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Abstract

The Indian pharmaceutical industry has played a central role in providing
generic antiretroviral (ARV) medicine to national and global ARV therapy
programmes over the last two decades. The industry practically, has become
the primary supplier of generic medicines, ARV medicines in particular, to
the developing world, through both international organizations and nation-
level ARV access programmes. Given India’s important role as a global
supplier, this paper reviews the legal and political situation in India with
special attention to adaptations in regulatory procedure and trends in
jurisprudence since India’s adherence to the WTO-TRIPS agreement in
2005. With a review of the historic role of India as a supplier of ARV
medicines, the paper outlines some of the key rulings in Indian courts as
the interpretation of the new patent laws are tested. Also presented is an
analysis of the recent challenges to the Bolar exception in India. The main
objective of the paper is to introduce the reader to some of the most
crucial changes in Indian patent law and procedures which are likely to
shape production of local ARV medicines.

Keywords : Indian pharmaceutical industry, HIV/AIDS,
Antiretrovirals; Intellectual property rights
JEL Codes : L65, D23, O34, 118 and F13
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Institutional and Procedural Challenges to
Generic Production in India:
Antiretrovirals in Focus

Cassandra Sweet
Keshab Das

1. Introduction

The ability to transform HIV/AIDS from a veritable death sentence into
a manageable, chronic disease is largely attributable to two major shifts
over the last decade or so: first, the political will to confront the disease
and, second, the technical ability to supply antiretroviral (ARV) medicines.
Recent gains in the expansion of access to ARVs have been unprecedented.
ARV access has expanded remarkably over the last decade, during the
period 2003-2007, for example, the number of people in the developing
world receiving ARVs increased more than seven times (WHO, 2008). By
the end of 2008, more than four million people in low and middle income
countries were receiving antiretroviral therapy (ART), up from nearly three
million just the previous year. More than a quarter of a million of those
receiving ARVs were children (WHO-UNAIDS-UNICEF, 2009). These
achievements, however, remain overshadowed by enormous challenges
facing the global community. In 2007, 33 million people were living with
HIV/AIDS, 2.7 million became infected with the virus and 2 million people
died as a result of causes related to the virus. UNAIDS reports that only
a third of those in developing countries needing ART are receiving it
(UNAIDS, 2008).

For those who have begun treatment, major barriers remain for their
continued access. In the developing world, where 95 per cent of the people
with HIV/AIDS reside, issues regarding the supply of the first-line medicines
have been largely hampered by accessibility and adaptability (MSF, 2008).
Although it is now widely accepted that ART programs can be effectively
managed in developing countries (Peterson et al., 2006), putting an end to
earlier debates about the dangers of ARV access provoking resistances

Cassandra Sweet (cassandra.sweet@cantab.net) is Assistant Professor of Public Policy,
Institute of Political Science, PUC, Santiago, Chile. Keshab Das
(keshabdas@gmail.com) is Professor, GIDR, Ahmedabad, India.
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(Harries et al., 2001, Wadman, 2001), the rising costs of new first-line and
second-line therapies are increasingly prohibitive (Orsi et al., 2010). The
average cost of new first-line and second-line ARV regimens are
approximately US$ 610 and $§ 1660 on average per-person per year
(respectively) compared to the old generation of first-line treatment US$
88 (WHOQO, 2009). For those patients on ART, access to the second-line
treatments will be critical if the gains of the first line-treatments are to be
preserved.

The Indian pharmaceutical industry has played a central role in providing
generic ARV medicines as national and global ART programs have expanded
their operations over the last decade. More than half the drugs used for the
treatment of HIV/AIDS patients in the developing world are produced in
India. India’s role as the so-called “pharmacy of the developing world™
and as a key supplier of HIV/AIDS ARVs,? stems from legal and industrial
systems, which until 2005, did not recognize product patents. Since 2005,
70 per cent of ARVs purchased by the UNICEF, IDA, the Global Fund
(GFATM) and the Clinton Foundation® are being sourced from Indian
producers (MSF, 2007). In addition to supplying generics India is also a
major source of active pharmaceutical ingredients (APIs) - those bulk inputs
which have been fundamental sources for the generic programs pursued in
both Brazil and Thailand.

1 In addition, over 80 per cent of the stock comprising Medecine Sans Frontier’s
(MSF), HIV/AIDS treatment programs are supplied by Indian firms. Doctors Without
Borders, December 18, 2006.
http://www.doctorswithoutborders.org/news/access/novartis_ga.cfm. (Accessed
December 28, 2006).

2 Unni Karunakara, ‘Medical Director of MSF’s Campaign for Access to Essential
Medicines’, http:/ /www.accessmed-msf.org/ (Accessed February 7, 2007).

3 The Clinton Foundation HIV/AIDS Initiative (CHAI) supports national
governments to expand high-quality care and treatment to people living with HIV/
AIDS. CHAI offers reduced prices for ARVs to members of its Procurement
Consortium. CHAI has agreements with eight manufacturers of ARV formulations,
active pharmaceutical ingredients and/or pharmaceutical intermediates: Aurobindo
Pharma, Cipla Ltd., Hetero Drugs, Macleods Pharmaceuticals, Matrix Laboratories,
Ranbaxy Laboratories, Strides Arcolab and, Zhejiang Huahai Pharmaceutical Co.
The ARVs included in CHAT’s pricing agreements are: abacavir (ABC), didanosine
(DDJ), efavirenz (EFV), emtricitabine (FT'C), lamivudine (3TC), lopinavir/ritonavir
(LPV /1), nevirapine (NVP), stavudine (d4T), tenofovir (TDF) and zidovudine
(AZT).



With India’s harmonization of its patent standards with those set by the
WTO’s Agreement on Trade-related Aspects of Intellectual Property Rights
(TRIPS), the Indian pharmaceutical firms will no longer be able to provide
generic copies of ARV medicines for which patent applications have been
filed according to the new rules set in India’s Patent Office. The end of
this system will have vast implications for the access to medicine issues
around the world, in particular for populations in the developing world,
where over 90 per cent of purchases are made through out-of-pocket
payments and medicines account for the second largest household expenditure
(Chan, 2010).

With this backdrop, this paper explores the post-2005 situation in India
with special attention to adaptations in regulatory procedure and legal
jurisprudence which could affect the production decisions of Indian generics
pharmaceutical companies.* The paper comprises three sections. The first
reviews the historic role of India as a supplier of ARV medicine. An analysis
of the three areas of patent law currently tested in Indian courts has been
presented in the second section. The third and final section reviews debates
regarding the implementation of the Bolar exception and so-called “patent
linkage” in India. In conclusion, we reflect on how these changes may
influence the strategies made by the Indian pharmaceutical firms. The aim
of this exercise is not to provide a complete picture of transformations in
Indian law, but to focus on those which are most relevant to production by
the local industry.

4 The larger aim of the project, lasting two years, is to investigate how the production
of ARVs has changed since the implementation of TRIPS standards and to identify
how it will affect access to ARVs. This research project, directed by Keshab Das
and linked in tandem with the grant application coordinated by Benjamin Coriat
of University Paris, 13, titled “Production et Apparovisonnement en ARV Generics
dans L’apres 2005: Une analyse a partir des cas du Brésil et de I’Inde”, proposes
a three-fold but interrelated set of objectives - namely, legal, industrial and access
- towards understanding the consequences of the product patent regime on
production of first- and second-line ARVs and their respective active pharmaceutical
ingredients by Indian generic firms. The on-going research will benefit from the
larger research project directed by Professor Coriat and collaboration with Lia
Hasenclever of the Universidade Federal do Rio de Janeiro.
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2. “The Pharmacy of the Developing World” in Transformation

A contradiction confronts current efforts at dealing with the HIV/AIDS
epidemic. Globally, whereas the political motivation to address the HIV/
AIDS crisis has gained momentum,’ the future source for procurement of
affordable ARVs, in particular, second-line treatments, appears increasingly
dubious.®* Much depends, at least in the short and medium term, on outcomes
in the Indian patent system where issues in the implementation of
international patent laws are currently being debated. Throughout the 1990s,
while other developing countries experienced a decline in their ability to
produce the APIs necessary for ARV production, India’s capacity expanded
with growing demand.” During the period 2000-05, Indian generic
competition was essential for reducing the first-line AIDS drug prices from
approximately $ 12000 per year to $ 150 per year. In addition to providing
a source of competitive ARVs prices, Indian firms’ ability to innovate on
molecules patented elsewhere resulted in a series of technical improvements
to ARV therapies. One such critical breakthrough ushered in by the Indian
firms was the development of a “fixed-dose combination” drug

5 The scaling up of programmes on a global level, from the Global Fund to
UNITAIDS, has been compounded by increased focus on the issue at the national
level. A recent paper, “Programme Implementation Guidelines for a Phased Scale
up of Access to Antiretroviral Therapy for People Living with HIV/AIDS” from
the National AIDS Control Organization (NACO) highlights the importance of
both global initiatives promoting the use of ARV treatment in addressing the HIV/
AIDS epidemic, and the drop in prices for those treatments. See, NACO, http:/
/www.nacoonline.org/guidelines/guideline_1.pdf

¢ The current production of the first-line ARVs is sufficient, but as the Director
General of India’s NACO, Dr. Quraishi, puts it, “the problem will come when we
need second line drugs...I’m personally very worried about the second line drugs.”
AIDSMAP, “India, China or Brazil, Who will produce the second line ARVs?”,
Reproduced from Health and Development Networks SEA-AIDS Forum Coverage of the
7th International Conference on AIDS in Asia and the Pacific. July 12, 2005,
www.aidsmap.com. (Accessed February 10, 2007.)

7 Kaul (2004) shows that Indian exports of pharmaceutical chemicals have been
steadily growing over the last decade. In contrast, while Brazil is heralded as a
successful case in its ability to negotiate with multinationals for lower ARV prices,
its national pharmaceutical chemical base has witnessed a contraction in the already
small number of companies producing ARVs. Brazilian laboratory Labogen, for
example, has discontinued production of ARV APIs and Cristalia has reduced
production to three (Ritonavir, Saquinavir, and Saquinavir Mesylate).
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compounding three ARVs in a single dose.® During the 1990s, Asian
manufacturers, largely Indian and Chinese bulk producers, played a critical
role in the respective national government’s ability to scale up programmes
for universal access (Grace, 2004 and 2005; and Possas, 2005).

India’s role as a global supplier of low-cost medicines is rooted in the
nation’s early policies to foster national industrialization in the pharmaceutical
sector. In 1970, the Indian National Congress enacted a Patent Act which
sought to address the low level of local production. The 1970 Act provided
for patents for pharmaceutical processes but eschewed the granting of
monopoly ownership for pharmaceutical products.? This distinction opened
the door for reverse engineering by Indian firms; and harboured the growth
of one of the world’s largest generic drug industries.® Despite the
achievements of Indian firms during 1970-95 in developing high skills of
adaptation and growth, they face steep difficulties competing in innovation
and remain a highly generic industry with comparatively meagre success in
new molecule discovery.l!

During the Uruguay Rounds (1984-96), which culminated in the formation
of the World Trade Organization, India was an avid negotiator for the

8 This was orchestrated by Cipla in the so called (D4T+3TC+NVP) combination.

® Itis important to note that process patents were granted for a period of five years

from the date of the patent grant or alternatively, seven years from the filing date
of a patent, whichever was earlier. Additionally, the 1970 Patent Act included
multiple provisions for compulsory licensing of process patents. Three years after
the sealing date of the patent, any party interested in working on the patented
invention could apply for a compulsory license. Finally, the Patent Act included
a clause for “licenses of right” enforceable three days after the sealing of the patent
should the government believe that the invention was not available to the public
at a “reasonable” price (FICCI 2003: 5).

10 According to Verma (2005: 436) Indian generic medicines account for 22 per cent
of generic medicines worldwide. There is some disagreement about the actual
source of Indian pharmaceutical development. A report from the Chemicals &
Pharmaceuticals division of the Federation of Indian Chambers of Commerce and
Industry (FICCI) concludes that the 1970 Indian Patent Act has been the “single
most important factor pushing the growth and development of the domestic
pharmaceutical industry” (FICCI 2003: 4).

11 Srinivas (2004) outlines three core challenges for Indian firms in entering innovative
areas: finance, experience and institutional environment.
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rights of its generics industry, negotiating a transition period for the
implementation of the new TRIPS standards which many developing
countries hastily enacted (Jawara and Kwa, 2003). Over the following decade,
several stages marked the transformation of Indian law from a process to
product patent regime (Chaudhari, 2005).1> Two of the most significant
legislative changes took place in the last year of the transition. On the eve
of the TRIPS implementation deadline, the Indian Parliament enacted the
Indian Patent Ordinance (codified on December 26, 2004). The Ordinance
was widely viewed as multinational enterprise-friendly, with the patent
process lessening requirements for patent applications and terminating a
clause for procedures for contestation of applications during the pre-grant
period. In terms of trade impacts, the Ordinance constrained Paragraph 6,
regulating export and provided for export only to those countries which
had issued compulsory licenses. Finally, the Ordinance did not specify the
procedure for issuing compulsory licenses.

The Ordinance provoked a great deal of concern among both the public
health community and in intellectual rights law circles. In contrast, the
final version of India’s domestic application of IP law, the Patents
(Amendment) Act of 2005 (henceforth, “the 2005 Act”) which was passed
in March, provided for a comparatively flexible framework and addressed
some of the core issues which had not been addressed in the earlier
Ordinance. The key change brought about by the 2005 Act was the extension
of product patents in the area of pharmaceuticals and chemical inventions.
The drug pricing and access implications of this change have triggered
widespread anxiety among public health activists. The pharmaceutical
companies, on the other hand, welcomed the change for its innovation-
promoting implications. The Act defined new invention and patentability
on the basis of three attributes — a novelty standard, inventive step and
industrial applicability (Basheer, 2005). The Act also expanded on the
exception provided under Section 3 (d) of the Patents Act 1970 and provided
that any discovery of a new form of a known substance is not patentable
unless it results in the enhancement of the known efficacy of that substance
(Ibid)). Section 3 (d) was introduced as a measure to prevent the ever
greening of patents, this rather liberal — and vague according to legal experts

2 Mueller (2007) provides a thorough review of the key transformations in the three
stages of the Indian patent system, arguing that the emerging system has taken on
a “mosaic” nature, incorporating western standards and Indian norms.
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- provision paved the way for a prolonged legal battle between Novartis and
the Union of India, a case dealt with later in the paper. Another significant
change was the introduction of the post-grant opposition mechanism and
revocation mechanism to complement the pre-grant mechanism that the
1970 Act was already endowed with. This again is considered as a strategic
provision that can effectively discourage frivolous patent applications.

One of the most significant changes in the Act, and the most promising
in terms of use of TRIPS flexibilities, has been in the area of compulsory
licensing. In pursuance of a TRIPS obligation, the 1999 amendment of the
Patent Act provided for a mail box, where patent applications during 1995-
2005 were to be put away to be reviewed in 2005 (Joseph, 2009). The Act
provided that the generic companies that made significant investment and
were producing and marketing drugs covered by the mail box applications
prior to January 1, 2005 would be granted automatic compulsory licenses
subject to payment of a reasonable loyalty. This way the Act ensured that
generic producers of such drugs continued their business even after the Act
came into effect.

A number of scholars have attempted to understand how the Indian case
reflects trends in the “harmonization” of international legal standards to a
developing country (Kapczynski, 2009; Basheer, 2007) and what the
quantitative effects of the TRIPS implementation in India might be (Fink,
2000; Chaudhuri er al., 2003; Fink and Maskus, 2005; and Adams, 2008).
Yet little consensus has emerged on how India’s adoption of the patent
regime has affected the supply of medicine in great part, because the
implementation of the standards continues to be undergoing a process of
definition.!?

One of the most important areas of flexibility which remained in place in
the 2005 Act was a system of pre-grant and post-grant patent opposition
channels.!* Patent decisions in India are administered by the Patent Office,
which has four branches, in Kolkata (head office), Chennai, Mumbai and

3 Oxford’s Carolyn Deere-Birbeck (2009) has called this process the “Implementation
Game.”

14 Discussion regarding “flexibilities” has garnered increasing attention in the legal
and public health communities. One important contribution was a study published
by the South Centre, see, Musungu and Oh (2006).
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New Delhi.'* Patent applications in India could be routed through the national
application system or, for foreign applicants, through the Patent Cooperation
Treaty (PCT). In the year 2006-07, the conventional national applications
were 3165, a 10 per cent increase over that of the previous year. The total
applications through the PCT route were 19768, about 28 per cent higher
than that of the previous year at 15467. In the specific category of medicines,
the number of applicants for patents was 3239, an increase of 46 per cent
from that of the previous year. The number of patents registered was 787,
an increase of 72 per cent over that of the preceding year. Based on these
statistics, revealing the immediate post-implementation trends, a rise in the
general patent applications is visible, and particularly so in the sphere of
medicines. Importantly, in terms of patent oppositions during the same
period, the Indian Patent Office recorded 44 pre-grant oppositions and 27
post-grant oppositions. Despite receiving a relatively low proportion of
applications for which there are oppositions in process, almost all
applications for ART or cancer drugs face pre- or post-grant oppositions
from national, or international groups.

3. Legal Turf Wars: Interpreting and Applying the Patent Law
in India

Over the past 5 years, a number of cases in Indian jurisprudence have
begun to shape the legal interpretation of intellectual property standards
with direct results for the amendment’s implementation. In this section,
three cases have been presented with discussions on their preliminary
implications for the Indian generics industry. These include: 1) a case testing
the infamous Section 3 (d) clause setting a standard for levels of minimum
innovation; 2) consideration of public interest; and 3) withdrawal of patent
applications and the granting of voluntary licenses by multinational
enterprises. The aim here is not to provide a complete review of trends in
Indian patent jurisprudence, which is beyond the scope of this paper, but

15 Prior to the 2005 Act, the period for consideration of patents was approximately
six years but now the Patent Office has undergone a series of steps to modernize
the process, and suggests that this average has been reduced to three years. As part
of the modernization process, the patent office has begun to computerize its
systems. All applications filed after January 1, 2005 have their information held
electronically (with a classification of the application, name of application, country
type, etc.). The ability to track patents and their stage in the application process
is of paramount public interest.



to focus on some of the key, recent political and legal issues emerging for
the production of some life-saving medicines. Many of these cases are still
under consideration; for those in which judgements have been released,
appeals may leave the door open for debate for years to come.

a)  Testing the Constitutional Validity of Section 3 (d): Novartis and Glivec

In 2006, the Patent Office in Chennai rejected the Swiss-based Novartis’
patent application for the anti-cancer drug Glivec.!® The rejection of Novartis’
application set into motion a series of rulings with implications reaching
well beyond the question of the Glivec application. Novartis’ response was
not merely to appeal the rejection, but to question the constitutionality of
Section 3 (d). As briefly discussed earlier, Section 3 (d) prohibits the granting
of patents for what are considered negligible modification of existent drugs,
defining such substances as a “mere discovery of a new form of a known
substance which does not result in the enhancement of the known efficacy
of that substance.”'” This clause is considered critical in preventing firms
from engaging in evergreening, or for firms’ seeking extensions to monopoly
rights for insignificant molecular adaptations. The Madras High Court
rejected Novartis’ claim, and found that Section 3 (d) was constitutional.!®

Novartis, the Swiss pharmaceutical company, filed an application in 1998
claiming a patent over Glivec, a life-saving cancer drug to treat patients
suffering from Chronic Myeloid Leukemia (CML). Glivec is the b-crystalline
form of imatinib mesylate. Imatinib, the free base molecule, was invented
by Novartis in 1992 and the 1993 US patent for imatinib discloses imatinib
mesylate (US Patent No. 5521184). Despite this, Novartis filed the patent
application in India in 1998 and argued before the Patent Controller that
they had invented two compounds - imatinib mesylate and its b-crystalline
form. Novartis had been granted patents on corresponding patent applications
in over 40 counties including China and Russia. The Cancer Patient Aid
Association filed a pre-grant opposition, claiming that Glivec could not be

16 Sold in the United States under the commercial name Gleevec.

17" The Patents (Amendment) Act 2005, Office of the Controller General of Patents,
Designs and Trademarks, Delhi, India.

18 Tt also held that it did not have “jurisdiction” for evaluation of TRIPS, which has
been artfully challenged in Basheer and Reddy (2008). For an excellent discussion
on this case, see, Raju (2007).



patented. The Association claimed the grounds of (1) prior publication in
an earlier patent, (2) obviousness, (3) lack of enhancement of efficacy, and
(4) incorrect claim of priority.’?

As India did not recognise product patents for pharmaceuticals at the time
of this application, it was to be examined only after 2005. In the meantime,
in 2003, Novartis obtained the exclusive marketing right (EMR) for imatinib
mesylate based on its patent application. Based on the EMR, Novartis
obtained orders from the Madras High Court to stop several generic
pharmaceutical companies from manufacturing generic versions of imatinib
mesylate, while the Bombay High Court did deny the same. While generic
versions were available at a cost of around Rs. 8000 (US $ 160) to Rs.
12,000 (US $ 240) per month, Novartis sold its version at Rs. 120000 (US
$ 2400) per month. The court order resulted in the reduction of the supply
of generic versions, and consequently impacted patients suffering from
CML.

In 2006 the Indian Patent Office rejected the application on the ground
that the product claimed by Novartis lacked a sufficient level of novelty
and failed to show an increased efficacy over the known substance?® The
base substance known at the time of application was not imatinib but
imatinib mesylate; thus, Glivec being only a b-crystalline form of imatinib
mesylate was deemed to be only a new form of a known substance and
not an enhancement of efficacy. Rejecting Novartis’ argument that it was
30 per cent more bio available in rats, the controller held that there had
been no enhancement of efficacy?! With the rejection of patent the EMR
came to an end.

¥ For a discussion of this case, see, points made by the Lawyers’ Collective
http://www.lawyerscollective.org/hiv-aids/activities/legal-services-access-to-
medicines-patents

2 It was noted by the Patent Controller that the 1993 patent claimed all salts related
to the free base that was being patented. Since Glivec was a salt of that free base,
and was obtained in the customary manner and was the form that the salt normally
exists in, Glivec was a known salt and could not be patented. Since Glivec’s salt
form was the most thermodynamically stable and also the form that the salt
normally assumes, it was obvious. In other words, the application only claims a
new form of a known substance

A http://www.lawyerscollective.org/node/1042
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Subsequently, Novartis filed multiple challenges in the Madras High Court.
It challenged not only the decision of the Patent Office rejecting its patent
application, but also the Section 3 (d) of the Patents Act - a crucial public
health safeguard introduced in the law by the Parliament to prevent
evergreening. The company argued that Section 3 (d) was vague and not
compatible with the Constitution of India and was not compliant with the
TRIPS Agreement. Its position was that since the free base of imatinib was
never patented in India, there was no question of extending the life of the
patent and thereby engaging in evergreening.

In 2007, the Madras High Court rejected Novartis’ challenge to Section 3/
(d) and held that it had no jurisdiction to determine the issue of TRIPS
compatibility. In determining the issue of constitutional validity, the court
held that the word “efficacy” used in Section 3 (d) had a definite meaning
in the pharmaceutical field.

The set of appeals filed by Novartis challenging the Chennai Patent Office’s
decision was transferred from the Madras High Court to the Intellectual
Property Appellate Board (IPAB). After the hearings over two months
concluded in December 2009, the IPAB finally passed its order in June
2009. The IPAB too held that Novartis was not entitled to a patent on
imatinib mesylate as its claimed product did not meet the requirement of
increased therapeutic efficacy. The IPAB, however, reversed the findings of
the Patent Controller on novelty and inventive step. It held that imatinib
mesylate was novel and not obvious to a person skilled in the art. It also
allowed Novartis to proceed with certain process claims.

Novartis approached the Supreme Court on August 28, 2009 arguing that
the TPAB had wrongly relied on the interpretation of Section 3 (d) by the
Madras High Court - that a patent applicant has to show an increase in
therapeutic efficacy. In a statement justifying legal arguments, the company
declared that “Section 3 (d) of the Indian patent law will limit pharmaceutical
research and development in India because it limits the ability to patent
incremental innovation”. The company contended that “Acknowledging
innovation by granting a patent is unrelated to the access to medicines
issue. Improving access to medicines is a matter of making medicines
available. Medicines can be made available through access safeguards in
international agreements and, in the case of essential and life-saving
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medicines, special pricing arrangements in developing countries can, and
must, be made” .2

What are the implications of Novartis’ legal challenge of Section 3 (d), a
clause hailed as symbol of responsible use of public health safeguards?
Any compromise with this section would eventually help pharmaceutical
companies with deep pockets to patent incremental changes to the existing
drugs. This would hamper competition in generic drugs which has been
largely responsible for the reduction of drug prices and increased
affordability and access. More specifically, access to recently developed
second-line generic ARV drugs by people living with HIV/AIDS (PLHA)
all around the developing world would be seriously affected by any
weakening of Section 3 (d).2* Mass scale treatment programmes for other
diseases like tuberculosis too would also face rapid shortages of low-cost
generic medicines.

b) Consideration of Public Interest: Roche and Tarceva

One of the fundamental characteristics of the Indian patent system is
that while patents are valid for a period of 20 years, calculated from
the date of filing/priority of the patent application (whichever is earlier),
patents may be challenged through systems of pre-grant and post-grant
opposition. Post-grant opposition was originally outlined in India’s 1970
Patent Act, in Section 25 (2) and was brought forth in the 2005 Act.
Procedures for post-grant opposition allow any interested party, be they
representatives of civil society, or generic producing competitors, to challenge
the validity of a patent as far as one year from the date of publication of
the patent issuance.?

The process of how post-grant oppositions are reviewed and what issues
are taken into consideration during their review have been illustrated in a

2 http://www.novartis.com/downloads/about-novartis/Novartis_position-
Glivec_Gleevec_patent_case _india.pdf. (Accessed September 26, 2010).

B http:/ /www.care.org/newsroom/articles/2007/06/20070613_novartis.asp

% Recent post-grant opposition decisions include; Novartis vs. Cipla (DULERA),
Gendon vs. Cipla (IPILL), Roche vs. Cipla (VALCYTE), Roche vs. Wockhardt
(PEGASYS).
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case which is currently ongoing between the Swiss-based Roche and local
(Indian) producer Cipla.?> Roche introduced the drug “Erlontinib” under
the trademark name of Tarceva in India in April 2006 and was granted
patent rights in June 2007. Nearly six months following the patent’s issuance,
local generics producer Cipla launched a generic version called of Erlocip.
In response, Roche challenged Cipla’s right to generic production and
requested an injunction which would prohibit its manufacture.

Cipla’s response reflected the view of many local producers and public
health groups in India; according to Indian jurisprudence there is no
presumption of the validity of patents, given the multiple stages at which
a patent application may face objection and review. Cipla suggested that
examination and opposition at India’s patent offices comprise a first stage
of patent review: “The patent is subject to scrutiny at several higher levels,
unlike the case of trademarks.” In addition to its procedural arguments
against the issuance of an injunction, Cipla argued that patent had been
granted without proving sufficiently innovative under Section 3 (d). Cipla
pointed out that Erlontinib was merely a derivative from quinazolin
compounds, which are widely known to inhibit growth and proliferation of
mammalian cells.?

Thus far, the importance of this case has not been in the debates over the
application of Section 3 (d). In 2009, Delhi High Court Justice Ravindra
Bhat dismissed the request by Roche for an injunction, on the grounds that
the Cipla alterative was being offered at one third the price of the originator
product. Prohibiting the product from entering the market, before a full
evaluation of the patent’s validity, would be in conflict with public interest.
Bhat’s order represented, for the first time in India, that public interest was
brought into explicit consideration in the rejection or granting permission
of an injunction. As a number of HIV/AIDS cases move forward, having
established the “public interest” precedent is an important and positive
development in the wake of the 2005 Act.

%5 The case has now evolved into a full-blown series of suits against Indian producers,
including locally based Matrix. See posts by Shamand Basheer, at Indian IP blog,
SPICY IP, for full legal coverage of this case.

% An important case on evergreening which is used as a reference in this case is the
ruling of the Madras High Court in Novartis vs. Union of India, 2007 (4) MLJ
1153. Cipla also shows three European patents of similar compounds dating back
to 1993.
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¢) Defensive Strategy: GSK and Abacavir

While a number of important cases are currently being fought out in Indian
courts others are taking shape in the public ambit. One such interesting
example has emerged through the multiple cases of multinational enterprises
which have withdrawn patent applications, or issued voluntary licenses.
Such is the case of GlaxoSmithKline (GSK) which withdrew its application
for Abacavir Sulfate in India in 2007.27 The Indian Network of Positive
People (INP+) had filed an opposition against the GSK's application, arguing
that it did not meet innovative standards set out in Section 3 (d). The
INP+ noted that in an earlier published patent (1991, EP 0434450) the
release of sulfuric acids make the addition of hemisulfate salt an obvious
step and therefore the mere large scale manufacture of these combinations
does not entail sufficient innovation. The INP+ was joined in its patent
opposition by the local producer Cipla.

In response to the oppositions generated by the Abacavir application, GSK
withdrew its claim, citing its concern for the “public interest.” A number
of local groups questioned if the motivations of the company were less
than altruistic and merely represented a calculated defensive strategy: “We
wonder whether GSK is truly acting in the public interest or is avoiding the
build up of case law by the patent office that could serve to hinder other
similar applications/granted patents in India and other countries.”?

Withdrawal of a patent application in the face of public scrutiny or a
potentially damaging case law is one approach multinationals appear to be
adopting. ? Another strategy is that of issuing a voluntary license to a
select number of generic companies, essentially granting them permission
to produce the product and, thus, avoiding costly legal battles over patent
rights. Gilead Sciences, the proprietor of the key ARV Tenofovir Disproxil
Fumarate, known by the brand name Viread, followed this route when it

7  Marketed as Ziagen, application no. 872/Cal/1998.

28 I-MAK, “Initiative for Medicines, Access & Knowledge,” http://www.i-mak.org/
i-mak-blog-updates/2007/12/9/ gsk-withdraws-its-application-for-abacavir-in-
india.html (Accessed June 1, 2008.)

¥ In another case, GSK withdrew its patent application in India for the ARV
combination known as Combivir. Facing a similar controversy in Thailand, GSK
adopted a similar strategy for Abacivir.
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permitted 11 Indian generic manufacturers to produce the drug at a much
lower price. Voluntary licensing, like the withdrawal of patent applications
does not present a sustainable solution for public health groups because it
depends on the interests of private firms. What these double-pronged
strategies reflect in India is how firms are adapting to local challenges; with
some products not worth the legal investment and others used as tools to
create alliances with local industry.

4. Ensuring Generic Market Entry: Challenges to the Bolar
Exception

The intellectual property standards established under the TRIPS agreement
mandated the introduction of patent ownership for pharmaceutical products
for all WTO members.3® As discussed earlier, in a number of developing
countries, India among them, pharmaceutical products were previously not
considered patentable goods.*! Despite the push toward a universal,
homogenous standard system of patenting processes, the TRIPS agreement
did provide a number of flexibilities allowing for national governments to
tailor international standards to local demands (Grosse Ruse-Khan, 2009).
These flexibilities have been largely underutilized by developing countries,
and have been the frequent target of bilateral trade agreements 32

One specific area of flexibility is the so-called Bolar exception. The Bolar
exception stipulates that generic manufacturers have the right to manufacture
a patented drug in limited quantities during a period in which patent rights
are valid. The exception allows generic manufacturers to produce a patented
drug with the intent of collecting data to submit to drug approval regulatory

3 See Part II, Article 5 of the TRIPS Agreement (http://www.wto.org/english/
docs_e/legal e/27-trips.pdf).

31 Brazil, for example, was another country which did not consider pharmaceutical
goods patentable due to public interest. A number of developed countries also
shirked patent systems for pharmaceutical products; as late as 1976, Switzerland
did not have pharmaceutical patents (Chang, 2002).

32 A number of studies have identified a pattern in bilateral trade agreements between
northern and southern partners, in which countries such as the United States make
tighter patent restrictions a requirement of preferential trade status. See, Roffe
(2004), Rathod (2010) and Morin (2006).
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authorities. Regulatory systems in developed and developing countries alike
may take as many as 1-5 years to grant approval for the entry of a
pharmaceutical product into the market. In short, the Bolar exception allows
generics firms to prepare products for market entry so that with the expiration
of the patent period, generic alternatives are readily available3® Without the
Bolar exception, generic firms would have to wait until a patent period had
fully expired before initiating regulatory approval processes, thereby granting
patent-holding firms a de facto extension of their product’s market monopoly.

The rejection of Bolar rights is frequently referred to as “linkage” of the
regulatory approval system with the patent granting processes, as restricting
Bolar rights would mandate regulatory agencies to review only those market
access applications which have patent rights. Linkage of patenting and
regulation processes is currently opposed in a number of developing and
developed countries, including the European Community and United States3*

In India, the 2005 Amendment included the Bolar exception.? Generic
firms in India may seek regulatory approval of drugs for which patents are
valid; if firms go beyond the purview of activities related to seeking
regulatory permission, and bring drugs to market without patent approval,
they may be held legally responsible3® Yet, the ensured existence of the

3 The name Bolar exception is derived from US case law more than a quarter of a
century ago through the case Roche Products Inc. vs. Bolar Pharm. Co. Inc. 733
F: 2d 858 which ruled against the right of generic producers. This ruling was
overturned by the US Congress’ enactment of the Hatch-Waxman Act, which
established the right to pre-term patent production for generic firms.

34 See, Section 271 (e) (1) of the Drug Price Competition and Patent Term Restoration
Act. For a discussion of recent rulings related to the Bolar exception in the United
States, see Adelman (2009).

3%  As ensured in Section 107A of the Patents Act (2002 version). The 2005
Act updated and expanded Bolar exception rights to include the act of “importing.”
According to Indian legal scholar Shamand Basheer, this will “no doubt
aid the efforts of generic manufacturers, who are exploring all possible means

to help mitigate the adverse consequences of a pharmaceutical patent regime”
(Basheer, 2005).

%  An example is the case of cancer drug Tarceva, in which Cipla was granted the
approval to market, although the drug was patented by the Swiss drug maker F
Hoffmann-La Roche. Cipla went ahead with the production of Tarceva and a
lawsuit proceeded.
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Bolar exception in India has been repeatedly challenged by political and
legal pressures to link patent and product approval systems. In 2007, the
Drug Controller General of India (DCGI, the organization which regulates
the market entry of pharmaceutical products) announced that he intended
to reject applications for regulatory approval of patented generics from non-
patented holders. Soon thereafter, facing an uproar in the public health
community, this proposal was withdrawn. Nevertheless, in subsequent years,
a number of legal suits levelled by the international pharmaceutical
community have challenged the Bolar exception in India, arguing that the
courts should restrict the ability of generics firms to seek regulatory approval
for a product for which they do not enjoy patent ownership.

Two recent cases highlight the attempts of multinationals to challenge the
Bolar exception in India. In January 2009, Bristol Myers Squibb (BMS)
filed a suit against local generics producer Hetero Drugs. BMS argued that
Hetero should be prevented from manufacturing, selling, or offering to sell
“dastinib”. Dastinib is used by patients with leukemia. Hetero had not yet
been granted regulatory permission for the drug at the time of the suit, nor
had it brought the product to market. The Delhi High Court granted a
restraining order in favor of BMS, ruling that permissions to seek regulatory
approval amounted to patent infringement. Yet, in another ruling, in August
2009, the Delhi High Court rejected a suit brought by Bayer Corporation
against Cipla Ltd. and the Union of India, arguing that the DCGI should
consider the patent status for its cancer drug sorefenib tosylate. After initially
granting an injunction on production of Bayer’s drug in October 2008, the
Court’s final dismissal of the case included the “vexatious and luxury
litigation which should be discouraged” (Lawyers’ Collective, 2009)*”. Bayer
has now appealed the High Court’s ruling and the case is currently before
India’s Supreme Court.

Legal attacks on the Bolar exception in India, and their continued evaluation
in India’s highest courts illustrate that nearly half a decade following the
passage of the Patent Amendment, fundamental issues regarding the

% The ruling can be found at, “High Court of Delhi at New Delhi,” LPA/443/2009.
http://lobis.nic.in/dhc/SMD/judgement/09-02-2010/
SMD09022010LPA4432009.pdf.
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implementation of India’s patent system are still under definition. India’s
DCGI is not qualified to evaluate the validity of patents granted, nor does
it enjoy reliable data regarding which patents are granted (Shrivastava, 2008).
In addition to these issues of institutional capacity, the policy implications
of product-patent approval linkage would create a significant barrier to
national and international access of generic drugs. The potential linkage of
India’s patent and regulatory approval systems would present a great challenge
for local generic producers. A committee appointed by India’s Ministry of
Chemicals and Fertilizers (the Satwant Reddy Committee) was convened in
2007 to examine patent linkage and determined that it was not in India’s
interest, but the “implementation game” (Deere-Birbeck, 2009) regarding

how national laws will apply international patent laws remains in full play.

5. Concluding Observations

This chapter has reviewed the importance of Indian generic products for
global ART access, provided an overview of the major changes in Indian
patent law through its 2005 Amendment, and introduced some of the most
recent debates which would affect the implementation of patent law in
India. The shape of institutions regulating the insertion of products in the
Indian market, and the systems by which patents are granted, will have
direct impact on the drugs which are brought to market by Indian firms and
the strategies of these firms.

In the past, Indian firms have been at the frontline, not only in providing
cheap, quality medicine to global health and public national programmes,
but also in leading the way for a number of delivery system improvements
and improved combination formulae, for which Indian firms have a history
of developing. How do Indian producers react to the legal challenges they
are facing in Indian courts and in other courts abroad will have a significant
impact on the types of drugs they choose to produce. The cost of litigation,
for example, can serve as a barrier for generic firms hoping to access
developing markets.?® Trends in the generic sector will lead, likely, toward
local Indian firms adopting strategies for survival in the new competitive

3% Managing director of Dr. Reddy’s, Satish Reddy, reported that the firm spent US
$ 12 million on legal costs in 2005, equivalent to above 25 per cent of its R&D
allocations. The Economist, “A Survey of Pharmaceuticals,” p.17.
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framework. We can expect for Indian firms to increasingly focus their
resources on developing R&D for drugs intended for export where high-
value revenue is anticipated. The battlefield of current litigation in India,
much of it pending, will be critical in determining how the 2005 Act is
interpreted and applied. The strategies of multinationals in relationship to
their Indian competitors and the future of the Bolar exception will all be
important issues in determining the future of low-cost ARV medicine
production in India.

19



References

Adams, S. (2008), ‘Globalization and Income Inequality: Implications for
Intellectual Property Rights’, Journal of Policy Modelling, 30, 725-735.

Adelman, M.J. (2009), ‘The Inadequacies of the Section 271 (e) (1) Jurisprudence
of the United States Supreme Court’, MPI Studies on Intellectual Property,
Competition and Tax Law, 6, 197-208.

Basheer, S. (2005), ‘India’s Tryst with TRIPS: The Patents (Amendment) Act
2005', Indian Journal of Law and Technology, 1.

Basheer, S. (2007), ‘India’s New Patent Regime: Aiding ‘Access’ or Abetting
‘Genericide’?”’, Available at SSRN: http://ssrn.com/abstract=1014968, January.

Basheer, S. and P. Reddy (2008), ‘Ducking’ TRIPS in India: A Saga Involving
Novartis and the Legality of Section 3 (d)’, National Law School of India Review,
20, 131-155.

Chan, M. (2010), ‘Opening Remarks: Creating Synergies between Intellectual
Property Rights and Public Health. In Symposium’, in W.-W.-W.J.T. (Ed.),
Access to Medicines: Pricing and Procurement Practices, Geneva, http:/ /www.wto.org/
english/tratop_e/trips_e/techsymp_july10_e/techsymp_july10_e.htm#chan.

Chang, H.-J. (2002), Kicking Away the Ladder, London, Anthem.

Chaudhari, S. (2005), The WTO and India’s Pharmaceutical Industry: Patent
Protection, TRIPS and Developing Countries, New Delhi, Oxford University Press.

Chaudhuri, S., PX. Goldberg and Jia, P. (2003), ‘The Effects of Extending
Intellectual Property Rights Protection to Developing Countries: A Case Study

of the Indian Pharmaceutical Market’, Columbia University Discussion Paper
Series, 0304.

Deere-Birbeck, Carolyn (2009), The Implementation Game: The TRIPS Agreement
and the Global Politics of Intellectual Property Reform in Developing Countries, Oxford,
Oxford University Press.

FICCI (2003), ‘Intellectual Property Rights and Public Health’, Federation of
ndian Chambers of Commerce and Industry, Chemicals & Pharmaceuticals
Division, December.

20



Fink, C. (2000), ‘How Stronger Patent Protection in India Might Affect the
Behavoir of Transnational Pharmaceutical Industries’, World Bank Policy Research
Working Paper, 2352.

Fink, C. and K. Maskus (2005), Intellectual Property and Development, World
Bank and Oxford University Press, Washington, D.C.

Grace, C. (2004), ‘The Effect of Changing Intellectual Property on
Pharmaceutical Industry Prospects in India and China: Considerations for Access
to Medicines’, DFID, London, http://www.dfid.gov.uk/pubs/files/
indiachinadomproduce.pdf.

Grace, C. (2005), A Briefing Paper for DFID: Update on China and India and Access
to Medicines, DFID Health Resource Centre, London.

Grosse Ruse-Khan, H. (2009), ‘Policy Space for Domestic Public Interest
Measures Under TRIPS’, South Centre Research Paper No. 22, Geneva.

Harries, A.D., D.S. Nyangulo, N.J. Hargreaves, O. Kaluwana and F.M.
Salaniponi (2001), ‘Preventing Antiretroviral Anarchy in Sub-Saharan Africa’,
Lancet, 358, 410-414.

Jawara, F. and A. Kwa (2003), Behind the Scenes at the WTO, Zed Books,
London.

Kapczynski, A. (2009), ‘Harmonization and its Discontents: A Case Study
of TRIPS Implmentation in India’s Pharmaceutical Sector’, California Law
Review, 97, 1571.

Kaul, V.X. (2004), Strategic Approach to Strengthening the International
Competitiveness in Knowledge Based Industries: Indian Chemical Industry,
RIS Discussion Paper, 83.

Lawyers’ Collective (2009), ‘Delhi High Court Rejects Bayer’s Plea for Patent
Linkage’, Patent Linkage Case, Press Release.

Morin, J.-F. (2006), ‘Tripping up TRIPS Debates: IP and Health in Bilateral

Agreements’, International Journal of Intellectual Property Management, 1,
37-53.

21



MSF (2007), ‘Examples of the importance of India as the “Pharmacy of the
Developing World’, at http://www.msfaccess.org/fileadmin/user_upload/
medinnov_accesspatents/Overview%20Jan%202007%20FINAL.pdf.

MSF (2008), ‘Untangling the Web of Antiretroviral Price Reductions’.

Mueller, Janice (2007), ‘The Tiger Awakens: The Tumultuous Transformation
of India’s Patent System and the Rise of Indian Pharmaceutical Innovation’,
University of Pittsburgh Law Review, 68.

Musungu, S.F. and C. Oh (2006), The Use of Flexibilities in TRIPS by Developing
Countries: Can They Promote Access to Medicines?, The South Centre, Geneva.

Orsi, F., M.P. Carrieri, B. Coriat, E. Delaport, J.-P. Moatti, B. Spire, B. Taverne
and F. Barré-Sinoussi (2010), ‘Call for Action to Secure Universal Access to
ART in Developing Countries’, The Lancet, 375, 1693-1694.

Peterson, M., M.-C. Boily and F. Bastos (2006), ‘Assessing HIV Resistance in
Developing Countries: Brazil as a Case Study’, Revista Panamericana de Salud
Publica, 19, 146-156.

Possas, C. d. A. (2005), Emerging Issues: Pharmaceuticals and Patents,
International Seminar on Contributions to the Development Agenda on Intellectual
Property Rights, INPI and United Nations University, Maastricht, Netherlands.

Raju, K.D. (2007), ‘The Debacle of Novartis Patent Case in India: Strict
Interpretation of Patentability Criteria Under Article 27 of the Trips Agreement’,
Working Paper, Rajiv Gandhi School of Intellectual Property Law, IIT Kharagpur,
November.

Rathod, S.K. (2010), ‘Ever-greening: A Status Check in Selected Countries’,
Journal of Generic Medicines, 7, 227-242.

Roffe, P. (2004), ‘Bilateral Agreements and a TRIPS-plus World: The Chile-
USA Free Trade Agreement’, QIAP at http://www.quno.org/geneva/pdf/
economic/ Issues/Bilateral-Agreements-and-TRIPS-plus-English.pdf.

Shrivastava, B. (2008), ‘Drug Companies Oppose Bid to Link Marketing, Patents’,

The Wall Street Journal, Mint at http://www.livemint.com/2008/05/ 02224246/
Drug-companies-oppose-bid-to-1.html.

22



Srinivas, S. (2004), ‘Demand Policy Instruments for R&D: Procurement,
Technical Standards and the Case of Indian Vaccines’, BCSIA Discussion Paper
2004-09, Kennedy School of Government, Harvard University, Boston.

UNAIDS (2008), Report on the Global Aids Epidemic: The Global HIV Challenge.
Verma, I. (2005), ‘Then and Now’, Nature, 436, 478-79.

Wadman, M. (2001), ‘Experts Clash over Impact of Cheap AIDS Drugs in
Africa’, Nature, 410, 676-678.

WHO (2008), ‘Towards Universal Access: Scaling up Priority HIV/AIDS
Interventions in the Health Sector’, Progress Report, WHO, UNAIDS, UNICEF,
http://www.who.int/hiv/pub/towards_universal_access_report_2008.pdf.

WHO (2009), ‘Global Price Reporting Mechanism: Transaction Prices for
Antiretroviral Medicines and HIV Diagnostics from 2008 to October 2009’, at
http://www.who.int/hiv/amds/GPRMsummaryReportNov2009.pdf, November.

WHO-UNAIDS-UNICEF (2009), Towards Universal Access: Scaling up Priority
HIV/AIDS Interventions in the Health Sector, World Health Organization, Geneva.

23



THE GIDR WORKING PAPER SERIES (No. 151 onwards)

151*.

152.

153*.

154*.

155*.

156.

157*.

158*.

159*.

160.

161*.

162*.

N. Lalitha, “A Review of the Pharmaceutical Industry of Canada”, December
2004. Rs. 35.

Satyajeet Nanda, “Micro Determinants of Human Fertility: Study of Selected
Physiological and Behavioural Variables in SC and ST Population”, January
2005. Rs. 35.

Jaya Prakash Pradhan, “Outward Foreign Direct Investment from India:
Recent Trends and Patterns”, February 2005. Rs. 35.

Puttaswamaiah S., “Drinking Water Supply: Environmental Problems, Causes,
Impacts and Remedies — Experiences from Karnataka”, March 2005. Rs. 35.

Keshab Das and Pritee Sharma, “Potable Water for the Rural Poor in Arid
Rajasthan: Traditional Water Harvesting as an Option”, March 2005. Rs. 30.

Jaya Prakash Pradhan and Vinoj Abraham, “Attracting Export-Oriented FDI:
Can India Win the Race?”, April 2005. Rs. 30.

Jaya Prakash Pradhan and Puttaswamaiah S., “Trends and Patterns of
Technology Acquisition in Indian Organized Manufacturing: An Inter-industry
Exploration”, May 2005. Rs. 50.

Keshab Das and Ruchi Gupta, “Management by Participation? Village
Institutions and Drinking Water Supply in Gujarat”, June 2005. Rs. 30. (OS)

Keshab Das, “Industrial Clusters in India: Perspectives and Issues for
Research”, July 2005. Rs. 30. (OS)

Jeemol Unni and Uma Rani, “Home-based Work in India: A Disappearing
Continuum of Dependence?”, August 2005. Rs. 35. (OS)

N. Lalitha, “Essential Drugs in Government Healthcare: Emerging Model of
Procurement and Supply”, September 2005. Rs. 35. (OS)

Puttaswamaiah S., Jan Manns and Amita Shah, “Promoting Sustainable

Agriculture: Experiences from India and Canada”, October 2005. Rs. 35.
()

24



163.

164.

165.

166.

167*.

168*.

169.

170.

171*.

172*.

173.

174*.

Amalendu Jyotishi, “Transcending Sustainability beyond CBA: Conceptual
Insights from Empirical Study on Shifting Cultivation in Orissa”, November
2005. Rs. 30. (0OS)

Sashi Sivramkrishna and Amalendu Jyotishi, “Monopsonistic Exploitation
in Contract Farming: Articulating a Strategy for Grower Cooperation”,
December 2005. Rs. 30. (OS)

Keshab Das, “Infrastructure and Growth in a Regional Context: Indian States
since the 1980s”, December 2005. Rs. 30. (OS)

Leela Visaria, Alka Barua and Ramkrishna Mistry, “Medical Abortion: Some
Exploratory Findings from Gujarat”, January 2006. Rs. 35.

Manoj Alagarajan and P.M. Kulkarni, “Trends in Religious Differentials in
Fertility, Kerala, India: An Analysis of Birth Interval”, February 2006. Rs.
30. (OS)

N. Lalitha and Diana Joseph, “Patents and Biopharmaceuticals in India:
Emerging Issues”, March 2006. Rs. 35.

Sashi Sivramkrishna and Amalendu Jyotishi, “Hobbes, Coase and Baliraja:
Equity and Equality in Surface Water Distribution”, April 2006. Rs. 30.

Amita Shah, “Changing Interface Between Agriculture and Livestock: A
Study of Livelihood Options under Dry Land Farming Systems in Gujarat”,
May 2006. Rs. 35.

Keshab Das, “Micro and Small Enterprises during Reforms: Policy and
Concerns”, July 2006. Rs. 25.

Keshab Das, “Electricity and Rural Development Linkage”, August 2006.
Rs. 30.

Keshab Das, “Traditional Water Harvesting for Domestic Use: Potential and
Relevance of Village Tanks in Gujarat’s Desert Region”, November 2006.
Rs. 30.

Samira Guennif and N. Lalitha, “TRIPS Plus Agreements and Issues in
Access to Medicines in Developing Countries”, May 2007. Rs. 30.

25



175*.

176*.

177*.

178.

179*.

180*.

181*.

182.

183.

184.

185*.

186*.

N. Lalitha, “Government Intervention and Prices of Medicines: Lessons
from Tamil Nadu”, July 2007. Rs. 30.

Amita Shah and Jignasu Yagnik, “Estimates of BPL-households in Rural
Gujarat: Measurement, Spatial Pattern and Policy Imperatives”, August 2007.
Rs. 35.

PK. Viswanathan, “Critical Issues Facing China’s Rubber Industry in the Era
of Economic Integration: An Analysis in Retrospect and Prospect”, September
2007. Rs. 35.

Rudra Narayan Mishra, “Nutritional Deprivation among Indian Pre-school
Children: Does Rural-Urban Disparity Matter?”, October 2007. Rs. 35.

Amita Shah, “Patterns, Processes of Reproduction, and Policy Imperatives
for Poverty in Remote Rural Areas: A Case Study of Southern Orissa in
India”, November 2007. Rs. 40.

N. Lalitha and Samira Guennif, “A Status Paper on the Pharmaceutical
Industry in France”, December 2007. Rs. 30.

Keshab Das, “Micro, Small and Medium Enterprises in India: Unfair Fare”,
January 2008. Rs. 40.

Bharat Ramaswami, Carl E. Pray and N. Lalitha, “The Limits of Intellectual
Property Rights: Lessons from the Spread of Illegal Transgenic Cotton Seeds
in India”, February 2008. Rs. 45.

Keshab Das, “Drinking Water and Sanitation in Rural Madhya Pradesh:
Recent Initiatives and Issues”, April 2008. Rs. 40.

N. Lalitha, “Doha Declaration and Compulsory License for Access to
Medicines”, June 2008. Rs. 40.

Keshab Das and Aswini Kumar Mishra, “Horizontal Equity and the Thirteenth
Finance Commission: Issues and Ponderables”, July 2008. Rs. 35.

Jeemol Unni, “Are Gender Differentials in Educational Capabilities Mediated

through Institutions of Caste and Religion in India?”, September 2008.
Rs. 40.

26



187*. Amita Shah and Sajitha O.G., “Poverty and Livelihood among Tribals in
Gujarat: Status, Opportunities, and Strategies”, October 2008. Rs. 45.

188*. S. Visalakshi, “Role of Critical Infrastructure and incentives in the
Commercialisation of Biotechnology in India: An Analysis”, November 2008.
Rs. 40.

189.  PXK. Viswanathan, “Co-operatives and Collective Action: Case of a Rubber
Grower Co-operative in East Garo Hills in Meghalaya, North East India”,
December 2008. Rs. 40.

190. Suma Scaria, “Looking Beyond Literacy: Disparities in Levels of and Access
to Education in a Kerala Village”, January 2009. Rs. 35.

191. Keshab Das, “Agency and Access under Decentralised Governance: Water
Supply and Sanitation in Kolkata City”, February 2009. Rs. 35.

192. Shiddalingaswami Hanagodimath, “Economic Reforms and Expenditure on
Health in India”, March 2009. Rs. 35 (IP).

193. Amita Shah and Sunny Jose, “Asset Creation and Local Economy under
NREGS: Scope and Challenges”, April 2009. Rs. 40.

194, Jeemol Unni and Suma Scaria, “Governance Structure and Labour Market
Outcomes in Garment Embellishment Chains”, July 2009. Rs. 35.

195. Tara S. Nair, Jan Postmus and Rachayeeta Pradhan, “Social Responsibility
of Indian Microfinance: A Critical Review”, December 2009. Rs. 35.

196.  Jharna Pathak, “Does the Method of System of Rice Intensification (SRI)
Outperform Conventional System? A Case Study of Gujarat”, January 2010.
Rs.35.

197.  Keshab Das and K.J. Joseph, “On Learning, Innovation and Competence
Building in India’s SMEs: Challenges Ahead”, February 2010. Rs.45.

198.  N. Lalitha and PK. Viswanathan, “Pesticide Applications in Bt Cotton Farms:
Issues Relating to Environment and Non-Tariff Barriersd”, March 2010. Rs.35.

* Also published elsewhere IP In print OS Out of stock

27






About GIDR

The Gujarat Institute of Development Research (GIDR), established in 1970, is a
premier social science research institute recognised and supported by the Indian
Council of Social Science Research (ICSSR) of the Government of India, and the
Government of Gujarat.

The major areas of research at the institute are the following:

¢ Natural Resource Management : Research under this area relates to the
major development interventions like watershed development, participatory
irrigation management, joint forest management, protected area
management and fisheries development. Studies have focused mainly on
aspects of economic viability, equity and institutional mechanisms.

* Human Development : The main focus of research under this area has
been on population, employment, poverty and issues in the social sector,
broadly relating to the quality of life, education, health, family welfare, social
infrastructure, migration, informalisation of labour and social security.

¢ Industry, Infrastructure and Trade : Some of the themes pursued under
this area include regional industrialization, small enterprise development,
industrial clusters, intellectual property regimes, knowledge-based industries,
trade and development and basic infrastructure.

Much of the research directly informs national and regional policies. The institute
also undertakes collaborative research and has a network with governments,
academic institutions, international organisations and NGOs. A foray into
specialized teaching and training hasjust been made.

Gujarat Gota, Ahmedabad - 380 060. Gujarat, India
Institute of Tel: 91-2717-232623/366/368

Fax: 91-2717-242365
Development

Email: gidr@gidr.ac.in
Research Website: www.gidr.ac.in




	Page 1
	Page 2
	Page 3
	Page 4
	Page 5
	Page 6
	Page 7
	Page 8
	Page 9
	Page 10
	Page 11
	Page 12
	Page 13
	Page 14
	Page 15
	Page 16
	Page 17
	Page 18
	Page 19
	Page 20
	Page 21
	Page 22
	Page 23
	Page 24
	Page 25
	Page 26
	Page 27
	Page 28
	Page 29
	Page 30
	Page 31
	Page 32
	Page 33
	Page 34

