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India is known as the “pharmacy of the develop-
ing world,” because it supplies much of the world’s
demand for affordable, generic drugs. So when the
Supreme Court of India issued a landmark ruling

in April adopting a strict interpre-
tation of the country’s new patent
law, advocates for global access
to medicines celebrated. In fact,
the decision in Nowvartis v. Union of
India & Others provides an impor-
tant model for other countries
around the world — a step to-
ward a “patent law 2.0” that not
only helps to ensure access to
medicines but might also help
better align pharmaceutical inno-
vation with public health needs.
Patents are government-granted
monopolies. As monopolies, they
can drive the prices of drugs up
dramatically. For example, in
2000, when only patented anti-
retroviral drugs for human immu-
nodeficiency virus (HIV) infection
were widely available, they cost
approximately $10,000 per person

per year, even in very poor coun-
tries. Today, these same medi-
cines cost $150 or less if they are
purchased from Indian generics
companies.

So why allow patents at all?
In theory, to promote innovation.
It can cost hundreds of millions
of dollars to develop a new drug.
Free copying could undermine the
profitability of companies that
engage in research and develop-
ment. But the implications of pat-
ents for innovation, particularly
globally, are rather more compli-
cated than this simple account
suggests. Developing countries
represent a very small share of
the world’s market, so patents in
these countries tend to yield very
little innovation. Moreover, the
wrong kind of patent protection
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can create problems for innova-
tion. Finally, patents cause espe-
cially acute problems for access
to medicines in developing coun-
tries — not only because of low
incomes but also because insur-
ance and price-control systems
are often absent or inadequate.
Not so long ago, countries
around the world were largely
free to set their own patent poli-
cies. Many developing countries,
including India, did not offer pat-
ents on medicines. Today, most
countries are members of the
World Trade Organization, which
requires members to provide
patents on medicines. When In-
dia had to comply with this obli-
gation in 2005, health activists
foresaw vast increases in the
prices of medicines for people in
India and other countries who
relied on access to Indian gener-
ics. These activists raised the
alarm and, along with the local
industry, persuaded the Indian
government to adopt unprece-
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dented limitations in the new
patent law. One of these limita-
tions appears in Section 3(d) of
the Indian Patent Act, which for-
bids patents on new forms of
known substances (e.g., a salt, es-
ter, isomeric, or polymorphic
form of a known compound),
unless the new form significant-
ly enhances efficacy.

To understand the importance
of the move — and the Novartis
case — one needs to understand
something about patent practice
in the industry today. Typically, a
successful medicine is covered
not by one but by several pat-
ents.! There is often a primary
patent on the active ingredient it-
self and a set of secondary pat-
ents — for example, there may
be patents on a salt or isomeric
form, on a chemical intermedi-
ary, and on a particular formu-
lation (e.g., a sustained-release
version). U.S. patent law provides
drug makers with 20 years of
protection for all these kinds of
patents. The practice of creating
a thicket of patents to extend
patent life is called “evergreen-
ing” or “life-cycle management.”
It can work because the later pat-
ents — even if they cover only
minor improvements — provide
opportunities for litigation and
may interact with the regulatory
system in a way that gives their
holders control over a drug as a
whole.

One of the first patents to be
considered under the new Indian
law was related to the blockbust-
er cancer drug Gleevec (imatinib
mesylate). Gleevec is a lifesaving
drug used in treating chronic
myeloid leukemia. As is the norm,
the originating company, Novar-
tis, sought several patents on the
new therapy in the United States.
In India, because the new patent
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law had limited retroactive reach,
Novartis could file only for a sin-
gle follow-on patent, covering the
beta-crystalline form of the ac-
tive ingredient.

The Court concluded that the
patent ran afoul of Section 3(d)
and adopted a strict interpreta-
tion of the provision, whereby
new forms of known drugs can-
not be patented in India unless
the new form yields therapeutic
benefits. The Novartis patent
failed to meet this standard.

The immediate result of the
case is that imatinib can be sold
generically in India for a fraction
of the price of the Novartis ver-
sion. More important, the decision
means that many drug patents
that are granted in the United
States should be denied in India.
In a recent study, my colleagues
and I found that secondary pat-
ents are quite common in the
pharmaceutical industry and typ-
ically provide many years of in-
cremental patent life.? We evalu-
ated 17 years’ worth of patent
data from the so-called Orange
Book, published by the Food and
Drug Administration, which lists
the most critical patents covering
drugs registered in the United
States. Of the drugs we studied
— all new molecular entities
registered in the United States
from 1988 through 2005 with at
least one patent in the Orange
Book — one quarter had inde-
pendent patents on new forms of
known compounds. (Other kinds
of secondary patents were even
more common.) These “new
form” patents generated, on aver-
age, an additional 6 years of pat-
ent life, at least nominally.?

Novartis, unsurprisingly, has
argued that the Court’s decision
will undermine pharmaceutical
innovation. In truth, India repre-
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sents such a small portion of the
world’s market for drugs (about
1%, according to the most recent
publicly available data),? that the
decision has no obvious implica-
tions for innovation at all.

But what if Section 3(d) be-
comes a model for other develop-
ing countries, and such countries
become, as some have predicted,
a much larger share of the global
pharmaceutical market? Surpris-
ingly, it could do more to help
than to hurt innovation, by en-
couraging companies to focus on
the kind of innovation that pro-
vides the most health benefit.

A patent law that treats incre-
mental innovation and significant
innovation in the same way en-
courages companies to prioritize
less important research over more
important research. Provisions like
Section 3(d) can help reverse this
effect and encourage companies
to undertake the riskier and more
expensive research that is re-
quired to generate breakthrough
drugs. In fact, such provisions
are in a sense simply a more
direct and affordable way for de-
veloping countries to achieve
something that may already be
occurring in an ad hoc fashion
in the United States. A recent
study suggests that secondary
patents in the United States are
often invalidated in litigation,
particularly for the most lucrative
drugs.* But a system that cor-
rects for patent-law distortions
after the fact, through expensive
litigation, is far from optimal.
(Drug companies also still widely
seek secondary patents in the
United States, which suggests
that they still generate meaning-
ful exclusivity despite their vul-
nerability in litigation.)

The provision interpreted in
Novartis, if adopted broadly in the
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developing world, might help to
encourage companies to spend
resources on breakthrough inno-
vation, rather than on minor
modifications and lawyer fees.
But whatever its implications for
innovation, this much is clear:
poor people around the world
need better access to affordable
drugs, and this decision will help
to provide it.
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