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Patenting Pharmaceutical Substances in

India

Abstract

In the absence of any significant patent-law restraints before 2005, India
developed a world-class generic drug manufacturing sector. India’s entry into
the WTO compelled the nation to award patents on drugs. The main new fea-
tures of the India Patents Act, 1970 (2005) are discussed, in particular its most
controversial amendment against evergreening. The Novartis lawsuit against
this amendment is detailed and crucial issues raised by this case are analyzed.
Overall, it is concluded that the system can benefit from the judicial analysis
by unraveling the meaning of its new patent law, which suffers from a lack of
clarity.
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I. Introduction  

 
Over the last 30 years, India’s pharmaceutical industry has evolved from being almost 
nonexistent to being a world leader in the production of high quality generic drugs. Today, the 
Indian pharmaceutical industry is one of the developing world’s largest and most advanced, 
ranking fourth in the world in terms of production volume. The industry is one of the fastest 
growing segments of the Indian economy with an average annual growth rate of 14 percent 
during 2002-2005. Indian pharmaceutical companies produce between 20 and 22 percent of 
the world’s generic drugs (in value terms) and offer 60,000 finished medicines and nearly 400 
bulk drugs used in formulations.1 
India’s current population of 1.1 billion people includes a rapidly growing middle class of 
about 300 million.2 According to Ernst & Young, about one-third, or 100 million, of this 
group “can afford quality private health care.”3 
 
In the absence of any significant patent-law restraints before 2005, India developed a world-
class generic drug manufacturing sector, spawning major generics firms such as Ranbaxy and 
Cipla. However, India’s entry into the global economy at the end of the 20th century, as 
evidenced by membership of the World Trade Organization (WTO), compelled the nation to 
award patents on drugs.4 India brought its patent law into conformity with the WTO’s 
Agreement on Trade-Related Aspects of Intellectual Property (TRIPS) on January 1, 2005.5 
For an emerging superpower still mired in immense domestic poverty and public health 
crises, the transition into the new patents regime did not come quickly or without controversy. 
The implementation of the new legislation remains uncertain. While it is still too early to 
draw any firm conclusions about the impact of enhanced patent protection, India is poised to 
become a global leader in the pharmaceutical industry and is increasingly viewed as an ideal 
venue for clinical testing of new drugs and for drug manufacturing.6 Moreover, “given its 
burgeoning science and technology sector, skilled workforce, democratic government and 
stable rule of law, India presents a uniquely situated laboratory for advanced developing 
country patent systems.”7  
 
It is clear that the implications of the tumultuous changes to the patent system will be felt 
around the world. It has been observed that “for the world’s poor, the end of India’s copycat 
industry for newer drugs [represents] a double hit - cutting off the supply of affordable 
medicines and removing the generic competition that drives down the cost of brand-name 
drugs.”8 Many Indian generic drug manufacturers and non-governmental organizations 
(NGOs) expressed concern at the new patents regime. According to Médecins sans Frontières 

                                                 
1 OFFICE OF THE UNITED STATES TRADE REPRESENTATIVE, 2006 SPECIAL 301 REPORT: 
PRIORITY WATCH LIST 13 (2006), available at http://www.ustr.gov/assets/Document_Library/ 
Reports_Publications/2006/2006_Special_301_Review/asset_upload_file353_9337.pdf. 
2 Fareed Zakaria, India Rising; Messy, Raucous, Democratic India Is Growing Fast, And Now Many Partner Up 

With World’s Richest Democracy—America, NEWSWEEK, Mar. 6, 2006. 
3 ERNST & YOUNG, UNVEILING INDIA’S PHARMACEUTICAL FUTURE 10 (2005), available at 

http://www.ey.com/global/download.nsf/India/HS_INDIA/$file/INDIA.pdf. 
4 World Trade Organization, India and the WTO, available at http://www.wto.org/english/thewto_e/ 
countries_e/india_e.htm. 
5 World Trade Organization, Marrakesh Agreement Establishing the World Trade Organization art. II(2), 
available at http://www.wto.org/english/docs_e/legal_e/04-wto_e.htm. 
6 Sahad P.V. & E. Kumar Sharma, The Long-Term Rx, BUS. TODAY, Dec. 4, 2005. 
7 Janice M. Mueller, The Tiger Awakens: the Tumultuous Transformation of India’s Patent System and the Rise 

of Indian Pharmaceutical Innovation, University of Pittsburgh Law Review, Vol. 68, No. 3, 2007. 
8 Editorial, India’s Choice, N.Y. TIMES, Jan. 18, 2005. 



 3 

(MSF), India became a key source of affordable essential medicines, such as antiretroviral 
medicines to treat HIV/AIDS, by producing cheaper generic versions of drugs that were 
patented in other countries. MSF uses Indian medicines for AIDS treatment to treat more than 
80 percent of the 80,000 Indian AIDS patients.9 In contrast, Indian drug makers who are 
developing a research capability adopted a favorable stance towards enhanced patent 
protection. “The weak old regime long deterred foreign firms from setting up in India to use 
the country’s ample supply of educated workers to develop new products.”10 Today, the 
strengthened patents regime in India is at least one factor spurring multinational corporations 
(MNCs) to reconsider past views and to establish major research and development facilities in 
India.11 As a testimony to the attraction that the new patent law is exerting on MNCs, the 
CEO of AstraZeneca noted that “We are investing in India because of its vibrant science and 
because we anticipate the adoption of meaningful intellectual property rights and total 
abidance to the Patent regime in 2005.”12

 Overall, the conflicting interests and impacts are 
reflected in the disparity of opinion on the new patents regime. 
 
Part II of this article traces the historical evolution of India’s patents regime. Part III focuses 
on the India Patents Act, 1970 (2005), describing the main features that have been introduced. 
Part IV deals with compulsory licensing provisions and Part V details the Novartis lawsuit 
against the most controversial provision of the new patent law. Part VI concludes the article 
by discussing the important issues raised by the implementation of the India Patents Act, 1970 
(2005). 

II. Evolution of India’s Patents System 

 
The development of India’s patents regime mirrors the country’s journey from colonization to 
independence to emerging superpower. Three distinct periods can be identified: 

Colonial Period 

 
The British implemented the first patent statute in India in 1856, based on the British Patent 
Law of 1852.13 While the British continued to develop the patent laws they had imposed, 
India’s domestic technology sector grew.14 Enactment by the British of the Indian Patents and 
Designs Act, 1911 created for the first time a system of patent administration in India. Like its 
predecessor Acts, the 1911 permitted patenting of pharmaceutical products. 

Post-Independence Period 

 
At the time of independence in 1947, India’s pharmaceutical market was dominated by 
Western MNCs that controlled between 80 and 90 percent of the market primarily through 
imports. The first indigenous patent law, the India Patents Act, 1970 (referred to throughout 
India’s patent laws as the “Principal Act”), came into force on April 20, 1972. The Act’s 
stated objective was to foster the development of an indigenous Indian pharmaceutical 

                                                 
9 Press release of Médicins sans Frontières, September 26, 2006, available at 

http://www.doctorswithoutborders.org/pr/2006/09-26-2006_1.cfm. 
10 Patently unclear: A crucial new intellectual-property regime disappoints, THE ECONOMIST, Jan. 22, 2005. 
11 Janice M. Mueller, supra note 7. 
12 Tom Mckillop, CEO of AstraZeneca, June 11, 2003, available at 

http://www.pharmabiz.com/article/detnews.asp?articleid=16090&sectionid=42&z=y. 
13 P. NARAYANAN, PATENT LAW 7 (3d ed. 1998, Eastern Law House, 1998). 
14 Janice M. Mueller, supra note 7. 
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industry and to guarantee that the Indian public had access to low-cost drugs.15 The Act 
replaced intellectual property rights laws left over from the British colonial era and abolished 
patentability for pharmaceutical products, allowing innovations patented elsewhere to be 
freely copied and marketed in India. Food, medicines, and drugs, including substances 
obtained by chemical processes, were granted only process patents. As a consequence, 
pharmaceutical multinationals have maintained a low-key presence in the Indian market due 
to the absence of product patents and rigid price controls. “Virtually no research and 
development into new molecules was undertaken in India [under the Patents Act, 1970], and 
its indigenous pharmaceutical industry felt the effects of ‘brain drain’ as skilled scientists left 
the country.”16 
 
The post-1970 patent regime and the transitional period without product patent protection 
permitted India to develop a thriving pharmaceutical industry, supplying pharmaceutical 
products domestically and globally (including low-cost active pharmaceutical ingredients).17 
 

Globalization Period 

 
India became a member of the WTO on January 1, 1995.18 Thereafter India was  obliged to 
amend its domestic intellectual property laws in order to come into compliance with the 
WTO’s TRIPS Agreement19. 
 
Although the TRIPS Agreement’s transitional arrangements allowed India until January 1, 
2005 to begin granting patents on pharmaceutical products, TRIPS nonetheless required India 
to establish a “mailbox” where patent applications could be filed between January 1, 1995 and 
2005 and examined in 2005, the year in which product patents were first incorporated into the 
patents regime. These applications are commonly referred to as “mailbox applications.” This 
TRIPS obligation aimed at preserving the novelty of pharmaceutical inventions in those 
developing and least developed country (LDC) members that did not grant product patents for 
pharmaceutical inventions in 1995. By virtue of this “mailbox facility,” applications would be 
judged for “novelty” on the basis of the filing date and not with reference to 2005.20 
“Approximately 9,000 mailbox applications were filed with the Indian Patent Office during 
the TRIPS transition period of January 1, 1995 to December 31, 2004 claiming substances 
capable of use as food, medicine or drug.”21 In addition, regular (non-mailbox) applications 
claiming pharmaceutical substances began to be filed on and after January 1, 2005. 
 
The final step in India’s implementation of the changes needed to bring its patents law into 
compliance with the WTO TRIPS Agreement consisted in granting patent protection to 
pharmaceutical products. The 2005 amendments were enacted in April 2005 with retroactive 
effect from January 1, 2005 and are referred to as the “Patents Act 1970 (2005).” 
The amendment made reverse engineering or copying of patented drugs illegal after January 
1, 1995. The Act allowed for only two types of generic drugs in the Indian market: off-patent 

                                                 
15 OFFICE OF THE UNITED STATES TRADE REPRESENTATIVE, supra note 1. 
16 Janice M. Mueller, supra note 7. 
17 Public Health, Innovation and Intellectual Property Rights: report of the Commission on Intellectual Property 

Rights, Innovation and Public Health , World Health Organization, 2006. 
18 World Trade Organization, India and the WTO, supra note 4. 
19 World Trade Organization, Marrakesh Agreement, supra note 5. 
20 Shamnad Basheer, India’s Tryst with TRIPS: The Patents (Amendment) Act 2005, 1 INDIAN J.L. & TECH. 
(2005), available at http://papers.ssrn.com/sol3/papers.cfm?abstract_id=764066. 
21 Janice M. Mueller, supra note 7. 
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generic drugs and generic versions of drugs patented before 1995. At present, nearly 97 
percent of all drugs manufactured in India are off patent and therefore will not be affected by 
this Act.22  
 

III. Product Patents for Pharmaceuticals under India’s New Patents Regime 

 
This section highlights some of the main changes brought about by the 2005 Act and reflects 
on some of their broader implications. 
 
The first day of January 2005 marked a dramatic turning point in the history of the Indian 
patents system with the introduction of a new patents regime, the India Patents Act, 1970 
(2005), recognizing the potential patentability of pharmaceutical products.23 Section 4 of 
India’s Patents Act, 1970 (2005) repealed Section 5 of the Principal Act, which did not 
consider “substances intended for use, or capable of being used, as food or as medicine or 
drug, or […] substances prepared or produced by chemical processes” as patentable subject 
matter.24 India’s new patent law appears to have catalyzed patent application filings, as shown 
by the increase of the number of patent applications during the fiscal year (FY) 2004-05  by 
38 percent over the previous year.25 77 percent of the total applications in FY 2004-05 were 
filed by foreigners, showing that India’s patents system is still utilized largely by foreigners 
rather than its own citizens.26 The first pharmaceutical product patent to be issued under 
India’s new patents regime was granted in March 2006 to Hoffman-La Roche for its Hepatitis 
C drug Pegasys.27 
 
Section 2(1)(j) of India’s patent statute now defines an “invention” as “a new product or 

process involving an inventive step and capable of industrial application.”28 Thus the present 
definition includes the TRIPS-required “inventive step” criterion of patentability. However, 
the definition of “inventive step” that India has adopted is ambiguous. The amendment of 
Section 2(1)(ja) defines “inventive step” as “a feature of an invention that involves technical 
advance as compared to the existing knowledge or having economic significance or both and 
that makes the invention not obvious to a person skilled in the art.” This definition has been 
criticized for being “vague and arbitrary.”29 For example, the “economic significance” term 
may be redundant with the “industrial application” criterion for patentability and may 
penalize small business entities and independent inventors. Therefore, “India’s quest to limit 
the patent rights of foreign pharmaceutical manufacturers may have unintended negative 
consequences in the form of lessened opportunities for patenting by indigenous inventors.”30 

                                                 
22 Sri Kamal Nath, Union Minister of Indus. & Commerce, Kamal Nath’s Statement on the Ordinance Relating 

to Patents (Third) Amendment, at 5 (Dec. 27, 2004), available at 

http://pib.nic.in/release/rel_print_page.asp?relid=6074. 
23 The Patents (Amendment) Act, No. 15 of 2005 (Universal 2005). 
24 The Patents Act, No. 39 of 1970, § 5 (Universal 2005) (amended 2002). 
25 INTELLECTUAL PROPERTY INDIA, OFFICE OF THE CONTROLLER GENERAL OF PATENTS, 
DESIGNS, TRADE MARKS AND REGISTRAR OF GEOGRAPHICAL INDICATIONS, ANNUAL REPORT 
2004-05, available at http://patentoffice.nic.in/cgpdtm/annual_report_2004_2005.pdf. 
26 Janice M. Mueller, supra note 7. 
27 P.T. Jyothi Datta, Roche Gets Product Patent on Hepatitis C, HINDU BUSINESS LINE, Mar. 2, 2006, 
available at http://www.thehindubusinessline.com/2006/03/03/stories/2006030302040200.htm. 
28 The Patents Act, No. 39 of 1970, § 2(1)(j) (Universal 2005) (amended 2005). 
29 Manoj Pillai, India’s Patents Bill, 2005—Is It TRIPS Compliant?, MONDAQ, Mar. 31, 2005, available at 

http://www.mondaq.com/article.asp?articleid=31717. 
 
30 Janice M. Mueller, supra note 7. 
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Section 3 of the Patents Act provides for a list of exclusions from patentability. The most 
controversial amendment in the new patents regime excludes from patentability “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 […]. For the purposes of this clause, salts, esters, ethers, polymorphs, 

metabolites, pure form, particle size, isomers, mixtures of isomers, complexes, combinations 

and other derivatives of known substance shall be considered to be the same substance, unless 

they differ significantly in properties with regard to efficacy” (Section 3(d)).31 This provision 
against patentability of derivatives of known substances, unless such derivatives display 
significantly enhanced efficacy, is unique among the world’s patent regimes.32 The objective 
behind Section 3(d) is to prevent “evergreening” patents from being granted. “Evergreening” 
refers to “using a series of related patents covering different aspects of the same basic product 
invention in combination with patent term extensions to unduly prolong the exclusive market 
period.”33 Extending patent life by making minimal changes to patented molecules is a 
common practice among drug companies. Therefore this provision acts as “a gate for patents 
with improvements in efficacy for existing molecules such as polymorphic forms, at the same 
time restricting ever-greening of patents for such forms of substances without significant 
efficiency in the properties.”34 Variations on a known drug are debarred from patentability, 
except where it can be demonstrated that a drug has superior efficacy. 
 
It is worth noting that the Indian pharmaceutical industry, including both research-based 
companies and generic manufacturers, supports this amendment by stating that “patents 
intended to delay the entry of generics, such as patents for polymorphs […] must not be 
permitted.”35 The first court challenge to Section 3(d) commenced in May 2006 when Swiss 
pharmaceutical giant Novartis petitioned the Chennai (Madras) High Court to strike down 
Section 3(d) as non-compliant with India’s obligations under the TRIPS Agreement (see Part 
V). 
 
A fundamental practical issue is that at the time of patenting, very little may be known about 
efficacy or other characteristics, particularly incremental ones, in comparison with the parent 
drug. Moreover, given the variability of the current skills of patent examiners, it is difficult to 
be sure that decisions on efficacy claims will be consistent and appropriate, particularly when 
patent applications routinely precede clinical trials which would, inter alia, determine efficacy 
and other product characteristics.36 Neither the Indian Patent Statute nor its implementing 
rules clarify what will be required to satisfy the enhanced efficacy requirement.37  
 
Section 3(d) also deals with new methods of using known pharmaceutical products. For 
example, a substance patented for its action against a certain type of cancer cannot be 
patented afterwards for its action against another illness. By comparison, the European patents 
regime allows for so-called “second medical use” claims, where the use of known compounds 
for the production of medicaments for treatment of specific diseases is permitted, even if the 

                                                 
31 The Patents Act, No. 39 of 1970, § 3(d) (Universal 2005) (amended 2005). 
32 Janice M. Mueller, supra note 7. 
33 Alfred B. Engelberg, Special Patent Provisions for Pharmaceuticals: Have they Outlived Their Usefulness?, 
39 IDEA 389, 401 n.44 (1999). 
34 Ahibhusan De and Uma Baskaran, What the New Patent Regime Means In Practice, MANAGING INTELL. 
PROP., July/Aug. 2005. 
35 Pharma Sector Seeks Clear Patent Guidelines, TIMES OF INDIA, Nov. 4, 2004. 
36 Public Health, Innovation and Intellectual Property Rights, see supra note 17. 
37 Janice M. Mueller, supra note 7. 
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compound is known to have some other medical use. Whether such a broad exclusion is 
TRIPS compatible is still a matter of debate. It has been observed that “while TRIPS requires 
member states to protect products and processes, it does not specifically refer to the 
protection of new uses, thus leaving member countries free to choose whether or not to 
protect them.”38 Others argue that “this exclusion seems to result in nonconformity of the 
amended law with the general mandate on patentability provided in the TRIPS Agreement.”39 
Moreover, it has been suggested that “the impact of any such exclusions on local needs and 
industry should also be taken into account.”40 For example, “innovative new ayurvedic 
methods of using ancient ingredients could not be protected in India under the patents statute 
as written.”41 Thus, this exclusion could seriously hamper indigenous innovation. 
 
India’s new patent law contains two important features, namely pre- and post-grant 
opposition. Many national patent laws provide for post-grant opposition proceedings, whereas 
pre-grant opposition proceedings are available in only a handful of countries. Pre-grant 
opposition may be filed “where an application for a patent has been published but a patent has 
not been granted.”42 Advocates of a stronger patents system claim that pre-grant opposition 
will delay patent grants by providing a tool for generic firms to challenge pending patent 
applications. The Organization of Pharmaceutical Producers of India (OPPI) advises s India 
“to join other leading countries and progressive nations in moving away from pre-grant 
opposition.”43 It is not surprising that multinational corporations (MNCs) are “pushing for a 
post-grant opposition, whereas the domestic lobby is asking for a pre-grant opposition.”44 A 
few pre-grant opposition proceedings have already succeeded in preventing the grant of 
pharmaceutical product patents. For example, on January 25, 2006 the Indian Patent Office 
refused Novartis’ patent application for an anti-cancer drug sold under the brand name Glivec 
as a result of pre-grant opposition filed by Indian cancer patients and generic drug companies 
(see Part V). 
 
Other limitations on patentees’ exclusive rights include, among others, the following features: 
 

- a limitation for mailbox patents: the new law does not permit holders of patents that 
issue from “mailbox” applications to enforce their rights with respect to generic copies 
that continue to be marketed on the date the patent is granted.45 

 
- compulsory licensing (see Part IV). 

 
- an explicit experimental use exemption from patent infringement liability 
 
- the principle of international exhaustion of patent rights. In fact the new law gives a 

very large meaning and scope to “exhaustion” by authorizing the import of patented 

                                                 
38 Carlos M. Correa, Public Health and Patent Legislation in Developing Countries, 3 TUL. J. TECH. & 
INTELL. PROP. 1, 49 (2001) 
39 Manoj Pillai, supra note 29. 
40 Carlos M. Correa, supra note 38. 
41 Janice M. Mueller, supra note 7. 
42 The Patents Act, No. 39 of 1970, § 25(1) (Universal 2005) (amended 2005). 
43 Manojit Saha, Drug patent: A Viagra for Indian Pharmaceutical Industry, DECCAN HERALD (Bangalore, 
India), Apr. 4, 2005, available at http://www.deccanherald.com/deccanherald/apr42005/93626200543.asp. 
44 Why Do We Need to Amend Patents Act, ECON. TIMES, Dec. 27, 2004, available at 

http://economictimes.indiatimes.com/articleshow/971708.cms. 
45 United States Trade Representative, Special Report (2005), available at http://www.ustr.gov/ 
assets/Document_Library/Reports_Publications/2005/2005_Special_301/asset_upload_file195_7636.pdf. 
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products acquired from sources other than the patentee in countries not yet 
recognizing patent protection. 
 
 

The OPPI has expressed concerns at these limitations, stating that “India will continue to lag 
behind in ushering in World Class Intellectual Property Rights standards.”46 Whether these 
limitations comply with the TRIPS Agreement is still an open question. For example, the U.S. 
Trade Representative’s 2005 Report doubted whether the limitation for mailbox patents 
fulfills India’s TRIPS commitments.47 The broad scope of “exhaustion” is also suspected to 
contravene the TRIPS Agreement.48 
 

IV. Compulsory Licenses  

 
India’s compulsory licensing provisions are the broadest and most comprehensive of all the 
world’s patent systems.49 Section 92 of the India Patents Act, 1970 (2005) allows the grant of 
compulsory licenses on notification of the Indian government “in circumstances of national 
emergency or […] extreme urgency or in case of public non-commercial use.” Moreover, 
Section 92A of the Act creates a new avenue for compulsory licensing that permits the 
manufacture and export of patented pharmaceutical products to any country having 
insufficient or no manufacturing capacity to address public health problems. However, the 
grounds upon which compulsory licenses may be granted go far beyond national emergency, 
extreme urgent situations, and public health crises.50 For example, non-availability of the 
patented invention “at a reasonably affordable price” and the failure to work the invention in 
the territory of India can also be invoked to justify a compulsory license (Section 84). The 
question whether the domestic working requirement is consistent with TRIPS remains open.  
 
Research-based manufacturers are concerned that Indian generic pharmaceutical firms will 
challenge pharmaceutical product patents by taking advantage of the broad compulsory 
licensing provisions. As of November 2005, Roche had acquired a mailbox application 
claiming the chemical compound oseltamivir (Tamiflu) and had received government 
approval to market the drug in India. By December 2005, Roche had voluntarily granted a 
sub-license to the Indian generic company Hetero Drugs for the production of oseltamivir to 
meet the needs of the government in preparing for the potential public health threat posed by 
bird flu.51 However, other generic firms are expected to seek compulsory licenses when 
Roche is granted a patent on oseltamivir.52 Until a patent is granted, generic firms remain free 
to manufacture the drug and sell it in India. 

V. A Case Study: Novartis versus The Indian Patents Act 1970, 2005 

 
In 1997, the Swiss pharmaceutical company Novartis filed an Indian patent application on 
Glivec, the company's brand-name version of imatinib mesylate. Glivec is a leukemia drug 

                                                 
46 Manojit Saha, supra note 43. 
47 United States Trade Representative, Special Report (2005), supra note 45. 
48 Shamnad Basheer, supra note 20. 
49 Janice M. Mueller, supra note 7. 
50 Manojit Saha, supra note 43. 
51 Roche Grants Tamiflu Sub-license To India's Hetero Drugs To Make Flu Medicine For India And Developing 
Countries, Med. News Today, Dec. 23, 2005, available at http://www.medicalnewstoday.com/articles/35342.php. 
52 Janice M. Mueller, supra note 7. 
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that Novartis has already patented in 36 other countries, including China. Novartis sells 
Glivec in India at US$ 26,000 per patient per year, whereas generic versions in the Indian 
market are priced at about US$ 2100 per patient per year.53 
 
The Indian patent law allows for any person or group to oppose a patent application. In 2005, 
Indian cancer patients and generic drug companies filed a pre-grant opposition in the Chennai 
(Madras) patent office where Novartis’ application was pending, on the grounds that the 
application was for a new form of a known substance that did not enhance the substance's 
efficacy, and was thus not patentable under Section 3(d) of the Indian Patents Act 1970, 2005. 
On January 25th, 2006 the Indian Patent Office agreed and rejected Novartis’ patent 
application. On  May 17th, 2006 Novartis filed two cases asking the Chennai High Court to 
strike down Section 3(d) and appealing the Indian Patent Office’s refusal to grant a patent on 
Glivec. According to Novartis, there is "no faster way to kill access to the latest life-saving 

drugs for people in India than to avoid offering patent protection.”54 
 
Novartis claims in its petition that Section 3(d) is not in compliance with the TRIPS and so 
violates the government's (non-enforceable) constitutional duty to harmonize its domestic 
laws with its international obligations. The government of India and the generic companies 
maintained that neither could private companies such as Novartis challenge a law as being 
TRIPS non-compliant nor could an Indian court decide whether the Indian patent law was 
TRIPS compliant or not. The appropriate forum, they argued, was the WTO Disputes 
Settlement Body. On August 6th, 2007 the Chennai High Court dismissed the writ petition 
filed by Novartis and deferred the case to the WTO to resolve the TRIPS compliance 
question.55  
 
The other ground of challenge raised by Novartis was that the use of the term "efficacy" in 
section 3(d) was vague and ambiguous, and therefore violated the equality provision (Article 
14) of the Indian Constitution. In course of the proceedings, while conceding that the meaning 
of the term "efficacy" was known, Novartis contended that because there was no clarity as to 
what constituted "enhancement of efficacy" and "significant enhancement of efficacy" as 
required by section 3(d), the law was vague and lent itself to arbitrary decisions by the Patent 
Controller. The Government of India and the generic companies argued that section 3(d) did 
not violate the equality provision of the Indian Constitution because  the concept of efficacy is 
well-known to persons in the pharmaceutical industry and it is impossible to lay down a "one 
size fits all" standard to determine what constitutes a significant enhancement of efficacy. 
Dismissing the petition, the Chennai High Court held that section 3(d) was not vague or 
arbitrary and therefore did not violate the Indian Constitution.56 

The appeal on Indian Patent Office’s refusal to grant a patent is still pending and will be 
decided separately by the newly operational Intellectual Property Appellate Board (IPAB). 

The Novartis Glivec patent case raises two important issues. First, it highlights the problem of 
access to essential and life-saving medicines in poor countries. The  rejection of the patent 
meant that generic companies could manufacture and market their drug, both in India and 

                                                 
53 Novartis challenges the Indian patent law. Zurich, Switzerland: Berne Declaration, October 9, 2006, available 

at http://www.evb.ch/en/p25011414.html. 
54 Novartis, available at http://www.novartis.com/newsroom/india-glivec-patent-case/index.shtml. 
55 Novartis AG v. Union of India et al., W.P. No. 24754 of 2006 (Mad. High Ct.) (May 19, 2006), available at 

http://www.lawyerscollective.org. 
56 http://www.lawyerscollective.org, supra note 55. 
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abroad. According to MSF, India is a major source of affordable generic medicines. Four out 
of every five Aids drugs used by MSF to treat thousands of patients in over 30 countries are 
generics from India.57 Novartis said that generics were not the answer for the majority of 
patients in India who are still unable to afford them. Instead, it emphasized that 99 percent of 
Indian patients now receiving the drug get it free though the company’s patient-assistance 
program.58 
Before the final judgment of the case, it has been suggested that “even if Novartis ultimately 
obtains an Indian patent on Glivec, the current safeguards give the government multiple 
options for ensuring public access to this and other lifesaving drugs.”59 A number of these 
safeguards built into the new patent law have been analyzed in Part III. 
 
Secondly, the issue on the extent of the flexibility offered by the TRIPS Agreement is still 
unsettled. The WTO TRIPS Agreement outlines minimum standards for intellectual property 
rights, requires member countries to create mechanisms to safeguard intellectual property, and 
provides flexibility for governments to regulate intellectual property rights in the way that 
best serves society. However, the TRIPS agreement gives freedom to WTO Members to 
determine the hurdle required for the inventive step. Novartis argued that the provisions and 
flexibility clarified and enhanced by the Doha Declaration include compulsory licensing for 
medicines in case of a national health crisis, which is completely unrelated to patent laws and 
patentability of medicines.60 In contrast, NGOs maintained that Section 3(d) is part of the 
legitimate policy space that WTO States have to implement the TRIPS agreements in a 
manner adapted to their development level and to their public health needs.61 To this end, it 
has been argued that  countries should be free to define what level of intellectual protection is 
the most appropriate and that they should exploit the flexibility of the international 
agreements. According to MSF, India chose to design a patent law that contains a key public 
health safeguard, namely the provision that only truly new or innovative drugs should be 
patented, and this patent law is consistent with the Doha Declaration.62 Moreover, it has been 
suggested that Section 3(d) is not necessarily a stricter requirement for obtaining a patent, but 
rather can be viewed as “simply creating a general presumption of nonpatentability for 
modifications of known chemical compositions — and shifting to patent applicants the burden 
of rebutting this presumption in each particular case.”63 
 
It is worth noting that many experts have raised the problem of lack of clarity of the new 
patent law, as a result of a compromise between the different competing interests that the 

Indian government had to take into account.64, 65 Therefore, many provisions were expected 
to provide excellent fodder for meticulous verbal analysis and interpretation. Overall, the 
Indian patents system will benefit from the judicial analysis by testing the still blurred 
contours of its new patent law while determining if the international baseline standards are 
satisfied. 
 

                                                 
57 Press release of Médicins sans Frontières, supra note 9. 
58 Novartis, supra note 54. 
59 Janice M. Mueller, Taking TRIPS to India – Novartis, Patent Law, and Access to Medicines, N. Engl. J. Med., 
Feb. 8, 2007, 356(6):541-3. 
60 Novartis, supra note 54. 
61 Novartis challenges the Indian patent law, supra note 53. 
62 Press release of Médecins sans Frontières, supra note 9. 
63 Janice M. Mueller, Taking TRIPS to India, supra note 59. 
64 Shamnad Basheer, supra note 20. 
65 Janice M. Mueller, supra note 7. 
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VI. Conclusion 

 
The India’s Patents Act 1970, 2005 reintroduced pharmaceutical product patents in India on 
January 1, 2005 and key aspects of the 2005 amendments have been highlighted.  
 
The dismissal of Novartis’ challenge to Section 3(d) by the High Court in August 2007 
allowed Indian generic firms to continue producing a generic version of Glivec at a price of 
about one-tenth that of the original drug. This lawsuit was striking evidence of the escalating 
conflict between pharmaceutical multinationals and civil society, which demands generalized 
access to medicine for everyone. Advocates of enhanced patent protection contended that this 
outcome could jeopardize the potential to make India an international hub for pharmaceutical 
research by discouraging research and development. In this respect, voluntary licensing 
appears as a possible route for extending the availability and affordability of drugs that are 
particularly needed in developing countries. 
 
The new patent law raised real concerns about the issue of access to medicines at reasonable 
prices. The risk of rising prices seems limited, at least in the short term, since 97 percent of all 
drugs manufactured in India are off-patent; but patent protection may have a negative impact 
in the long term, when a new generation of drugs is invented and patented. Moreover, the 
country does not have a strong health insurance sector to cushion the rising healthcare cost. 
However, many experts have concluded that the new provisions could be interpreted in a 
manner that would leave considerable scope for the continued production of generics, as 
illustrated by the Novartis Glivec patent case. 
 
Finally, the extent of the flexibility that is built into the TRIPS Agreement is not clearly 
defined. Many provisions in the new patents regime are likely to be challenged in the near 
future since their compliance with TRIPS remains an open issue. This lack of clarity has to be 
resolved and, therefore, the system can benefit from the judicial analysis by unraveling the 
meaning of its new patent law. 
 
 


