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ABSTRACT 

This article examines one of the more persistent and politically charged questions in Indian 
intellectual property law: whether pharmaceutical patents granted under the Patents Act, 
1970 operate as absolute monopolies in the classical property-rights sense, or whether they 
are better understood as conditional statutory privileges whose legitimacy is tied to the 
fulfilment of defined public obligations. Drawing on the statutory architecture of the Patents 
Act — particularly Sections 83, 84, 89, 100–102, and 3(d) — as well as a close reading of 
landmark judicial decisions including Novartis AG v. Union of India (2013), F. Hoffmann-
La Roche Ltd. v. Cipla Ltd. (2008–2012), and Bayer Corporation v. Natco Pharma Ltd. 
(2012–2014), the article argues that Indian patent law has never treated the pharmaceutical 
patent as a private property right insulated from social considerations. A comparative 
analysis spanning the United States, the European Union, South Africa, and Brazil 
reinforces this conclusion and positions India's approach as a coherent jurisprudential 
choice rather than a regulatory anomaly. The article further situates the pharmaceutical 
patent debate within the framework of international human rights law, arguing that 
instruments such as the ICESCR and the Doha Declaration on TRIPS and Public Health 
supply both the normative vocabulary and the legal authority for treating patent rights as 
socially conditioned rather than absolute.  
Keywords: Pharmaceutical Patents, Patents Act 1970, Section 3(d), Compulsory Licensing,  
Right to Health, Evergreening, TRIPS Agreement, Distributive Justice, Social Privilege  

  

I. INTRODUCTION  
There is a question that sits at the centre of pharmaceutical patent law and refuses to go away: 

is a patent a property right, or is it something else? The answer matters enormously, because 

the characterisation determines everything that follows — whether the state can override it, 
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whether courts can balance it against competing interests, and whether the monopoly it 

creates is something the legal system is obliged to protect at all costs or merely something it 

is permitted to grant on conditions it sets for itself.  

In most developed-country jurisdictions, particularly the United States, this question 

has largely been resolved in favour of the property-right characterisation. A pharmaceutical 

patent in the US confers near-absolute exclusivity for twenty years, compulsory licensing is 

unavailable as a statutory remedy, and courts begin from a strong presumption in favour of 

injunctive relief for infringement. The result, for much of the world's population, is that 

patented medicines are priced at levels that bear no relationship to the cost of production and 

no relationship to the purchasing power of the patients who need them most.  

India has taken a different path, and this article is an attempt to explain — and to 

defend — the theoretical coherence of that path. The Patents Act, 1970, as amended in 2005 

to bring India into TRIPS compliance, does not treat the pharmaceutical patent as an absolute 

monopoly. It treats it as a statutory privilege: a right created by the legislature, bounded by 

the legislature's own statement of public purpose, and subject to override when those 

purposes are not served. This is not a recent or ad hoc development. It is embedded in the 

text of the Act, confirmed by the Supreme Court in Novartis, and expressed in a consistent 

pattern of judicial decision-making that stretches across three decades of pharmaceutical 

patent litigation.  

The article proceeds in several stages. Part II examines what the concept of 'patent 

monopoly' actually means in classical legal theory, and why the Indian legislature's choice to 

treat the patent as a conditional privilege rather than an absolute right has strong theoretical 

foundations. Part III analyses the specific statutory provisions of the Patents Act that 

implement this conditional model — particularly Section 83 and the compulsory licensing 

provisions of Sections 84–89. Part IV looks at TRIPS compliance and the 2005 amendment, 

arguing that India's approach is not merely tolerated by TRIPS but is in fact expressly 

supported by the Doha Declaration and Article 27 of the TRIPS Agreement itself. Part V 

examines the judicial characterisation of the pharmaceutical patent right through key 

decisions. Part VI takes up the evergreening problem and the role of Section 3(d). Part VII 

offers a comparative perspective across four jurisdictions. And Part VIII situates the entire 

debate within the framework of international human rights law.  
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II. THE CONCEPT OF PATENT MONOPOLY: WHY EXCEPTIONALITY 
MATTERS  

The word 'monopoly' has never been neutral in the English legal tradition. Its roots 

are in the Greek 'monos polein' — to sell alone — and the common law's reaction to 

monopoly was historically one of deep suspicion. Adam Smith regarded monopolies as 

engines of artificial scarcity; John Stuart Mill thought them corrosive of economic freedom; 

and the seventeenthcentury common law courts, in a series of celebrated decisions, struck 

down Crown grants of monopoly in existing trades as contrary to the common right of all 

subjects to participate in commerce.  

The Statute of Monopolies, 1624, codified this hostility — but it did so with a crucial 

exception. Letters patent granted to 'the true and first inventor' of a 'new manufacture' for a 

period not exceeding fourteen years were expressly preserved. The justification offered for 

this exception was revealing: a monopoly in a new invention was not extractive in the way 

that a monopoly in an existing trade was extractive, because the inventor brought something 

new into the world that had not previously existed. The monopoly was the price society paid 

for that addition.  

Two things follow from this history that are often lost in contemporary patent 

discourse. First, the patent monopoly is an exception to the general rule against monopoly, 

not the rule itself. It is granted because and insofar as it serves purposes that the general rule 

against monopoly cannot serve: it provides a mechanism for rewarding innovation that would 

otherwise be under-produced. Second, and as a direct consequence of the first, the legitimacy 

of the patent monopoly is always tied to the purposes for which the exception was created. 

A patent that is used to extract rents from existing innovations rather than to reward genuine 

new additions to human knowledge is not merely a bad patent policy — it is a monopoly that 

has escaped the justification that makes the exception valid.  

This is the theoretical foundation for the distinction between the patent as an absolute 

monopoly and the patent as a conditional statutory privilege. If the exception is justified by 

the purposes it serves, then the patent right is inherently tied to those purposes. The 

legislature is entitled — indeed, is logically compelled — to define the patent right in a way 

that is calibrated to those purposes, and to withdraw or override the right when those purposes 

are not being served.  

This is precisely what the Patents Act, 1970 does.  
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III. THE STATUTORY ARCHITECTURE OF THE PATENTS ACT, 
1970: A CONDITIONAL FRAMEWORK  

Reading the Patents Act, 1970 as a whole, it becomes difficult to sustain the argument 

that Indian law treats the pharmaceutical patent as an absolute monopoly. The Act is 

structured around a series of provisions that make the enjoyment of the patent right 

conditional on the fulfilment of specific public obligations — not as an afterthought or a 

safety valve, but as an integral part of what the right is.  

The most striking of these provisions is Section 83, which carries the heading 

'General principles applicable to working of patented inventions.' It is the only section of the 

Act that states, in terms, the philosophy underlying the Indian patent system. Its key 

declarations are unambiguous: patents are not granted 'merely to enable patentees to enjoy a 

monopoly for the importation of the patented article'; patented inventions are to be 'worked 

in the territory of India on a commercial scale and to the fullest extent that is reasonably 

practicable'; and the patent right is not to be exercised 'in a manner inconsistent with the 

protection of the public interest.' It is difficult to imagine a more direct statutory statement 

that the pharmaceutical patent right is conditional rather than absolute.  

Section 84 implements this conditionality in practical terms. Any person may, after 

three years from the date of patent grant, apply to the Controller General of Patents for a 

compulsory licence if (a) the reasonable requirements of the public with respect to the 

patented invention have not been satisfied; (b) the patented invention is not available to the 

public at a reasonably affordable price; or (c) the patented invention is not being worked in 

the territory of India. None of these grounds requires a national emergency, a public health 

catastrophe, or any extraordinary circumstance. They are ordinary commercial and public 

interest conditions that any patent holder must satisfy as a matter of course. The fact that a 

compulsory licence is available on such grounds after three years from grant makes clear that 

the patent right in India is from its inception subject to conditions that the patentee must 

continue to meet.  

Section 89 specifies the general purposes of compulsory licensing as including the 

working of patented inventions in India, the availability of patented articles to the public at 

reasonably affordable prices, and the prevention of the unfair exploitation of the patent right. 

Sections 100, 101, and 102 go further still, authorising the government to use any patented 

invention without the consent of the patent holder — including for the purposes of 

government use and supply to hospitals and medical institutions — upon payment of 
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compensation. Here again, the provision is not framed as an emergency power but as an 

ordinary feature of the legal landscape in which patent rights operate.  

Section 3(d), added in 2005, completes the picture at a different point in the patent 

lifecycle — the grant stage rather than the post-grant stage. By requiring that new forms of 

known pharmaceutical substances show enhanced therapeutic efficacy as a condition of 

patentability, it prevents the extension of pharmaceutical monopolies through the kind of 

incremental reformulation that produces no genuine clinical benefit. The section is not a 

limitation on an otherwise absolute right. It defines what the right covers in the first place.  

Taken together, these provisions paint a coherent picture of the pharmaceutical patent 

as a right that is conditional from the moment of its grant, subject to ongoing obligations 

during its term, and capable of being overridden when those obligations are not met. This is 

not an absolute monopoly in any meaningful sense of the term. It is a statutory privilege 

whose architecture reflects a deliberate legislative judgment about the appropriate balance 

between innovation incentives and public welfare.  

IV. TRIPS COMPLIANCE AND THE 2005 AMENDMENT:  
FLEXIBILITIES PRESERVED  

The 2005 amendment to the Patents Act, which introduced product patents for 

pharmaceutical inventions in compliance with India's TRIPS obligations, is often 

characterised as a retreat from India's historically pro-generic pharmaceutical policy. This 

characterisation is understandable but requires significant qualification.  

It is true that the 2005 amendment represented a major change: before 2005, India's 

patent system, operating under the original Patents Act of 1970, did not grant product patents 

for pharmaceutical inventions. This was a deliberate policy decision made in 1970, when the 

Ayyangar Committee recommended that India's patent law should serve the developmental 

needs of a country that could not afford to pay monopoly prices for essential medicines. The 

result was that Indian generic manufacturers could produce, and the Indian population could 

access, medicines at prices far below the levels prevailing in countries where product patents 

were available. India became, in a very real sense, the pharmacy of the developing world.  

The 2005 amendment changed this by introducing product patents for 

pharmaceuticals, as required by Article 27 of TRIPS. What is equally important, however, is 

what the 2005 amendment did not change. Section 3(d) was introduced, not removed. The 
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compulsory licensing provisions of Sections 84–92 were retained and in some respects 

strengthened. Pre- and post-grant opposition mechanisms were maintained. Section 92A, 

implementing the Paragraph 6 Waiver of the Doha Declaration — which permits the export 

of pharmaceutical products manufactured under compulsory licence to countries without 

adequate manufacturing capacity — was added.  

These retained and new provisions were not required by TRIPS. The TRIPS 

Agreement establishes minimum standards of patent protection, not maximum standards, and 

it expressly preserves the right of member countries to take measures necessary to protect 

public health. Article 27(1) of TRIPS requires that patents be available for inventions in all 

fields of technology, but it does not specify what threshold of inventive merit constitutes a 

patentable invention. That threshold is for each member country to determine in accordance 

with its own legal traditions, provided the basic criteria of novelty, inventive step, and 

industrial applicability are satisfied. India's decision to set a higher standard for 

pharmaceutical inventions through Section 3(d) — in effect, requiring enhanced therapeutic 

efficacy in addition to ordinary novelty and inventive step — is therefore not a TRIPS 

violation. The Supreme Court so held in Novartis, and its reasoning on this point was 

compelling.  

The Doha Declaration on TRIPS and Public Health, adopted at the WTO Ministerial 

Conference in November 2001, added further political and legal authority to this conclusion. 

Paragraph 4 of the Declaration provides that the TRIPS Agreement 'does not and should not 

prevent members from taking measures to protect public health' and confirms that it 'can and 

should be interpreted and implemented in a manner supportive of WTO members' right to 

protect public health and, in particular, to promote access to medicines for all.' Paragraph 

5(b) confirms that each member has the right to grant compulsory licences and the freedom 

to determine the grounds upon which such licences are granted. India's 2005 amendment is 

best read as a careful attempt to comply with TRIPS while retaining the maximum possible 

policy space for public health protection — and the evidence suggests that it succeeded.  

V. JUDICIAL CHARACTERISATION OF THE PHARMACEUTICAL 
PATENT RIGHT  

The Indian courts have, across a series of decisions spanning more than a decade, 

consistently characterised the pharmaceutical patent right as a conditional statutory privilege 

rather than an absolute monopoly. The three most important decisions — Novartis AG v. 
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Union of India (2013), F. Hoffmann-La Roche Ltd. v. Cipla Ltd. (2008–2012), and Bayer 

Corporation v. Natco Pharma Ltd. (2012–2014) — each illustrate different facets of this 

characterisation and deserve separate attention.  

A. Novartis AG v. Union of India (2013)  
The Novartis case, decided by a two-judge bench of the Supreme Court of India on 1 

April 2013, is the most significant pharmaceutical patent decision in Indian legal history. The 

immediate issue was whether Novartis AG was entitled to a patent on the beta crystalline 

form of imatinib mesylate — the active ingredient in Gleevec, its anti-leukaemia drug, priced 

in India at approximately Rs. 1,20,000 per month. Generic versions of the same drug were 

available at roughly Rs. 8,000 to Rs. 10,000 per month.  

The Court's rejection of the patent application rested on two grounds. The first was a 

straightforward application of novelty requirements: the compound imatinib mesylate was 

already disclosed in the earlier Zimmermann patent, and the beta crystalline form had not 

been shown to be sufficiently distinct from that prior art. The second, and more 

jurisprudentially significant, ground was the Court's interpretation of Section 3(d).  

The Court held that the word 'efficacy' in Section 3(d) means therapeutic efficacy — 

the ability of a drug to produce a beneficial clinical outcome in the treatment of disease — 

and not pharmacokinetic properties such as bioavailability. Novartis had demonstrated that 

the beta crystalline form of imatinib mesylate had improved bioavailability compared to the 

free base form, but the Court held that improved bioavailability does not, without more, 

establish enhanced therapeutic efficacy. The clinical question is not how much of the drug 

reaches the bloodstream, but whether the patient gets better.  

What makes the Novartis judgment particularly important for present purposes is the 

Court's treatment of the social purpose of the patent system. The judgment explicitly situates 

Section 3(d) within the context of India's public policy choices about who should benefit 

from the patent system and on what terms. The Court described Section 3(d) as a reflection 

of a considered legislative decision to set a higher bar for pharmaceutical patents than TRIPS 

strictly requires, in order to protect the public interest in affordable medicines. In 

characterising the provision this way, the Court placed the pharmaceutical patent right firmly 

within the domain of public law, where the state's obligations to its citizens can and do shape 

the contours of private rights.  
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B. F. Hoffmann-La Roche Ltd. v. Cipla Ltd. (2008–2012)  
The Roche v. Cipla litigation, spread across several years and multiple judicial levels, 

raised a different but equally important question: when a patent infringement is established, 

is the patent holder automatically entitled to an injunction stopping the infringer from selling 

its generic product? In the pharmaceutical context, this question has enormous practical 

consequences, because an injunction against a generic manufacturer may mean that patients 

who can afford only the generic price are effectively denied access to their medication.  

The Single Judge, Justice S. Ravindra Bhat, declined to grant an interim injunction 

against Cipla's sale of its generic erlotinib product (priced at approximately Rs. 1,600 per 

pill, compared to Roche's Tarceva at approximately Rs. 4,800 per pill). The judge 

acknowledged that Roche's patent was prima facie valid, but held that the balance of 

convenience and the public interest both weighed against the grant of an injunction. The 

public interest consideration was not vague or abstract: it was the concrete interest of cancer 

patients who could afford Cipla's generic price but not Roche's patented price, and whose 

lives might depend on the distinction.  

The Division Bench confirmed this reasoning on appeal. In the main suit, Justice 

Manmohan's 2012 decision went further still: finding patent infringement but declining to 

issue a permanent injunction, instead fashioning a remedy of damages and ongoing royalty 

payments. This approach — sometimes characterised as 'judicial compulsory licensing' — 

has been criticised by commentators who argue that it effectively allows infringers to 

continue their infringement on payment of a royalty set by the court. There is force in this 

criticism from a pure patent-law standpoint. But from the standpoint of the characterisation 

of the pharmaceutical patent right, the decision is consistent with the conditional-privilege 

model: the patentee's economic interest is protected through royalties, but not in a manner 

that sacrifices the public interest in access to affordable medication.  

C. Bayer Corporation v. Natco Pharma Ltd. (2012–2014)  
The Bayer-Natco litigation represents the most detailed and comprehensive 

application of the conditional-privilege model to date, because it took the question out of the 

courts and placed it in the hands of the Controller General of Patents — the administrative 

body that the Patents Act charges with implementing the compulsory licensing regime. 

Bayer's sorafenib tosylate (Nexavar), priced at approximately Rs. 2,80,000 per month, was 
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available to only a tiny fraction of the Indian patients who needed it for the treatment of 

advanced kidney and liver cancer.  

The Controller's March 2012 decision granting a compulsory licence to Natco Pharma 

is a landmark piece of administrative adjudication. On the question of reasonable 

requirements, the Controller found that Bayer had supplied Nexavar to only about two 

percent of the estimated eligible patient population in India — a figure so far below any 

reasonable measure of public need that the first ground of Section 84(1) was satisfied almost 

by inspection. On the affordability question, the Controller conducted a careful analysis of 

Indian household incomes and concluded that a price of Rs. 2,80,000 per month — several 

times the annual income of an average Indian household — could not, on any reasonable 

interpretation, be described as affordable. On the working requirement, the Controller held 

that importing a drug in quantities wholly inadequate to meet public health need does not 

constitute 'working' the patent within the meaning of the Act.  

The royalty was set at six percent of Natco's net sales, and Natco was permitted to 

sell sorafenib at Rs. 8,880 per month — approximately three percent of Bayer's price. The 

IPAB upheld this decision on appeal in 2013, and the Bombay High Court declined to stay 

the compulsory licence pending further litigation. The practical result was that Indian patients 

with kidney and liver cancer had access, throughout the litigation, to a medicine that would 

otherwise have been entirely out of their reach.  

The jurisprudential result was equally significant. The Bayer-Natco case 

demonstrated that compulsory licensing under Section 84 is a practically operative remedy 

— not a paper tiger that exists in the statute but cannot withstand diplomatic pressure or 

appellate scrutiny. It also established a coherent methodology for applying Section 84's three 

grounds: market penetration analysis for reasonable requirements, purchasing power analysis 

for affordability, and a substantive test for working that looks at actual public health 

outcomes rather than the formal fact of import.  

VI. EVERGREENING AND THE ROLE OF SECTION 3(d): DEFINING 
THE MONOPOLY'S LEGITIMATE SCOPE  

The practice of pharmaceutical evergreening — obtaining sequential patents on minor 

modifications of an existing drug compound in order to extend the effective monopoly period 

beyond the expiry of the original patent — represents one of the clearest examples of the 

conflict between the monopoly and innovation aspects of the patent system. The 
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modifications in question — new salts, new polymorphs, new particle sizes, new 

combinations, new formulations — typically do not produce drugs that are meaningfully 

better for patients. They produce drugs that are legally distinct from the original compound 

while being therapeutically interchangeable, and they allow pharmaceutical companies to 

delay the entry of generic competitors by years or even decades.  

Section 3(d) addresses this problem at its root. By making enhanced therapeutic 

efficacy a condition for the patentability of new forms of known pharmaceutical substances, 

it draws a line between innovation that the patent system is designed to reward — genuine 

clinical improvement — and reformulation that the patent system is not designed to reward 

— minor physicochemical changes undertaken primarily to delay generic competition. This 

is not an arbitrary restriction. It is a principled application of the social contract theory of 

patents: if the patent is a bargain between the inventor and the public, the inventor must bring 

something genuinely valuable to the table.  

The Supreme Court's interpretation of Section 3(d) in Novartis gave the provision the 

analytical precision it needs to function effectively. By defining 'efficacy' as 'therapeutic 

efficacy' — clinical outcome, not pharmacokinetic property — the Court ensured that the 

provision could not be circumvented by evidence of improved bioavailability or improved 

stability that did not translate into better patient outcomes. The decision has been criticised 

on the grounds that it might exclude some genuinely useful improvements from patent 

protection; these criticisms have some merit as a matter of drug policy design, but they do 

not undermine the Court's interpretation of the provision as drafted.  

The practical impact of Section 3(d) has been substantial. Since 2005, the Indian 

Patent Office has rejected a significant number of pharmaceutical patent applications on 

Section 3(d) grounds. The pre-grant and post-grant opposition mechanisms available under 

the Patents Act have allowed civil society organisations to challenge patent applications that 

they argue fail to meet Section 3(d)'s requirements, and this 'patent opposition movement' 

has resulted in the rejection or abandonment of a considerable number of applications that 

would, if granted, have extended pharmaceutical monopolies without providing 

corresponding patient benefits.  
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VII. COMPARATIVE PERSPECTIVES: INDIA IN GLOBAL CONTEXT  
A brief survey of four other jurisdictions serves to situate India's approach and to 

show that the conditional-privilege model is a genuine jurisprudential choice with 

international comparators, rather than an anomaly or a violation of global norms.  

In the United States, pharmaceutical patents are treated as property rights in the fullest 

sense, indistinguishable in principle from patents in any other field of technology. 

Compulsory licensing is not available as a statutory remedy in the pharmaceutical context. 

Courts apply a strong presumption in favour of injunctive relief for infringement, which was 

only marginally qualified by the Supreme Court's 2006 decision in eBay Inc. v. 

MercExchange — and even after eBay, permanent injunctions remain the norm in 

pharmaceutical patent cases. The US system provides the strongest available version of the 

absolute-monopoly model, and its consequences in terms of drug pricing are well 

documented.  

The European Union takes a somewhat more nuanced position. Data exclusivity 

periods — eight years of data exclusivity followed by two years of marketing exclusivity — 

create a de facto patent extension that supplements the formal patent term. Compulsory 

licensing for export to developing countries is provided for under Regulation (EC) No. 

816/2006, though it is rarely invoked. The European Patent Office does not have a provision 

equivalent to Section 3(d), and its patentability standards for pharmaceutical inventions are 

less stringent than India's. Overall, the EU's approach is closer to the US model than to 

India's, though it is less absolute.  

South Africa presents a contrasting example. South Africa's patent system does not 

involve substantive examination before grant — patents are registered rather than examined 

— which means that the validity of pharmaceutical patents is tested only through post-grant 

challenge mechanisms. The consequence has been a significant rate of pharmaceutical patent 

grants that, on closer examination, do not satisfy ordinary novelty and inventive step 

requirements. South Africa has debated the introduction of a Section 3(d)-equivalent 

provision for many years, and the experience of Indian generic manufacturers in supplying 

affordable medicines to South African patients during the HIV/AIDS epidemic has been a 

major reference point in those debates.  

Brazil's approach is the most structurally similar to India's. Brazil requires that the 

national health regulatory agency (ANVISA) approve the grant of pharmaceutical patents 
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before they are issued, giving health authorities a direct role in the patent process that is not 

available in most other jurisdictions. Brazil has also used compulsory licensing more 

aggressively than India: its 2007 compulsory licence on efavirenz, an antiretroviral drug, is 

widely regarded as a model of successful use of the TRIPS flexibilities in the public health 

context, and it demonstrated that even a middleincome country can invoke compulsory 

licensing without suffering crippling trade consequences if the political will to do so exists.  

The comparative picture confirms that India's characterisation of the pharmaceutical 

patent as a conditional statutory privilege is not an isolated position. It is a genuine 

jurisprudential tradition with historical roots in India's own development experience, support 

in the text of the Doha Declaration, and practical counterparts in jurisdictions as different as 

Brazil and South Africa. The US model of the pharmaceutical patent as absolute property 

right is itself a choice — and, from the perspective of most of the world's population, not 

necessarily the wisest one.  

VIII. THE HUMAN RIGHTS DIMENSION: PATENTS AS SOCIALLY 
CONDITIONED RIGHTS  

International human rights law supplies a further, and increasingly prominent, set of 

reasons for treating pharmaceutical patents as conditional statutory privileges rather than 

absolute property rights. The argument is not that human rights law abolishes patent 

protection — it does not. Rather, it is that patent rights must be exercised in a manner 

compatible with states' obligations under human rights law, and that those obligations supply 

a normative framework for the conditions to which the patent right is subject.  

The central instrument here is Article 12 of the International Covenant on Economic, 

Social and Cultural Rights (ICESCR), which recognises the right of everyone to the 

enjoyment of the highest attainable standard of physical and mental health. General 

Comment No. 14 of the Committee on Economic, Social and Cultural Rights provides the 

authoritative interpretation of this right and makes its implications for pharmaceutical patent 

law explicit. The right to health encompasses, among other things, 'access to essential 

medicines, as defined under the WHO Action Programme on Essential Medicines.' States 

parties are under 'core obligations' that cannot be derogated from even in situations of 

resource constraint, including the obligation to provide essential drugs.  

More specifically, General Comment No. 14 addresses intellectual property rights 

directly. It provides that states parties should 'take steps to the maximum of their available 
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resources to ensure that their intellectual property regimes do not undermine the right to 

health.' This is not aspirational. It is a binding obligation under the ICESCR. For India, which 

is a state party to the ICESCR, it means that the Patents Act, 1970 must be interpreted and 

applied in a manner consistent with India's right-to-health obligations — and that provisions 

such as Section 3(d) and the compulsory licensing regime, far from being TRIPS violations 

or anti-innovation measures, are in fact required by India's international human rights 

commitments.  

The International Covenant on Civil and Political Rights (ICCPR) adds a 

complementary dimension. Article 6 of the ICCPR recognises the inherent right to life and 

has been interpreted expansively by human rights bodies to encompass not merely protection 

from arbitrary deprivation of life but the creation of conditions in which life can be lived 

with dignity. When the price of a patented life-saving medicine places it beyond the reach of 

the overwhelming majority of patients who need it, there is a serious argument that the patent 

regime as applied violates the right to life as understood in Article 6. Article 26 of the ICCPR, 

which provides for equality before the law and equal protection from discrimination, supplies 

a further basis for challenging patent regimes that produce systematically unequal access to 

essential medicines along lines of economic privilege.  

The Doha Declaration operationalised these human rights considerations within the 

WTO framework. Its recognition that TRIPS 'does not and should not prevent members from 

taking measures to protect public health' was not merely political rhetoric. It was a statement 

of the interpretive principle that trade obligations and human rights obligations are not 

hierarchically ordered but must be read together — and that a reading of TRIPS that produces 

systematic denial of access to essential medicines is a reading that the international 

community does not accept.  

The practical synthesis of these principles is found in the doctrine of systemic 

integration, derived from Article 31(3)(c) of the Vienna Convention on the Law of Treaties, 

which requires that treaties be interpreted in light of any relevant rules of international law 

applicable in the relations between the parties. Applied to TRIPS, this means that the 

flexibility provisions of the agreement — compulsory licensing, Section 3(d)-type 

patentability standards, parallel importation rights — are not exceptions to be narrowly 

construed but provisions to be read in a manner consistent with international human rights 

obligations. India's domestic implementation of these flexibilities is therefore not a deviation 

from international norms. It is an expression of them.  
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IX. CONCLUSION  
The central claim of this article is straightforward but important: the pharmaceutical 

patent right in India has never been, and is not now, an absolute monopoly in the classical 

property-rights sense. It is a statutory privilege, created by the legislature for defined public 

purposes, bounded by conditions that the patent holder must continue to satisfy, and subject 

to override — through compulsory licensing, Section 3(d) rejections, and government use 

provisions — when those conditions are not met. This is not a weakness in India's patent 

system. It is a feature.  

The theoretical foundations for this position are sound. The patent monopoly is an 

exception to the general rule against monopoly, and exceptions are justified by the purposes 

that motivate them. When a pharmaceutical patent monopoly fails to serve the purposes of 

rewarding genuine innovation and making beneficial medicines available to the public, the 

exception loses its justification — and the legal system is entitled to respond accordingly. 

The Novartis, Roche, and Bayer-Natco decisions each demonstrate that Indian courts 

understand this, even if they do not always use these theoretical terms explicitly.  

The international context reinforces this conclusion. The Doha Declaration has 

confirmed that TRIPS does not require member countries to sacrifice public health on the 

altar of pharmaceutical patent protection. The ICESCR has established that states parties 

have positive obligations to ensure that their intellectual property regimes do not undermine 

the right to health. And the comparative experience of Brazil, South Africa, and even, 

increasingly, the European Union suggests that the absolute-monopoly model is not a global 

norm but a particular choice made by particular jurisdictions for particular political reasons.  

India's choice to treat the pharmaceutical patent as a conditional statutory privilege 

is, on this analysis, both legally defensible and normatively correct. The conditions are real 

and they have teeth — as the Bayer-Natco compulsory licence showed. The challenges that 

remain — the cumbersome procedure for obtaining compulsory licences, the diplomatic 

pressure that discourages their use, the absence of any invocation of Section 92A — are real 

too. But they are challenges of implementation rather than design, and the framework within 

which solutions to those challenges must be found is already in place. The patent is a bargain, 

and India is entitled to enforce the terms.  

*** 
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