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Abstract 

In this research, I have to grapple with the Supreme Court with respect to the decision of 

Supreme court in Novartis AG v. Union of India. This study starts with a detailed discussion of 

the case background, covering the journey of India's patent law development and the reasons for 

Novartis's patent application of the beta crystalline form of imatinib mesylate. Finally, it focuses 

on the central legal issues that the Court considered, especially the exercise of interpretation and 

application of Section 3(d) of the Indian Patents Act which was enacted in order to ban the 

practice of 'evergreening', that is, patenting new forms of known substances that do not result in 

enhanced therapeutic efficacy. 3. The Paper analyzes the arguments presented by both Novartis 

and the Union of India. In addition, it also discusses the Court’s ruling and the reasons 

underpinning the Court’s decision to refuse Novartis’ patent application. This analysis highlights 

the implications of the judgment for pharmaceutical innovation and public health in India, as 

well as for access to affordable medicines. This paper contributes to the larger discussion related 

to balancing intellectual property rights with public health in developing countries by critically 

examining this landmark case. 

Introduction 

The case of Novartis AG versus Union of India has emerged as a landmark case in the Indian 

legal landscape concerning the intersection between intellectual property rights and public 

health. In its historic ruling, Supreme Court has dealt with the contentious issue of patentability 

of pharmaceuticals, especially in respect to the anti-cancer drug Glivec. When Novartis sought a 
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patent on the beta crystalline form of imatinib mesylate, it was rejected, relying on Section 3(d) 

of the Indian Patents Act, which was specifically provided to prevent what is known as 

evergreeningpreventing new forms of old substances from receiving a patentunless the new form 

is an example of significantly improved therapeutic efficacy. This case comment discusses the 

nuanced details of the judgment, focusing on the Court’s interpretation of the term ‘therapeutic 

efficacy’, particularly with respect to its impact on pharmaceutical innovation vis overarching 

access to affordable medicines. Drawing from the arguments made in the courts, the reasoning 

employed by the Court and the larger influence it would have on the Indian patent regime, this 

commentary aims to reflect on how this decision harmonizes the dynamic between patent holders 

and public health. 

Facts of the Case 

 A Novartis drug for cancer, Glivec, is based on the compound “imatinib.” Imatinib, 

including its pharmaceutically acceptable salt forms thereof, were filed for a patent in the 

United States by Novartis in 1992 with USPTO, which was granted to Novartis. In 2001, 

one of these salt forms, imatinib mesylate, was approved by the US Food and Drug 

Administration (FDA), and unlike the originally developed imatinib (free base), is water-

soluble and therefore absorbed more easily in the human body. 

 In 1997, Novartis filed a second US patent application, this time on a specific variant of 

imatinib mesylate, the “beta crystalline form,” which the USPTO eventually issued. The 

pharmaceutical formulation enabled oral medication. 

 In 1998, Novartis then applied for a product patent for the beta crystalline form of 

imatinib mesylate in India. But the Indian Patent Office denied the application in 2006. 

Its rejection was mainly on the ground that Novartis had failed to show that this new 

form had “significantly enhanced efficacy” over the previously known imatinib mesylate 

within the scope of Section 3(d) of the Indian Patents Act. 

 In 2009, the Intellectual Property Appellate Board (IPAB) upheld the decision. In 

response Novartis appealed to the Supreme Court. To substantiate its position, Novartis 

referenced studies conducted in 2005 indicating that the beta crystalline form had 

roughly 30% greater bioavailability than the native substance. 

Issues 
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 Whether this particular breed met the test of being a "new invention" within the meaning 

of Section 2(1)(j) of the Indian Patents Act, 1970, which states that an invention as a 

product or process must be new and should involve an inventive step and should be 

capable of being applied to the industry 

 If the beta crystalline form were an invention as required by section 2(1)(ja) of the Act, 

which speaks of a technological advancement or economic significance which would not 

be apparent to a person knowledgeable in the art.  

 If the beta crystalline form was shown to have "enhanced efficacy" compared to the 

known substance as required under Section 3(d) of the Patents Act which seeks to end the 

practice of "evergreening" by proscribing patents for new forms of known substances 

unless the new form exhibits enhanced efficacy. 

 Internet completion: 12th\u2018Express receiver of Section 3 (d) was arbitrary and 

violative of Article 14 of the Constitution and therefore was likely violative of right. 

Arguments by Novartis: 

 Novartis argued that the beta crystalline form of imatinib mesylate was novel, involved 

an inventive step and had improved bioavailability. They added that the 'novel SolidState 

Form' was not only a simple polymorph but had certain benefits: 'Remarkably higher 

flow behavior, improved thermodynamic stability and reduced hygroscopic behavior' 

which 'make it a better candidate for a pharmaceutical than the parent compound.' They 

stated that these improvements helped in better efficacy (especially in regard to 

bioavailability, which they measured as more than the original chemical material by 

about 30%) 

 Novartis also contested the constitutionality of Section 3(d), claiming it was vague and 

ambiguous. They also stated that the term "enhancement of known efficacy" was unclear 

and did not provide objective standards for interpretation. This vagueness thus violated 

Article 14 of the Constitution of India, which gave citizens the right to equality and 

protection against arbitrary laws, they argued. 

 Novartis claimed that the Indian Patents Act, specifically Section 3(d), was inconsistent 

with India’s obligations under the Agreement on Trade-Related Aspects of Intellectual 

Property Rights (TRIPS). The denial of patent based on Section 3(d), they claimed, 
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imposed standards much more stringent than those required under TRIPS, thereby 

eroding the global IP framework and inhibiting innovation. 

Arguments by the Union of India & Others: 

 Novartis’s application, the government and the opposing parties argued, did not meet an 

elements of the broad requirement in Section 3(d) that the new drug exhibit “enhanced 

therapeutic efficacy.” Although Novartis provided evidence supporting improved 

bioavailability, the Union of India objected that pharmacokinetic improvements 

(solubility or flowability, for example) do not represent improvement in therapeutic 

efficacy, which should relate to the true clinical effectiveness of a drug in treating a 

disease. 

 They argued that Section 3(d) is constitutional and that its intention is to deny so-called 

“evergreening,” in which pharmaceutical companies make minor changes to drugs in 

order to gain patent protection. Consciously inserting such a provision in the statement 

reflects the balance sought by the legislature between protecting true innovations and 

providing its people access to medicines at affordable prices, and cannot be disregarded, 

especially in a country like India with huge public healthcare needs. 

 As we know: Concerning TRIPS compliance, the Union claimed that TRIPS provides 

member states the flexibility to determine and implement patentability criteria according 

to national needs. It therefore was a legitimate exercise of this discretion, and thus 

consistent with international obligations. 

Judgement 

Through a detailed ruling in Novartis AG v. Union of India, the Supreme Court examined the 

patentability of the beta crystalline form of imatinib mesylate under s.3(d) of the Indian Patents 

Act, 1970. The primary segment of the Court's review was with respect to Section 3(d), which 

excludes the patentability of new forms of a known substance, unless the new form enhances the 

known efficacy of that substance. Their beta crystalline form was said to have superior 

physicochemical properties compared to the not only the API but compounds in the same class, 

e.g. better flow properties, improved thermodynamic stability and less hygroscopicity, which 

Novartis argued did not exist before. But the Court stressed that for pharmaceuticals, “efficacy” 

https://www.ijalr.in/


VOLUME 5 | ISSUE 3                        FEBRUARY 2025                            ISSN: 2582-7340 

For general queries or to submit your research for publication, kindly email us at ijalr.editorial@gmail.com 

 https://www.ijalr.in/ 

©2025 International Journal of Advanced Legal Research 

is only “therapeutic efficacy,” i.e., the ability of the drug to produce an intended therapeutic 

effect. The court ultimately held that despite the benefits of the above-mentioned properties, it 

did not translate into therapeutic efficacy under Section 3(d). In addition, the Court noted that 

Section 3(d) is to discourage the practice of "evergreening" whereby patent monopolies obtained 

on existing drugs are unfairly extended by making insignificant changes to the drug. By refusing 

Novartis’s appeal, the Supreme Court strengthened India’s resolve to balance philanthropy with 

public health. 

Ratio Decidendi 

Interpreting what can be protected under Section 3(d) of the Indian Patents Act, the Supreme 

Court held that a new form of a known entity is only patentable if it can demonstrate 

significantly enhanced therapeutic efficacy. The Court stated definitively that “efficacy” when 

used with respect to medicine means therapeutic efficacy  the ability of the substance to provide 

a desired clinical result in the treatment of a disease. This evidence based Novartis's assertion 

that the beta crystalline form of imatinib mesylate had improved bioavailability yet did not 

demonstrate a direct relationship to better clinical results. Thus, mere enhancement in 

physicochemical properties, or an increase in bioavailability per se, would not satisfy the 

requirement under Section 3(d) unless they are shown to have therapeutic benefit. This became 

the key legal principle on which Novartis’s patent application was denied. 

Obiter Dicta 

The Court made several observations as guiding clarifications while delivering its judgement as 

well. It notably also stressed that the ruling does not constitute a blanket prohibition on all 

incremental pharmaceutical innovations. Such innovations aren't simply unenforceable 

patentwise, but they're bound by the higher standard of proof Murthy demanded under 3(d). The 

Courtrecognized that improved bioavailability may lead to greater therapeutic effect, but this 

must be demonstrated through clinical or pharmacological evidence. A patent is not justified 

simply by improved absorption or stability, unless there has been a demonstrated therapeutic 

benefit. These observations are intended to harmoniously interpret Section 3(d) to safeguard 

public health without hindering genuine innovation. 

Analysis 
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TheNovartis AG v.Union of India in particular is a landmark case in the development of India’s 

patent law, as it struck a delicate balance between incentivizing innovation while protecting 

public health. The Supreme Court interpretation of Section 3(d) brings welcome clarity to the 

aspects of pharmaceutical patents that can be viewed as “therapeutic efficacy”. The purposive 

method applied by the Court in enforcing this provision is apparent, complementing the 

legislative aim to deter “evergreening” the practice of making the smallest of improvements on 

existing drugs to extend the monopoly of the patent. Novartis' argument that the improved 

bioavailability was considered a therapeutic gain was called into question because it did not 

translate as a demonstrable advantage in clinical endpoints. Legally, this will raise the bar for 

patentability, especially for known compounds. It will incentivize pharma innovators to move 

beyond incremental improvements and invest in the true innovations that have actual world 

therapeutic value. While the judgment has been praised for protecting access to low-cost 

medicines, particularly in a country like India with the largest burden of poverty and disease, it 

raises some concerns regarding a chilling effect on investment by pharmaceutical companies in 

R&D. A balancing act must be performed that avoids both evergreening and disincentivizing of 

useful incremental improvements. But the Court’s obiter makes it clear that where such 

innovations demonstrate enhanced efficacy under Section 3(d), they are not precluded from 

patent protection. From a TRIPS compliance perspective, this judgment emphasizes the 

flexibility that is available to member states in applying patent standards according to public 

health needs. This sets an example for the developing world about how countries can craft their 

patent systems to meet national priorities without violating any international obligations. 

Concluding notes 

In conclusion the judgment correctly favors the constitutional objective of public health over 

commercial interests without stifling bona fide innovation. As a writer of case comments, I 

would say that this decision is wellgrounded in logic, aware of social realities and legally sound; 

it demands better scientific guidelines in the future concerning the evidence necessary to satisfy 

the standard of therapeutic efficacy. 
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