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Abstract 
 

Intellectual property rights have been evolved as a key to economic growth in every 

sector. Pharmaceutical industry is one of them. In the whole process of drug designing to 

manufacturing the intellectual property plays an important role. With stronger patent regime for 

intellectual property the exports of pharmaceutical products have been affected. This research 

paper will analyze existing patent law and its impact on pharmaceutical industry in India, the 

controversy involved in the patent law and questions raised by U.S. India‘s accession to WTO. 

The biggest challenge for Indian industry posed by new patent regime arose from the need to 

adopt measures that would improve its competitive strength. The third part of this research paper 

discusses the challenges and ways to meet the new TRIPS agreement. The final part concludes it 

by result of this regime and conclusion. 
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INTRODUCTION 

 

IPR plays a vital role in modern economy. IPR is a strong tool, to protect investments, 

time, money, effort invested by the inventor/creator of an IP, since it grants the inventor/creator 

an exclusive right for a certain period of time for use of his invention/creation. IP prospects in 

pharmaceutical industry had gone a radical change with the emergence of global intellectual 

protection regime based on Trade related Intellectual Property Rights (TRIPS) agreement. It has 

been a subject of considerable debate concerning its impact on international technology 

generation and transfers, FDI flows, trade performance and growth. Over the past decade, the 

United States and India have found themselves increasingly locked in conflict over India‘s IPR 

regime. In 2013-14, these disagreements were at the forefront of contention, setting an 

adversarial tone for the entire discourse on bilateral trade and investment. There are two aspects 

of India‘s approach to intellectual property rights that have been the crux of contention for the 

US (and Western) pharmaceutical industry. The first of these is a provision in the Indian patent
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law, namely, Section 3(d) of the Patents (Amendment) Act of 2005 that sets a unique 

benchmark for the patentability of inventions, establishing stringent norms with respect to 

obtaining pharmaceutical patents. The second involves India‘s perceived propensity for 

granting compulsory licenses, a provision that enables a country to suspend patent privileges 

in cases where the best interests of their citizenry are at stake as a result of force majeure or 

wilful exploitation of patent privileges by the patentee. Both these aspects of India‘s IPR 

regime have accounted for a handful of recent judicial decisions on pharmaceutical patents, 

resulting in unfavourable outcomes for major global pharmaceutical manufacturers. 

 

EVOLUTION OF PATENT REGIME 

 

The Indian pharmaceutical industry remained import dependent till 1972, deeming 

most of the drugs unaffordable (Mohammad & Kamiah, 2014). Political and policy 

developments in the early 1970‟s such as the new patent acts of 1972 and Drug Price Control 

Order (DPCO), 1970 laid the foundation for a strong pharmaceutical industry in India. Public 

sector focus on pharmaceutical industry and policies that curbed control of multinationals 

added to this conductive policy environment that led to the growth of domestic firms and 

establishment of India as a dominant supplier of pharmaceutical drugs across the world 

(Basant, 2007). In the pre-TRIPs regime, the absence of product patents allowed local 

production of patented drugs at a fraction of the original cost while process patents 

encouraged generic companies to reduce the production costs of drugs. India‘s compliance 

with the TRIPS regime that became complete in 
 
2005 has changed strategic options of Indian pharmaceutical firms. 
 
 

TRIPS AND INDIAN PATENT REGIME 

 

The existing Indian Patent Act 1970 will have to undergo radical transformations to 

meet India‘s obligation under the TRIPS agreement. First, Indian patent regime has to 

recognize product patent in chemical industry including pharmaceuticals, which is hitherto 

granted only process patent under the Act of 1970. Second, it has to expand scope of patent 

rights to include patent for microrganisms and protection of plant varieties either by the 

provision of generic system or by any combination thereof. Third, the duration of patent term 

has to increase from existing 14 years to 20 years in general and in the case of food, 

chemicals, pharmaceuticals and agrochemicals from exiting 7 years to 20 years. Under 

TRIPS, the working of the patent has been expanded to include the importation of the 
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patented product and the burden of proof has been reversed in the case of a process patent. 

Although compulsory licensing is permitted under TRIPS, it comes with several restrictions. 

 

A number of firm-level and state-level strategies have helped the industry to adapt to 

the changes in the IP regime. During the pre-TRIPS period the growth of the domestic public 

sector and policies relating to science and technology, taxation, and FDI empowered Indian 

pharmaceutical industry to adapt to the changes in the institutional environment and grow. In 

recent years, the liberalization policies, TRIPS compliant patent regime, and other policy 

support has resulted in a steady flow of inputs to support product and process innovations: 

post TRIPS regime has seen an increase in the FDI and technology transfers directed towards 

India. While some critics of the TRIPS compliant IP regime have argued that the new IP 

regime would lead to a rise in the prices of drugs and expose domestic manufacturers to the 

vagaries of international market fluctuations, others suggest that provisions to protect 

domestic consumers and manufacturers are in place (Mani, 2014). These have taken the form 

of conditions for compulsory licensing4 (Section 84) and standards of patentability (Clause 4 

Compulsory license provides national governments to allow manufacturers/ companies to 

replicate products and processes under patent. If the following conditions are met, a 

compulsory license can be given, three years after the issuance of a patent: (a) The reasonable 

requirements of the public with respect to the patented invention have not been satisfied; or 

(b) The patented invention is not available to the public at a reasonable price; or (c) The 

patented invention is not worked in India. These provisions attempt to balance the two ideals 

of ensuring ―access to medicine and fostering innovation. 

 

EFFECT OF IPR REGIME ON R & D OF PHARMACEUTICAL INDUSTRY 

 

One of the advantages of the universal patent regime is that private venture capital 

firms become willing to invest in technology based start-up companies; technical knowledge 

flows more rapidly from university laboratories to the market place and local firms become 

willing to devote substantial resources to internet search. The higher cost of the R&D proves 

to be an effective entry barrier for new firms and hence only firms with large flow of funds 

become responsible for industrial inventive activity. In developing countries, only few firms 

have sophisticated R&D facilities and other benefit mainly from the spillovers of the resultant 

R&D. But in order to move on to the higher echelon, firms need to invest in R&D. For 

instance, cost of developing one new drug in the US increased from $54 million in 1970 to 
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$231 million in 1990. Recent studies indicate that 1 out of 5000 compounds synthesized 

during applied research eventually reaches the market. Rising R & D costs imply that only 

giant corporations with formidable R & D, marketing and financial capabilities will be able to 

afford extensive new drug developments and commercialization. Since it is difficult for each 

unit to invest in R & D, economize on scare R & D resources and to avoid the probable 

duplication, pooling of R & D resources and mergers of firms have been identified as 

possible solutions 

 

EFFECT OF IPR REGIME ON PATENTING ACTIVITY OF PHARMACEUTICAL 
 

INDUSTRY 

 

The number of patents filed and granted also indicates the level of inventive activity 

in that particular area. The number of patent application filed had been steadily increasing 

after the TRIPS came into existence since 1995. Overall, the top pharmaceutical firms seem 

to have engaged significantly more in inventive activity in the post-TRIPS period. A 

comparison of the patenting activity of the top eleven large pharmaceutical companies during 

the period 1999-2009 has brought out some interesting patterns. During 1999 -2004, when 

product patents in pharmaceuticals were not permitted, a much larger share of applications 

related to inventions in the field of new/improved processes to make products than for the 

products themselves. There has been an increase in the product patent applications filed by 

large Indian pharmaceuticals companies after 2005. The product related applications include 

intermediates and formulations. 

With maximum contribution from modified release dosage forms. Besides, most top 

companies are increasingly using the PCT route for filing patent applications. Patenting by 

SMEs in the sector is, however, small although as we shall see below patenting is widely 

prevalent among start-ups in this sector. 

 

Apart from New Drug Discovery a number of firms are also participating in Novel 

Drug Delivery Systems (NDDS). Firms like Ranbaxy, Alembic and Dabur have been able to 

produce NDDS formulations with great success and have as a result also entered into 

licensing agreements with foreign players (Joseph, 2012). In an earlier study, it was shown 

that while few pharmaceutical and biotech firms in India patent in the US, a significant 

proportion (ranging from 48-59% depending on the estimates used) of these firms have 

product claims. However, most (about 55%) of these applications are for incremental 

inventions including those relating to bio-enhancers, new dosage forms, new use and NDDS. 
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THE CONTROVERSY INVOLVED IN THE PATENT LAW AND QUESTIONS 

RAISED 
 

BY U.S. INDIA‟S ACCESSION TO WTO. 

 

1. DISSECTING SECTION 3(d) 
 

Section 3(d) of the Indian Patent Act has moved up considerable controversy over the last 

many years within the Indian pharmaceutical industry - splitting multinational and Indian 

pharmaceutical companies as section 3 (d) says that mere discovery of a new form of a known 

substance without enhanced efficacy cannot be granted a patent. A detailed report 

commissioned by the IPA and authored by T. C. James, director, National Intellectual 

Property Organization, and a former government bureaucrat in India's Department of 

Industrial Policy and Promotion, found: "There is no clinching evidence to show that without 

a strong patent protection regime innovations cannot occur, that minor incremental 

innovations in the pharmaceutical sector do not require patent protection and that Section 

3(d) of the Patents Act is not a bar for patenting of significant incremental innovations". 

James also criticized large multinational companies for "exploring strategies to extend their 

hold on the market, including through obtaining patents on minor improvements of existing 

drugs." 

 

The USTR‘s Special 301 report of 2013 made the following observation with regard to 

the Indian Supreme Court‘s judgment in the Novartis case on the basis of section 3(d): 

 

the decision appears to confirm that India‘s law creates a special, additional criterion for 

select technologies, like pharmaceuticals, which could preclude issuance of a patent even if 

the applicant demonstrates that the invention is new, involves an inventive step, and is 

capable of industrial application. 

 

Consequently, India has been exhorted to bring its patentability standards ―on par with 

established international norms. 

 

At the time it was first enforced in 2005, the amended Section 3(d) of India‘s patent law was 

indeed both unprecedented and unique among the world‘s existing patent regimes. However, 

that did not necessarily imply it was non-compliant with TRIPS. In marked contrast to the 

criticism noted above, a significant number of scholars and legal experts (including those 

from leading US institutions) conducting unbiased independent assessments of the Indian 

patent law have found Section 3(d) to indeed be compatible with TRIPS. It is quite clear, 
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therefore, that the TRIPS agreement affords its member nations a substantial degree of 

flexibility to tailor their patentability standards to best suit national conditions, as long as they 

remain within these stipulated boundaries, and provided they are enforced without 

discrimination as to the place of invention, the field of technology and whether products are 

imported or locally produced. 

 
 

2. COMPULSORY LICENSING 
 

In addition to India‘s higher standards of patentability, another contentious aspect of India‘s 

patent regime is its purported propensity to employ the compulsory licensing provision 

against (usually foreign) innovators in the pharmaceutical sector. To begin with, one must be 

clear that compulsory licensing is neither an Indian construct nor a new phenomenon to 

global patent regimes. The Paris Convention of 1883, under Article 5A.(2) reads: 

 

"Each country of the Union shall have the right to take legislative measures providing 

for the grant of compulsory licenses to prevent the abuses which might result from the 

exercise of the exclusive rights conferred by the patent, for example, failure to work." 

 

In an extension of the Paris Convention of 1883, the TRIPS agreement reaffirmed the 

right of member nations to grant compulsory licenses and freedom to determine the grounds 

upon which such licenses are granted. The TRIPS agreement states that, for public health 

reasons, countries may suspend patent protection over drugs. The primary provision for 

compulsory licensing under 
 

Article 31 provides for ―Other Use without Authorization of the Right Holder.‖ This 

provision permits WTO member countries to authorize compulsory licenses for use by the 

government or third parties subject to certain restrictions. 

 

In the context of India‘s IPR regime, this issue came into the global spotlight in 

March 2012, when India‘s Controller General of Patents awarded Indian generic 

manufacturer NATCO a compulsory license for producing Bayer‘s blockbuster kidney cancer 

widely marketed under the name Nexavar.47 The proceedings were initiated by NATCO‘s 

application for a compulsory license under the provisions of Section 84 of the Indian patent 

law, after it unsuccessfully approached the patentee for a voluntary license of the product. 

The Controller General had found that the patentee‘s misuse of its privileges satisfied the 

requirements under Section 84 for a compulsory license for manufacture of the patented 

product. Observing that Bayer charged the equivalent of $5,000 for a month‘s dose of the 
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medication (well beyond the affordability of the vast majority of the Indian public) and 

imported stock only sufficient for a tiny fraction of the total patient population treatable by 

the drug, the Controller ruled that the patentee had failed to satisfy the reasonable 

requirements of the public in terms of the supply of the patented product and that it had 

further failed to provide this at a reasonably affordable price to the public. the ruling gave rise 

to the allegation that the compulsory license was a part and parcel of a state-sponsored policy 

for meeting domestic welfare and commercial objectives through the systematic forced 

localization of drug manufacturing. 

 

CHALLENGES AND THE ROAD AHEAD 

 

There can be no denying the fact that a transparent and predictable regulatory 

framework for IPRs backed by better IPR enforcement would benefit India‘s business 

environment and also advance public interest. That appears to be the intention behind the 

Indian Government's decision to set up a Think Tank comprising eminent experts to propose 

a comprehensive IPR Policy based on extensive consultations with stakeholders, both 

domestic and foreign. Indeed, the draft IPR policy posted for public comments by this expert 

body acknowledges the significant role of IPRs as a driver of innovation, trade and economic 

growth. That said, there can also be no question that broader public interest will continue to 

remain the paramount consideration for Indian policymakers as they balance public health 

needs with safeguards and incentives for innovation. This report finds that section 3(d) of 

India‘s patents law and compulsory licensing provisions are TRIPS compliant and in the 

national interest. Section 3(d) establishes a new threshold for discerning true innovation and 

has gained acceptance outside India. Compulsory licensing has been used only once and the 

case in question has stood the test of judicial scrutiny right up to the Supreme Court of India. 

The Mashelkar Committee‘s recommendation on expanding the interpretation of novelty to 

include incremental innovations and drug improvements that have significantly better safety 

and efficacy standards need to be considered. Streamlined drug approval channels must be 

part of India‘s modernized IP regime. 
 
It can only be hoped that innovative pharmaceutical companies will look to develop new 

paradigms for the pricing of life saving drugs for the Indian market better attuned to the 

economic status of its consumer base. Their future strategies should seek to leverage scale 

with low-margin high-volumes that have proved so successful for other mass consumption 

goods. 
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CONCLUDING OBSERVATIONS 

As in many other developing nations, introduction of TRIPS compatible IP regime 

has generated a lot of debate in India. In general, the debate has focused more on 

pharmaceutical and food sectors as these affect access to food and healthcare, two of the most 

critical human needs. The case of India is different from many other countries given its 

capabilities in the pharmaceutical industry. The data on health related innovations is 

fragmented and sketchy and therefore it is not easy to unequivocally answer the question if 

the new IP regime has fostered inventive and innovative activity in the Indian healthcare 

sector. The Indian pharmaceutical firms have shown a higher propensity to invent and patent 

although their R&D focus may have shifted somewhat in favour of western markets. While 

there is also a shift in favour of product inventions, not many of these are new chemical 

entities but new dosage forms and drug delivery mechanisms. There is a lot of activity in the 

medical devices domain although it is not clear to what extent it has been impacted by the 

new IP regime. Strategic forays into foreign nations to acquire technology and consolidation 

in the domestic market seems to be a pre-requisite for Indian firms to deal with the increasing 

technology based competition. And Indian firms have been quite active on that front. Recent 

decline in PCT applications is puzzling and needs to be explored. The emergence of IP based 

start-ups and social ventures in the healthcare space are noteworthy. Given the penetration of 

the Internet and mobile technologies, supporting such initiatives is critical for healthcare 

access in the near future. Apart from policy innovations to enhance access and affordability 

of healthcare services, public policy will need to be flexible to nurture and encourage such 

experiments. 
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