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Introduction

The focus of the intellectual property regime that India has had to adopt since it took
commitments under the Agreement on Trade Related Aspects of Intellectual Property
Rights (TRIPS) has remained on the ability of the country to provide mechanisms which
can ensure that the country is able to provide access to medicines to its citizens at
affordable prices. India has had a unique position among the countries in the developing
world for it has a strong generic pharmaceutical industry, which has been able to provide
medicines at prices that were among the lowest in the world. Much of the credit for this
development goes to the Patents Act that India enacted in 1970. Two key provisions
facilitated this process. The first was introduction of a process patent regime for
chemicals and the second, shortening of the life of patents granted for pharmaceuticals.

However, the obligations to implement the Agreement on TRIPS changed the conditions
that had seen the Indian pharmaceutical industry take roots. The critical issue was the re-
introduction of the product patent regime' and the limitations that this change has
imposed on its ability to produce technologies through reverse engineering. It was widely
held that the future prospects of the industry hinged critically on the ability of the policy
markers to exploit the flexibilities that existed in the framework provided by the
Agreement on TRIPS.

India’s commitment to fully implement the Agreement on TRIPS required three sets of
amendments to the country’s Patents Act. While developing countries, in general, were
allowed to make their patent laws TRIPS compliant through an amendment that was to be
introduced by January 1, 2000, countries like India which had process patent regime
covering pharmaceuticals and agricultural chemicals, would enjoy a longer transition
period before they were required to introduce product patents from January 1, 2005.

Although it is commonly held that the immediate impact of India’s commitments under
the TRIPS Agreement on access to medicines would be felt through the amendment of
the Patents Act, 1970, a more recent development has changed this perception somewhat.
The requirement under Article 39.3 of the TRIPS Agreement to introduce protection to
test and other data submitted by pharmaceutical firms to the regulators for obtaining
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marketing approval for pharmaceuticals and agro-chemicals has brought yet another
dimension of uncertainty for the generic industry. This has arisen as the US and EU have
demanded that when firm seeks marketing approval for a product that uses new chemical
entity, the data submitted by “pioneer” firm” must be granted fixed period protection
during which the generic producers should not be granted marketing approval for the
same or a similar product. In other words, fixed period market exclusivity for the
“pioneer” firm has been demanded by the US and the EU.

The objectives of this study are two-fold. In the first instance, the study analyses the
implications of the obligations that India had taken under the Agreement on TRIPS when
it acceded to the World Trade Organization (WTO) in 1995, keeping in view the interests
of pharmaceutical industry. As indicated above, the TRIPS Agreement has brought two
substantive issues to the fore as far as the pharmaceutical industry is concerned. In the
first place, India was required to effect changes Patents Act to make it compatible with
the Agreement on TRIPS. The Indian Patents Act was amended three times between 1999
and 2005 in keeping with the requirements under the TRIPS Agreement. The impact of
the TRIPS Agreement on the health services has not been dealt with in this study since
the impact, if any, is only of an indirect nature.

As mentioned above, besides patents, the TRIPS Agreement includes a second directly
relevant issue for the pharmaceutical industry concerning protection of test and other data
that are submitted for obtaining marketing approval. This issue has figured prominently
in the discussions in India over the past few years and our endeavour would be to focus
on the issues that are involved.

The study has two substantial sections. In the first, we would try to discuss the structure
of the patent regime that India has introduced in keeping with its obligations under the
TRIPS Agreement. This section would also bring out the discussions centring on the
implementation of the data protection regime that is required under Article 39.3 of the
TRIPS Agreement. The analysis of the amendments in Patents Act, 1970 relies on inputs
from a few respondents from the industry. The response of the industry was based on a
set of questions that was out to them®.

The second section of the study provides three sets of analysis to indicate the
performance of the firms in the Indian pharmaceutical industry following the changes in
the patent regime necessitated by the Agreement on TRIPS. In the first instance, the study
would use data from the annual reports of 18 leading firms of the industry to comment on
their performance since the Agreement on TRIPS became operational in India, i.e. 1995.
As would be indicated in the following section, India was required to accept product
patent applications for pharmaceutical products from January 1, 1995.

The second set of analysis is based on data from the regulatory agencies from in the
United States and the UK, which are used for indicating the extent of market penetration
of the Indian generic firms. The participation of the Indian generic firms in the Global
Fund to Fight AIDS, Tuberculosis and Malaria has been used to indicate the status of
these in the global market for the focus diseases. This analysis has limited itself to
HIV/AIDS since 90 per cent of the Global Fund has been used for responding to this
disease, with tuberculosis and malaria having shares of 6 and 4 per cent respectively.

* Annexure II contains the set of questions that were posed to the industry.



Chapter 1 : Key Features of the Agreement on TRIPS

The Agreement on TRIPS includes seven sets of provisions® that the WTO Members
must adhere to while adopting domestic laws that are in conformity with the provisions of
the Agreement. A set of eight substantive Articles of the Agreement on TRIPS, in
addition to the preamble, underline the basic principles of the new intellectual property
regime. While the preamble provides the broad set of intents, the major elements are
covered by the substantive articles. The second set of provisions relates to each of the
specific forms of intellectual property rights that are included in the Agreement®. The
norms and standards of protection that are to be followed in respect of each form of
intellectual property rights are spelt out in varied degrees of detail’. And, finally,

Article 1 of the Agreement on TRIPS provides the nature and scope of obligations that
the WTO member countries are expected to meet towards protecting the rights of the
owners of the forms of intellectual property that the Agreement recognises. This Article
is significant for it is only here that the Agreement on TRIPS alludes to "obligations" in
explicit terms. Thus, while the Member States have been subjected a set of obligations
that they must fulfil while granting rights to the owners of intellectual property, the latter
would not have to meet any reciprocal obligations in return for the rights that they would
enjoy. The absence of any obligations on the right holders has particular significance for
the developing countries in the area of patents. Developing countries, who own few
patentable technologies, have historically seen foreign patentees take an overwhelmingly
large number of patents. This implies that in case of the most important form of
intellectual property, owners of technology would be able to exercise their dominance
arising out of this imbalance that the TRIPS Agreement has introduced. The specific
implications of lack of obligations on the patentee would be discussed in a later section.

Two sets of obligations have been introduced in Article 1. The first pertains to the
standards of protection, wherein it is provided that the Agreement on TRIPS provides
only the minimum standards of protection. In other words, WTO Members can adopt
higher standards of protection if they deem fit. The second set of obligations stipulates
that the Members are "free to determine the "appropriate method" for implementing the
Agreement within 'their own legal system and practice'.

Although not set in terms of obligations, Article 2 of the Agreement makes it mandatory
for the WTO members to accept the principal provisions of the Paris Convention on
Industrial Property of 1883 (as amended through the Stockholm Act of 1967). Article 2

? These are: (i) General Provisions and Basic Principles; (ii) Standards Concerning the Availability, Scope
and use of Intellectual Property Rights; (iii) Enforcement of Intellectual Property Rights; (iv) Acquisition
and Maintenance of Intellectual Property Rights and Related Inter Partes Procedures; (v) Dispute
Prevention and Settlement; (vi) Transitional Arrangements; (vii) Institutional Arrangements

* The following forms of intellectual property rights are covered by the Agreement on TRIPS: (i) Copyright
and Related Rights; (ii) Trademarks; (iii) Geographical Indications; (iv) Industrial Designs; (v) Patents
(also included plant varieties protection); (vi) Layout-Designs (Topographies) of Integrated Circuits; and
(vii) Protection of Undisclosed Information (includes trade secrets).

> In case of patents, the TRIPS Agreement provides a detailed structure of the law that the WTO Members
must implement. However, in all other forms of intellectual property rights covered by the Agreement, the
main elements of the law that WTO Members need to put in place are provided.



of the Agreement, in laying down this stipulation, states: "In respect of Parts II, III and IV
of this Agreement, Members shall comply with Articles 1 through 12, and Article 19, of
the Paris Convention (1967)". The articles referred to form the substantive parts of Paris
Convention. The inclusion of this provision is a pointer to the move towards
harmonization of standards of IPP that was alluded to earlier.

In so establishing the Stockholm Act of the Paris Convention as the basic framework, the
TRIPS Agreement has brought within the purview of the new patent regime not only the
non-members of the Convention, but also those countries which were signatories to the
earlier versions of the Convention and not to the Stockholm Act. The Paris Convention
allowed members the option of not accepting later modifications, and this option, among
others, was exercised by Brazil which was a signatory to the 1925 Hague Act.

National Treatment and the Most-Favoured-Nation (MFN) provisions, the cornerstones
of the GATT framework, have been put down as the guiding principles of the Agreement
in Articles 3 and 4. However, by so doing, the TRIPS Agreement also marked a
significant departure from the manner in which the GATT applied these two provisions.
While the GATT, had applied these principles to goods which was consistent with its
mandate of dealing with trade in goods, the Agreement on TRIPS became instrumental in
applying these principles to nationals.

An important dimension of the new regime relating to the exhaustion of rights of the
rights holder has been provided in Article 6. It has been interpreted that this Article
provides for the international exhaustion of rights and, therefore allows parallel imports
to take place. International exhaustion of rights has been indicated to mean that a right
holder cannot prevent importation of a product, for which he has secured protection, on
the grounds that its importation has not been agreed to by him or his licensee. Thus,
imports from any other source, where this product is being marketed in a legal manner,
would be legal.

It should, however, be pointed out that the issue of exhaustion of rights has been made
subject to the provisions that define the scope of protection that the rights holder can
enjoy. Accordingly, "protection" has been defined to include "matters affecting the
availability, acquisition, scope, maintenance and enforcement of intellectual property
rights as well as the use of intellectual property rights...". This proviso included in Article
6 considerably dilutes its scope than would have been the case otherwise.

Two key Articles of the Agreement on TRIPS are Articles 7 and 8. While Article 7 lays
down the objectives of the Agreement, Article 8 presents the principles underlying the
Agreement.

In laying down the objectives of the Agreement, Article 7 states the following: "The
protection and enforcement of intellectual property rights should contribute to the
promotion of technological innovation and to the transfer and dissemination of
technology, and to the mutual advantage of the producers and users of technological
knowledge and in a manner conducive to social and economic welfare, and to the balance
of rights and obligations". It is interesting to note that Article 7 provides in an all
inclusive manner the range of issues that the developing countries would like to be
addressed in any regime of intellectual property protection.

Another equally important issue for the developing countries, one which has implications
for the technology systems in their countries, pertains to the balancing of rights and
obligations of the right holders. As has been pointed to earlier, the Agreement on TRIPS
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appears to provide a framework where the owners of intellectual property would be able
to enjoy their rights, while the Member States undertake a host of obligations to ensure
greater freedom to the rights holders.

Article 8 complements the provisions of Article 7 quite well. This Article provides that
while formulating their intellectual property laws, the Member States can adopt
"measures necessary to protect public health and nutrition, and to promote the public
interest in sectors of vital importance to their socio-economic and technological
development ...". Further it is provided that "[a]ppropriate measures ... may be needed to
prevent the abuse of intellectual property rights by right holders or the resort to practices
which unreasonably restrain trade or adversely affect the international transfer of
technology".

Although it appears that Article 8 gives adequate flexibility to the Member States to
evolve national legislations that suit their needs of development, an added proviso in the
Article may limit this apparent flexibility. In both the provisions, stated above, it has been
stated that the measures that the Members may like to adopt have to be "consistent with
the provisions of the Agreement". This may be taken to imply that the general principles
as laid down in Article 8, would have to be tempered with the specific provisions relating
to the various forms of intellectual property before they can be applied in a substantive
manner in the national legislations. And, the specific provisions of the Agreement on
TRIPS, as shall be considered in case of patents in the following section, can be seen as
being completely contradictory to the provisions of Articles 7 and 8.

Of the forms of intellectual property rights covered by the TRIPS Agreement, two forms,
viz. patents and protection of undisclosed information, which covers trade secrets, are
directly relevant for the pharmaceutical sector. The structure of the patent regime that the
Agreement requires WTO Members to put in place includes the following elements: (1)
re-statement of patentable subject matter; (ii) extending of the fields of activity under
patent cover; (iii) nature of disclosure of the invention in the patent document, (iv) nature
of exceptions that can be provided (v) duration of patent grant; and (vi) conditions
governing working of patents. As regards the protection of undisclosed information, the
TRIPS Agreement requires WTO Members to protect test or other data that are submitted
for obtaining marketing approvals on the products. The following sections would discuss
these issues at length in the context of India’s implementation of the TRIPS Agreement.



Chapter 2 : Amendments of the Indian Patents Act under the TRIPS Regime

India’s commitment to fully implement the Agreement on TRIPS required three sets of
amendments to the country’s Patents Act. While developing countries, in general, were
allowed to make their patent laws TRIPS compliant through an amendment that was to be
introduced by January 1, 2000, countries like India which had process patent regime
covering pharmaceuticals and agricultural chemicals, would enjoy a longer transition
period before they were required to introduce product patents from January 1, 2005°. The
longer transition period, however, came with a set of conditions elaborated in Articles
70.8 and 70.9 of the TRIPS Agreement.

The above-mentioned Articles are included in the “Transitional Arrangements”, which
required India to introduce two provisions in its Patents Act. Article 70.8 of the TRIPS
Agreement required India to provide “a means” by which product patent applications can
be filed from January 1, 1995 ("mailbox", see below). If the products figuring in these
applications were granted a patent in any of the WTO member countries and the products
had obtained marketing approval in any of the WTO Member countries, then, according
to Article 70.9, five years exclusive marketing rights (EMRs) had to be granted by India
before the patent on the product was either granted or rejected in India. The first
amendment of the Patents Act, 1970 introduced the requirements under the “transitional
arrangements through Section 5(2), which allowed product patent applications to be filed,
while Chapter IVA provided for the grant of EMRs’.

On January 1, 2000, a Second Amendment had to be introduced for bringing the Patents
Act in conformity with all the substantive provisions the TRIPS Agreement, barring those
related to the introduction of product patents. The key issues included in the Second
Amendment were, re-defining patentable subject matter, extension of the term of patent
protection to 20 years and amending the compulsory licensing system®.

A third amendment had to be introduced by January 1, 2005 to introduce product patent
regime in areas, including pharmaceuticals that were hitherto covered by process patents.
Although the Third Amendment had a narrow remit, the Government used the
opportunity to undertake yet another review of the Patents Act. Among the major issues
includegd in the Third Amendment were provisions relating to opposition to the grant of
patents”.

A Perspective for India’s TRIPS-Compliant Patent Law

It may be noted that two of the three amendments of its Patents Act that India had
undertaken were adopted in the backdrop of significant global developments. Growing

6 Articles 65.2 and 65.4 of the TRIPS Agreement.

’ This amendment was notified in the Gazette of India on 26 March 1999 as the Patents (Amendment) Act,
1999.

¥ This amendment was notified in the Gazette of India on 25 June 2002 as the Patents (Amendment) Act,
2002. See Govt of India (2002)

? The third amendment was notified in the Gazette of India on 5 April 2005 as the Patents (Amendment)
Act, 2005. See Govt of India (20052)



concerns in developing countries regarding access to medicines at prices that their
citizens could afford led to considerable confabulations amongst the WTO members. The
outcome of this process was the Ministerial Declaration adopted at the conclusion of the
Doha Ministerial Conference held in 2001 on TRIPS Agreement and Public Health
(henceforth, Doha Declaration).

The Doha Declaration unequivocally stated at the outset “that TRIPS Agreement does not
and should not prevent Members from taking measures to protect public health”
(emphasis added). The Ministers further stated “that the 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”. It was
emphasised that the WTO Members have the right to use, to the full, the provisions in the
TRIPS Agreement, which provide flexibility for this purpose.

Two critical issues were particularly emphasised in the Doha Declaration. The first was
that the provisions of the TRIPS Agreement should “be read in the light of the object and
purpose of the Agreement as expressed, in particular, in its objectives and principles”.
The objectives of the Agreement on TRIPS provided in Article 7 states that the protection
and enforcement of intellectual property rights should among other things be “conducive
to social and economic welfare, and to a balance of rights and obligations”. Furthermore,
Article 8 of the Agreement directs WTO Members to adopt measures necessary to protect
public health and nutrition while formulating or amending their laws and regulations
relating to intellectual property. Thus, Articles 7 and 8 of the TRIPS Agreement require
that WTO Members must ensure that the laws relating to all forms of intellectual property
rights covered by the Agreement give due consideration to issues like protection of public
health and nutrition and do not merely serve the interests of the owners of intellectual
property.

The second area of focus of the Doha Declaration was compulsory licences, the
instrument that could have a vital role to play in determining the future prospects of the
Indian pharmaceutical industry. It was mentioned in an earlier discussion that over the
past few decades, India witnessed the development of a strong pharmaceutical industry
largely because of the absence of the product patent regime. However, with the product
patent regime establishing itself following the adoption of a TRIPS-consistent patent
regime by India, the future of the pharmaceutical industry in India would critically hinge
on the ability of the producers to obtain licences from the owners of proprietary
technologies. For obtaining the licences, these producers would have to depend on
compulsory licences, an instrument that has been embedded in the patent system for
preventing abuse of patent monopoly. The grounds for the grant of compulsory licences
include the refusal of the patent holder to exploit the patent commercially in the country
granting the rights'’. At the same time, however, the prospective beneficiaries of the
compulsory licensing system would have to demonstrate that they have “made efforts to

' The Paris Convention, which has set the global standards for patenting since it was adopted in 1883,
provides in Article 5A that the signatories to the Convention 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™. It may also be mentioned that
Article 2 of the TRIPS Agreement requires that WTO Members are required to comply with the substantive
provisions of the Paris Convention.



obtain authorization from the right holder on reasonable commercial terms and conditions

and that such efforts have not been successful within a reasonable period of time”"".

In some ways, the Doha Declaration goes well beyond the provisions of the Paris
Convention. The Declaration states that every WTO Member has “the right to grant
compulsory licences and the freedom to determine the grounds upon which such licences
are granted” (emphasis added). This, in other words, implies that the Doha Declaration
allows WTO Member countries to use compulsory licensing system for realising public
interest objectives like access to medicines.

The developments centring on the Agreement on TRIPS that have taken place during the
past few years, a clear articulation of which was the Doha Declaration, bring home the
point that the TRIPS-consistent patent laws have to take into consideration the interests
of the public at large, besides of course granting patent rights on inventions that
unambiguously represent advances in technology. This later point is particularly
important given that the patent offices in some of the more advanced countries like the
US, have been granting patents on the so-called incrementally modified drugs (IMDs),
which could include new formulations, new combinations of active ingredients or new
salts or esters of approved compounds'”. Recent studies have found that in the United
States brand manufacturers have flooded the market with IMDs, which “in 85% of the
cases, do not provide significant improvement over currently marketed therapies”".
Firms have been more attracted towards IMDs because of the strong economic incentives
that they bring with them. According to one of the major pharmaceutical firms,
development of an IMD is “safer, faster, and more cost effective for the developer as an
incremental improvement rather than an original product™*. What is an advantage for the
firms is usually a disadvantage for the consumers since these IMDs have contributed
substantially to the rising prices of medicines'.

These developments taking place in countries like the United States, which provide the
most extensive patent rights, should be seen as useful guideposts for the policy makers in
India while they are in the process of adoption of a TRIPS-consistent patent regime. In a
country where access to medicines at affordable prices is a major area of concern, one
hardly needs to labour on the point that adequate safeguards need to be provided to
ensure that the country does not witness the spectre of high prices medicines caused by
the grant of IMD patents. What this implies is that strengthening of the rights of the
patent holders, which is the cornerstone of the TRIPS Agreement, must be tempered by
the inclusion of provisions that effectively address public interest concerns. The
following discussion provides a perspective on India’s patent law amendments that were
undertaken to introduce a TRIPS-consistent patent regime.

' Article 31(b) of the TRIPS Agreement.
12 National Institute for Health Care Management (2002), p. 5.
' National Institute for Health Care Management (2002), p. 19.

'* Submission by Dr. Nahed Ahmed, Vice President, Productivity, Portfolio & Project Management Drug
Innovation & Approval, Aventis Pharmaceuticals Inc. to the United States Federal Trade
Commission/Department of Justice Hearings on “Competition and Intellectual Property Law and Policy in
the Knowledge-Based Economy”. See United States Federal Trade Commission/Department of Justice
(2002).

' National Institute for Health Care Management (2002), p. 19.



Analysing the amendments

The above discussion suggests that several issues would need careful consideration as
India implements a TRIPS-compliant patent regime. The following is a non-exhaustive
list: (i) defining the scope of patentability to address among other issues, patents on
IMDs, (ii) provisions for the grant of compulsory licences, (iii) opposition proceedings,
(iv) specific exceptions as for example “parallel imports™, and (iv) provisions relating to
providing immunity to generic producers that are already in the market.

Scope of Patentability

It may be argued that it is critically important to define scope of patentability since in
many jurisdictions, and in particular, those existing in developed countries, the
definitions adopted are often so open-ended that they have undesirable consequences, as
for instance, the grant on patents on IMDs. And as a later discussion would indicate, the
process of examination of the product applications that are currently in the “mailbox” has
revealed that patents on IMDs could be a real threat, which would have to be addressed
by all relevant stakeholders in a concerted manner. The “mailbox” provisions, introduced
through the amendment of the Patents Act in 1999, required India to accept applications
for product patents in the area of pharmaceuticals and agro-chemicals even before the
product patent regime was put in place. The purpose of the "mailbox", as based on Article
70.8, TRIPS Agreement, was to provide inventors with a means of filing applications for
pharmaceutical product patents during the transition period (i.e. until 1 January 2005).
Upon termination of the transition period, all applications in the mailbox then have to be
examined. The effect of the "mailbox" is a legal fiction: according to Article 70.8 (b),
TRIPS Agreement, the patentability criteria of novelty, inventive step and industrial
applicability shall be applied after the transition period as if they were being applied on
the date of filing/date of priority. In other words, the novelty of an invention is preserved,
although the respective product might have been available to the public for some time.

The "mailbox" provision has attracted more than 9,000 product patent applications, a
significant proportion of which is in the area of pharmaceuticals that would have to be
examined according to the provisions of the recently amended Act'®. It has been pointed
out that between 1995 and 2003, only 274 new chemical entities have been granted
marketing approval by the United States Federal Drug Administration (FDA), and this
implies that an overwhelming majority of the applications in the “mailbox” cover IMDs.

Narrowing down the scope of patentability, particularly in respect of pharmaceuticals
should be seen as the first step for ensuring that the IMDs do not get patent rights in
India. This required that the amended law provide appropriate definitions/clarifications in
respect of the three criteria used for assessing whether or not a claimed invention is
patentable, viz. novelty, inventive step and industrial application. It needs to be noted
here that the TRIPS Agreement is does not define any of these three criteria, implying
thereby that the WTO Member countries are free to adopt their own definitions.

Two issues are important in this context. These are the elaboration of the criteria for
patentability and the issue of patentable subject matter. Four amendments were
introduced in the Patents Act, and some of these require close examination.

'® This figure has been quoted by Access to Medicine and Treatment Campaign (AMTC). See Narrain
(2005).



The first is the elaboration of the definition of “inventive step”, which was accepted as
being coterminous with non-obviousness in the earlier version of the Patents Act 19707,
According to Section 2(ja), “inventive step” means a feature of the invention that
involves technical advance as compared to the existing knowledge or having economic
significance or both ...” How the Patent Office interprets this definition would be seen
with interest on two counts. First, the extent of “technical advance” that would be
considered sufficient for the grant of the rights could depend largely on the subjective
judgement of a patent examiner. In other words, a patent examiner would require a clear
set of guidelines further to ensure that incremental innovations of the kind that the IMDs
represent are not granted patent rights. Secondly, assessment of the inventive step based
on the “economic significance” of an invention could lead to erroneous outcomes. This
problem could arise from the exaggerated claims regarding the economic value of the
invention that the patent applicant would be tempted to make to take advantage of this
provision.

The second amendment of this genre that requires a re-look is the introduction of a new
definition for “pharmaceutical substance”. Section 2(ta) of the Patents Act, as amended,
defines a pharmaceutical substance as “any new entity involving one or more inventive
steps”. If the real objective of the definition was to narrow the scope of patenting of
pharmaceutical products, it falls far short of meeting this objective. In fact, the existing
definition opens the door for frivolous claims aplenty in this area. It has been argued for
instance that the term ‘chemical’ should have been inserted so that the definition would
be ‘any new chemical entity’'®. That this suggestion has considerable merit can be seen
from the manner in which the FDA deals with this issue. According to the FDA, new
chemical entity (NCE) or a new molecular entity (NME) means a drug that contains no
active moiety that has been approved by FDA in any other application submitted under
section 505(b) of the Federal Food, Drug, and Cosmetic Act. An active moiety means the
molecule or ion, excluding those appended portions of the molecule that cause the drug to
be an ester, salt (including a salt with hydrogen or coordination bonds), or other
noncovalent derivative (such as a complex, chelate, or clathrate) of the molecule,
responsible for the physiological or pharmacological action of the drug substance'”.

A third amendment tries to exclude discoveries or new use of a known substance from
the ambit of patenting. Here again, the language used leaves far too much of an
ambiguity. A good example of this is the exclusion of “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” (emphasis added) from patentable inventions that is provided in Section 3
(d). The industry too has expressed its unease with the language contained in Section 3
(d). One of the respondents argued that the term ‘efficacy’ is being construed in a drug
regulatory sense and admittedly patent examiners are ill equipped to appreciate efficacy
standards.

While answers to several of these issues may eventually be settled through the disputes
including those that would be in the nature of opposition to the grant of patents, there is

'7 An invention is considered as having an “inventive step” if it is non-obvious to anyone skilled in the art.
'8 Gopakumar and Amin (2005)..
' Wikipedia, the free encyclopaedia (http://en.wikipedia.org/wiki/New_chemical_entity)
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obviously a need to get legal certainty on this contentious issue.”’ Reflecting this need,
the Government of India had set up a five-member “Technical Expert Group on Patent
Law Issues” in April 2005 under the Chairmanship of Dr. R.A. Mashelkar, Director
General, Council of Scientific and Industrial Research (CSIR). The Group was given the

following terms of reference?':

(a) whether it would be TRIPS (Trade-Related Intellectual Property Rights) compatible
to limit the grant of patents for pharmaceutical substance to new chemical entity or
to new medical entity involving one or more inventive steps; and,

(b) whether it would be TRIPS compatible to exclude micro-organisms from
patenting®.

The Expert Group became a non-starter for the report it had submitted in December 2006
was mired in controversies. Finally, in February 2007, the Chairman of the Group
withdrew the report and asked for more time for re-submitting the report. These
developments have caused considerable uncertainties for the patent examiners have little
guidance on issues that are critical for the effective functioning of the country’s patent
regime.

Recent developments in the US could however provide a way forward on some of the
contentious aspects of the Patents Act, 1970, as amended. In a seminal judgement
pronounced in April 2007, the US Supreme Court altered the standard for determining
when an invention is obvious and thus cannot be patented. The ruling of the US Supreme
Court came in response to a suit filed by Teleflex, a Pennsylvania-based auto parts
manufacturer, which has argued that its rival KSR, a Canada-based firm, was selling gas
pedals in the US in violation of its patent on the product. KSR, on the other hand, sought
to dismiss the suit alleging that Teleflex’s invention was too obvious to be patented*.

Following this judgement, a slew of decisions have emerged from the Courts in the US,
which would re-define the parameters on which non-obviousness would be judged while
examining patent claims. Analysts have pointed out that “practitioners can expect that
improvement or “optimization” claims for pharmaceuticals with different salt forms,
different excipients, adjusted dosages, release rates or formulations of known active
ingredients, or optimized variables for known combinations, are very vulnerable to
invalidation or rejection for obviousness, even when supported by unexpected results™>.
It has further been argued that “new compound/active pharmaceutical ingredient claims

are more likely to withstand an obviousness challenge”. It has also been pointed out that

% See a later discussion for some of the law suits that have been filed opposing patents on drugs on some
critical diseases.

2! Govt of India (2005b).

22 There is a view that micro-organisms should not be patented given that the review of Article 27.3(b) has
been pending since 1999. Several public interest groups have supported the view that has been held by the
African Group that patenting of life forms should not be allowed in the TRIPS-consistent patent regime.
For the views of the African Group see WTO (1999) and WTO (2003).

3 Sharma, Ravi and Sara Hiddleston (2007).
** See Box 1 for details

%3 Steinhauer, Esther H. (2007)
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there exists a grey area involving “claims for new administration forms of a known active
ingredient, or new combinations showing unexpected synergy, superior therapeutic
efficacy or other improved properties, which are heavily dependent on the teachings of
the prior art and its understanding by the person of ordinary skill in the art”.
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Box 1: The KSR v Teleflex case

The patent at issue covers a gas pedal that is adjustable and that controls the engine
by means of an electronic sensor. However, long before the invention date for this
patent, companies had been making and selling adjustable gas pedals, as well as
pedals that had electronic sensors. According to KSR, the Teleflex patent was an
obvious combination of these two well-known designs, and it was thus unpatentable.

The decision of the US Supreme Court came essentially in response to the ruling
that the Federal Circuit had passed on the issue. The Federal Circuit had maintained
that a combination of existing elements can be considered obvious only if one can
prove that, prior to the date of the invention, there was an explicit “teaching,
suggestion, or motivation” to combine the existing elements (for instance, a
technical manual or scientific journal that discussed the advantages of putting a
sensor on an adjustable pedal).

The US Supreme Court ruled that “obviousness analysis cannot be confined by a
formalistic conception of the words teaching, suggestion, and motivation, or by
overemphasis on the importance of published articles and the explicit content of
issued patents”. The Court argued that “diversity of inventive pursuits and of
modern technology counsels against limiting the analysis in this way”. It pointed out
that in “many fields it may be that there is little discussion of obvious techniques or
combinations, and it often may be the case that market demand, rather than
scientific literature, will drive design trends”. Based on the above arguments US
Supreme Court surmised that “granting patent protection to advances that would
occur in the ordinary course without real innovation retards progress and may, in the
case of patents combining previously known elements, deprive prior inventions of
their value or utility”.

Source: Supreme Court of the United States (2007)

The discontinuation of the “process-patent-alone” regime in case of chemicals has been a
crucial change as regards patentable subject matter. This involved removal of Section
5(1) of Patents Act, 1970 which provides for process patents in this field. This has meant
that from January 1, 2005 product patent applications are being accepted and examined.
Included in these product patent applications would be those applications that were made
since 1995 using the “mailbox” provisions. The “mailbox” provisions were introduced in
the Patents Act through the first amendment undertaken in 1999 in order to fulfil the
condition imposed in Article 70 of the TRIPS Agreement (the so-called “Transitional
Arrangements”). As was mentioned earlier, the “Transitional Arrangements” were in the
nature of a trade-off for the longer period that India could enjoy for making its Patents
Law compatible with the TRIPS Agreement™.

It is vitally important that the scope of patentability, definition of pharmaceutical entity,
is laid down in clear and unambiguous manner. This step would go a long way in

*Article 65 of the TRIPS Agreement gave developing countries a period of five years from the
establishment of the WTO to amend their patent laws. However, developing countries having a process
patent regime were given a further period of five years to introduce product patents in the areas that were
covered by process patents in the pre-TRIPS phase.
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reducing the number of patent litigations, which are threatening to increase. The obvious
targets are patents that are being sought for drugs can be used for treating diseases like
HIV/AIDS, cancer and TB. In recent months, two significant developments have taken
place. The first involved the Novartis patent on a drug used for the treatment of cancer,
Gleevec. Product patent application for Gleevec was made using the “mailbox”
provisions, which meant that Novartis could enjoy five-years of EMRs on the basis of
this application. The EMRs were granted in November 2004, but the grant of the patent
was opposed and the opposition was upheld by the Patent Office in January 2006.
Subsequently, however, Novartis challenged the decision of the Patent Office in the
courts, but the High Court of Madras® gave a ruling against the petitioners (see
Annexure for details).

The second case involves GlaxoSmithKline’s Combivir, a fixed-dose combination of two
AIDS drugs (zidovudine/lamivudine, or AZT/3TC). Opposition to the grant of this patent
was submitted on March 31, 2006 by a two civil society groups, the Indian Network of
People Living with HIV/AIDS and the Manipur Network of Positive People. The
opposition was based both on technical and health grounds™. The Indian groups opposing
the patent are arguing that Glaxo's Combivir (AZT/3TC) is not a new invention but
simply the combination of two existing drugs.

Future of the Generic Producers

One of the more contentious issues that the third amendment of the Patents Act had to
address was the future of the generic producers in India who are currently producing the
products and whose product patent applications are in the “mailbox”. These producers
would have to cease operations in India should patent rights be granted to such products
under the new dispensation®.

Section 11A of the Patents Act, 1970, as amended, protects the interests of such generic
producers whose business interests may be affected in the product patent regime. This
section states that “the patent holder shall only be entitled to receive reasonable royalty
from such enterprises which have made significant investment and were producing and
marketing the concerned product” before January 1, 2005, and “which continue to
manufacture the product covered by the patent on the date of grant of the patent ...”
(emphasis added). In addition to this, it is provided that “no infringement proceedings
shall be instituted against these enterprises”.

Although this provision is expected to provide succour to the generic producers, it would
have to face a number of imponderables. First, the threshold for assessing whether or not
a given level of investment can be considered “significant” is not clear. This lacuna
regarding the definition of “significant” poses threat of infringement suits as the patent
holder may challenge any definition of “significant investment” that may be proposed to
extract high royalty payments.

A further problem may be encountered while defining the term “reasonable royalty”. This
issue would be discussed in greater detail in the following section.

" High Court of Madras (2007).
% See MSF (2006a).

* This stems from the fact that the patent rights can be used to prevent anyone from making, using,
offering for sale, selling or importing the product covered by the patent.
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As is to be expected, associates of foreign firms operating in India have argued that
Section 11A is one of the most damaging provisions as the legitimate patent rights of
applicants filing through mail box system would be nullified in case of generic product
already in market. These firms point out that this Section goes against the doctrine of
reasonable expectation, wherein the patent applicants would have filed in India with a
legitimate expectation of their inventions being protected by patent laws.

Compulsory Licensing

In the context of the on-going debate on the patent law reforms, a key issue, which is
often glossed over, is that the compulsory licensing system is one of the essential pillars
of the patent system. It has been well recognised that compulsory licences are expected to
play an important role in preventing abuse of patent rights that may arise when the patent
holder tries to pre-empt entry of competitors using his statutory rights.

The context for this issue has been provided by the Paris Convention. Article SA of the
Stockholm Act of the Paris Convention clarifies that “failure to work®”” or “insufficient
working” of a patent constitutes an “abuse” of patent rights. In the event of an abuse of
the patent rights arising from non-working or insufficient working, the patent granting
authority was given the powers to issue a licence to anyone who was willing to “work”
the patent.

Viewing from it a more functional perspective, the instrument of compulsory licence
provides an opportunity to the prospective users of technology, in particular the
developing countries, to gain access to proprietary technologies. The compulsory
licensing system could be immensely useful for the generic firms in the Indian
pharmaceutical industry for they can no longer meet their technology-requirements by
taking recourse to reverse engineering.

Attempts to implement the compulsory licensing system may end up in widely differing
outcomes, primarily because patent owners and potential users of patented technologies,
the developing countries, have given widely contradicting interpretations of how a
TRIPS-consistent compulsory licensing system should function. The patent-community
has given a narrow interpretation of the provisions, arguing that compulsory licences
should be used only under exceptional circumstances’'. On the other hand, Governments
of several developing countries have tried to use the compulsory licensing system in a
manner that would allow their domestic enterprises to engage in production, since this
has been seen as a critical aspect of promoting access to medicines™.

Developments over the past few years indicate that the point of view of developing
countries has been getting better support from the global community. In 2001, legal
uncertainties in respect of the use of compulsory licensing provisions for public health
concerns were effectively removed by the Doha Declaration on TRIPS Agreement and

3% Read “Commercial exploitation”.

31 According to the Pharmaceutical Research and Manufacturers of America (PhRMA), the association of
the global pharmaceutical majors, “Compulsory licenses, are an exceptional remedy for use only in the case
of market failure or significant abuse of a patent (e.g. a demonstrated antitrust violation linked to use of a
specific patent, or a state of national emergency under which normal rules of commerce are suspended)”.
For details see Coalition for Intellectual Property Rights (2002),

% South Africa and Brazil are among the more prominent countries that have included compulsory
licensing provisions in their patent laws.

15



Public Health. The Declaration stated unequivocally that “[E]ach Member has the right to
grant compulsory licences and the freedom to determine the grounds upon which such
licences are granted”.

The Commission on Intellectual Property Rights (CIPR), which was instituted by UK
Department for International Development, was equally supportive of the compulsory
licensing system. In its report, “Integrating Intellectual Property Rights and Development
Policy”, the Commission emphasised that “developing countries should establish
workable laws and procedures to give effect to compulsory licensing and provide
appropriate provisions for government use”. The CIPR recommended that developing
countries should adopt effective compulsory licensing mechanisms which include
straightforward, transparent and fast procedures that do not suspend the execution of the
licence. Moreover, the CIPR emphasised that developing countries should fully exploit
the flexibilities within TRIPS for determining compulsory licensing, as well as for non-
commercial use by the government, including production for export.

Despite the above-mentioned developments, the compulsory licence system provided by
India in its amended Patents Act may not fully meet the requirements of the domestic
pharmaceutical industry. We maintain this view for the reasons explained below.

The Indian Patents Act provides that an application for the grant of compulsory licence
can be made only after three years from the date of grant of the patent unless exceptional
circumstances like national emergency or extreme emergency can be used to justify the
grant of a licence on an earlier date. Three broad grounds for the grant of the compulsory
licences have been spelt out thus: (a) reasonable requirements of the public with respect
to the patented invention have not been satisfied, (b) the patented invention is not
available to the public at a reasonably affordable price, and (c) the patented invention is
not worked in the territory of India. The Patents Act sets out the circumstances under
which “reasonable requirements of the public” would not have been met. Such
circumstances would arise if the patent holder refuses to grant a licence on reasonable
terms, and which, in turn, affects: (i) development of new trade or industry in the country,
and (i1) establishment or development of commercial activities in India, and (iii)
development of the export market for a patented article manufactured in India. The last
mentioned provision is aimed at ensuring that India has the option to export the products
that have been produced using the licences from the patent holders. The major impact of
this provision could be felt in the pharmaceutical sector, where India could well emerge
as a major supplier of generic pharmaceuticals to the developing countries that do not
have sufficient domestic manufacturing facilities.

But while the above-mentioned conditions for the grant of compulsory licences can be
seen to be facilitating the grant of the licences, the Act also stipulates that the relevant
authority have to take into consideration four additional factors before the licences can be
granted. These include: (a) the nature of the invention, the time which has elapsed since
the sealing of the patent and the measures already taken by the patentee or any licensees
to make full use of the invention; (b) the ability of the applicant to work the invention to
the public advantage; (c) the capacity of the applicant to undertake the risk in providing
capital and working the invention, and (d) the efforts made by the applicant to obtain a

33 Commission on Intellectual Property Rights (2002), , p. 44.
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licence from patentee on reasonable terms and conditions and that such efforts were not
successful within a reasonable period®.

Consideration of these factors for granting compulsory licences gives rise to several
problems. First, the procedural requirements are too onerous and could consequently
result in delays. Secondly, it is not clear whether the grant of a compulsory licence would
automatically follow the refusal of a patentee to issue a voluntary licence on reasonable
commercial terms. Thirdly, the grounds for the determination of anti-competitive
practices have not been spelt out either the Patents Act or Competition Act”. And,
finally, there is no ceiling on the remuneration payable to the patent holder, which will
inevitably lead to demand for excessive royalty and unnecessary litigations. As would be
discussed below, the last mentioned problem has the potential of blocking the way for the
use of compulsory licensing system.

Associates of foreign firms operating in India also have serious reservations about the
compulsory licensing provisions included in Patents Act, 1970, as amended. Some of
these firms have pointed out that the existing triggers for issuing a compulsory licensing
are far too many in number, which, according to the respondents, goes well beyond the
realm of Public Health exigencies and extends sweeping CL provisions across the board
and not just to “national emergency” situation, as envisaged in TRIPS and as clarified by
the Doha Declaration.

The remuneration that a patent holder could demand following the decision to grant
compulsory licence for the “working” of patents in the country of grant act may become a
serious constraint for the smooth functioning of the compulsory licensing system. This
situation arises because the Agreement on TRIPS provides the rights holder a distinctly
superior bargaining position. Article 31(h) of the TRIPS Agreement, which provides the
guideposts in this regard, states that “the right holder shall be paid adequate remuneration
... taking into account the economic value of the authorization” (emphasis added). This
Article has the potential of rendering the cost of the licence prohibitive for the drug
majors have claimed that the average cost of bringing one new medicine to market is at
least a billion US dollars™.

Presenting a contra view on the issue of remuneration, associates of foreign firms have
argued that the interpretation of “economic value of licenses” is not clear in the law,
leaving it to the subjective judgment of the Controllers to decide the terms and conditions
of the license. These firms point out that since the compulsory licensing provisions in the
Indian law are such that the interests of applicant for a compulsory licence have been put

* The third amendment provided some crucial clarifications pertaining to this condition. The designated
authority has been allowed to interpret the term ‘“reasonable period” to mean a period not ordinarily
exceeding six months (Section 84(6)).

33 In fact, India’s Competition Act (enacted in 2002) does not address abuses of patent rights. Section 3(5)
of the Competition Act, states: “Nothing contained in this section shall restrict ... the right of any person to
restrain any infringement of, or to impose reasonable conditions, as may be necessary for protecting any of
his rights which have been or may be conferred upon him under ... the Patents Act, 1970. See Govt of
India (2003)

3% The Pharmaceutical Research and Manufacturers of America (PhRMA) states that it takes as long as 15
years and cost nearly 1 billion dollars to bring a new medicine from the laboratory to a pharmacy shelf.
This figure has, however, been challenged by several public interest groups. See PhRMA (20006).
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before that of the patentee, the patent holders could find it difficult to protect their
interests.

Royalty payments would be a critical issue in the implementation of the compulsory
licensing system as is provided in the Indian Patents Act. Besides the problems alluded to
above, there are evidences galore of developing countries being unable to afford
proprietary technologies because the high cost of acquiring such technologies. This
situation has occurred primarily because the owners of technology have been able to use
their superior bargaining position to seek terms that have suited their interests’’. In an age
when a web of patents covering a single product (better known as patent thickets®®) have
become commonplace, multiple licences are often required to be negotiated before any
enterprise can commence production. Patent thickets have also given rise to another
problem, viz. royalty stacking. According to an OECD study, firms have reported that in
some cases royalty payments can exceed 20% of their net sales”. And, in South Africa,
GlaxoSmithKline demanded a royalty of 25% before the courts intervened. A higher
royalty will increase the price of generic drugs and this, in the ultimate analysis would
militate against the existence of the generic producers whose raison d’etre is to supply
medicines at affordable prices.

India’s own experience with technology licensing agreements makes interesting reading.
Past trends show that the licensors were able to secure payments for their technologies
even when they were not transferring proprietary technologies. Surveys of foreign
collaboration agreements conducted over a three decade period by the Reserve Bank of
India4gevealed that proprietary technologies were transferred in only about 50% of the
cases .

The provisions in the Indian Patents Act relating to the payment of royalty and other
remuneration for obtaining a licence do not address the above-mentioned problems. In
fact, Section 90 provides that the remuneration would take into consideration the
perspective of the patentee, which includes the expenditure incurred by the patentee for
making and developing the invention and for obtaining and keeping the patent in force. It
may be argued that these considerations for determining the royalty and other
remuneration would enhance the already superior bargaining position of the patentee and
that these would need to be tempered with public interest considerations as well*'.

37 A well-documented Indian case from the pre-1970 phase, when the country had a product patent regime
cogently illustrates this issue. In response to an application for compulsory licence by a government —
owned research institute, Haffkine Institute, the patentee indicated that it was willing to grant a voluntary
licence. At the end of the negotiations, however, the patentee demanded a royalty of 25%. Further
negotiations followed, and after more than four years, the patentee agreed to reduce the royalty to 10 per
cent, which was still higher than 5% limit fixed by the government. This protracted process of negotiations
for obtaining a licence was found too costly by the prospective licensee and it was forced to abandon the
project. For details see, Lok Sabha (1969).

¥ A more formal definition of patent thicket is the following: it is a “dense web of overlapping intellectual
property rights that a company must hack its way through in order to actually commercialize new
technology”, see Shapiro (2001) quoted in Federal Trade Commission (2003).

¥ OECD (2002), p. 15.
* Reserve Bank of India (1974); Reserve Bank of India (1985), p. 36.
*! Dhar and Rao (2004).
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These were some of the considerations that were highlighted by the Doha Declaration on
TRIPS Agreement and Public Health, which, as stated earlier, provides the flexibilities to
the Member countries to adopt an effective compulsory licensing system. However, in
light of the above-discussion it can be concluded that India has not ensured that its
compulsory licensing system can function in a manner that public interest concerns can
be addressed. While the procedural complexities would delay the grant of licences,
ambiguities on the methodology for determining remuneration to the patentee, can be a
serious roadblock. The latter issue, in our view, requires focused attention.

It may be suggested in this context that two alternative frameworks for calculating the
value of licences granted by invoking the provisions relating to compulsory licences may
be considered. These formed parts of two bills that were part of bills that were presented
to the 107™ Congress of the United States in 2001. The Affordable Prescription Drugs
and Medical Inventions Act (HR 1708) seeks to amend the US Patent Law (Title 35,
United States Code) to provide for compulsory licensing of certain patented inventions
relating to health. The Public Health Emergency Medicines Act (HR 3235) aims at
providing for compulsory licensing of certain patented inventions relating to health care
emergencies, through an amendment of the US Patent Law.

Boxes 2 and 3 provide the details of methodologies that have been suggested in the
proposed Acts for determining the remuneration that the patentee should be paid in case
compulsory licences are issued for “working” patented medicines.
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Box 2: Considerations for Determining Remuneration for use of a Patent

In determining the reasonableness of licensing terms and the remuneration for the use of a patent under
subsection (c), the Secretary of Health and Human Services or the Federal Trade Commission (as the
case may be) shall consider—

1. the risks and costs associated with the invention claimed in the patent and the commercial
development of products that use the invention;

2. the efficacy and innovative nature and importance to the public health of the invention or

products using the invention;

the degree to which the invention benefited from publicly funded research;

the need for adequate incentives for the creation and commercialization of new inventions;

the interests of the public as patients and payers for health care services; and

the public health benefits of expanded access to the invention.

A

Source: House of Representatives, Affordable Prescription Drugs and Medical Inventions Act (H. R.
1708): To amend Title 35, United States Code, to provide for Compulsory Licensing of certain patented
inventions relating to health, 107th Congress, 1st Session, May 3, 2001.

Box 3: Compensation for Use of a Patent

In exercising the right under subsection (a) to authorize other use of the subject matter of a patent, the
right holder shall be paid reasonable remuneration for the use of the patent. In determining the
reasonableness of remuneration for the use of a patent, the Secretary of Health and Human Services
may consider—

1. evidence of the risks and costs associated with the invention claimed in the patent and the
commercial development of products that use the invention;

2. evidence of the efficacy and innovative nature and importance to the public health of the

invention or products using the invention;

the degree to which the invention benefited from publicly funded research;

the need for adequate incentives for the creation and commercialisation of new inventions;

the interests of the public as patients and payers for health care services;

the public health benefits of expanded access to the invention;

the benefits of making the invention available to working families and retired persons;

the need to correct anti-competitive practices; or

other public interest considerations.

O XN kW

Source: House of Representatives, Public Health Emergency Medicines Act (H. R. 3235): To amend
title 35, United States Code, to provide for compulsory licensing of certain patented inventions relating
to health care emergencies, 107th Congress, 1st Session, November 6, 2001

The limitations of the compulsory licensing system that we have alluded to above would
necessitate, in our view, a review in light of the experience gained from the
implementation of the newly amended Patents Act. This experience would be of crucial
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value since India does not have much to show in terms of a viable compulsory licensing
system™. In the product patent regime, i.e. in the pre-1970 phase, only five applications
were made for the grant of compulsory licenses. Of these, licences were granted in only
two cases and refused in one case. In the two remaining cases, the applications were

eventually withdrawn®.

The post-1970 phase saw India introduce a process patent regime covering all forms of
chemicals, including pharmaceuticals. Furthermore, the term of process patent protection
covering pharmaceuticals was set at five to seven years™". While the process patent
regime allowed the Indian pharmaceutical firms to generate alternative processes for
manufacturing products that were under product patent in other jurisdictions, the
shortening of the term of pharmaceutical (process) patent proved to be a damper for
foreign firms to seek patents in India.

Opposition Proceedings

Another issue of considerable significance to India that the third amendment of the
Patents Act has dealt with is the issue of opposition to the grant of patents. While the
Ordinance that was brought in December 2004 watered-down the provisions relating to
pre-grant opposition while introducing post-grant opposition, the amended legislation
restores the ground on which pre-grant opposition can be made. Although the grounds for
opposition available in the pre-grant stage have been restored, the right of appeal is
available only for post-grant opposition. India has thus become the only country among
the major patent granting ones, which provides for both pre- and post-grant opposition in
its patent legislation. It may well be argued that by so doing India has put the patent
applicant in a disadvantageous position, an argument that can bring the entire procedure
for opposition to the grant of patents before the courts™.

An issue of immediate relevance in this context is the manner in which the opposition
proceedings are conducted in case of applications that are in the “mailbox”. Following
“Gleevec” case, discussed earlier, pre-grant opposition proceedings have been initiated in
more than 100 cases. Besides, the domestic industry, public interest groups have also
initiated opposition proceedings*®. However, effectiveness of the opposition proceedings
depends upon the access to information on the mailbox applications. The Patent Office in
2005 has issued a notification in its official journal that inventions either filed or claiming
priority on July 30, 2003 have been deemed to be published. However, no physical
publications have been available to date. This lack of publication takes away the
possibility of accessing information relating to the patent application and the ability to
oppose the same. Lastly the Act refers to the publication of an application, but fails make

2 Although India had introduced the Patents and Designs Act in 1911, provisions specifically dealing with
compulsory licenses for pharmaceutical patents were introduced only in 1953. See, Rao (2002)

# Chaudhuri (1984).

* The term was five years from the date of grant of a patent, or seven years from the date of its application,
whichever was shorter.

* Associates of foreign firms operating in India have opposed the open-ended time time for pre-grant
opposition.

* In May 2006, the Indian Network for People Living with HIV/AIDS (INP+) and the Delhi Network of
Positive People filed an opposition to the grant of patent on tenofovir disoproxil fumarate (TDF), a key
AIDS drug that is marketed under the brand name Gilead, see MSF (2006b)
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the publication of the complete specification available to the public. This will greatly
hamper opposition proceedings.

Associates of foreign firms operating in India have alluded to the delays in the grant of
patents that the provisions allowing for pre-grant opposition had resulted in. These firms
have further argued that frequent and extended delays under this system of pre-grant
opposition demonstrate that India does not comply with the requirement of Article 62.2%
and 62.4* of TRIPS.

Regulation of Licenses

Licensing is the most common mode of transferring a patented technology. Generally,
speaking license of patents happens in three ways viz. commercial license, voluntary
license and compulsory license. Within the framework of the TRIPS Agreement,
licensing agreements are important because the Agreement promotes commercial and
voluntary licensing by making compulsory that effort to obtain license as a pre- condition
before applying for compulsory license in the normal course. Therefore, regulation of
licensing agreements is critical to promote access to medicines and the transfer of
technology, which is explicitly mentioned as one of the principles of the Agreement on
TRIPS. The Agreement does not prevent members from regulating licensing practices or
conditions that may particularly constitute an abuse of intellectual property rights and
have an adverse effect on competition in the relevant market. Further, it obligates
members to engage in consultation if the intellectual property owner belongs to one
country and indulges in practices that violate the regulations on licensing agreements and
vice versa. Certain conditions in the licensing agreement can eliminate the purpose of
technology transfer. Often licensing agreements comes with various conditions to prevent
the competition in the market.

The Patents Act has addressed this issue in Section 140. According to the provisions of
this section, the following conditions in a licensing agreement are unlawful:

(a) to require the purchaser, lessee, or licensee to acquire from the vendor, lessor, or
licensor, or his nominees, or to prohibit from acquiring or to restrict in any
manner or to any extent his right to acquire from any person or to prohibit him
from acquiring except from the vendor, lessor, or licensor or his nominees, any
article other than the patented article or an article other than that made by the
patented process; or

(b) to prohibit the purchaser, lessee or licensee from using, or to restrict in any
manner or to any extent the right of the purchaser, lessee or licensee, to use an
article other than the patented article or an article other than that made by the

7 Article 62.2 provides that “... Members shall ensure that the procedures for grant or registration, subject
to compliance with the substantive conditions for acquisition of the right, permit the granting or registration
of the right within a reasonable period of time so as to avoid unwarranted curtailment of the period of
protection.”

8 Article 62.4 provides that “... inter partes procedures such as opposition, revocation and cancellation,
shall be governed by the general principles” would have to ... be fair and equitable”, and that they would
“... not be unnecessarily complicated or costly, or entail unreasonable time-limits or unwarranted delays”.
The Article further provides that the decisions in respect of the above-mentioned procedures should
preferably “be in writing and reasoned”, and that they should “be made available at least to the parties to
the proceeding without undue delay”.

22



patented process, which is not supplied by the vendor, lessor or licensor or his
nominee; or

(c) to prohibit the purchaser, lessee or licensee from using or to restrict in any manner
or to any extent the right of the purchaser, lessee or licensee to use any process
other than the patented process, exclusive dealing on non-patented article; use of a
non-patented article other than that supplied by the licensor; use of any process
other than the non-patented process; and exclusive grant back.

However the main lacuna of this Section is that it does not link this clause with
compulsory license or anticompetitive remedies. The only remedy provided in the Act is
that such conditions in a license can be used as a ground against infringement
proceedings. Therefore there is a need to link these provisions to compulsory license
provisos f the Patents Act.

The Two Exemptions

Section 107A of the Patents Act, 1970, as amended contains two notable exemptions. The
first relates to what is better known as the “Bolar Exemptions” and the second exemption
seeks to define the contours of parallel imports.

“Bolar Exemption”

One of the less focused areas of the Indian Patents Act, as amended, is the provision
providing for the so-called “Bolar exemption”. The basic idea behind the “Bolar
exemption” is to create conditions so that the generic drug manufacturers can introduce
their products immediately after the patent on a drug lapses™. With the leading firms in
the Indian pharmaceutical showing considerable degree of dynamism in recent years,
which we shall discuss in the following section, the “Bolar exemption” assumes
considerable importance for the future of the generic producers in India.

The “Bolar exemption” became a feature of the US patent statute in 1984, following the
ruling of the Court of Appeals for the Federal Circuit in Roche Products Inc. v. Bolar
Pharmaceuticals Co. Inc. This case involved a generic manufacturer (Bolar
Pharmaceuticals) who had used a patented invention to test and apply for marketing
authorisation of its version of a patented medicine. The Court had determined that the
common law “experimental use” defence only covered experimentation for scientific, not
commercial, purposes, and that the generic manufacturer’s activities therefore amounted
to an infringement of the relevant patents'.

Section 271(e)(1) of the US patent law (35 USC), which provided the “Bolar” or
“experimental use exception” allowed the generic firms to conduct research on patented
drugs prior to the expiration of the patent, so long as the experiments were “reasonably
related to the development and submission of information under a Federal law which
regulates the manufacture, use, or sale of drugs or veterinary biological products”. The
effectiveness of the “experimental use exception” was however dependent on the

* Also called “Experimental Use Exception”.

%0 Associates of foreign firms operating in India have argued that the objective of the Bolar provision is not
to further scientific work in general, but more to ensure availability of products as soon as the term of a
patent is over.

*LWTO (2000), p 37.
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interpretation of the term ““reasonably related”, and not unexpectedly, this term was the
subject matter of a litigation between Merck KGaA and Integra Lifesciences, which was
adjudicated upon by the US Supreme Court™.

In a significant ruling, the US Supreme Court clarified that “Section 271(e)(1)’s
exemption from infringement extends to all uses of patented inventions that are
reasonably related to the development and submission of any information under the
FDCA™,” (emphasis in original) and that “[t]his necessarily includes preclinical studies
of patented compounds that are appropriate for submission to the FDA in the regulatory
process.” The Court held that Section 271(e)(1) applies to preclinical in vitro and in vivo
studies intended to obtain information on the ‘“pharmacological, toxicological,
pharmacokinetic, and biological qualities of the drug in animals™.

Following from the precedence set in the US, Canada took two significant steps to make
carve outs in its Patent Act. Section 55.2(1), or the “regulatory review exception”, of the
Canadian Patent Act allowed all activities related to the development and submission of
information required to obtain marketing approval for pharmaceutical products carried
out by a third party without the consent of the patent holder at any time during the patent
term. Further, Sections 55.2(2) and (3), or the “stockpiling” exception, of the Patent Act
together with the Manufacturing and Storage of Patented Medicines Regulations allowed
manufacturing and stockpiling of pharmaceutical products during the six months
immediately prior to the expiration of the 20-year patent term.

The Members of the EC brought a dispute to the WTO maintaining that the above
mentioned sections of the Canadian Patent Act violated the rights of the patent holder as
provided in Article 28 of the TR