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India and the Drug Patent Wars

By Roger Bate

India’s introduction of product patents in 2005 heralded innovation and rapid development of that nation’s pharma-

ceutical sector and delivery of new medicines to its population—until, that is, the government’s interpretation of

an obscure provision of the law undermined this potential advance. In a case to be heard soon at the high court at

Chennai, Swiss drug company Nowantis is suing the Indian government, claiming that the provision of the law is
unconstitutional and violates international trade rules.! India is at a crossroads. The Indian high court should
overturn that section of the patent law to stimulate drug innovation in India.

In 1970, under pressure from companies duplicating
Western-manufactured drugs, the government of
then—prime minister Indira Ghandi abandoned
the idea of product patent protection. Between
1970 and 2005, Indian patent law only allowed
for “process patents,” which provided little pro-
tection for those making long-run investments
in drug research and development (R&D). As a
result, a thriving generics industry specializing in
“reverse engineering” and copying Western prod-
ucts developed in India. By some estimates, there
are currently as many as 22,000 drug makers—of
vastly varying quality—working in India.

The Agreement on Trade-Related Aspects
of Intellectual Property Rights (TRIPS) of the
World Trade Organization (WTO) sets minimum
levels of protection for many forms of intellectual
property (IP), including drugs.? Impelled by
enlightened self-interest and with the support
of larger, more research-capable Indian-based
firms—notably Ranbaxy Laboratories—the
Indian government signed the TRIPS agreement
in 1995. By 2005, to the delight of many patent
holders seeking access to the increasingly impor-
tant Indian health-care market, India extended its
patent protection to pharmaceutical products as
stipulated under the TRIPS agreement.
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With these improvements in intellectual-
property protection, India’s thriving domestic
drug industry was poised to expand into original
research and drug development, thus improving
public health. By creating an environment that
rewarded innovation, India was set to become a
world leader in medical technologies. To the
outside world, it showed that India was open
for business.

Idiosyncratic India

Escaping the attention of most India observers—
except those following the TRIPS agreement
guidelines and access-to-medicines debate—the
actual patent law, known as the Patents Act of
2005, contains certain peculiar provisions.

One such provision is section 3(d).> Section
3(d) creates additional hurdles for pharmaceutical
companies seeking patents on their products. It
states that derivatives of known substances can-
not be patented unless they can be shown to
differ in terms of efficacy. In other words, if a
drug is developed and patented but a newer (and
arguably better) version is subsequently created,
the original patent would not hold for the new
version.* Unless clinical improvements are
demonstrated to the satisfaction of the Indian
government, new patents would not be granted
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for these new versions. So to acquire a patent, one has
to go beyond merely demonstrating the usual “novelty,
commercial applicability and non-obviousness” criteria
outlined under the WTO TRIPS agreement.

There are several reasons why the terms outlined in
section 3(d) are not compatible with the WTO TRIPS

agreement:

e Article 27 of the TRIPS agreement®

that the new patent requirement violates international
trade rules.”

The committee’s findings initiated a fierce debate
in India because they ran counter to those who had
promoted the Patents Act amendment. The Indian
Pharmaceutical Alliance (IPA) opposed the Mashelkar
Committee’s findings, which is unsurprising given its
constituency of numerous reverse-engineering com-

provides a bounded list of patentable
subject matter that can be excluded
from patent coverage. “New forms
of known substances lacking
enhanced efficacy” are not included
in this bounded list.

patents on their

e The TRIPS agreement forbids
WTO member states to make it
more difficult to obtain a patent in
one technical field, such as engi-
neering, over another, such as drug
development. Only patents filed for
drug development have to comply
with section 3(d).

e The “other derivatives of known

Section 3(d) creates
additional hurdles
for pharmaceutical

companies seeking

products. It states that
derivatives of known
substances cannot be
patented unless they
can be shown to differ

in terms of efficacy.

panies. Most members of the domestic
pharmaceutical sector fear that if the law
is amended according to the Mashelkar
panel’s recommendations, they would be
denied the opportunity to modify older
molecules and commercialize them.8 One
influential exception in this pharmaceuti-
cal consortium, however, was Ranbaxy
Laboratories. The largest member of the
IPA, Ranbaxy has openly opposed the
alliance’s stand on patent issues and has
sided with the Mashelkar Committee.?
Ranbaxy is one of the few truly impressive
innovative pharmaceutical entities in
India. Its annual revenue as of December
2006 was just over $2 billion.10 Accord-
ing to India’s Business Standard newspaper,
“Though the IPA maintained that the

substances” clause of section 3(d) of
the Indian patent law is nebulous and arbitrary. It
could be interpreted to deny nearly any new patent
claim since so many drugs are derived, at least in
part, from previously known substances. And even if
a patent was granted, it could be easily challenged by
some party that currently copies it (or would want
to). Section 3(d) is so arbitrary that it encourages
litigation and undermines incentives for innovation.

Revisiting Section 3(d)

At the time the Patents Act was enacted, the Indian
government established the Mashelkar Committee
(named after its chairman, R. A. Mashelkar, a highly
respected IP expert) to assess the law, and in particular
to determine whether section 3(d) is TRIPS-compatible.
The Mashelkar Committee submitted its report to the
Ministry of Commerce and Industry on December 28,
2006, and made it public on January 16, 2007.6 The
committee found that the limitation of patentability to
“new chemical entities” (NCE) is beyond the scope of
TRIPS flexibilities approved by the WTO—namely,

decision was ‘unanimous,” a Ranbaxy
spokesperson said the company had opposed the IPA
stand on all occasions.”!!1

Furthermore, Ramesh Adige, executive director of
corporate affairs at Ranbaxy Laboratories, told the Busi-
ness Standard:

Ranbaxy is of the strong opinion that incremental
inventions should be patented. However, we oppose
patenting frivolous inventions. As Mashelkar
rightly pointed out, rules should be very clear to see
that frivolous patents are not granted. Rules should
be very clear, and guidelines should be framed so
that patent officials can differentiate between frivo-
lous patents and incremental patents. The three-
way test for patentability should be novelty,
innovation and commercial utility.12

Perhaps Ranbaxy’s clearest avowal is made in the
annexure of the Mashelkar Committee report:

We are of the opinion that incremental innova-
tions in terms of developing new forms, new
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derivatives and new delivery systems of existing
drugs should be granted patent protection pro-
vided they are new, involve an inventive step
and have commercial utility. Restricting
patentability to NCEs may appear to be an
attractive solution in the short-term to com-
panies with a “reverse-engineering” mindset, but
will not benefit hundreds of scien-

demanding that section 3(d) be repealed, clearing the
way for its patent to be approved.

According to international medical journals and press
coverage of the case, a U.S.-backed pharmaceutical giant
is leading an assault on India to prevent the poorest from
receiving lifesaving drugs.!> The Lancet, one of the
world’s top medical journals, recently editorialized in

favor of a campaign “defending the legal

tists working in our public [and]
private R&D centres. Restriction
of patentability to NCEs alone

is likely to benefit only [multi-
national corporations] which have
the resources and the experience
to develop NCEs. Indian com-
panies that have far less resources
are better placed to benefit from
early commercialization of incre-

Most physicians and
patients would agree
that Glivec represents
an innovative anti-
cancer breakthrough

and deserves a patent.

rights of the world’s poorest people to
access the essential medicines they
need.”16 The journal lauded the cam-
paigners who are “calling for the rules of
Trade Related Aspects of Intellectual
Property . . . a binding World Trade
Organisation agreement, to be upheld
and are targeting the pharmaceutical
industry and the US Government.” The
Lancet’s editorial continues: “Novartis is

mental innovations. A prerequi-

site to successful licensing deals for such products
is the protection of the IP in the form of a
patent, preferably in the country itself since
products are being manufactured here.!3

The position taken by Ranbaxy is encouraging and
provides hope that the Indian law will be overturned.
For an industry whose members have historically stood
shoulder to shoulder against Western patent laws, the
gap between Ranbaxy and the rest of the IPA is signifi-
cant. With talented scientists and revenues of over
$2 billion, Ranbaxy could compete internationally with
pharmaceutical giants like Novartis and Merck & Co.
To do so, however, it needs a sensible legal environment.

Although Ranbaxy may get an opportunity to chal-
lenge the law, a more immediate examination of the law
is about to begin. But this time, the high-profile plaintiff
is drawing significant international media attention to
the case.

The Case for Glivec

Novartis’s suit against the Indian government claimed
that it should have been granted a patent for its drug
Glivec (known as Gleevec in the United States).14 The
patent for the cancer drug was rejected by the Indian
Patent Office in December 2005. The company argues
that section 3(d) is unconstitutional because the Indian
government had previously agreed to abide by the patent
provisions of the WTO TRIPS agreement. Novartis is

taking the Indian Government to court
over its decision last year not to grant a patent for the
cancer drug. . . . [T]he patent was rejected under . . . leg-
islation that India implemented two years ago. Section
3(d) stipulates that patents should only be granted on
medicines that are truly new and innovative but Novar-
tis is challenging this rule.”!7

The reality, of course, is far more complex. Most physi-
cians and patients would agree that Glivec represents an
innovative anti-cancer breakthrough and deserves a
patent. In 1983, Novartis scientist Dr. Alex Matter led
the charge for a new drug that would target only cancer
cells: “I believed we could tackle the disease in a better
fashion.”18 As greater genomic knowledge became avail-
able, Novartis scientists were successful in creating such a
drug, resulting in the development of Glivec.

Novartis first sought a patent for Glivec in Switzer-
land in 1992, but the first patent was granted in 1994 in
Taiwan and then in 1996 in the United States. Leukemia
patients were first treated with Glivec in 2001.

Today, Novartis has about 20,000 patients on the
Glivec International Patient Assistance Program in
eighty-three countries. According to Novartis, these
patients receive the drug free of charge: “In over five
years since its approval, Glivec continues to fundamen-
tally change outcomes for most adult patients with . . .
chronic myeloid leukemia (CML). CML deaths have
been reduced by almost 75 percent in the United States
since the launch of Glivec.”!®

Like all research companies, Novartis continued to
work on the drug, developing a beta crystal version. It is
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this version for which Novartis sought patent protection
under Indian law in July 1998, and once the drug passed
clinical trials, Novartis was given a license to produce
and distribute it in India.

Ironically, had India had product patent laws when
Novartis first started filing globally in 1992, the com-
pany probably would have received an Indian patent,
since it would have tried to patent the original version,
which would have passed section 3(d). The Indian gov-
ernment denied Novartis a patent for Glivec under sec-
tion 3(d) on the grounds that the second version was
not sufficiently distinct from the first.

Even under Indian law today, Novartis could arguably
be awarded a patent. The beta form of the

over 6,000 patients.20 The remaining 1 percent can
probably afford the drug. It is not the majority of
patients who are hoping that Novartis loses its court
battle but the generic producers of Glivec. For while
there is only a small market for drugs to combat CML,
copied drugs to combat other diseases like cancer,
hypertension, and heart disease are more lucrative.2!

The outcome of the Glivec case will set a precedent. If
Novartis loses the case, the producers of generics will con-
tinue to make money, most notably in non-CML medica-
tions, but Novartis might reevaluate its commitment to
India. If it does, it will send a signal to competitors that
India does not welcome foreign drug companies.

Novartis officials did not want to pur-

drug is more stable than the alpha form at
room temperature. It has what bio-
chemists call the lowest risk of sponta-
neous conversion into another crystalline
form. This is important because if the
crystalline structure were to change, it
could affect quality, bioavailability, shelf
life, and efficacy. Indeed, the beta form
performs better in some tests—30 percent
better on bioavailability of the drug than
the alpha form—implying that it is a clin-
ical improvement over the older version,

India’s patent hurdles
discourage drug
companies from
operating there,
innovating, and

working on diseases

unique to India.

sue a legal battle in the high court, but it
saw no other alternative. Only countries
can demand arbitration at the WTO over
breaches of the TRIPS agreement, and no
country has complained. The U.S. trade
representative (USTR) has not issued a
statement on whether she would pursue an
action against India over section 3(d), but
a spokesman said that the USTR’s office is
“watching the case with interest.”22

India is at a crossroads, and the
Novartis case may determine its direc-

just as section 3(d) demands. This
improvement, however, has only been established anec-
dotally, and to prove it to the satisfaction of the Indian
government would require an expensive and largely
pointless clinical trial. After all, Glivec (including the
beta form) is patented in forty countries worldwide.

Novartis is no villain keeping the poor from receiv-
ing needed drugs. Rather, Indian patent law is what
constricts India’s drug market. India’s patent hurdles dis-
courage drug companies from operating there, innovat-
ing, and working on diseases unique to India. The
subcontinent has severe problems with dengue fever
and leishmaniasis, yet there is no cure for dengue and
no inexpensive cure for leishmaniasis. None of the
research on dengue or leishmaniasis is done in India,
and no Indian drug company produces the medicines to
cure leishmaniasis—a horrid disease known as “Baghdad
Boil” by the unfortunate U.S. troops who have con-
tracted it. Ironically, it is Novartis that leads the world
in research for a cure for dengue.

The Novartis case is one of principle. It will not
affect most Indian patients, for Novartis distributes the
drug free to 99 percent of those who need it in India—

tion. It can follow the route it has taken
in software engineering, with sensible intellectual-prop-
erty protection that spurs growth, or it can travel the
opposite route with idiosyncratic rules that limit growth
and innovation.

AEI research assistant Kathryn Boateng and editorial assistant
Ewvan Sparks worked with Mr. Bate to edit and produce this
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