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Introduction
The objectives of India’s draft National Pharmaceutical Policy, 2006 are to ensure
accessibility and availability of drugs at reasonable prices and to promote further research
and development. Such policies are core of every health policy in almost every country in the
world. Various countries are developing mechanisms to provide low priced and innovative
drugs to its citizens.1 There is direct connection between drug prices and availability of
generics. Preliminary study of pharmaceutical sector by European Commission in 2008
revealed the significant decrease in drug prices after the entry of generic drug companies into
the market.2 Both the objective of reasonable price and innovation need to be balanced to
achieve overall policy goals. Research and development of drugs is highly capital intensive
and uncertain because it is based on trial and error with very low success rate. 3 On an average
it takes twelve to fifteen years for a new drug to develop and commercialize. 4 Only five out
of five thousand go up to the human testing level and near one out of five is applicable for
human usage. 5 Due to the exorbitant cost of R&D pharmaceutical companies want to gain as
much revenue as they can earn from the few blockbuster drugs and use patent strategy as a
tool to maximize their revenue.
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The Indian pharmaceutical industry has emerged as major provider for health care products
and caters the pharmaceutical needs of 95% population in India. 6 These industries are
prominent supplier of generic medicines at affordable price for the poor population in the
world and fondly referred as pharmacy of the poorer world. There has been a paradigm shift
in the policies and programmes governing this section which has transformed the once nonexistent Indian pharmaceutical industry into $6bn industry. 7
The Indian Patent (Amendment) Act, 2005 marked the beginning of new patent regime aimed
at protecting the Intellectual Property Rights of patent holders. The Act was in fulfilment of
India’s commitment to World Trade Organization (WTO) on matters relating to agreements
on Trade Related Aspects of Intellectual Property Rights (TRIPs). 8 However, the
multinational companies (MNCs) in pharmaceutical business in India developed
apprehension about the sincerity and intensions of India in implementing provisions of newly
amended Act in true letter and spirit of the TRIPs agreement.
The TRIPs agreement and its interpretation
Article 27 (1) of TRIPs agreement provides that;


Patents shall be available for any inventions, whether product or process, in all fields
of technology



Patent rights shall be enjoyable without discrimination in the field of technology.

The TRIPs agreement does not specify what an invention is. National laws can define this
concept according to the standards generally applied, that is, the test of novelty, inventiveness
and industrial application. It is also required that patents be available and patents rights
enjoyable without discrimination irrespective of the place of invention, whether the products
are imported or produced locally. There is no obligation under the TRIPs to adopt an
expansive concept of invention. While implementing Article 27(1) of the TRIPs agreement,
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each country should carefully consider the economic, legal and ethical aspects involved in the
patenting of living materials or certain types thereof. 9
Section 2(8) of Patents and Designs Act, 1911, of Bangladesh defines invention in the
following words; “Any manner of new manufacture and includes an improvement over an
allied invention”. Unlike the Patents Act, 1970 in India, 1911 Act does not specify the
requirement of being useful in the definition of invention. But the courts have always held the
view that patentable invention, apart from being a new manufacture, must also be useful. 10
An “Invention is the act or operation of finding out something new; the process of
contributing and producing something not previously known or existing, by the exercise of
independent investigation and experiment”. 11
Some countries may decide not to confer protection on second uses of known medicinal
products, the patentability of which has been accepted in most industrialised countries. 12
Indian Patent Act
The Indian Patents (Amendment) Act, 2005 defines what a new invention is. Section 2 (1) (l)
defines
“New invention means any invention or technology which has not been anticipated by
publication in any document or used in the country or elsewhere in the world before the date
of filing of patent application with complete specification, i.e., the subject matter had not
fallen in public domain or that it does not form part of the state of the art”13
Section 2(1)(ja) defines
“Inventive step, or 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 the person skilled in the art”.
The definition of invention and inventive step makes it clear that any existing knowledge or
thing cannot be patented. Therefore, discoveries are excluded from patenting, subject to
9
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section 3, unlike the practice of granting patents for discovery in the United States. Section
3(d) stipulates the condition to be fulfilled for patenting of an invention. The efficacy
criterion is discussed elaborately in this section.
“The mere discovery of a new form of an unknown substance which does not results 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 or of the mere use of unknown process, machine
or apparatus unless such known process results in a new product or employs at least new
reactant”.
In Scherer technologies Inc, application for a liquid fill composition for a soft capsule dosage
was asked to be patented. The Intellectual Property Appellant Board held that an inventive
step can only be acknowledged if an unexpected effect or advantage is proven by evidence. In
order to prove unexpected effect or enhanced efficacy of the claimed invention the applicant
must disclose in the specification comparative test showing evidence of an unexpected effect
or advantage of the user specific amount over the prior art. Therefore, the claimed
composition is not patentable under section 3(d) of Indian Patents Act, 1970.14
In the common parlance, the expression discovery refers to “the act, process or an instance or
gaining knowledge of or ascertaining the existence of something previously unknown or
unrecognized”. 15 A discovery essentially refers to finding out something which already exists
in nature but was previously unknown. Therefore, it is unlike an invention which refers to a
new product or process involving inventive steps and capable of industrial application.

16
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In 2002, India amended its patent law to provide the TRIPs mandated 20 year patent term for
all invention, to be applied to pharmaceutical patents at the conclusion of transition period.
The amendment also includes new compulsory license provisions. These provisions permit a
compulsory license application three year after a patent is granted if the “reasonable
requirement of the public” regarding invention have not been satisfied, invention is not
available in reasonably affordable price, or the invention is not been “worked” or produced in
India.18 The law also provide for immediate compulsory licensing in case of Governmental
notification of public health crisis or public non-commercial use or where the product will be
exported to countries with insufficient manufacturing capacity to address public health
problem. 19 The compulsory license provisions of Indian law are, by far, the broadest of all
worlds’ patent system. 20 As such they raise substantial concern among multinational
pharmaceutical companies; to date’ however, no c ompulsory licenses have been sought or
issued under new law. The critical step in India’s implementation of its TRIPs commitment
came in January 2005 with the end of transition period and the required amendment of its law
to provide patent protection for pharmaceutical products. According to Indian industry and
Government representatives India now is taking “calibrated approach” to intellectual property
protection that seeks to take in account concern for public health, access to medicines and the
interest of the domestic industry. 21

Ongoing patent law controversy
Despite the substantial patent law changes since Indian entry into the WTO, there are still
gaps and provisions that raise objections from multinational pharmaceutical companies. First
and foremost, multinational companies seek a law to protect the clinical trial and other data
use to obtain marketing approval of new pharmaceutical products. Second, they raise concern
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about patenting standards and particularly the patent exclusion for derivative pharmaceutical
products. 22
Data protection
Drug regulators in most countries require the submission of safety and efficacy data before a
pharmaceutical can be approved for marketing. This data can be extremely expensive to
amass. The fully capitalized cost to develop a new drug reportedly averages more than $800
million with much of the cost attributable to the conduct of clinical trials. 23 TRIPs require that
such data be kept confidential and that it be protected against “unfair commercial use”.24
However, because TRIPs does not define the critical tern included in this requirement, the
precise nature of the obligation arguably is unclear. The United States, European Union and
many Multinational Pharmaceutical firms interpret TRIPs to require “data exclusivity”,
meaning the data submitted to a marketing authority cannot be relied upon a basis for
approving a generic drug for a particular period (ranging from five years in US to up to 10
years in European Union countries). Others note that some European countries interpret
TRIPs to protect test data only against misappropriation or other circumstances in which it is
unfairly obtained.25
The appropriate level of protection for test data has been intensely debated in India for years.
A Government committee recommended a calibrated approach that would account for the
minimum requirement envisaged by TRIPs and the national interest in access to medicine
through promotion of domestic generics industry. Under this approach, pharmaceutical test
data would receive only minimal protection during a transition period (of unspecified
duration). Regulation could rely on the originating company’s data to approve generic drugs
but legal protection would be available for misappropriated data. After the transition period,
five years of data exclusivity would be provided for pharmaceuticals which safeguards to
ensure public health. Interestingly, the committee also recommended the data submitted to
regulators to obtain approval for traditional medicines (a sector dominated by domestic
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companies) receive five years of protection immediately, without any transition period. 26 The
committee realised that not providing data exclusivity for pharmaceuticals could adversely
impact FDI and discourage the launch of new products in India. 27
Exclusion of derivatives
Another controversial aspect of Indian Patents Act is the exclusion from patentability for
derivates of known substances, unless it can be shown that they are significantly more
efficacious than the original substance. 28 This exclusion was meant to preclude “ever
greening”- the practise of extending the terms of patent through related patent on modified
forms of the same drug, new drug delivery system or new uses. 29 The types of efficacy
needed to show that a derivative is patentable, the ability of patent examiners to evaluate
medical efficacy data, and the standards governing the patent examiner data evaluation are all
unclear.
The Government of India charged a technical expert group with determining whether this
exclusion from patentability was TRIPs compatible. This expert group issued an opinion in
December 2006, concluding that it was not, but later withdrew it due to “technical
inaccuracies”. 30
The Novartis case [Novartis v. Union of India]
The Novartis case began in the year 1997 with patent application filed by Novartis AG for the
b-crystalline of Imatinib Mesylate, brand name Glivec, which is slightly different version of
their 1993 patent, a vital anti leukaemia drug, filed before the Chennai Patent office. The
petition claimed that the Novartis invented the beta crystalline salt form of the free base
emanative. In 2003, Glivec was granted exclusive marketing rights in the Indian market.
Meanwhile Novartis obtained orders preventing some of the generic manufacturers from
generic equivalents of Glivec. It is worth mentioning that the generic companies were selling
their versions of Glivec at $177 to $266 while Novartis used to sell it for $2666 per patient
per year. Pre grant oppositions were filed by the Indian pharmaceutical companies and by an
order dated January 2006, the assistant controller and design, Chennai patent office, rejected
26
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the application under the restriction placed on granting of patents under section 3(d) of the
Patents Act 2005. Novartis, in response to the rejection of the application, challenged the
constitutionality of section 3(d) before the high court judicature at Madras. This challenge
was based on primarily two grounds namely:
1) Section 3(d) is unconstitutional as it places restrictions on the granting of a patent that
violates article 27.1 of the TRIPs agreement.
2) The worlds ‘enhanced efficacy’ and ‘significantly differ in the properties with regard to
efficacy’ are not defined that they confer unguided power in the patent controller who can
decide the application on case by case basis. Hence the section 3(d) is arbitrary, illogical and
vague and offends the equality guaranteed in the article 14 of the Constitution of India. 31
The respondent on the other hand vehemently argued that the section 3(d) is TRIPs
complaint and this court is not the right forum to raise the issue rather than the WTO
settlement body. The respondent in this case also argued that under the TRIPs agreement,
members are free to adopt law within the framework of the TRIPs agreement and are equally
free to adopt and implement their national policies such as right to health to its citizens. The
Hon’ble High Court of Madras decided mainly on the jurisdiction issued and said that it
lacked jurisdiction to entertain the issue. Court concluded on the basis of general principle,
which states that non compliance with an international obligation does not provides parties
with a right to challenge a domestic statute unless the international instrument grants such
rights.32
Implications of the Novartis case
The perceived inadequacies in Indian Patent Laws describe above and the order given in the
Novartis case, appear to have impacted multinational pharmaceutical companies evaluation
of the investment environment. In India, Novartis has stated that it constructed its new
research institute in Singapore rather than India because of its concern about patents
protection. Also, Novartis has announced the creation of a Shanghai Research Institute
because of its perception that, unlike India, China has a system in place to improve
intellectual property protection. Because of intellectual property insecurity the Novartis
31
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research and development collaborations in India are limited to supportive work rather than
development of new medicines. 33
More generally a survey conducted by Ernst and Young and the economist, more than 62% of
multinational pharmaceutical companies surveyed in India considers threat to intellectual
property the most serious business risk, and 63% believes that there company risk losing
intellectual property rights when trying to integrate with local suppliers and third party
service providers. 34 Not just multinational companies are impacted by the intellectual
property concerns but a majority of multinational companies and Asian firms surveyed cited
deterrent to investment.35
Conclusion
Earlier when India’s patent system was not in compliance with the TRIPs, there was a risk of
a healthy patent protection provisions in India. But now the conditions have changed. India is
now a member of TRIPs agreement and our patent system is fully compliant with TRIPs.
Further, India, being a developing country, where most of its population is leading its life
without basic amenities of food, clothing, shelter and medication has to rely on generic
medicines to cater to the needs of its citizens. Though this decision would affect the foreign
drug manufacturers for further investments and is likely to have repercussions in attracting
foreign investments. But this decision prevents companies only from obtaining modifications
on patents it does not bar patent protection on instrumental investments. 36 Moreover, effort
on innovation must be lead by domestic companies rather than relying completely on foreign
companies. The Indian companies can emerge as leading companies if they are encouraged to
focus on Research and Development and innovation rather than solely running behind the
generics. Presently India’s share on R&D is merely 2.1% of global spending, that is relatively
very less than other countries like China and US that spend 12% and 33.6% respectively. 37
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