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                                                  SCOPE 

A patent is a form of intellectual property that gives its owner the legal right to exclude 

others from making, using, or selling an invention for a limited period of years in exchange 

for publishing an enabling public disclosure of the invention. In most countries, patent rights 

fall under private law and the patent holder must sue someone infringing the patent in order 

to enforce his or her rights. In some industries patents are an essential form of competitive 

advantage. 

Drug patenting is the grant of negative right to the holder which excludes others from right of 

manufacturing of that drug. Monopoly rights granted by IPRs were regarded as crucial to 

prevent the developing countries from further undergoing the “catching-up” process towards 

industrialisation based on imitating and copying technologies, as the developed countries 

themselves had done. In other words, IPR protection was a tool to guarantee the comparative 

advantage that had so far ensured the developed countries technological supremacy.  

Affluent societies are spending vast sums of money understandably on the search for new 

products and processes to alleviate suffering and to prolong life. In the process, drug 

manufactures have become a powerful industry. Implementation of the TRIPS agreement will 

consequently lead to high drug prices, low access and a weakening of national 

pharmaceutical industries. The current legal scenario is evidently helping the pharmaceutical 

industry to flourish in India. 
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                                         METHODOLOGY 

I‟ve taken the help of various books and informative sites to complete this study and to write 

this research paper successfully. 

I‟ve gone through various internet sites, blogs, articles, thesis etc and gained a moderately 

good knowledge about my chosen topic and various books, and Bare Act have been used to 

complete my research paper.  

Primary sources of my research paper includes various books and articles and also many 

internet sites and blogs.  

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



                                                 HYPOTHESIS 

This is an analytical study about the pharmaceutical patenting in India and the problem of 

public access to health. It involves areas of questions, which are as follows; 

What is pharmaceutical patenting? 

What are the problems of pharmaceutical patenting related to public access to health? 

How come the problem can be solved? 

Are there any challenges to overcome the problem? 

This research paper includes the study and answers to the above mentioned questions for the 

better understanding of the notion. 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



                                                ABSTRACT 

This paper highlights and overview of and analysis of the patent laws in relation with the 

pharmaceuticals, the problems of public access to health in India. Moreover, patents have 

played a keen role in changing national and global innovation landscape. Patents are a kind of 

intellectual asset to whoever owns it, say, any individual or a company or it can be the 

government of a nation as well. 

IPR Laws are getting more and more popular these days. It provides a relief to the innovative 

creators that their invention, idea, discovery will remain theirs. And among them, patent law 

is the most important. However, when it comes to medicine, which is an essential item for 

every individual, the same patent laws act as a blockage to the access of these essential 

commodities. This article deals with the meaning of pharmaceutical drugs, and it‟s patenting 

in India, along with problems that occurred because of it to the public access to health. 

However, IPR culture in India is anything but satisfactory. It demands interest, in depth 

knowledge and effective strategies for encouraging and building IPR activities and explore 

scientific and industrial research and innovation in India.  

 

 

 

 

 

 

 

 

 

 

 



                                              INTRODUCTION 

India has for long been a pioneer in the developing world in attempting to adapt 

pharmaceutical patent law to take account of the domestic health needs, emphasising more on 

the need of the common man, thus to be in line with its development. In India, large part of 

the population is living below the poverty line, and the expenses towards healthcare are out of 

pocket which clearly indicates that there is a significant health crisis with inadequacy with 

respect to healthcare and the accessibility, affordability and availability of the medicines in 

India.  

Section 3(d) is an exclusive provision under the Indian patent law. It achieves a great balance 

between the Agreements on Trade Related Aspects of International Trade (TRIPS) mandate 

and protects access to medicine for the poor. This has made India a leader in pharma industry. 

The situation has undoubtedly experienced a change after the TRIPS regime. The 

pharmaceutical patenting in India is of special relevance to the current issues of public health 

since the Indian market and the pharmaceutical firms are important suppliers of the low 

priced pharmaceutical products in the form of generic drugs. The issue of access to medicines 

has assumed global dimensions since a millennium because of India being a part of the Doha 

Declaration on the TRIPS Agreement and Public Health, 2001. With its established and 

increasingly export oriented pharmaceutical industry being complimented by civil society 

awareness. India has been at the centre of the global access to medicines campaign. The 

Indian industry gave the campaign an economic backbone by showing that an alternative 

pharmaceutical industry was possible. The recent patent law decisions including that of the 

Supreme Court in the Novartis case,1 indicates that India continues to put a premium on 

public health in relation to pharmaceutical patent law decisions.  

Thus, we see that the pharmaceutical patents restrict the generic competition and thus 

increase prices, and are thought to be a significant barrier to access of medicines in 

developing countries 

 

 

 

 



  INTELLECTUAL PROPERTY RIGHTS (IPR) IN INDIA: OVERVIEW 

Intellectual Property Rights are legal rights governing the use of creations of human mind. In 

today‟s world, Intellectual Property is one of the most important parts of the modern business 

and commerce industry. Intellectual Property(IP) are the valuable assets of a company. IP can 

create healthy competition in the market, consequently the manufacturers, traders and owners 

can develop their products more efficiently. Hence, Intellectual property rights are 

the rights given to persons over the creations of their mind‟s work. They usually give the 

creator an exclusive right over the use of his/her creation for a certain period of time also 

followed by recognition ad monetary gain in few of these categories. 

Intellectual property is a product of human intellect and the rights granted on it allow its 

owner to benefit from the fruits of this intellectual endeavour by creating a monopoly over it. 

Such benefit is not always a natural right but requires recognition by a statute. 

Intellectual property (IP) refers to the creations of the mind, such as inventions; literary and 

artistic works; designs; and symbols, names and images used in business and commerce 

which includes copyright, trademark, geographical indication, industrial design, patent, 

integrated circuit etc. 

The various Intellectual property Acts in India are:- 

 The Copyright Act, 1957 

 The Patents Act, 1970 

 The Trademarks Act, 1999
1
 

 The Geographical Indications of Goods Act, 1999 

 The Designs Act, 1999 

 Semi Conductor IC Layout Designs Act, 2000 

 The Protection of Plant Varieties and Farmers' Rights Act, 2001 

 The Biological Diversity Act, 2002 
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                          PATENTS: MEANING AND IMPORTANCE 

A patent is an exclusive right granted for an invention which is a product or a process that 

provides, in general, a new way of doing something, or offers a new technical solution to a 

problem. To get a patent, technical information about the invention must be disclosed to the 

public in a patent application. 

Patents are basically a kind of intellectual asset owned or possessed by the owner or the 

company. It is granted for an innovation which is unique in nature and is the original work of 

the individual or the group of people who did the innovation. 

A patent provides its owner with the right to exclude others from exploiting the patented 

technology, including, for example, making, using, or selling the patented invention. This 

“exclusive right” enables the patent owner to recoup development costs and obtain a return of 

investment in the development of the patented technology. Effective patent protection 

stimulates research and is a key requirement for raising venture capital. It is also crucial to 

overall economic growth. A company that decides to file patent applications should adopt a 

strategic approach that obtains value from patents while minimising costs associated with 

obtaining the patents. 

Patents provide a wide range of value to their owners, some of which may be more applicable 

to one business or another. First, patents provide freedom of movement in the company‟s 

field. For many companies, this freedom of movement can be very valuable, especially in a 

crowded field with many competitors or in a field dominated by one player.  

 

 

 

 

 



                         PHARMACEUTICAL PATENTING: MEANING 

At the point when a pharmaceutical company initially builds up a medication to be utilized 

for a disease condition, it is at first traded under a brand name by which the clinicians can 

endorse the medicines for use by patients. The drug is secured under the protection of a 

patent, which implies that only the pharmaceutical company that holds the patent is permitted 

to produce, showcase the medication, and, in the long run, make benefit from it. 

The potent time-period for the patent on a drug after getting approval is usually around 7-12 

years. It is because companies apply for patent sometime before the clinical trial to survey a 

medicine‟s wellbeing. Once the patent has expired, the drug can be manufactured and sold by 

other companies. At this point, the drug is referred to as a generic drug.  

 

 

 

 

 

 

 

 

 

 



   PATENT LAWS AND PHARMACEUTICAL PATENTING IN INDIA 

The Indian pharmaceutical industry has a strong generic base with almost 60,000 generic 

brands in 60 therapeutic categories in the market which was nurtured by the then legal system 

concerning patent. The growth of the domestic pharmaceutical industry creates one of the 

success legends of the Indian economy. From the time being an import-dependent enterprise 

in the era of the 1950s, the Indian pharmaceutical industry has achieved global recognition in 

today‟s time, as a cost-effective generator of a high-standard and high-quality pharmaceutical 

products. Its yearly exportation turnover exceeds $1.5 billion. This was achievable because, 

at that time, no product patent system for drugs and pharmaceuticals existed. 

With regard to pharmaceuticals, in the case of substances intended for use or capable of being 

used as food, drugs or medicines or substances produced by chemical processes, patents are 

granted only for the processes of manufacture of such substances and not for the substances 

themselves. Hence, pharmaceutical products are currently not granted patent protection under 

Indian law. 

India had a product patent regime for all inventions under the Patents and Designs Act 1911. 

However, in 1970, the government introduced the new Patents Act, which excluded 

pharmaceuticals and agrochemical products from eligibility for patents. This exclusion was 

introduced to break away India's dependence on imports for bulk drugs and formulations and 

provide for development of a self-reliant indigenous pharmaceutical industry. 

. The lack of protection for product patents in pharmaceuticals and agrochemicals had a 

significant impact on the Indian pharmaceutical industry and resulted in the development of 

considerable expertise in reverse engineering of drugs that are patentable as products 

throughout the industrialised world but unprotectable in India.
3
 

As a result of this, the Indian pharmaceutical industry grew rapidly by developing cheaper 

versions of a number of drugs patented for the domestic market and eventually moved 

aggressively into the international market with generic drugs once the international patents 

expired. In addition, the Patents Act provides a number of safeguards to prevent abuse of 

patent rights and provide better access to drugs. 



The Patents Act also has provisions relating to compulsory licensing. On the completion of 

three years from the date of sealing the patent, any person interested in working the patented 

invention may apply for a compulsory licence with respect to the invention. The controller of 

patents may direct the patent holder to grant such a licence upon the terms as may be deemed 

fit, only if he or she is satisfied that the reasonable requirements of the public with respect to 

the patented invention have not been met or that the patented invention is not available to the 

public at a reasonable price.
2
 

Section 3(d) of the Patents Act, 1970 says that the mere discovery of a new form of a known 

substance which does not result in the enhancement of the known efficacy of that substance 

or the mere discovery of any new property or new use for a known substance or of the mere 

use of a known process, machine or apparatus unless such known process results in a new 

product or employs at least one new reactant, is not patentable.  

The provision under section 3(d) has been approved by WHO Public Health Innovation and 

Intellectual Property Rights Report, 2006, that countries can adopt legislation and 

examination guidelines requiring a level of inventiveness that would prevent ever-greening 

patents from being granted. The ruling of the Novartis‟s case in Indian patent law represents a 

major victory for community‟s access to inexpensive medicines in developing countries and 

influences the access of medicines to the poor. If Novartis had succeeded the case, patenting 

on drugs would have likely been approved more widely in India, restricting generic 

competition and thus also hindering access to reasonable medicines in the developing world. 

Moreover, the practice is anti- competitive in its effect as the practice will enable 

pharmaceutical MNCs to eliminate competition from the generic manufacturers and charge 

exorbitant prices for their patented drugs. This in turn will cause adverse effect to public 

interest in developing countries since many essential drugs become inaccessible to the 

general public on account of unaffordable pricing. 
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                                                              CASE LAW 

The most recent case, Novartis AG v Union of India decided by Supreme Court of India in 

2013 where the case began in the year 1997 with patent application filed by the petitioner 

before Chennai patent office related to drug name Glivec, which was slightly a different 

version of their 1993 patent for Anti leukaemia drug. In this case the Assistant Controller of 

Patent and design, Chennai Patent Office rejected the application under section 3(d) of the 

Indian patent act 1970. Consequently, the petitioner challenged the constitutionality of 

section 3(d) before High Court at Madras. 

The applicant in the present appeal contented on two issues: 

 Section 3(d) is unconstitutional as it violates the provision of the TRIPS agreement. 

 The Indian patent act doesn't define the term 'efficacy' and provides unguided power 

on the Controller. Hence it is arbitrary, illogical and vague 

In response to the above contention the court held that: 

 The WTO's Dispute Settlement provides the exclusive remedy and a comprehensive 

dispute mechanism for violation of TRIPS Agreement. The High Court looked into 

the conflict between the international law and municipal law and decided that 

municipal law prevails in such conflict. Moreover, in India, international treaties are 

not directly enforceable.
3
 

 The court also rejected the second contention that the provision is providing unguided 

power to the patent controller being arbitrary on the basis of the term 'efficacy' was 

undefined and therefore the court observed that "Efficacy means the ability to produce 

a desired or intended result. Hence, the test of efficacy in the context of section 3(d) 

would be different, depending upon the result the product under consideration is 

desired or intended to produce. In other words, the test of efficacy would depend upon 

the function, utility or the purpose of the product under consideration. Therefore, in 

the case of medicine that claims to cure a disease, the test of efficacy cany only be 

'therapeutic efficacy'. 
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Therefore, it is found that the Novartis‟ patent application for the beta-crystalline form of 

Imatinib Mesylate did not pass the test of section 3(d) as it did not have any enhanced 

therapeutic efficacy. The Supreme Court thereby upheld the observation of the High Court 

and Indian Patent office and rejected the patent application filed by the petitioner.  

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



HOW PHARMACEUTICAL PATENTING IS CAUSING PROBLEMS IN PUBLIC 

ACCESS TO HEALTH?   

There exist different viewpoints regarding its impact on the Indian pharmaceutical industry 

and access to essential medicines within the country and outside. India is ranked 4th on the 

basis of production volume, with a vast no. of pharmaceutical companies. However, while 

patents of pharmaceutical drugs are an essential element to help the process of innovation, on 

the other side, this whole system of the patent can be puzzling to the uninitiated. 

 Drug companies often abuse the monopoly of patents and also unreasonably high prices for 

patented medicines. The introduction of product patent has reduced the accessibility of drugs. 

A large number of generic medicines are being patented in India, including vaccines making 

it difficult for the industry to produce life-saving drugs.  

Exorbitant pricing of the drugs blocks access for ordinary people to the medication runs 

counter to the expectation of the Government to protect the health of its citizens. Especially 

in a country like India, where a large-scale population is living in BPL (Below Poverty Line), 

and the healthcare costs are exorbitant, which unmistakably shows that there is a critical 

medical-care emergency with insufficiency concerning healthcare and the affordability, 

availability and accessibility of the drugs in India. 

This is a crucial challenge to the Indian Government. Wherefore, a lot of initiatives are being 

taken by them to protect this situation such as compulsory licensing (on the refusal of 

voluntary license) and parallel trade policies as alternative ways that can help developing 

country governments to make essential medicines more affordable to their citizens. 

Compulsory licensing reduces prices to consumers by creating competition in the market for 

the patented good.
4
 

In the first instance, it provides an organisational matrix for the diverse pro-health provisions 

in patent laws. In so doing, it also motivates the adoption of these provisions in countries 

where they do not exist in patent laws. Secondly, it brings to the fore the competing claims of 

patentees and consumers. For example, in 1998, the South African Pharmaceutical 
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Manufacturers Association and 4016 mostly multinational pharmaceutical manufacturers 

instituted action against the South African government. They alleged that the Medicines and 

Related Substances Control Amendment Act 17 their property right as entrenched in the 

South African constitution. 18 The Amendment Act introduced a legal framework to increase 

the availability of affordable medicines in South Africa by generic substitution of off-patent 

medicines, transparent pricing, and the parallel importation of patented medicines. Had the 

case proceeded to judgment, it would have been interesting to see how the court would have 

weighed the property right of the patentees against the right to health care services, 19 

especially given the constitutional obligation of the State to “take reasonable legislative and 

other measures, within its available resources, to achieve the progressive realisation of” this 

right. 20 However, this point is still moot, given that the case was withdrawn before it could 

proceed to judgment. 

 

 

 

 

 

 

 

 

 

 

 



         SOLUTIONS TO THE PROBLEM OF PUBLIC ACCESS TO HEALTH 

One might ask whether a balance between the right to health and pharmaceutical patents 

should be sought at all. If the right to health is a fundamental human right necessary for the 

enjoyment of all other human rights, do we really need to balance it against other „trivial‟ and 

less important trade norms? The answer is yes. Although the right to health is of the utmost 

importance, it still has to make some way for the innovators to protect their viable interests in 

the form of patented medicines and through them, their livelihood. Of course, this balance 

has to be carefully assessed. The pharmaceutical industry, with a few exceptions, has so far 

been, in my opinion, too greedy in trying to make the patent protection even more stringent, 

no matter the costs. This is in contradiction with the TRIPS, which they consider their most 

powerful weapon in pursuing their profit-driven interests. Namely, as already stated, even the 

TRIPS in its Article 7 stresses the need of balancing the needs of producers and users of 

technological knowledge, „in a manner conducive to social and economic welfare‟, while 

Article 8 allows Member States to „adopt measures necessary to protect public health and 

nutrition‟.443 However, this never-ending battle is far from lost. Apart for the existing 

solutions to the problem, some of course better than others (some proposed by the WTO 

itself), we can see the emergence of possible solutions proposed by distinguished scholars 

who have invested their time, effort and knowledge into conceptualizing them. Moreover, 

there already exist some examples of „good practices‟ conducted by large pharmaceutical 

companies in collaboration with NGOs and PPPs, which are doing a great job in enabling 

better access to medicines. Whether these proposed solutions will get the chance to be 

materialized and become a reality for those who desperately need a long-term solution 

remains to be decided by the international community. 
5
 

(A) Existing solutions 

This section provides an insight into some existing solutions for the resolution of the 

pharmaceutical patents-access to medicines conflict. Some of these are praised as great 

solutions, while others are unfairly set aside because they do not support the interests of the 

high-profile players, although they are of same quality, if not better. I will start with the 

solution that acquired the most attention from the international community, namely the 
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TRIPS flexibilities in the form of compulsory licenses and the Article 30 solutions. Some of 

the solutions that exists are Article 30 solutions, Compulsory licensing, Generic Competition 

alternative etc. the need is to implement them properly. 

India is one of the important member countries to sign the TRIPS Agreement, which got 

implementation in India in 2005. Before the TRIPS regime, product patents for drugs as well 

were not granted in India. That was the time when generic industry of drugs greatly 

flourished in India, inspite of strict patent regime in developed countries. This system has its 

own benefits like there was no problem in accessibility of drugs available in India. Also, the 

price of drugs was very nominal, even of the drugs which were very costly in other countries. 

Accessibility of drugs at very low price is one of the important requirements of the 

developing nations. Therefore, the compulsory licensing should be done in this way that 

neither the laws should not be too restrictive that it creates hindrance in the regulation of 

drugs nor it be too liberal so that people tend to misuse it. 

(B) Possible solutions  

The previous section has introduced the already existing solutions to the problem of access to 

medicines in developing countries. As well framed as they are, these solutions have not 

provided any significant improvements in this area. This is the reason why many 

organizations and scholars have invested a lot of effort into discovering alternative solutions 

that could be acceptable for both sides. I will first present the solution of price reductions for 

the developing countries - which has been highly contested by the industry - which could 

provide significant improvement in access to medicines, if applied correctly. Some off the 

solutions that are possible and can be proposed are Price reduction, The health impact fund, 

Good corporate citizenship etc. these will provide a fine balance as a solution to this problem. 

The cost of prescription drugs is at the forefront of discussions among patients, advocacy 

groups, prescribers, payers, pharmaceutical companies, and policy makers. One factor – 

though not the only factor – in driving the cost of prescription drugs is the availability of 

competing products. Certain competing products, such as generic or biosimilar versions of 

approved drugs, are not immediately available as a result of the market exclusivities granted 

to the innovator company by the federal government in the form of exclusive marketing 

rights and/or patent rights. The rationale for granting such market exclusivities is to 



incentivize innovation and development of new, better, and/or safer prescription drugs. So, 

price reduction in this sense is possible and can be done bringing harmonious relations 

between the owner or creator of the patent and the regulator of the drugs. 

 

 

 

                                              

 

 

 

 

 

 

 

 

 

 



                                            CONCLUSION 

In developing countries like India, the way healthcare is organised has created condition 

for the gross violation of fundamental rights. The principal of justice is being violated when 

majority of the population do not have access to basic minimum healthcare. Inventive 

activity should result in innovation, which thereby leads to the development of technology as 

well as the industrial and economic welfare which is possible only through local working of 

patented inventions. 

The India patent law is an exemplary piece of patent legislation that is aimed to balance the 

interests of both the common man and the inventors. After the introduction of product patent 

regime, a wide range of pharmaceutical products can be patented in India. Before applying 

for the patent, the researchers shall carefully take into consideration the criteria of 

patentability and advice of a patent expert is highly desirable in this respect. Once acquired 

patent rights can be transferred through assignment or licensing to other persons or 

companies. Organizations such as academic institutions and universities not having sufficient 

manufacturing or marketing capacities can use patents as an effective tool for the technology 

transfer. These organizations can outsource their patented products/ processes to third parties 

and in return they can earn revenues to recoup the investments made in the development of 

such products/ processes. Compulsory license provides an opportunity to market the patented 

products under certain conditions 

The monetary interest of big players in the drug industry remains under a constant threat to 

the access of life saving drug at moderate prices in India. Innovation and patent are two 

sides of the same coin. Innovations should be for serving the humanity especially in the 

field of medicine and patents should not have only one objective to amass profit. 


