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I. WHAT 1S SO ‘EVERGREEN’?

The term ‘patent evergreening’ refers to the practice of securing a patent for
a slightly updated version of an existing invention.! Evergreening aids patent hold-
ers in prolonging patents that are about to lapse by allowing them to apply for a
new patent that protects either an essential manufacturing step, a corresponding
business activity, or an insignificant molecular modification of a previous discov-
ery.? Since many patented pharmaceuticals now have generic substitutes, ever-
greening of pharmaceutical patents has become increasingly common. Without
patent protection, generic pharmaceuticals can be manufactured and sold to the
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public at large. It is possible that the generic drug’s formulation is still patented,
but the active component may not have an active patent protection.?

The patent system is meant to incentivise both dynamic rivalry and the pro-
motion of innovations by offering inventors legal means to establish a temporarily
exclusive position in the market, which is adequate to reclaim their investment.*
When the time frame for enjoying such exclusive monopoly can be strategically
bypassed by its users, this type of structure might backfire and encourage people
to engage in abusive behavior.’ This is also why companies have clear motivations
to engage in evergreening and prolong their exclusive dominance in the market.®

The repercussions of such a situation especially exacerbated in the context
of the pharmaceutical industry as every prolonging of the patent period is pro-
portional to the increase in time period where the health benefits of the drug are
denied availability to the common masses. This was also recently observed by US
Federal Judge Richard Posner after rejecting the high-profile litigation between
Apple and Motorola, that most businesses may move ahead fine without patent
protection but not the pharmaceuticals industry.” In addition to public healthcare
concerns, he cited reasons such as the prohibitive price of growth and develop-
ment of drugs and the relatively brief 20-year period to recuperate expenses as
concerns stemming exclusively due to the pharmaceutical industry.® This Paper
proceeds with the underlying premise of how evergreening of patents drastically
impacts the access to healthcare and the suggestions proposed have been recom-
mended taking into account public healthcare.

Evergreening can be achieved through the use of entry barriers of various
types, the delay of entries, the development of own competitive advantages, etc.
A patent thicket can protect patent owners’ rights.” Under this method, by pre-
venting rivals from designing around a patent, dense networks of related patents
preserve patent holders’ investments. This method is known to often unfairly limit
competition."
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Marketing tactics are frequently used in the pharmaceutical sector to extend
the term of a patent. Drug companies patent capsule variations of formerly pat-
ented drugs and use costly marketing campaigns to discourage the use of the old
one, which is clinically identical to the new one." These follow-up patents may be
issued practically continually throughout the business growth process, and they
typically involve only minor technological advancements. For instance, Japanese
businesses usually leave a patent trail of both products and procedures as they
progress along the learning curve and begin to implement continuous improve-
ment processes."

I1I. IMPLICATIONS OF EVERGREENING

Granting any patent protection is encountered with balancing the rights of
the patent holders against others. Protecting patents in the case of the pharmaceu-
tical industry can quickly become controversial if it is interpreted as restricting
patients’ ability to gain access to low-priced drugs or if it is thought to hamper
innovation.” Some of the many impacts of evergreening have been discussed
below.

A. HINDERING INNOVATION

Although there is scant evidence to support the claim that patents increase
the rate at which innovation occurs, there is evidence to suggest that evergreen-
ing can seriously hamper innovation and restrict competition.” One of the
biggest sources of income for patent holders is the money they make from com-
mercialising their inventions. Companies that manufacture pharmaceuticals and
hold patents on their active ingredients can charge exorbitant prices for their
products, keeping them out of reach for the general people. With no competi-
tion and complete market control, monopolistic firms can charge whatever they
choose for their product.® The only way to avoid this is for the patent to expire
so that the drug can enter the public domain. The economic worth will drop as
material enters the public domain and may be accessed by anybody. Therefore,
these items become more affordable and accessible to individuals.'® To get around
this, the original patent holder will typically apply for a new patent on a slightly
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modified version of the patented product.” This keeps other innovators from
building upon the existing creations thereby, hindering innovation. The economic
effects of extending the patent’s validity for another twenty-year period by making
small adjustments to the initial patented product that keep out competitors are
described further below.

B. EconomMic IMPLICATIONS

In the words of Adam Smith, healthcare is a commodity that is indispensa-
bly necessary for the sustenance of life.”® Increasing healthcare costs and the need
to guarantee reasonable access to medicine in both emergent and developed econ-
omies are fueling calls to rein in the so-called evergreening methods employed by
drug manufacturers worldwide.”” However, such practices are an inevitable con-
sequence of a framework that adapts to market forces and looks to be adequately
governed by defined patentability guidelines.?’

National governments are often justified in paying, supplying, and regulat-
ing healthcare due to concerns about access and externalities. Furthermore, receiv-
ing quality medical attention is becoming recognised as a basic human right.
However, markets are not given sufficient regulatory guidance to fulfill this poten-
tial. Disputes between advocates of market-based and non-market-based forms of
coordination have resulted in more public or corporate grandstanding and less
efficient administration in no other field.

Drug prices rise with patent extension strategies that offer patients no real
benefits. Modifying the formulation or dosage by a small amount might not
improve patient outcomes.?> When compared to generic alternatives that would
save money without compromising quality of care, many fixed-dose combinations
are prohibitively expensive without providing costjustified gains in clinical out
comes.” To give an example of the same, one can consider the case of Humira,
which is manufactured by AbbVie and enjoys an especially robust patent protec-
tion. The medicine has over 100 patents, according to a recent complaint filed
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by the business.? Sales, which were approved in 2002, are expected to reach $21
billion by 2021, according to company executives.® Last year, it brought in $16
billion in sales, making it the most profitable medicine in the world.”

ITI. INDIAN PATENT LAW LANDSCAPE
A. THE Patents Act, 1970

When the Indian Patents Act, 1970 (hereinafter ‘Patent Act’) was enacted,
it expressly forbade the patenting of pharmaceutical products, with the exception
of pharmaceutical compound-making processes. The Patent Act was an attempt
to boost India’s sluggish economy by encouraging indigenous medication man-
ufacturing, Indian enterprises could produce, distribute, and use medicines
developed elsewhere at low cost since they lacked access to patent protection.?
As multi-national corporations were unable to get patents in India, the generic
medication sector flourished during the next three decades to such an extent that
India’s generic pharmaceutical business and exports have helped earn the coun-
try the moniker ‘pharmacy of the world’?” In 1995, however, India attempted
to become one of the World Trade Organization’s (‘WTO’) founding members,
which changed the course of events.?® Despite India’s initial opposition to TRIPS
and its insistence that patent protection should be scaled to a country’s level of
economic development, India ultimately signed the treaty fearing constraints on
its exports.”

B. TRIPS GUIDELINES

Although the lack of strict patent protection in the pre- Trade Related
Aspects of Intellectual Property Rights, 1995 (‘TRIPS Agreement’) regime was
preferable because medicines were easily accessible and readily available, the
advent of the TRIPS Agreement and subsequent events have been working to dis-
advantage the poor.?

Patent eligibility, patent criteria, and patent length are addressed in TRIPS
Agreement. As for patentable innovations, they are required to be unique,
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non-obvious, and beneficial, but no precise definition of ‘invention’ has been pro-
vided.! Countries like India were obligated by the TRIPS Agreement to offer
patent safeguards for pharmaceutical products because this protection must be
accessible to all technologies regardless of the sector.’? Furthermore, patents must
be granted without regard to the origin of the innovation or the country of man-
ufacture.? If a country does not follow the rules, the WTO Dispute Settlement
Body can force them to, which could lead to trade sanctions. While the TRIPS
Agreement did its best to standardise worldwide patent law, it did not prevent
individual countries from setting their own patentability rules so long as they did
not conflict with the agreement. It is pertinent to emphasise on this flexibility
provided by the TRIPS Agreement to its member states, including India. It man-
dates the need to analyse the changes and additions incorporated by India, and
how they impact the evergreening process.

It is observed that India made the most of this lull in the action by filing a
‘mailbox’ application in 1995 which was not processed until 2005.%% Section 3(d),
which was added to India’s new TRIPS-compliant patent legislation as part of its
final 2005 changes, was intended to cut down the number of secondary patents
that can be issued (‘Section 3(d)’).>® This section and its effectiveness has been dis-
cussed at length in the upcoming sections of the paper.

C. Tue 2005 AMENDMENT

In an effort to obey the WTO and utilise the flexibility granted under
the TRIPS Agreement, India passed the Patents (Amendment) Act of 2005
(‘Amendment’). Among other things, the Amendment allowed for the patenting of
pharmaceuticals, which was expressly disallowed until then. Clause (d) of Section
3 explains that mere discovery without any enhancement of prior patent or forma-
tion of a new product or even a reactant would not constitute an invention under
the Act. The text of Section 3(d) can be found below:

“The following are not inventions within the meaning of this Act, —

the mere discovery of a new form of a known substance which does nor
result in the enbancement of the known efficacy of that substance or the
mere discovery of any new property or new use for a known substance
or of the mere use of a known process, machine or apparatus unless such
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known process results in a new product or employs at least one new
reactant.””®

D. TESTING THE EFFECTIVENESS OF SECTION 3(D)

Section 3(d) has been challenged by the pharmaceutical sector on the
grounds that it violates the TRIPS Agreement.”” The Madras High Court, in
Novartis AG v. Union of India (hereinafter ‘Novartis’), when Novartis asserted that
Section 3(d) violated the TRIPS Agreement, ruled that it did not have the author-
ity to assess whether or not Indian law conformed with the treaty.® The Court
was of the opinion that the WTO would have to rule on any questions of com-
pliance with the TRIPS Agreement. Despite the United States’ concerns with the
Section 3(d) criterion of establishing greater efficacy, no action has been filed with

the WTO as of yet.*

Even though the court has dismissed the claim challenging Section 3(d)
on grounds of jurisdiction, we can proceed with the hypothesis if the claim had
been admitted. Any claim contesting Section 3(d)’s conformity with the TRIPS
Agreement will probably focus on: firsz, whether the exclusion of items as given
under Section 3(d) also falls outside the ambit of patentable products as given
under the TRIPS agreement. According to Article 27 of the TRIPS Agreement,
patents must be issued for innovations that are both innovative and non-obvious,
as well as those that have practical uses in industry.> However, it falls short of
providing a clearer definition of patentability and hence, so long as it does no
t favor one type of technology over another, India can set its own patentability
requirements if it so chooses.” On these grounds, India’s take of excluding a “new
form of a known substance” which does not enhance the efficacy of the exist-
ing substance is justified. Second, a claim can be raised that efficacy as a criterion
unfairly targets the pharmaceutical patents. But it is needless to say, the WTO is
unlikely to be persuaded by the claim that Section 3(d) prejudices pharmaceutical
patents just because it requires a higher criterion of patentability. Therefore, the
likelihood of any potential claim before the WTO on these grounds is likely to
fail as long as the Indian laws do not discriminate against the pharmaceutical sec-
tor or unfairly target a specific field.
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E. Is THE ‘EFFICACY’ IN SECTION 3(D) EFFECTIVE?

Although there is some disagreement on the enhanced efficacy criteria,
there is consensus that Section 3(d) makes it more difficult to secure pharma-
ceutical patents.*? The first problem is that the term ‘efficacy’ is not well defined.
Additionally, it is not specified what sort of evidence will be needed to prove
efficacy in order to meet the requirements of Section 3(d). The enhanced efhi-
cacy requirement is not addressed in either the Indian Patent Rules or the Indian
Manual of Patent Office Practice and Procedure, so it is uncertain to inventors
and practitioners how much research and development is required to obtain a pat-
ent in India.®

When compared to other nations’ patent laws, Section 3(d) stands out for a
few reasons. First, it requires ‘enhancement of efficacy’ of the prior patent to get a
patent on a new formulation or alteration of the underlying pharmaceutical com-
ponent. Second, patents for pharmaceutical products are the only ones covered by
Section 3(d), while patents for other technologies are not. 7hird, as interpreted by
the Madras High Court in the Novartis case, the term ‘efficacy’ in Section 3(d) is
restricted to ‘therapeutic efficacy’.* The petitioner, Novartis, took issue with this
restricted interpretation, arguing that it is not backed by the wording of the legis-
lation and discourages pharmaceutical research. To delve further into application
and interpretation of Section 3(d), it is pertinent to Indian jurisprudence on this
matter.

F. THE NOVARTIS SAGA

Through an application challenging the rejection of its patent application,
Novartis AG challenged the validity of Section 3(d). Additionally, Novartis AG
sued several Indian pharmaceutical businesses for patent infringement to defend
its monopoly on Glivec, which is anti-cancer drug.*® Imatinib, the main active
ingredient, was patented in 1993, and its beta salt crystal form did not benefit
patients. Section 3(d) addressed if the Patent Specification showed that beta crys-
tals were more therapeutic than the recognised chemical.”” The Supreme Court
reasoned that the 2005 Amendment’s goals of easing access to life-saving phar-
maceuticals and satisfying the country’s constitutional duty to provide appropriate
health care had been considered.”® If Novartis won, many of India’s poor would
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have gone without medication. The verdict has raised global concerns, yet it will
protect public health by prohibiting patents from harming it.

Novartis AG filed another infringement complaint against Meher Pharma
and others in the Bombay High Court to stop the sale, promotion, and export of
their anti-cancer medicine containing the ‘B-crystalline form of imatinib Mesyiate
salt’® The Bombay High Court dismissed the injunction because Novartis could
assess the financial loss from the alleged breach. Glivec is a life-saving treatment
that is widely sought and demanded, yet the plaintiffs do not make it in India.
Instead, they import the same. Thus, any manufacturing or shipping difficul-
ties and costs suffered by the plaintiffs could cause a medicine shortage in India,
which would devastate people.”

The Supreme Court of India ruled on Novartis’ Glivec patent application
after two months of debate.” The Court ruled against Novartis because the med-
icine failed the legislation’s criteria of ‘inventive step’? The patent application was
filed because the chemical improved pharmaceutical bioavailability and absorption
within the human body.”® The impact of the decision can be summed up as thus:
Nine years ago, Glivec cost US$ 2600 globally,’* while generics cost US$ 200 in
India,® a 300 percent difference. The Supreme Court’s ruling unflinchingly estab-
lished that existing pharmaceuticals cannot be rebranded as unique entities by

making slight changes to their appearance or content to obtain new patents.*®

IV. BRAZIL AND ITS DUAL APPROVAL
STRUCTURE: LEARNINGS FOR INDIA

India and Brazil, as member states of the WTO and signatories to the
TRIPS Agreement, received the same set of flexibilities to incorporate changes
into their domestic patent laws provided they were in line with the principles of
the TRIPS Agreement. While a major step towards preventing evergreening or
issuing of secondary patents by India was the incorporation of Section 3(d) in the
Patents Act, Brazil undertook a different path altogether. It is noted here that an
analysis of the Brazilian system is taken as it reflects shared ideas with the Indian
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system. For instance, both these countries strongly opposed granting extensive IP
protection during the Uruguay Round of negotiations at the TRIPS Agreement.”’
Moreover, both Brazil and India recognise the importance of public healthcare
and how granting secondary patents could hamper easy access to the same. In
pursuance of the same, Brazil came up with the ‘Dual Approval’ system of grant-
ing patents.

The 1997 Brazilian patent law was revised in 2001 to require the prior
authorization of the National Agency for Sanitary Vigilance (ANVISA’) for phar-
maceutical products and method patents.’® This means that any pharmaceutical
patent application must be approved by the Brazilian patent office (‘INPI’), and
the Ministry of Health’s monitoring department, ANVISA® If INPI decides
that the patent should not be issued, the procedure ends there since the Prior
Consent mechanism mandates that the patent should be refused. Nonetheless, if
INPI determines that the patent should be granted, ANVISA is notified, and the
application is forwarded to them.®® Upon receiving an application and technical
report from INPI, ANVISA reviews both, and frequently requests more informa-
tion from INPI and the applicants.® With ANVISA’s go-ahead, INPI can grant
the patent. Even though ANVISA does not have the jurisdiction to turn down
patent applications, INPI will only issue patents if the same has been approved
by ANVISA.®* According to Shadlen, it is important to note that ANVISA has
stricter assessment procedures compared to INPI, which are aimed squarely
against secondary patents.®® Furthermore, Brazil has a sequential examination pro-
cess, with assessments hardly ever progressing to the second stage of the sequence.
Unreviewed applications are a hallmark of the Brazilian patent law regime. In the
event of a molecular failure in human trials, applicants hardly ever try applying
for patent, but rather move on to the next technology. To that effect, very few
applications are assessed by ANVISA because they are either denied by INPI or
withdrawn prior to investigation.®
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Therefore, it is observed that the combination of the Prior Consent mech-
anism, sequential examination process, and the stringent assessment procedures
envisaged by ANVISA has resulted in the low issuing of secondary patents by
Brazil. In fact, the grant rate is the lowest in Brazil.®® Aside from these tech-
nicalities, there is more evidence which suggests that Brazil is more efficient in

restricting secondary patents than India.*

This raises the question as to how two
countries who were given the same set of flexibilities and stood for the same agen-

das have a stark difference in terms of the grant rate of patents.

It is argued that a ‘Dual Approval’ model like that of Brazil can be rep-
licated in India. A Prior Consent mechanism can be established in India where
any pharmaceutical patent would be subjected to a two-tier approval system: first,
the patent office, namely the Indian Patent Office; and second, a regulatory body
expertizing in public healthcare such as the Central Drugs Standard Control
Organization (‘(CDSCO’). The rest of the technicalities would be the same as the
Brazilian Model. Further, the role played by the CDSCO can be strengthened in
the approval process by empowering it to assess the ‘efficacy’ of the patent applica-
tions in light of Section 3(d). As a body specialising in the health-sector it would
be more equipped to deal with the uncertainties surrounding the real ambit of the
term ‘efficacy’ and whether a product is actually classified as a new development.
This would clear the issue of ambiguity and vagueness associated with the test
of efficacy as raised earlier. Further, combining this with the sequential exami-
nation process that lays down stringent criteria would filter out unwarranted pat
ents which would otherwise be granted protection. Adopting such a mechanism
would reflect the common spirit shared by both countries of ensuring healthcare
and preventing evergreening of patents. It would also aid India reduce its patent
grant rate.

V. CONCLUSION

The practice of evergreening patents, particularly in the pharmaceuti-
cal industry, poses significant challenges to innovation, competition, and pub-
lic health. India and Brazil, as signatories to the TRIPS Agreement, have
implemented different strategies to address this issue. While India introduced
Section 3(d) in its Patents Act to scrutinise secondary patents, Brazil adopted
a dual approval system involving both the patent office and a regulatory body.
Brazil’s approach, characterized by a sequential examination process and stringent
assessment procedures by ANVISA, has led to a lower grant rate for secondary
patents compared to India.
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Moving forward and drawing lessons from Brazil, this Paper recommends
that India can consider enhancing its patent approval process by empower-
ing regulatory bodies like the CDSCO to evaluate patents for efficacy and pub-
lic health impact. Implementing a dual approval mechanism similar to Brazil’s
could help India mitigate the challenges associated with evergreening and strike
a balance between promoting innovation and ensuring access to affordable health-
care. By adopting such measures, India can align with its commitment to public
health and contribute to the global efforts to address the complexities of patent
evergreening.



