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Abstract 

 

The right to health of a human being as a fundamental right is crucial for the enjoyment of the co-

related human rights. Under Article 25 of the Universal Declaration of Human Rights, 1948, ‘Health’ 

is regarded as an integral part of the right to an adequate standard of living. Many international 

conventions and treaties relating to human rights, and various constitutions of developing countries 

have recognized that numerous elements would be incorporated by the right to health from prevention 

to cure to access to drugs. Despite making several signs of progress in the last 35 years, millions of 

people from developing countries lack access to the essential medicines which are erstwhile required 

for essential treatments and those available ones are fixed at higher prices. Intellectual property rights 

protect the product’s originality in the market and save it from duplicity in the market. The products, 

when it gets patented can be either sold at a higher price or at a lower price on the discretion of the 

original creator but subject to the essentiality of the product. However, monopolies created by patents 

permit them to set up high prices for medicine in the market. Therefore, WHO, WIPO, WTO through 

TRIPS agreements and Doha Declaration and 30 August 2003 Compulsory License Import Export 

mechanism are taking many initiatives to provide safeguards against the abuse of patent and give 

importance to the public health over private intellectual property. The consumer society must grow for 

any society to prosper. Therefore, there is a fervent need of interventions by various governments in 

this crisis hour to alter their IP restrictions for a short term so that there is an effective deployment of 

protective medical equipment and curing drugs for public health and safety in the current pandemic 

situation. 
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1. IPR OF MEDICINE AND THE PRESENT SITUATION OF BASIC LIFE AND HEALTH 

 

The world is facing a public health emergency on a scale that was never seen before. In this 

unprecedented crisis, human rights are the most vital elements that have shaped the global community’s 

response in the fight against the pandemic. Public health emergency response by various states has had 

a substantial impact on the lives of the people around the globe and it has gained a significant center-

stage in different health policies. This has led to achieving a better result in the fight against the COVID-

19 with states ensuring adequate healthcare facilities to all the needy people and securing their dignity 

as an individual. States in their battle against the deadly COVID-19 pandemic have invoked the 

principle of the right to life and the duty to protect the lives of every human being.  
 

The 21st century has seen a significant amount of money been invested in the field of pharmaceutical 

research and advance healthcare facilities, but sadly the fraction of the people who can afford the 

potential life-saving drugs or medicine has largely remained minute. Intellectual property right is a 

primary right to prevent unauthorized exploitation of the commercial product by any other party and 

gives a strong impetus to compete with larger companies. Enforcement and execution of IP rights 

guarantee the originality of the product and certifies that the product is genuine in nature, whereas 

counterfeit products do not comply with the mandated safety standards.1 Under Article 25 of the UDHR, 

1948, health is defined as a part of the right to an adequate standard of living. The stand of the WTO 

on matters of public health emergencies is that public health needs intellectual property rights during 

national emergencies since the process of development of drugs are do not come at a cheap cost for 

many companies and without the protection provided with an intellectual property law, the entire 

procedure and manufacture for the medicine can be easily duplicated and thus the drugs can be 

compounded in much cheaper cost. So, intellectual property rights allow the pharmaceutical companies 

to monopolize this process and sales of their drugs in times of a public health emergency.2  

 

When a pharmaceutical research product is protected by IP rights, it garners revenue not only from the 

direct exploitation of the product but also from the indirect exploitation which can be carried out by a 

 
1 Dr. Michael Blakeney, ‘Enforcement of Intellectual Property Rights: Challenges, Remedies and Public Awareness’, 
Queen Mary Intellectual Property Research Institute, available at 
https://www.wipo.int/edocs/mdocs/arab/en/wipo_ip_uni_dub_04/wipo_ip_uni_dub_04_7.doc (last visited on August 28, 
2020)  
2 Ibid. 
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third party under licensing contracts. A patent is defined as the grant of a license or the right to make, 

sell and gain from a product for a given period of time. The creation, the use and the exploitation of 

mental or creative labor are regulated by the IP right law, and the inventor’s legal rights significantly 

over the product invention or the procedural aspects. Patents thus confer a negative right that is, a person 

who is not authorized by the patentee is prohibited from making, using, offering for sale, selling or 

importing the patented invention.3 

The extension of market exclusivity and the effect of inappropriate patents on the health care system 

through patents are reasoned to be the most compelling tools for the promotion of innovation. There 

has been a rising concern regarding the protection of pharmaceutical science by IP rights law. This has 

led to discussions on two crucial points where grant of a patent can have a significant negative effect 

on medical care and subsequently in the practice of medicine.4 Firstly, inventors can then desire for a 

patent on pharmaceutical products or research that stretch the effective requirement for patenting. 

Secondly, the patent holders in the market can then exploit the legal loopholes and other facets of the 

patent registration system to extend the inventions’ exclusivity beyond the stipulated period per 

provisions of the Patent Act or any other ensuing legislation.  

This monopoly control bestowed by the inappropriate grant of patents or even the manipulation of the 

patent system can have a significant effect and thus can limit the options available to the patients. This 

then subsequently increases the cost of health care facilities and difficulties in cooperative research in 

medicine.5 The COVID-19 pandemic has made governments realize that IP rights can obstruct their 

access to medicines, vaccines and access to several medical developments. In response to this existing 

situation, the efforts of the government and other market-based efforts have emerged to promote 

equitable patent policy in medicine that encourages the propagation of ideas while still supporting the 

development of innovative products. This ensures a country’s ability to make medicine and provide it 

for its citizens and people across the world.  

 

2. EVOLUTIONARY TRENDS OF RIGHT TO HEALTH 

 

 
3 Chandra Nath Saha, Sanjib Bhattacharya, ‘Intellectual property rights: An overview and implications in pharmaceutical 
industry’, Journal Of Advanced Pharmaceutical Technology And Research, available at 
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC3217699/  (last visited on August 27, 2020) 
4 Id. 
5 Himanshu Gupta, Suresh Kumar, Saroj Kumar Roy, and R. S. Gaud, ‘Patent protection strategies’, Journal Of 
Pharmacy and Bio-allied Sciences, available at https://www.ncbi.nlm.nih.gov/pmc/articles/PMC3146086/ (last visited on 
September 3, 2020) 
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Health is one of the most fundamental requirements of a human being to live a life of dignity. Enjoyment 

of the utmost achievable standard of health by the people is considered to be the fundamental right of 

every human without any discrimination on grounds of race, color, religion, economic or political belief 

and social condition. This extended scope of the basic fundamental human right has provided an 

important legal and policy vantage concern point for the pharmaceutical issues and public health. On a 

global level, the right to health was first articulated in the Constitution of WHO in 1946, the preamble 

of which defines health. Right to Health as a part of an adequate standard of living finds its place in the 

UDHR in 1948 and since then the principle has been enshrined in several other regional and 

international human treaties. The International Covenant on Economic, Social and Cultural Rights also 

recognized Right to Health as a human right in 1966. States have an obligation to protect this right 

through international conventions and treaties, national legislation and policies, and international 

declarations.6 General Comment 14 envisages the necessity of economic accessibility and equity of 

health expenses among both the poor and the rich. It has also adopted a broader definition of health 

which includes indicators such as access to safe drinking water and food, adequate nutrition and housing 

facilities, healthy living conditions along with access to education and information.  

 

In the field of medical technologies and infrastructure, it’s not only the price but also the quality, 

availability and appropriateness of resources that reflect a chain of policy decisions, market forces and 

other factors.7 Keeping in mind how IP rights in medicine can give an incentive, the problem of IP 

rights of technologies that affect public health was addressed by the WTO in 2001 Doha Declaration 

on the TRIPS Agreement and Public Health. In the declaration, it was held that compulsory licensing 

of technology of intellectual property which are critical to the public health was to be granted in time 

of emergency.8 To synthesize drugs at a cheaper cost, many developing countries in contrary to the 

developed nations lack adequate resources and thus have to depend on the original manufacturers who 

hold the patent rights; under this, a nation has a right to copy the medicine but cannot export them. One 

of the key outcomes from the Doha Declaration was the order to restrict or lessen the effect of the 

restriction on compulsory license rights in TRIPS Agreement to domestic markets to ensure the benefit 

of the poorer member nations who do not possess the adequate manufacturing capacity.9  

 
6 Factsheet, ‘Human rights and Health’, World Health Organization, available at https://www.who.int/news-room/fact-
sheets/detail/human-rights-and-health (last visited on September 1, 2020) 
7 Ibid. 
8 Supra Note 3 
9 Supra Note 5 
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Despite the efforts and significant progress made in the last 35 years, health trends indicate the existence 

of a huge gap in access to proper healthcare services and medicine around the world. More than 13 

million people have died by coming in contact with infectious diseases and around 90% of that figure 

is from the developing countries. Countries in Asia, Africa and South American regions comprise of 

four-fifths of the world’s population and also the highest number of deaths due to cancer, HIV/AIDS, 

malaria and tuberculosis and respiratory infections. In the developing nations around eight thousand 

people die of AIDS every day and communicable, maternal, prenatal and nutritional diseases termed as 

“Disease of poverty” accounts for around 50% of deaths in these developing countries. The primary 

reason for this is that millions and millions of the population in these countries do not have proper 

access to the medicines and life-saving essential drugs that are required for treating diseases. One-third 

of essential medicines that are needed are available in the public sector and two-third of medicine are 

available in the private sector according to the World Health Organization (WHO). In a Health Action 

International survey report carried out in 36 nations, a significant reason for this lack of access to 

medicine is because of the high prices fixed for those essential drugs. 

 

Monopolies created by the patents therefore, restrict competition in the market and this paves the way 

to set up high prices for the invention. There exists a very close relationship between IPR as a human 

right on one hand and the right to health as a fundamental right on the other hand. Since patent protection 

inflates the price many times the actual cost of the manufacture of drugs, it strongly impacts the right 

to health of a person. In Doha Declaration on TRIPS Agreement and Public Health (2001), the severity 

of public health problems in the developing countries was recognized. The agreement provided that the 

member nations have the right to promote access to medicine for all and right to protect public health. 

This was coupled with the fact that countries have the sovereign right to enact laws in order to safeguard 

their domestic interests.  

 

3. THE RIGHT TO HEALTH AND THE IPR REGIME IN INDIA 

 

The Constitution of India guarantees its citizens the right to the highest attainable standard of health. 

Article 21 of the Constitution guarantees protection of the right to life and personal liberty. The Apex 

Court of India has held that the right to live with dignity is derived from the Directive Principles of 

State Policy (Art. 47) and hence it includes the notion of protection of health. The Government in the 
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state and the Centre, therefore, has a constitutional obligation to provide adequate health facilities to its 

citizen as stated under the Directive Principles of State Policy. The DPSP has several provisions that 

touch on the subject of health, and later it was held that the right to health is fundamental to the right to 

life of a person.10   

 

At the time of Independence, the Patents and Designs Act, 1911 governed the country’s patent regime. 

It provided provisions both for the product and grant of patents. However, it was felt that the law had 

done little good for the people of the country and instead it benefited the foreigners and also curbed the 

originality and inventiveness of the Indians. In the light of the same, a committee was constituted to 

review the functioning and working of the Act after Independence in 1949.11  The Act was then 

amended in 1950 based on the recommendation of the committee with regards to issues relating to the 

working of inventions, including compulsory licensing and revocation of patents. Further amendments 

were made for providing a compulsory license concerning food and medicine, insecticide, germicide or 

fungicide. In 1957, Justice Ayyangar found that the provisions of the Patent Law have to be amended, 

considering the evolving economic conditions of the country, the state of its scientific and technological 

progress; On this basis, Justice Ayyangar recommended retaining the patent system, but with several 

modifications and amendments.  

Thus, the Patents Act, 1970, came to be enacted which was based on the recommendations of a 

Comprehensive Report on Patent Law Revision in September 1959, humbly submitted by Justice 

Ayyangar. On April 20, 1972, the act came into force replacing the Patents and Designs Act, 1911.12  

 

4. IMPACT OF THE PATENT AND DESIGNS ACT 1911 AND THE PATENTS ACT 1970 

ON PHARMACEUTICAL INDUSTRY OF INDIA 

 

The pharmaceutical industry of India went through several ebb and flow which was an outcome of 

various factors, and the most significant of which was the change of the patent. Post World War-II saw 

the rise and growth of many Multi-National Companies (MNC’s). These companies envisaged on 

 
10 K. Mathiharan, ‘The fundamental right to health care’, Indian Journal Of Medical Ethics, available at 
https://ijme.in/articles/the-fundamental-right-to-health-care/?galley=html (last visited on August 31, 2020) 
11 Ibid. 
12 Office of the Controller General of Patents, Designs and Trade Marks, ‘History of Indian Patent system’, Department 
For Promotion Of Industry And Internal Trade, available at http://www.ipindia.nic.in/history-of-indian-patent-system.htm 
(last visited on August 21, 2020) 



DROIT PENALE: INDIAN LAW JOURNAL ON IPR 
(A UNIT OF DROIT PENALE GROUP) 

ILJIPR, ISSN: 2582-8762 
VOLUME 1 ISSUE 2 

 
research regarding the development of new drugs in the 1940s and the new drugs that were later 

discovered by these MNC’s were available for medical use during the 1950s after a slower rate.13 

For developing a new drug i.e., for developing a new chemical entity the indigenous sector of India was 

not well equipped for research and with the introduction of new drugs by the MNC’s at a fast rate, the 

role of patents became important. When indigenous sector suffered in the 1950s and 1960s due to the 

patent regime under the 1911 Act, the market share of the MNC’s increased by 38% in 1970 whereas 

the market share of the indigenous sector declined by 32% in 1970. In 1970, the circumstances changed 

in favor of the indigenous sector with the enactment of the Patent Act, 1970. Patent reforms contributed 

directly to the transformation of the pharmaceutical industry and articles of food, medicines and drugs 

and the chemical substances could be patented only for a new method or process of manufacture. Also, 

in the case of the process of the patent for medicine or drugs or any article of food, the term of patent 

was brought down to five years from fourteen years from the date of selling of patent or seven years 

from the date of the patent.14  

 

The Indian pharmaceutical industry was driven by the new patent regime through three phases. The 

first phase was when the industry was largely dominated by MNCs in India till the early 1970s. Drug 

prices in India were high because the country was dependent on imports for many essential drugs and 

this import dependence constricted the consumption in a country that was already deficient in foreign 

exchange. The second phase was when the production of bulk drugs was carried out on a large scale by 

Indian companies in the late 1970s and 1980s. This was considered to be a significant improvement of 

the pharmaceutical industry in India with the development of the bulk drugs sector, which led to the 

transformation of the industry. The third phase was from the beginning of the 1990s which saw the 

most rapid growth of the Indian pharmaceutical industry both in production and export of bulk drugs 

and therefore development increased sharply and steadily. During the period between 2000-2005, the 

growth was most remarkable, as Indian companies started to consolidate their domination in the 

domestic market which increased by 77% in 2003. By the year 1988-1989 India became a net exporter 

and since then, Indian exports increased from 4.4% in 1988-1989 to more than 75% in the early 2000s.15 

The United States of America which has the toughest regulatory requirements has emerged as India’s 

largest export partner in pharmaceuticals and India has since managed to occupy a crucial position in 

 
13 Ibid. 
14 Ibid. 
15 Ibid. 
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the international pharmaceutical industry. India produces about 350 bulk drugs ranging from simple 

pain killers to sophisticated antibiotics and complex cardiac products and has managed to receive 

worldwide recognition as low-cost producer of high-quality bulk drugs and formulations. And this was 

made possible due to the implementation of the 30 August 2003 Decision in India.16  

 

5. IMPLEMENTATION OF THE 30 AUGUST 2003 DECISION IN INDIA 

India’s approach under Section 92A of the Indian Patent Act has proved to be a model for a legal 

framework. When the Least Developed countries (LDC) require supply from India, they have to notify 

the Controller of Patents in India that they do not grant or enforce patents on pharmaceuticals.  

In order to regulate the exclusive rights conferred by patents, compulsory licensing has been used as a 

tool. Indian Patents Act of 1970 (as amended by the Patents (Amendment) Act, 2005) under Section 

92A stipulated Compulsory license for the export of patented pharmaceutical products in certain 

exceptional circumstances. From 1st January 2005, drug product patent protection was reintroduced for 

complying with the requirement under the Trade-related Aspects of Intellectual Rights (TRIPS) of the 

General Agreement on Tariffs and Trade/World Trade Organization.17 

 

6. GRANT OF PATENT AND COMPULSORY LICENSING 

 

The innovation of a drug, the commercial gain of the owner, and its universal access to affordable 

healthcare and medicine has been a highly debated issue over the years. In the present environment, if 

any patented drug post the regulatory scrutiny stage and the clinical trials is found to be effective in the 

treatment of COVID-19 patients, no other entity apart from the patentee will be able to manufacture 

and sell the drug, except if explicitly sanctioned through a license.18 A patented invention is an asset 

that can be immensely commercialized by the patent owner. Therefore, a patent is classified as 

an incentive innovation. However, there have been instances where the innovators have been accused 

of pricing their patented drugs at a level that makes them unaffordable to the less privileged sections of 

the society. Keeping in mind the objective of sustaining a balance between the monopoly rights granted 

 
16 Correspondent, ‘Healthcare Resource Guide: India’, Export.Gov, available at 
https://2016.export.gov/industry/health/healthcareresourceguide/eg_main_108895.asp (last visited on August 30, 2020) 
17 Supra Note 3 
18 Anuradha Mukherjee, Ashwin Sapra, Pallavi Rao, Biplab Lenin, Shivanshu Bhardwaj, ‘To Protect or Not to Protect 
that is the Question : Patent Licensing in times of Covid-19 Pandemic’, Cyril Amarchand Mangaldas Blog, available at 
https://corporate.cyrilamarchandblogs.com/2020/05/patent-licensing-in-times-of-covid-19-pandemic/ (last visited on 
August 30, 2020) 
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to a patentee and the obligation of the Government to provide accessible and affordable healthcare 

facilities, patent rights may be revoked in exceptional circumstances in India. The Indian Patents Act is 

enshrined with provisions in the form of restrictive obligations that are cast upon the patentees to heed 

to certain directives when public health takes precedence over commercial profits arising, especially 

when a situation such as the current pandemic presents itself not only in the country but all over the 

world.19  

Compulsory Licensing is defined as an involuntary contract between the patentee and the licensee, 

which is enforced by the State and thereafter the Government allows a third party to manufacture and 

sell the patented product without the consent of the patentee but within the market norms and public 

health regulations. The Indian Patents Act is also enshrined with the provision of Compulsory Licensing. 

This practice has had its fair share of criticism by innovator companies all over the world who feels that 

the loss of exclusivity leads to a situation where they are unable to recover their significant investments 

in research and development. In the current situation of a public health crisis as the Government decides 

to move ahead to interrupt the monopoly rights of a patentee, limitation concerning the ‘know-how’ of 

the invention may pose a significant challenge.20 

 

7. STATE OF AFFAIRS IN THE TIME OF COVID-19 

 

Bio-pharmacist companies around the world are giving their best shot to assist and come up with relief 

measures from the severe impact of the ongoing pandemic. However, amidst this international public 

health emergency, there's an increase in a dearth of IP laws which is being stricken by the outbreak of 

the virus which includes deterrents in R&D of drug and limited access to medical equipment both 

domestically and globally. 21  A report by Financial Times stated that Moderna Inc. might offer 

developing countries a lower price for its vaccine but the rich countries would get first-hand privileged 

access to the vaccine. In such circumstances, it won’t be difficult to promulgate the fact that rich 

countries always tend to get away from the impositions of the respective country’s IP rights. Cash-

strapped countries around the world are not financially capable of paying billions for vaccines needed 

 
19 Ibid. 
20 Ibid. 
21 Correspondent, ‘Intellectual Property Rights vis-à-vis COVID-19’, Taxguru, available at https://taxguru.in/corporate-
law/intellectual-property-rights-vis-a-vis-covid-19.html (last visited on August 29, 2020) 
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to immunize their citizens.22 In an official statement, Gilead Sciences announced the signing of patent 

licensing agreements with four Indian pharmaceutical companies. The conditions as per the agreements, 

gives the India pharmaceutical companies the right to manufacture and sell the Remdesivir drug to 127 

countries. The Remdesivir drug at the moment is considered the most promising candidate for the 

treatment of COVID-19 patients.23 By the grant of such licenses, the licensee companies will be 

provided with the state-of-the-art technology to produce the medicine and would be able enough to fix 

their prices for the selling of the drug. The most relevant term in the licenses from a medicine standpoint 

is that these licenses will be royalty-free until the pandemic is declared resolved, or in the meantime if 

a vaccine is developed and approved. This is a pellucid sign of a silver lining in the otherwise dark 

cloud of the COVID-19 pandemic for intellectual property rights champions and public health activists.  

 

Since affordable access to the Remdesivir drug has gained ample traction, there have been numerous 

appeals to the pharmaceutical companies to ensure that profit-making initiatives are discouraged during 

the pandemic. It is expected that the invocation of the exception under Article 73 of the TRIPS 

agreement is the urgent need to secure medical products and use technologies to manufacture essential 

drugs that are necessary to address the present public health emergency. With the suspension of 

enforcement of any IP right under Article 73(b) of TRIPS Agreement, a major obstacle in the 

procurement of medical equipment to protect the population of the world will be removed.24  

When it comes to the imposition of tariffs on pharmaceutical imports, India is ranked number one nation. 

This has led to people paying more for medicines. Considering the existing IPR issues and improving 

the healthcare situation, India must strengthen its current IPR regime and make changes to cope with 

the current pandemic, ensure strict regulations on drug prices and the imposition of punishments on 

offenders evading such rules.  

 

8. CONCLUSION 

 

 
22 Donato Paolo Mancini, Clive Cookson, Hannah Kuchle, ‘Moderna pitches virus vaccine at about $50-$60 per course’, 
Financial Times, available at https://www.ft.com/content/405c0d07-d15a-4f5b-8a77-3c2fbd5d4c1c (last visited on August 
27, 2020) 
23 Anusuya Nigam, Vrinda Pathak, ‘Affordable access to Covid-19 drugs: Are voluntary patent licences here to stay?’ The 
Economic Times, available at 
https://economictimes.indiatimes.com/industry/healthcare/biotech/pharmaceuticals/affordable-access-to-covid-19-drugs-
are-voluntary-patent-licences-here-to-stay/articleshow/75756605.cms?from=mdr (last visited on August 29, 2020) 
24 Id. 
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IP Rights in TRIPS Agreement are less demanding than the rules the developing countries are 

increasingly adopting in for free-trade agreements with western nations.25 A global challenge that 

assumes high priority for international cooperation is inherently public health. The drugs companies 

abuse such patent monopolies to fix exorbitant prices for patented medicine. With the introduction of 

product patent accessibility and affordability of drugs reduced and the consequent denial of access to 

medicines to the poor across the globe also decreased. The big pharmaceutical MNCs generated an 

indication of profiteering and not just legitimate profit-making as they claim high prices for the drugs 

which have little relevance to real medical needs. It can be concluded that the monopoly right conferred 

via Intellectual Property legislations transgresses the Right to health especially right to access the drug 

at the global level and even as enshrined under Article 21 of the Constitution of India and therefore the 

developing countries are still under pressure from the industrialized countries.26  

 

The complex relationship between intellectual property systems and human rights are always seen to 

exist between the respect for the implementation of current intellectual property systems and other 

human rights, such as the rights, to education, to share in the benefits of scientific progress and   

adequate health care. The population in the developing countries are yet to derive much benefit from 

the innovations that are commonplace elsewhere because of the sole factor of the weak supply system 

and unaffordable price. Lacking in local production capabilities and experience difficulties in achieving 

economies of scale still continue in many developing countries alongside, lack of regulatory and 

registration capacity for drug patents and generics as well as a lack of expertise to create the needed 

legislative reform to implement TRIPS flexibilities.27  A large effort is needed to overcome these 

internal and external constraints. Without such an effort, the health of the developing world will 

continue to suffer at the hands of economic concerns even though the Doha Declaration and TRIPS 

flexibilities have set the stage. At this crucial juncture of time, it is the need of the hour for countries to 

go through their IP regulations and set forth a launch pad where commercial profit viability is reduced 

and pave way for strengthening of public health infrastructure, providing affordable medicines and 

affordable medical healthcare.  

 

 
25 Supra Note 3 
26 Supra Note 10 
27 Supra Note 18 


