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Editorial

India’s Patent Laws and the Multinational
Pharmaceutical Industry

‘If nature has made any one thing less susceptible than all others of exclusive property, it is the action
of the thinking power called an idea, which an individual may exclusively possess as long as he keeps
it to himself; but the moment it is divulged, it forces itself into the possession of every one, and the
receiver cannot dispossess himself of it. Its peculiar character, too, is that no one possesses the less,
because every other possesses the whole of it. He who receives an idea from me, receives instruction
himself without lessening mine; as he who lights his taper at mine, receives light without darkening
me. That ideas should freely spread from one to another over the globe, for the moral and mutual
instruction of man, and improvement of his condition, seems to have been peculiarly and
benevolently designed by nature, when she made them, like fire, expansible over all space, without
lessening their density at any point, and like the air in which we breathe, move, and have our physical
being, incapable of confinement or exclusive appropriation.’

––Thomas Jefferson

‘The idea of a better ordered world is one in which medical discoveries will be free of patents and
there will be no profiteering from life and death.’

––Indira Gandhi at the World Health Assembly, 1982

‘… Free trade doctrine is like modern drug therapy: miracles are theoretically possible, but the costs
can be high, there can be adverse side-effects, resistance increases over time and effectiveness
depends upon the patient’s own response mechanisms.’

––Graham Dunkley (2004) in Free trade: Myth, reality and alternatives

India amended its patents law in 2005 as part of its compliance to the World Trade
Organization (WTO)/Trade-related Intellectual Property Rights (TRIPS) obligations.a

Many observers believe that the Indian Patents Act, 1970 liberated the Indian pharmaceutical
industry and introduced a period of boom that continues to date. The 1970 Act disallowed
product patents on pharmaceuticals while the amendment in 2005 reintroduced it as
required by TRIPS.b Process patents enabled medicines to be made by several manufacturers
if they had different processes or chemical routes to make it. This led to considerable
lowering of prices of medicine, especially of the active pharmaceutical ingredients. The
formulations were exempt from patent and, in comparison to western markets, their prices
were/are low; therefore, by the turn of the century, India acquired the sobriquet ‘pharmacy
of the third world’. Indian companies have become a major supplier of generic drugs to
Brazil, the African continent and other developing countries as well as to international
medicine procurement agencies.

It is a different story that within India the prices of formulations are not affordable for
the majority, nor are the medicines easily accessible––a story of poverty amidst plenty.
This is the subject of a current case in the Supreme Court—which medicines should be
under price control and what should be the price control mechanism.

The strength of the April 2005 amendments to the Patents Act, 1970—both of which
are envied by many developing countries—lies in its use of the flexibilities available in
TRIPS. The right of all WTO members to interpret and implement these flexibilities was

a When a country ‘accedes’ to WTO, it accepts WTO as an arbiter of trade internationally. It also means that the country
has to sign the TRIPS  agreement and afford certain minimum standards of intellectual property protection such as
product patents for medicines for a period of 20 years.

b The 1970 Act did not allow product patents in areas important for the country: In pharmaceuticals, food, insecticides,
chemicals, etc. among others. In fact, it specified only processes to be patented for ‘substances intended for use, or
capable of being used, as food or as medicine or drug’. These patents for processes were to be for a maximum of 7 years.
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recognized in the Doha Declaration on TRIPS and Public Health signed by all WTO
members that stated: ‘We affirm that the (TRIPS) Agreement 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.’1

The amended patents law includes some key protections:

• Section 3(d) of the Act was amended to exclude patentability of new forms (including
derivatives of old drugs or combinations of old drugs) of known substances unless
there is significant enhancement of efficacy;

• New use of an old drug is not to be considered an invention and hence not patentable;c

• Pre-grant opposition to patents applications was retained;
• Post-grant opposition to granted patents was introduced.

In addition, the following definitions related to patentability criteria were modified by
the 2005 amendments: ‘invention’ means a new product or process involving an inventive
step and capable of industrial application; ‘inventive step’ means 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. Other measures to safeguard against patent abuse introduced through the 2005
amendments as well as earlier amendments to the 1970 Act were: Compulsory licence
(licence to generic companies to produce and market); government use (public non-
commercial use) patents; Bolar exception (preparation for generic launch, i.e. production
for marketing approval, and marketing approval) and parallel importation.

Evergreening, Section 3(d) and multinational pharmaceutical industry
The most important amendment and one that has been a bone of contention is Section 3(d),
a provision that aims at preventing evergreening and clarifies what are not inventions.
Evergreening of a patent refers to attempts by patent holders, particularly pharmaceutical
companies, to try and extend the 20-year life of the patent by obtaining patents on different
aspects of the same drug to extend their monopoly, e.g. formulations, salts, esters, dosages,
combinations, crystalline forms, pro-drugs, etc. despite the fact that the therapeutic
substance is the same. Some of these examples include (i) combivir, a combination of
zidovudine and lamivudine, (ii) imatinib mesylate and its beta crystalline form, and (iii)
interferon and its pegylated form.

Due to such evergreening, a single drug can have multiple patents leading to patent
thickets. This in turn prevents the introduction of generic versions of the drug even after
expiry of the original patent. The result is denial of access to cheaper generic versions for
needy patients. To prevent such frivolous patenting and evergreening, Section 3(d) of the
Patents Act, 1970 defines the kinds of inventions that are not patentable. Section 3(d) was
specifically amended in 2005 and the new Section 3(d) declares as not patentable, ‘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 of a known substance or of the mere use of a known process, machine
or apparatus unless such known process results in a new product or employs at least a new
reactant.’ The amendment is followed by this explanation: ‘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.’

These provisions to prevent evergreening and the definition of the inventive step have
prevented western pharmaceutical companies from freely patenting their medicines in
India. Additionally, the provisions of compulsory licence (CL)d threaten to award
manufacturing rights to Indian companies if the patent is not worked in India, or is
expensive and/or does not meet reasonable requirements of those needing the drug in
India. In accordance with these provisions, Natco got a CL awarded to it for Bayer’s
sorafenib tosylate (brand Nexavar), used in certain kinds of renal and liver cancers.2

Bayer’s price for this drug in India was `288 425 per person per month while Natco’s is
`8800 per person per month.

Therefore, multinational and major pharmaceutical companies abhor the provisions of

c Under TRIPS [Article 27], an invention is one that is new, involves an inventive step and is capable of industrial
application. However, these terms have not been defined in TRIPS. These are the flexibilities for member states.

d Issuing a CL is a means of promoting generic competition and deterring squatting on (intellectual) property by the patent
holder without benefit to society at large. India’s Patents Act provides for it under Section 84 (if initiated by a private
party), 92 (notification by government that a CL needs to be issued for public non-commercial use, national emergency
or extreme urgency), 92A (CL for generic exports) and 100 (for government use).



131THE NATIONAL MEDICAL JOURNAL OF INDIA VOL. 26, NO. 3, 2013

CL and Section 3(d) and consider them as obstacles to capturing the Indian market with
their new products. They have been contesting every word of Section 3(d) such as
‘efficacy’, ‘enhancement’, ‘significant’, etc. These companies and their lobbies, such as
the US–India Business Coalition (USIBC), are arguing for complete removal of Section
3(d) from the Patents Act citing among other things that 65% of the new drug approvals
in the USA are for incremental innovations; leading Indian pharmaceutical companies are
investing about 12%–18% of gross revenue in research and development (R&D); to invent
and develop a new drug costs over US$ 1 billion; incremental innovations are an incentive
for the pharmaceutical industry. Therefore, for them, Section 3(d) is the main hurdle for
patenting of incremental innovations in India. Bilateral free-trade agreements to be signed
by India with the European Union and others also aim at diluting the patent safeguards in
the 2005 amendments while at the same time lobbying for TRIPS-Plus provisions (i.e.
more than those mandated by TRIPS).e

In the recent challenge to Section 3(d) before the Supreme Court, Novartis argued a
reinterpretation saying, inter alia, that efficacy means ‘any improvement’. Thus, even if
a regular tablet were to be made into a sustained-release version, or if the medicine was
claimed to have better absorption or better dissolution in the human body, it would
constitute improvement and hence enhanced efficacy. The Madras High Court had earlier
held that the word ‘efficacy’ means therapeutic efficacy and increased bioavailability
claimed by Novartis for the beta crystalline form of imatinib mesylate did not constitute
enhanced efficacy.

In April 2013, the Hon’ble Supreme Court refused patent status to Novartis for the beta
crystalline form of imatinib mesylate. The decision also established the validity and
legality of Section 3(d), rejecting attempts by Novartis to get it reinterpreted. The Court
agreed with the Madras High Court that efficacy means therapeutic efficacy. The Supreme
Court also rejected the claim that better flow properties, improved thermodynamic
stability and lower hygroscopicity for its product meant better bioavailability and
therefore necessarily led to increased efficacy.

This historic decision by the Supreme Court means that the standards for product patent
are higher in India than in the western world. Increased efficacy has to be demonstrated
and proved, not merely claimed from a set of improved properties.

Barriers to universal health
Post-2005, the attempts to circumvent TRIPS are contrary to its preamble of ensuring that
‘measures and procedures to enforce intellectual property rights do not themselves become
barriers to legitimate trade’.f Such attempts are also contrary to TRIPS Article 7 (Objectives):
‘The protection and enforcement of intellectual property rights should contribute to the
promotion of technological innovation and to the transfer and dissemination of technology,
to the mutual advantage of producers and users of technological knowledge and in a manner
conducive to social and economic welfare, and to a balance of rights and obligations.’

Under the ostensible purpose of implementing intellectual property rights, there seems
to be a war by other means, with trade and opening up of economies as operative
missiles—irrespective of the consequences. In its present form, globalization is a losing
game for many of the world’s poor. The free market norms of WTO––selectively
implemented by developed countries at that––are tools to make the markets and countries
‘safe’ for transnational companies and their investors at the expense of the rights of local
communities to determine their own futures.

Intellectual property rights are at their worst––especially with regard to medicines––
economically inefficient rent-seeking endeavours by pharmaceutical companies. Now that
new drugs are not coming, pharmaceutical companies tend to spend more money in the law
courts than in research laboratories. The nexus of big pharmaceutical companies and their
lobbies for intellectual property rights qua intellectual property rights, without an alternative

e For instance, the European Union is/was attempting to restrict the use of flexibilities of TRIPS and pushing for
provisions of TRIPS-Plus—such as extension of the patent term beyond 20 years to ‘compensate for delays’, data
exclusivity, patent linkages and additional border measures that may block the free transit of medicines—which will
delay entry of generic medicines into the market. India’s present patent law, post-2005, was crafted specifically to
ensure both access to medicines and compliance to TRIPS. If India agrees to any of the demands of the developed
countries, it will have an impact on access to medicines—not only for patients in India, but in developing countries as
far as Brazil. Indian generic pharmaceutical companies provide low-cost, high-quality generic drugs to large parts of
the developing world and numerous international drug-dispensing programmes.

f Under the guise of weeding out ‘counterfeit drugs’, border issues that legitimize seizure of India’s medicine exports
in transit, anti-counterfeiting trade agreement (ACTA), International Multilateral Partnership against Cyber Threat
(IMPACT), etc. are all developments that are counter to the spirit of TRIPS and are de facto trade barriers seeking a
de jure status.
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reward mechanism for innovations and without an alternative R&D paradigm, is part of the
problem and not the solution to universal access to healthcare, i.e. a world free of disease
and sickness. Indeed, they make search for solutions even more difficult.g

Section 3(d) seeks to restore this grave asymmetry and therefore it needs to be preserved
in its current form with the strictest possible interpretation. The clear argument in the order
by the Supreme Court has reinforced the relevance and sanctity of Section 3(d).
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g The Columbia University economist Jagdish Bhagwati, considered by many as the world’s ‘foremost free trader’, has
this to say after arguing that multinational companies do more good than harm:
‘Intellectual property does not belong in the WTO, since protecting it is simply a matter of royalty collection. But the matter
was forced onto the WTO’s agenda during the Uruguay Round by the pharmaceutical and software industries, even though
this risked turning the WTO into a glorified collection agency. The move gave multilateral legitimacy to the use of trade
sanctions to replace unilateral means of collecting royalties from developing countries, embodied in the tariff-retaliation
provisions of the ‘special 301’ legislation in the 1988 Omnibus Trade and Competitiveness Act. Tough restrictions were
enacted under the TRIPS agreement on the manufacture of generic drugs and their sales to poor countries.’

‘During the period between the end of the Uruguay Round and the launching of the Doha Round, the pharmaceutical
industry insisted that the TRIPS agreement was a done deal and should not be revisited (except to make intellectual-
property protections tighter)––even though virtually all trade rounds in the past have included renegotiation of issues that
had been dealt with before. This game plan backfired, however, when the spread of AIDS in Africa and the widely
recognized need for cheaper anti-retroviral drugs created huge pressure on the pharmaceutical industry during the few
years preceding the Cancún meeting. The US firms resisted this pressure for a long period. But finally, just prior to Cancún,
the firms capitulated in the face of public opprobrium and handouts or threats from the Bush administration and agreed
to accept a reduction of restrictions on the production and use of generic drugs. Thus, like the Singapore issues, the TRIPS
problem was effectively avoided at the Cancún talks. And intellectual property largely remains off the agenda in Hong
Kong, although some key details of a revised agreement (including protection for geographic brand names such as
Burgundy wine, Parma ham, Roquefort cheese, and Darjeeling tea) remain to be worked out in a low-key fashion.’

(Quoted in Bhagwati J. From Seattle to Hong Kong. Foreign Affairs, December 2005, WTO Special Edition).

Elsewhere, Bhagwati, in his In Defense of Globalization (Oxford University Press, New Delhi, 2004, pp.182 ff.)
observed:
‘A prime example of such harmful lobbying by corporations in recent years has involved intellectual property protection
(IPP). The damage inflicted on the WTO system and on the poor nations has been substantial. Let me explain.

‘At the outset, the main issue here relates to the collection of royalties on patents and does not belong to the WTO, which
is a trade institution. But pharmaceutical and software companies muscled their way into the WTO and turned it into a
royalty-collection agency simply because the WTO can apply trade sanctions. Getting Intellectual Property Protection
(IPP) into the WTO means that these lobbies can use trade sanctions to collect the royalty payments they want!

‘How did the IPP lobbies succeed? They first pressured the US government to pass the so-called Special 301
legislation (in the 1988 Omnibus Trade and Competitive Act). Under this legislation, any country that did not extend
IPP (as legislated by the USA) to US companies, even though this obligation was not negotiated in any bilateral or
multilateral treaty, was subjected to tariff retaliation for an ‘unreasonable’ practice. Then North American Free Trade
Agreement (NAFTA) negotiations were used to get Mexico to drop its objections to IPP and to sign on to the IPP desired
by the USA. US lobbyists made it clear to Mexico that admission to NAFTA was conditional on this concession.

‘With opposition by the developing countries being weakened by this use of punishments and inducements, the world
trading system was being set up to accept IPP. In addition, pseudointellectual justification was adduced by pretending
that IPP was a trade subject: the magic words ‘trade-related’ were added to turn IPP into TRIPs (trade-related aspects
of intellectual property rights). The US trade representatives, first Carla Hills and then Mickey Kantor, promoted the
propaganda (on behalf of the lobbying firms) that the poor countries would benefit from having to pay for patents they
had been accessing freely until then!

‘And since that sounded as implausible as the Mafia telling its victims that the protection money would keep them
safe from arson, they also shifted the rationale to include the notions of ‘theft’ and ‘piracy’, implying that the matter
was really one of rights to one’s property. This changed rationale made little sense for two reasons. If I have an absolute
right to what I have invented, this would be in perpetuity, when in fact the lobbying companies were merely arguing
about lengthening the patent period. Then again, virtually all arguments made by economists use cost–benefit analysis,
which means arguing for patents and their lengths in terms of whether they do good or harm––a utilitarian form of
analysis instead of a rights-based approach.

‘So with the conclusion of the Uruguay Round of multilateral trade negotiations and the establishment of the WTO
in 1994, an astonishing capture of the WTO took place: TRIPs were introduced into the WTO integrally, as one of three
legs of a tripod, the other two legs being the traditional GATT (General Agreement for Trariffs and Trade for trade in
goods) and the new GATS (General Agreement on Trade in Services). The latter two legs certainly belonged in a trade
body. TRIPS, by contrast, were like the introduction of cancer cells into a healthy body. For virtually the first time, the
corporate lobbies in pharmaceuticals and software had distorted and deformed an important multilateral institution,
turning it away from its trade mission and rationale and transforming it into a royalty-collection agency.’


