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ABSTRACT: 

Intellectual property contains various types such as trademark, patent, copyright, geographical indication, industrial 

design etc. Intellectual properties which are tangible can only be protected through IP rights. These properties like any 

other properties can be sold, mortgaged, licensed, exchanged or gifted. Patent is one of the major type used in the 

pharmaceutical market. Patent is a contract between the applicant/inventor and the government, where the government 

provides full protection to the invention of the inventor for a specific period of time, which means that without the 

permission or consent of the inventor nobody can use his creation. The usage of drugs and medicines has never gone out 

of business and people are also present who are willing to pay high amount of money for it. In India large part of the 

population are unable to afford medicines for themselves as the poverty ratio is very high in compared to other developed 

countries. India has always tried to improve its pharmaceutical law by implementing and amending the Patent Act time by 

time. With the rapid growth of industrialization it is very difficult to maintain a healthy completion between the 

pharmaceutical markets. India being a member of Trade Related Aspects of International Trade (TRIPS) since 1994 has 

mandate the protection and need of drugs and medicines needed for the poor. Major changes through 2005 amendment 

has been introduced in Indian Patent Act 1970, such as section 3(d), compulsory licensing, transfer of patent rights etc. In 

this article we will see how amendment has been done for restricting the big companies in abusing their dominant 

position, with special reference to the Novartis case. 

I. INTRODUCTION 

Intangible property are created through one‟s own creativity and intellect and rights derive from it are known as 

intellectual property rights. The material forms of those properties are protected by IP rights. The owners of the 

intellectual properties have their exclusive rights over it. One of the right, that is, patent is granted for the 

protection of inventions. In pharmaceutical sector IP rights are regulated by law of patents and the principal law 

for patenting system is the Indian Patent Act 1970. There are basically two objectives of the government for 

making patent law. Firstly was to increase research among the society and secondly was to promote broader 

benefit of the country. 

The Indian patenting law depends upon the Patents Act 1970, according to which only process patent (process 

used to manufacture the drug) was allowed but since 2005 product patent (final product or final outcome) was 

also introduced. India being a member country of World Trade Organization (WTO) signed TRIPS (Trade 

Related Aspects of Intellectual Property Rights) Agreement in 1995, which prescribed the minimum standards 

of IP laws to be followed by each of its member countries.
1
 Because of this companies cannot manufacture 

same product through same process. Along with patentability amendments such as extension of the term of 

patent (20 years), subject matter of patent and compulsory licensing was also implemented since 2005. 
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II. PATENT CRITERIA 

The Indian pharmaceutical industry has almost 60,000 generic brands and in 60 therapeutic categories in the 

market.
2
 India has shown a steady growth in the pharmaceutical market being one of the leading global players. 

It has been the fourth largest drug producing country by volume and thirteenth largest drug producer by value, 

along with 20-22% share in global generic production.
3
 For getting a drug or medicine to be patented there are 

basically three criteria which needs to be fulfilled. Firstly, the invention shall have novelty which means that 

the subject matter shall have a newness to it. It shall not be published or invented in any part worldwide. 

Secondly the subject matter involving shall have an inventive step which is not known to the existing 

knowledge, it shall have a technical advancement and economical significance to it which would be fruitful for 

the consumers to use it. Thirdly, the invention shall be capable of industrial use, the consumer must get benefits 

and society as a whole must be profitable in terms of health through that invention. If all these criteria are 

fulfilled then only one can get the patent protection for a certain period of time, that is, 20 years. 

III. COMPULSORY LICENSING 

According to section 84 of Indian Patent Act, 1970 compulsory licensing is a involuntary contract between a 

willing buyer and a forced seller, in which the government allows the buyer for manufacturing and producing 

the same patented process or product without the consent of the inventor, as the invention would be beneficial 

to the public. Compulsory license may be granted on the following grounds mentioned under section 84 of the 

Patents Act, 1970 viz. (i) the reasonable requirements of the public with respect to the patented invention have 

not been satisfied, or (ii) the patented invention is not available to the public at a reasonably affordable price, or 

(iii) the patented invention is not worked in the territory of India.
4
 However compulsory licensing can be 

granted after three years from the date of the grant of patent, unless there is any kind of national emergency. 

IV. EVER GREEN STRATEGIES 

Due to the changes bought by the Indian Patent Act there been several changes in the pharmaceutical industry. 

There has been a misbalance between the protection of patent and maintain the competition among the 

pharmaceutical companies. Implementation of product patent since 2005 has led to a situation of monopoly. 

Before 2005, these pharmaceutical companies produced drugs at low costs which indirectly forces the big 

companies to sell their products at low cost too if they wanted to survive in the market, which in turn was 

                                                           
2
 Nidhi Joshi, “Data Protection for Pharmaceutical Products under TRIPS: Data Exclusivity Legislation a Necessary Evil for India” 1 

Delhi law review 104 (2005). 
3
 Atsuko Kamiike and Takahiro Sato, “The TRIPs Agreement and the Pharmaceutical Industry: The Indian Experience” Comparative 

Studies on Eurasian Culture and Society 78-79 (2012). 
4
 Section 84 of the Patents Act 1970 



www.ijlmh.com                        ©2018 IJLMH | Volume 2, Issue 1 | ISSN: 2581-5369 

International Journal of Law Management & Humanities Page 3 

beneficial for the consumers too. But due to recent developments, that is, introduction of product patent has 

changed the whole scenario. The big companies have adapted evergreen strategies for their financial interests. 

They will make minor changes in the existing product to form a new one. Also, many companies either buy out 

their competitors of file frivolous infringement of patent suits to maintain their position in the market. These 

kinds of strategies increase the price of the medicines and make the medicines difficult to afford for the middle 

class and poor patients.
5
 

Due to the misbalance created by the companies through their evergreen strategies, legislature amended the 

Patent Act and hence in 2005 a new provision was added section 3(d) which states 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 results in a new product or employs at least one reactant. Explanation - For the purpose of this 

clause, salts, esters, polymorphs, metabolites, pure form, particle size, isomers, and mixture of isomers, 

complexes, combinations and other derivatives of known substances shall be considered to be same substance, 

unless they differ significantly in properties with regard to efficacy.‟‟ 
6
 The main objective behind this 

provision was to control the evergreen strategies used to by the companies as a matter of abusing their position 

and forming an unhealthy competition in the market. 

V. NOVARTIS VS UNION OF INDIA 

One of the landmark judgement was in the case of Novartis vs Union of India
7
 which challenged the 

constitutionality of section 3(d) of Indian Patent Act 1970 (as amended in 2005) was challenged. In this case, 

Novartis was a Switzerland based country which produced anti cancer drugs „Glove‟ which was patented in 

many countries from 1994 but not in India. Subsequently another drug „Glivec‟ was sold in India after getting 

market approval. But in 2006 many other pharmaceutical industries opposed this patent application, also this 

enabled many Indian companies to produce anti cancer drugs of same generic version at a cheaper rate, and 

aggrieved by this Novartis challenged the constitutionality of section 3(d) and India‟s relation with TRIPS. The 

appellate board observed that Novartis charged a huge amount of money for their drug whereas the same 

generic version drug was way cheaper and easily available to the cancer patients. According to TRIPS 

agreement with India, it is the right of the country to protect its public health and to promote access for 

medicines to all in need. The most vital point observed by both Madras High Court and Supreme Court was that 

the main criteria of patentability was not fulfilled by Novartis. There was no new invention rather only some 

modifications done by Novartis in their drug and hence the need for novelty was not fulfilled, thus a new 
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inventive step was absent. This was merely an evergreen strategy applied by Novartis for its financial interest. 

It was interpreted by the judges that the objective of section 3(d) was also to make the medicines easily 

accessible and affordable to the patients to maintain the public health. Thus we see through this judgement that 

the madras high court was right in defending the constitutionality of section 3(d) which were consistent with the 

earlier Supreme Court precedents.
8
 

VI. CONCLUSION 

It was rightly pointed out that importance of public health is more essential than giving patent protection to 

insignificant changes in drugs. Even TRIPS recognize that patent can be excluded by the member countries in 

order to protect the country‟s public health, order and morality. It can be also said that where an individual‟s 

health is being considered as a transitional character, it affects the human rights of that very individual. 

Countries shall also keep in mind about that the international human rights cannot be understated. It is the 

primary right of an individual to lead a healthy life which has been impliedly mention under the ambit of article 

21 of the Indian Constitution which is „right to live‟.
9
 

Section 3(d) of Patent Act 1970 was to restrict the companies from getting patent protection by doing minor 

changes in their product resulting to increasing their business and thus ignoring the public health. With big 

pharmaceutical companies taking advantages like this, it is important for such amendments for the welfare and 

development of patent in India in future. Compulsory licensing has a vital role in maintaining the balance 

between IP interests and public health domain. Government should take pro active measure to improve the 

public health so that medicines could be easily accessible to all the people, along with that more skilled 

research and technological developments should also be encouraged. 
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