanity. In the field of
medicine, innovative endeavors that benefit certain populations may offer limited or no utility to
others who may be in greater need of life-saving treatments; consequently, equitable and effective
access to medicines arguably necessitates a just distribution of the innovation efforts, ensuring that
research and development do not disproportionately prioritize the health needs of affluent
individuals, but instead adapts to and addresses the evolving clinical landscape and infrastructural
requirements of economically disadvantaged communities; similarly, the availability of
pharmaceuticals in the absence of comprehensive clinical support may prove ineffective, or in
certain instances, counter-productive. Therefore, a holistic and pragmatic perspective on access to
medication must consider the innovation process itself alongside broader infrastructural necessities.
It cannot be solely concerned with distributive equity regarding the allocation of completed
pharmaceutical products. Thus, the international discourse surrounding the right to health and
access to medicines has expanded into a comprehensive policy dialogue concerning innovation
aimed at addressing neglected health requirements.

Patent Laws in Pharmacy

A patent constitutes a legal entitlement bestowed upon an inventor, enabling the exclusion of others
from the manufacture, utilization, or commercialization of an invention for a predetermined
duration, typically spanning 20 years. Within the pharmaceutical sector, patents serve a pivotal role
in safeguarding novel pharmaceuticals and ensuring that corporations can recuperate their
investments in research and development (R&D). Patent legislation exhibits variability across
different nations; however, it is predominantly regulated by international accords, such as the
TRIPS Agreement under the auspices of the WTO. Patents bestow upon inventors the legal
authority to prohibit others from producing, utilizing, or marketing their innovative creations for a
designated period, albeit with certain exceptions. Nevertheless, it is crucial to acknowledge that the
existence of a patent does not automatically confer permission to commercialize. By the TRIPS
Agreement, any invention, encompassing both products such as pharmaceuticals and processes
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about the manufacture of medicinal components, is eligible for patent protection for a maximum
duration of 20 years. Provisions concerning Intellectual Property enshrined in free trade agreements
(FTASs) are designed to safeguard the creation or invention of artistic works and commodities, the
development of which often necessitates substantial sunk costs, particularly in the realm of
pharmaceuticals, due to significant investments in research and development (R&D). The process of
developing a novel pharmaceutical necessitates considerable financial outlay accompanied by high
levels of uncertainty. These R&D expenditures are incurred after the issuance of a product patent,
which is typically granted at an early stage in clinical development. IP provisions impose
restrictions on the utilization and marketing of such commodities and confer exclusive rights to the
investors or creators, thereby facilitating the recovery of their sunk costs during the clinical
development phase. This framework aims to incentivize augmented investment in research and
development (R&D) by the private sector to innovate and develop new products. As a result, new or
enhanced pharmaceuticals are afforded protection under patent and other IP provisions. However,
this protective mechanism engenders a monopolistic market for these pharmaceuticals.

Since the demand for pharmaceuticals is typically characterized by price and income inelasticity,
this phenomenon enables the proprietor of the patented pharmaceutical to impose exorbitant prices.
Consequently, there is an escalating apprehension among healthcare and development professionals
that intellectual property (IP) stipulations embedded within trade agreements may yield profound
implications regarding the affordability and/or accessibility of pharmaceuticals in low and middle-
income nations. The affordability and accessibility of pharmaceuticals are essential components of
“access.” The Agreement on Trade-Related Aspects of Intellectual Property Rights established the
benchmarks for intellectual property protection on a global scale. It became effective on January 1,
1995, and is obligatory for all members of the WTO. The TRIPS Agreement stipulates minimum
criteria within the international framework regulating patents, including those about
pharmaceuticals. Nations that are part of the WTO concur with these minimum standards in the
manner they formulate and execute their patent legislation. In recent years, numerous countries
have experienced increasing pressure to institute or enforce supplementary stipulations in their
patent laws that may adversely affect access to medicines, these stipulations are frequently termed
‘TRIPS-plus’ provisions. There exist TRIPS IP mandates and TRIPS-plus stipulations that may
detrimentally influence access to pharmaceuticals, a compilation of which may encompass:

v" relaxed criteria for patentability, encompassing patents on novel applications, modifications of
active pharmaceutical ingredients, and new formulations/dosages;

extensions of patent terms to offset delays in patenting and registration determinations;
the limitation or abolition of patent oppositions;

data/marketing exclusivity;

linkage between patent and registration;

TRIPS-plus constraints on compulsory and governmental use licenses;

AN N N N R

intensified IP enforcement and remedies.

Before the implementation of the TRIPS Agreement, India concentrated on ensuring that its
populace could access essential pharmaceuticals affordably. India occupied a distinctive position
among other developing nations due to its robust industry specializing in generic pharmaceuticals,
which were frequently available at significantly lower prices compared to global markets. A major
contributing factor to this success was the enactment of the Patents Act of 1970. This legislation
accomplished two pivotal objectives: firstly, it permitted patents on the methodologies of drug
production, not solely on the drugs themselves. Secondly, it abbreviated the duration of these
patents to a mere seven years, diverging from the conventional period of 15 years. The objective of
the Patents Act was to facilitate the growth of Indian pharmaceutical firms while ensuring that the
Indian populace could procure the necessary medications without incurring exorbitant costs. Rather
than adhering to antiquated British legislation, India established its regulatory framework,
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permitting enterprises to manufacture generic versions of drugs without the obligation to remit
substantial fees to the original patent holders. This legislative alteration proved transformative for
India’s pharmaceutical sector. Enterprises could subsequently produce their repetitions of essential
medications and market them at significantly reduced prices. This development rendered
pharmaceuticals more affordable for the entire Indian population.

Key Aspects of Patent Laws in Pharmacy

» Patent Exclusivity: This provides a temporary monopoly on the production and
commercialization of pharmaceuticals. Compulsory Licensing: Empowers governmental
authorities to authorize the manufacture of generic pharmaceuticals in circumstances of public
interest.

» Ever-greening: A tactic employed by pharmaceutical corporations to prolong patent protection
via minor alterations to the drug formulation.

» Patent Linkage: A regulatory framework that connects drug approval processes with patent
status, thereby postponing the onset of generic competition.

» Data Exclusivity: Restricts generic manufacturers from utilizing original clinical trial data to
secure regulatory approval for a specified duration.

The Impact of Patent Laws on Drug Accessibility

Patent regulations profoundly influence the availability and affordability of pharmaceuticals on a
global scale. While patents serve to stimulate innovation by providing incentives for pharmaceutical
firms to invest in new drug development, they simultaneously erect obstacles to access. The
foremost issues related to patent regulations in the pharmaceutical sector encompass:

» High Drug Prices: Patents facilitate monopolistic practices, frequently resulting in exorbitant
drug pricing, rendering essential medications prohibitively expensive for numerous patients.

» Limited Generic Competition: Patent protections defer the market entry of generic drugs, which
typically represent more economically viable alternatives.

» Compulsory Licensing as a Solution: Certain nations invoke compulsory licensing to
manufacture generic repetitions of patented pharmaceuticals, thereby enhancing accessibility
while providing remuneration to patent holders.

» Parallel Imports: Certain jurisdictions permit the parallel importation of lower-cost medications
from other nations to augment affordability.

» Impact on Low- and Middle-Income Countries: Nations with constrained resources face
significant challenges in providing life-saving therapeutics due to the high costs associated with
patent protections.

India’s Patent Law and Generic Drug Industry

India possesses a robust generic pharmaceutical sector, predominantly as a consequence of its
legislative stance on patent laws. India rejects secondary patents (ever-greening) that fail to exhibit
substantial therapeutic improvements. Consequently, India has emerged as a preeminent supplier of
cost-effective generic medications globally, thereby enhancing drug accessibility in numerous
countries.

The Role of Pharmaceutical Companies in Drug Accessibility

Numerous leading pharmaceutical firms have instituted voluntary licensing initiatives and tiered
pricing strategies to augment access to essential medications in economically disadvantaged
nations. These endeavors assist in reconciling the imperatives of innovation with the exigencies of
public health.
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Potential Solutions to Improve Drug Accessibility

» Strengthening Compulsory Licensing Policies: Governments ought to streamline the
mechanisms for issuing compulsory licenses to guarantee prompt access to affordable
pharmaceuticals.

» Encouraging Generic Drug Production: Legislative measures should advocate for the production
and dissemination of high-caliber generic medications.

» International Collaboration: Global health entities and government bodies should engage in
cooperative efforts to establish equitable pricing frameworks and technology transfer
agreements.

» Patent Pooling: The establishment of patent pools can promote the sharing of patents for
essential medications, facilitating broader manufacturing and distribution.

» Reforming Patent Laws: Amending patent regulations to curtail ever-greening and ensure
transparency in the patenting process can assist in mitigating monopolistic practices.

Conclusion

The equilibrium between patent protection and public health requirements constitutes a significant
challenge within the realm of pharmaceutical intellectual property rights. Although patent
legislation promotes innovation and facilitates medical breakthroughs, it simultaneously engenders
ethical dilemmas concerning the accessibility of pharmaceuticals. Policymakers must guarantee that
patent regulations do not obstruct the availability of life-saving medications, particularly in
economically disadvantaged areas. Implementing strategies such as compulsory licensing, price
regulation, enhancing generic competition, and fostering international collaboration can assist in
achieving an equitable balance between innovation and public welfare. Future initiatives should
concentrate on sustainable approaches that promote both pharmaceutical innovation and equitable
access to fundamental medications on a global scale. A considerable number of individuals lack
access to essential medicines, especially in low and middle-income nations, even in the absence of
intellectual property protection legislation. The introduction of intellectual property protection laws
or the reinforcement thereof, as a consequence of trade agreements, may exacerbate the challenges
associated with accessing medicines. The extent of the impact on various outcome variables, such
as pricing, expenditure on medicines, and consumer welfare, varies significantly based on a
multitude of factors, with domestic policies aimed at mitigating potential adverse effects on access
being of utmost importance. Further research is essential to bridge the gap in comprehending the
mechanisms through which alterations in intellectual property rights influence access to medicines,
as well as to identify which access-related outcomes are most significantly affected by specific
modifications in intellectual property regulations.
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