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CH. 1 INTRODUCTION TO THESIS
India is considered as the lifeline of patients for the patients in many countries all
across the globe, especially the developing countries and poor countries. The
Indian generic drugs are not only vital for patients in India but also in many
countries with low income status of their citizens and the related problems with
bearing out of pocket expenditure. Millions of people are dependent on the
generic medicines provided by India which are comparatively much affordable
that might disappear in case the strict parameters stipulated in Indian Law are
diluted. This research work is a sincere endeavour that deliberates on strategies
having the potent to ensure the availability of drugs at affordable prices along
with the necessary incentives for the pharmaceutical sector so that they can

invest in R&D activities.

“‘Indian pharmaceutical industry is by far the largest in the developing
world and by volume it is the third largest and India exports to about
200 countries. India makes almost the entire range of the medicines

including the essential medicines.”
(Dr. Amit Sengupta, People’s health movement)

About 10 million people in the developing countries are having
access to generic drugs out of which 80% is coming from India which
shows our Government’s commitment towards health.

(Loon Gangte, Registered Coordinator, ITPC-south Asia and DNP)

In the present scenario, it is as clear as day light the Indian Government has a
positive duty which calls for the intervention of the state to devise certain
strategies having the potent to help the citizens of India with the most basic

need, i.e. health. Pricing Policy is one such act that is sine qua non for the



affordability drive. The following points show the need of a putting price limits to

the drugs.

India’s substantial section of population falls under low income groups; it
is important to note that around 21% of the world's poor are in India.
Indian citizens are more prone to diseases like malaria, dengue,
diarrohea, due to the tropical climate.

In the light of the previous researches, it is a known fact that out of the
total out of pocket expenditure, a substantial portion goes towards the
health issues, which is 80%in some cases. “A large part of the money
that the poor in India spend on healthcare goes to buy medicines, and
this itself is the cause of 2.2 per cent of families going below the poverty
line every year while combating medical emergencies, even though
medicines in India are among the cheapest in the world.”’

india has highest number of people that falls under the working age group
and stands next to China in this regard. Therefore, it is imperative to
ensure that India has a healthy population which is also important for the
economic growth of the nation as it adds to the GDP of the nation. Apart
from the strategies in the Patent Act with regards to the sustained
healthcare, Government’s regulatory control on the prices is also an

important one.

Apart from being affluent in the agriculture India is also known for abundance of

natural herbs which is used for natural medication. In the light of previous

researches it is very clear that the substantial portion of India’s population along

1<http://www .business-standard.com/article/opinion/price-control-problems-

114102701332 1.htmi>(visited 10 March 2016}
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with many other countries is dependent on this traditional knowledge. In the
recent past the infamous incidents of bio piracy heralded the wave of
deliberations on the adverse impact on the indigenous communities and also on

the easy availability of medicine to the mankind in general.

1.1 STATEMENT OF THE PROBLEM
Intellectual Property Rights regime is primarily based on the notion of rewarding

the innovators for the mental decision to come up with a work of creativity along
with the labor and toil required to fructify the work. Patents in particular are
granted as a form of acknowledgement given to the ingenuity exhibited in the
form of invention, which satisfies the strict parameters enshrined under Indian
Patent Act and TRIPS. It is worth mentioning that grant of patent facilitates, nay
paves the way for making money through exclusivity. This research work is in
the context of Patents vis-a-vis Pharmaceutical Companies and hence
conferring exclusivity on patent holder or his assignee in absolute sense seems
to have the potent of having serious repercussions on the aspect of accessibility
to medicine. It is in the light of myriad of health right issues, that an amendment
was introduced in the year 2005, as member nations of WTO can devise

TRIPS+ provisions as the situation warrants.

It is axiomatic that health issues needs to be given utmost importance but at the
same time the fact that pharmaceutical companies incur huge expenditures in
Research and Development and even then the possibility of not getting patent in
numerous cases, is also worth considering. It has also been seen in many
nations where concerns have been raised on the point of accessibility and
affordability of medicine due to the steep prices of medicines. The present

research work, the researcher intends to research on the following issues:
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(1)- Section 3(D) of Indian Patents Act 1970 and strict parameters for granting

patent.
(2)-Regulation of Prices of Drugs and Issue of Parallel Imports
(3)- Traditional knowledge and India patent regime.

1.2 HYPOTHESIS
Issue 1

India’s Patent regime exhibits in clear terms that endeavors to have consistency
with western legal framework cannot be done by compromising the principles of
equality and social justice, enshrined in the Preamble to the Constitution of
India. India being;e;p')arty to a plethora of human rights instruments has evidently
incorporated the core of human rights in its IP framework. Taking into account
the aspirations and needs of numerous patients dependent on the generic drugs
’ manufactured by India, Novartis judgment appears to be a praiseworthy effort of
the Supreme Court, where ‘basic survival needs for human’ has been viewed
and considered as the key feature and hence any claim for grants of patent
needs to satisfy the essential requirements of Section 3(d), so that generic drugs
are not kept out of the common stock due to ever-greening, which becomes
even more important in the light of India’s unique socio-economic ethos and also
the fact that several nations depend on India for getting cheaper drugs in the

form of generic drugs.
ISSUE 2

The current pricing policy needs a revisit so as to achieve a balance between
the need of access to medicine and sustainable model for pharmaceutical

companies. At this juncture researcher is of the opinion that there are some
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escape routes which can be devised by the pharmaceutical companies having
the potent to give a blow on the very objective of NPPA. Also, there is a need of
holistic approach as by merely putting reliance on the Pricing Policy, desired

results might not be achieved..
Issue 3

TRIPS provisions with premium on development aspect, in particular Article 8 is
a a\hortatory provision and it becomes highly imperative for a particular nation to
come up with a an effective model so as to achieve the objectives enshrined
under CBD and Nagoya Protocol. Also strict parameters need to be laid down in
the patent regime so as to_ensure that mere tinkering with the generic resources

vis-a vis traditional knowledge does not qualify for patent protection.

1.3 RESEARCH QUESTIONS
I- Whether section 3(d) of Indian patent act and Novartis Judgment are

products of myopic contemplation which in their implantation bypasses
the mandate of TRIPS? ‘

2- Whether the present Pricing Policy of India with reference to
pharmaceuticals, has the potent of striking a reasonable balance patient

and patent?

3- Whether the scheme of Indian Patent Act 1970 provides an effective
solution to the problem of Bio- piracy with reference to genetic or
biological resources of country of origin or the traditional knowledge of its

indigenous communities?
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1.4 SCOPE OF STUDY AND LIMITATIONS
ISSUE 1

In particular, researcher wants to deliberate on the point that whether provisions
of TRIPS indicating towards development dimension are more of rhetoric and
hortatory provisions leaving it to the discretion of the member nations to devise
TRIPS + provisions so to ensure that the aspect of accessibility to medicine is

taken care of?

The researcher intends to explore the conflict that exists between Section 3(d) of
the indian Patent Act, 1970 which keeps “mere increments” out of the ambit of
from patent protection, and pharmaceutical companies putting prem_iym on its
recognition. .

IsSUE 2

Researcher intends to deliberate on the point of need to strike a balance
between accessibility to medicine and conducive environment for
pharmaceutical companies to invest in the pipe!iné so that they are able to
invest into bring new molecules into the market., which seems to be a
herculean task in the absence of reasonable margin. Hence, threshold of
reasonable margin needs to be asses and Indian market dynamics and share in
the overall profits of a company needs to be considered. The researcher also
intends to put premium on the repercussions of the present policy and hence the

analysis of the market scenario holds utmost importance in this regard.



ISSUE 3

The Patent Act 1970- as Amended in 2002 and 2005, encompasses under its
domain several provisions such as Sections 3(e)?, 3(p)*, 10(d)*, 25°

Researcher intends to deliberate on the model adopted by India by including the
above mentioned provisions in its Patent Act. Researcher intends to delve deep
into the details of the question that whether these provisions have the potent of
addressing the concerns raised by the scholars on the lack of any binding

provisions in TRIPS

(1)yto safeguard the interests of traditional communities and their spécial
claims

(2)to ensure that mere tinkering with the genetic resources in the present
form(which is the result of sincere endeavors of traditional communities in
observing the natural milieu and then applying it to their use) does not get
the patent protection, which would have the serious impact on the general

health of the mankind including traditional communities.

It is important to note that this research work is not devoid of limitations and
covers only specific areas abovementioned due to time and length constraints.
The theme in itself is very broad in amplitude and hence an analysis of every
component has not been done, but an endeavour has been made to touch as

many areas as possible in the given word limit.

? It reads as: “a substance obtained by a mere admixture resulting only in the aggregation of the
roperties of the components thereof or process for producing such substances”.
It reads as: “An invention which in effect is TK or which is an aggregation or duplication of
known properties of traditionally known component and components”
* 1t reads as: “The applicant must disclose the source of geographical origin of any biological
material developed
> If the applicant does not disclose or wrongly mentions the source of geographical origin of
biological material used for invention, then it becomes the ground for refusal of the patent



1.5 METHODOLOGY ADOPTED

The research methodology adopted in the completion of this thesis is based on

the usage of:

(i) DocTrRINAL METHOD- Under this method, research is focused on the
secondary data. Secondary Data encompasses under it ambit the material that
has already been collected by a previous researchers and has passed through
the rigmarole of statistical process. Reliance has been placed on sources like
previous researches on the theme, newspaper information and Internet based
information. An intensive research has been done to delve deep into the details

of the problems related with the research topic.

(a) Case Stupy- To have in depth understanding of the developments in the
concerned area, case studies holds utmost importance. "Case study as a
research method excels at bringing an understanding of a complex issue or
objects and extends experience or add strength to what is already known

"® Objective behind incorporation of case studies is

through previous research.
based on the fact that ‘case studies’ focus on the particular aspect of a topic and
hence the need of collecting the data from large set of data is done away with. In
this study, | will draw on my conclusions based on the ‘case studies’ to
understand the present trends and jurisprudence developed in the concerned
area. In the penultimate sections of my research work, it will help me to put my

views regarding the credibility and efficiency of the present legal framework.

(i) NON DocTtrRINAL MEeTHOD- For the first two chapters, Field based

investigations hold utmost importance. Therefore, interviews of Students with

& See, “The Case Study as a Research Method”, 1997 Available at:
< http:/iwww gslis.utexas.edu/~ssoy/usesusers/I391d1b.htm > (visited on 10 March 2016)

-~
'
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science background, Doctors, Medical Representatives and Chemists are

conducted.

(iif) ComPARATIVE METHOD- For the second chapter, that puts premium on Pricing
Policy, a comparative study has been done so to get apprised with the different
models adopted by different nations with regards to the pricing policy. It is done
with an objective to assess the efficiency of these models in the Indian socio-
economic ethos and to ascertain whether any model or mix of models with

streaming as per Indian conditions, can be emulated.

1.6 STRUCTURE OF THESIS
I have written this thesis by pacing reliance on three broad lines of arguments.

Common theme that runs out through the all the three chapters and subchapters

is “striking a balance between patents and patients”.

Thesis begins with Chapter One, which includes the introductory part of the
thesis encompassing under its domain statement of the problem, Hypothesis,
Research Questions, Scope and Limitations, Research Methodology and the

structure of the thesis.

Chapter Two; “A walk through Section 3(d) of The Indian Patents Act: A
Weapon of Choice or a Shield of Necessity’ This chapter focuses on the

finding an answer to the following:

The researcher intends to explore the conflict that exists between Section 3(d) of
the Indian Patent Act, 1970 which keeps “mere increments or minor
improvements” out of the ambit of from patent protection, and pharmaceutical

companies putting premium on its recognition.



In this Chapter, the researcher has taken a holistic approach under which the
veracity of the claims of pharmaceutical companies with regards to their R&D
expenditure, technological transfer and local working of the patents in India, has
been assessed. The researcher has also put premium on providing an answer to
the allegations regard Low Investment in India and the prospects for domestic

manufactures, post 2005 amendment.

Chapter Three; “India’s Strides Towards Pricing Policy in Pharmaceuticals:
Issues and Challenges’. In the present scenario the Government controls the
price of 348 essential medicines. 1995 policy has been replaced with DPCO
2013 which got implemented from MAY, 25 2014, under which 680 formulations
are covered, while the previous rule of 1995 used to regulated only 74 drugs.
- The present pricing control mechanism warrants investigation from two angles.
First is from the perspective of affordability to medicine and shortcomings of the
present policy to ensure the same. Second is from the perspective of
pharmaceutical companies which are of the opinion that Government is trying to
pass its burden of ensuring accessibility and affordability of medicine on
pharmaceuﬁcal sector. This chapter focuses on the finding an answer to the

following:

Need to strike a balance between accessibility to medicine and conducive
environment for pharmaceutical companies to invest in the pipeline so that they
are able to invest into bring new molecules into the market, which seems to be a

herculean task in the absence of reasonable margin.

Chapter Four; “Indian Patent Regime Vis-A Vis Protection of Traditional
Medicinal Knowledge”. Traditional Knowledge is the result of ingenuity of

indigenous communities due to their symbiotic bond with the environment. The

10



sincere endeavors of communities are wide in the amplitude, ranging from the
identification of genetic resources to their application in treating the diseases,
and hence the particular environment and the genetic resources therein have a

direct impact on the central plan of their lives.

The Patent Act 1970- as amended in 2002 and 2005, encompasses under its
domain several provisions such as Sections 3(e), 3(p)®, 10(d)°, 25'°.
Deliberation on the model adopted by India by including the above mentioned
provisions in its Patent Act has been made with a view to find an answer to the

following:

Whether these provisions have the potent of addressing the concerns raised by

the scholars on the lack of any binding provisions in TRIPS

(1) to safeguard the interests of traditional communities and their special
claims?

(2) to ensure that mere tinkering with the genetic resources in the present
form(which is the result of sincere endeavors of traditional communities in
observing the natural milieu and then applying it to their use) does not get
the patent protection, which would have the serious impact on the general

health of the mankind including traditional communities?

Chapter Five; “3(D) Implications and Pricing Policy: Assessing the Ground

Reality”, incorporates several observations based on the empirica) research.

" It reads as: “a substance obtained by a mere admixture resulting only in the aggregation of the
Eroperlies of the components thereof or process for preducing such substances”.

It reads as: “An invention which in effect is TK or which is an aggregation or duplication of
known properties of traditionally known component and components”
® It reads as: “The applicant must disclose the source of geographical origin of any biological
material developed
" If the applicant does not disclose or wrongly mentions the source of geographical origin of
biological material used for invention, then it becomes the ground for refusal of the patent

11




CH. 2 A WALK THROUGH SECTION 3(D) OF THE INDIAN PATENTS ACT: A

WEAPON OF CHOICE OR A SHIELD OF NECESSITY

INTRODUCTION
A bare perusal of TRIPS indicates that an attempt has been made to strike a

balance between incentives to be given to IP holder and public interests."
Previous researches indicate that TRIPS provisions when analyzed in a holistic
manner, seems to be inclined towards protecting the interests of
pharmaceutical companies even at the cost of bublic health which seems to fall
under the ambit of “public interest’. It is because of these reasons, previous
researches in this aspect state in unequivocal terms that MNCs are aggressively
asserting their patent rights'mh.o‘t for geﬁing'genuine patents which they are
entitled to but for preventing generic competition. Many claim that more people
do not have access to life-saving drugs because-of high prices and that patent
rights both increase prices and stand in the way of getting treatment to those

who need ‘it. 4

India’s approach towards the same is quite distinct from many countries. In
2005, Section 3(d) acquired its current form by an amendment, but it paved the
way for deluge of controversies and criticism. The aim was to prevent the
practice of ever- greening, and also to encourage improved level of innovation
and enhanced efficacy so that the wealthy multinationals in pharmaceutical
sector, do not obtain a dominant position by doing minor improvisations. Further,
Novartis judgment heralded a wave of conflicting arguments, in which the chief

" See Articles 7 of TRIPS states the objectives of the IPR as “the protection and enforcement of
intellectual property rights should contribute to the promotion of technological innovation and to
the transfer and dissemination of technology to the mutual advantage of producers and users of
technological knowledge and in a manner conducive to social and economic welfare and to a
balance of rights and obligations”.

12
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issue was conceming the parameters set for patentability and the exclusion of
‘incremental innovations’. Allegations have been leveled against Indian
legislature for making a vague proposition of law and also against judiciary for
analyzing the particular provision in a narrow and constrained manner. It has
been a matter of debate that whether India has flouted international agreements
concerning patent protection and intellectual property rights in order to keep
their domestic pharmaceutical industries going and growing, at the expense of
the innovative companies and individuals that have spent years and billions of

dollars developing new medicines.

Specially from the perspective of India, being a leading manufacturer of ‘Generic
Drugs’, it holds utmost importance to develop a balanced approach, so that in
the process of ensuring the smooth flow of generic drugs, technological and

development advancement is also not stifled.

2.1 HISTORICAL BACKGROUND
The Paris convention of 1883, which-is considered as one of the foremost

treaties related to the safeguarding of intellectual property rights (IPR), was quite
liberal in safeguarding the IPRs.'? As a result of which quite a few nations were
apprehensive of the fact that such a liberal patent protection in pharmaceuticals
sector will restrict the dissemination of the knowledge and thus thwart the way of
making available the scientific innovations to general public, This is because, ifa-

product gets patent protection ( in cases of product patents), the particular

2 “Under this convention, member countries were free to determine the standards of protection,
the subject matter of protection and the period of protection and thus maximum divergence were
observed in the case of protection of innovations in the pharmaceutical sector’. See N.Lalitha,
*Trips And Pharmaceutical Industry:issues And Prospects” , Gujarat Institute Of Development
Research, Ahmedabad, p.1, Available at :
<https://iwww.google.co.infurl?sa=t&rct=i&g=8esrc=s & source=web&cd=18&cad=rja&uact=8&ved
=0ahUKEwidgJbL7srMAhWNCY4KHeUPDZUQF ggbMAA&uri=https%3A%2F %2Fwww.iprsoniin

e.orq%2F ictsd%2F docs %2F ResourcesHealthArticiel alitha.doc&usg=AF QiCNHAsdHOB 1vWWQ
YW 2swBbrC5HNMW q&bvm=bv.121421273d.c2ZE>(visited 15 March 2018)
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product cannot be manufactured even by an alternate mechanism for the

stipulated protection period.

India’s patent policy in 1950 was to make certain that drugs get locally
produced. Till 1950, entire drugs delivery in India was done by foreign
multinationals.” Drug prices then were exorbitant to an extent that in 1961, the
US Senate Committee under the leadership of Senator Estes Kefauver opined
that India was one of the top-most priced countries all across .the globe for
drugs. In the light of the same, Government of India devised the first five year

plan to pave the way for India’s development.™

Regardless of the fact that product patents in pharmaceuticals were .

acknowledged in India prior to 1970s and even after having liberal
environment which was very much conducive for investment, MNCs did not
make sincere endeavors to expand the industry. Rather, they used the patent
system to their advantage as they were more inclined towards importing than
that of manufacturing within India and in addition to it they were also charging

exorbitant prices, which stifled the competition to a considerable extent.’

Finally to rectify all the above mentioned anomalies existing in the system,

Justice Rajagopala Ayyangar committee Report emerged as a strong tool to

'3 Foreign multinationals controlled more than 90% of the Indian pharmaceutical industry and
hence determined supply and availability of drugs. Drugs were manufactured outside India and
imported for a higher cost. The cost of drugs in India was amongst the highest in the world. See
Damanjeet Ghal, “Patent Protection And Indian Pharmaceutical industry’, Vol.3(2), (University
Institute Of Pharmaceutical Sciences, Chandigarh — 160014, India, July-August 2010),P. 43,
Availabie At :

<Http:/MWww.Globalresearchonline. Net/Journalcontentis/Volume3issue2/Article %20008. Pdf>
gvisited 15 March2016)

* The first five year plan recorded that India was the largest reservoir of epidemic diseases.
Poverty was also at its peak in India. Around 50% of India’s population were living under
poverty and were unable to afford the cost of drugs. Conseguently, life expectancy was very low
and mortality rate due to diseases was very high. See Damanjeet Ghai, as note 13 above. p.43
" Damanjeet Ghai, as note 13 above, p.44

i4


Http:/NVww.Globalresearchonline.NetlJournalcontentsNolume3issue2/Article%2000B.Pdf
http:extent.15
http:multinationals.13

overhaul the Indian patent regime.® One of the chief actions taken was to
restrict the patent protection extended to pharmaceutical inventions to ‘process
patent’, which is currently known as pre-TRIPS era. The Patent Act of 1970,
encompassed under its domain a provision that prohibited the grant of ‘product
patents’; however, patents on processes for manufacturing pharmaceutical
compounds was allowed, but with a shorter duration of protection in comparison
to other categories of patents.” As a result of this system, India got recognized
for producing generic drugs at a low price and also as a leading exporter of the
same'®, as then it became possible to reverse engineer the foreign drug without

inviting sanctions'®. Therefore local industry actually flourished since the 1970s.

Impact of the above mentioned policy on the pharmaceutical industry was very
much palpable and hence reversing this trend became the top most priority of
US. ?° As per (Scrip’s Year Book, Vol.2, 2000: 316). A loss of $500 million per

year was assessed owing to the then India’s intellectual property system regime.

Eventually on the request of India on the ground of being a developing nation, a
period of 10 years was granted to India so that it can have the essential
infrastructure to acquire the capacity of implementing the TRIPS mandate.

Therefore after 10 years from 1994, i.e. from January, 1 2005, drug ‘product

®See A.D. Damodaran, “Indian Patent Law in the Post- TRIPS Decade: S&T Policy Appraisal’,
vol.13, (Journal of Intellectual property Rights, 2008), p.3, Available at:
<http://nopr.niscair.res.in/bitstream/ 1234567 89/2027/11JIPR%2013%285%29%20414-423.pdf>,
{visited 16 March 2016). Also See Report on Patent the revisions of the patent laws by Justice N
Rajagopala Ayyangar, 1953

" Patent Act, 1970 section5 (a)<{b) and section 53

' Janice M. Mueller, “The Tiger Awakens: The Tumultuous Transformation of India’s Patent
Systerm and the Rise of indian Phamaceutical Innovation”, (University of Pittsburgh School of
Law, 2006}, p.56, Available at :
<hitp://law.bepress.com/cgifviewcontent.cgi?article=1043&context=pittlwps>:{visited 18 March
2016)

' See Damanjeet Ghai, as note 13 above. p.44

 Ibid
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patent’ system was again introduced in India, as India decided not to opt out of
the WTO purview ,owing to a panoply of reasons?' Hence,India has to accept
the TRIPS??, as WTO is take it or leave it package without having any space for
the introduction of any modifications suggested by the member nations. It is
worth- mentioning at this juncture that TRIPS does have some flexibility?® and
also the provisions dealing with the balancing of right to trade with other

concomitant rights.

In the present scenario, patents are granted in all fields, which include
pharmaceuticals as well having twenty years of protection, from the date on
which application is filed.** With the adoption in its true sense(after the expiry of
transition period) of TRIPS agreement in the majority of developing nations by

2005, a stronger patent system in the form of product patents seems to be

Zl“geveral factors like the continuous advancement in science, new breakthroughs in bio-
technology, the growing participation of the private sector in the cost intensive research and
development in the knowledge based pharmaceutical sector and the relative strength
demonstrated by the developing nations in adapting the results of the scientific innovations to
the local environment have prompted the industrialised nations to seek stronger protection for
their innovations in all the countries. As per the minimum standards mentioned in the TRIPS
agreement, patent shall be granted for any inventions, whether products or processes, in all
fields of technology provided they are new, involve an inventive step and are capable of
industrial application without any discrimination to the place of invention or to the fact that
Pzroducts are locally produced or imported.” See N. Lalitha, as note 12 above, p.1

Trade Related Aspects of Intellectual Property Rights (TRIPS]) were brought in with the
prospects purpose of universalising the standards of Intellectual Property Rights and frame the
rules of the game of the developing countries on par with the developed countries. See N.
Lalitha, as note 12 above, p.1
“Article 27:1 of TRIPS states as follows: “Subject to the provisions of paragraphs 2 and 3,
patents shalt be available for any inventions, whether products or processes, in all fields of
technology, provided that they are new, involve an inventive step and are capable of industrial
application ’
“ Subject to paragraph 4 of Article 65, paragraph 8 of Article 70 and paragraph 3 of this Article,
patents shall be available and patent rights enjoyable without discrimination as to the place of
invention, the field of technology and whether products are imported or locally produced”. See
Damanjeet Ghai, as note 13 above. p.45
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unvaryingly applicable on innovations in pharmaceutical sector amongst all the
member nations®® of World Trade Organisation(W.T.O.).

2.2 SECTION 3(D) OF PATENT ACT, 1970: A TOOL TO PREVENT EVER-
GREENING PATENTS AND THE BATTLE OVER GLIVEC
It is. a strategy of various companies to first take a patent on the first molecule,

take a another patent on the polymorph, take a patent on the tablet, patent on
the injection and so on and so forth. The second generation, the third
generation and other formulations and other patents. It is a strategy through
which many companies keep on taking patents on second generation and third

generation kind of compounds or even variants of the same compounds.

India introduced major changes in the Law to provide patent protection, most
notable amongst them is Section 3(d) of the Indian Patents Act, 1970 which
says that new forms of known substances would not be patented unless they .

are significantly more efficacious than the known substance.

Novartis case was the first case which was on the drug called GLIVEC which is
used to treat Chronic myeloid leukaemia (CML) and basically Novartis wanted
~ the beta crystalline form of known substance which was the imatinib mesalyte or
the imatinib base compound to be patented It is worth mentioning that it was
only the polymorh, (the second generation) which Novartis was trying to get

patented in India.

The generic product treatihg the same disease was available at a much cheaper
cost than Glivec. When Novartis gained market exclusivity in India for its drug
Glivec, it tried to enjoin the Indian generic drug manufacturer from the sale of

Glivec copies in India, as a result of which the cost of the drug went up by ten

% In late '90s, as many as 140 countries were members of the WTO.
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times®®. In a country with litle health insurance coverage and a per capita
income below $1,500,%” Novartis set the annual price for Glivec at a staggering
$26,000.%

It is also important to note that Drug (GLIVEC) is very essential for the rest of
the life of the patient, since it cannot be said with surety whether all the cells
which contain this particular pathogenetic event have been completely cured or
not and.therefore drug is recommended lifelong for the patients who have been

diagnosed with this disease®

Cancer Aid Association was the first group to oppose the same. Mr. Anand
Grover was the lawyer. Novartis presented two broad fines of arguments at two
different levels. First, Novartis argued that their claim for patent was valid and
therefore ihey should be issued the patent. Second, Novartis challenged the key
section of the Indian Patent Act, i.e. Section 3(d) on the ground that it sets the

bar of patentability much higher than in most patent laws.

Novartis challenged the validity of Section 3(d)*° on the following grounds:

2 Ganapati Murdur, “Indian Patients Go to Court Over Cancer Drug’, {(BRIT. MED. J., 2004},
Available at:
<htip://www.pubmedcentral.nih.gov/articlerender fcgi tool=pubmed&pubmedid=15321889>
g;nswed 18 March 2016)

World Dev. Indicators Database., World Bank
Available at: <http://databank.worldbank.org/ddp/home. do’78tep 12&id=4&CNO=2>{visited 18
March 2016)
% Mueller, Janice M., “Taking TRIPS to India - Novartis, Patent Law, and Access to Medicines”.
(New England Joumal of Medicine, 2007) p. 541, Available at:
< hitp://papers.ssm.com/sol3/papers.cfm?abstract id=1397729> (visited 19 March 2016)
* Based on the interview of 5 oncologists, taken for this research work
® “the mere discovery of a new form of a known substance which does not result in the
enhancement of the known efficacy of that substance 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 known process results in a new product or employs at least one new reactant’
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A. UNCONSTITUTIONALITY WITH REFERENCE TO ARTICLE 14 AND ALSO
VIOLATING THE MANDATE OF HONOURING INTERNATIONAL TREATY
OBLIGATIONS

Explanation appended ifo Section 3(d) speaks in indisputable terms and
therefore clearly rules out the possibility of the alleged conundrums, and also
the authorities during the deliberation for granting paten have an obligation to
act within the ambit of the explanation. With regards to the allegations of
arbitrariness, in the light of celebrated Case Laws, it can be stated that for
striking down a statutory provision on the ground of arbitrariness, it has to be
within the contours of manifest arbitrariness®'. A court solely and merely acting
. on its thinking cannot do s0.*> Hence, it can be safely stated that the inclusion
of section 3(d) to the Indian Patent Act is constitutionally valid and grants no
scope to the authorities to act in an-arbitrary manner and hence misusing their
discretionary powers. Also, the court opined that judiciary shall adopt a
deferential approach with reference o the legislations dealing with the economic
‘matters. The Court stated that encouraging the economic feasibility so as to
ensure the affordability and accessibility was one of the chief objectives for
introducing Section 3(d) behind and therefore the courts must exercise cautious

while defiberating on these matters.

B. CONTRAVENTION TO THE OBLIGATION UNDERTAKEN BY INDIA UNDER TRIPS
In the recent past, pharmaceutical MNCs along with their home governments

have raised their concerns regarding the use of TRIPS flexibilities by Indian in a

Explanation - For the purposes of this clause, salls, esters, ethers, polymorphs, metabolites,
pure form, pariicle size, isomers, mixtures of isomers, complexes, combinations and other
derivatives of known substance shall be considered o be the same substance, unless they differ
significantly in properties with regard to efficacy

*' Bombay Dyeing & Mfg. Co. Ltd. V. Bombay Environmental Action Group, (2006) 3 S.C. 434,
511

* State of Andhra Pradesh v. Mc. Dowell and Company. (1996) 3 SCC 709, 738-739
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way that is contravention to WTO/TRIPS.* However, Indian government has
unequivocally stated that that its laws are in consonance with the international

obligations.?*

A panoply of scholars have opined that Section 3(d) is in compliance with

TRIPS.* | which is primarily based on the following factors:

(a) INVENTION — DISCRETION WITH THE MEMBER NATIONS TO DEFINE THE SAME
Article 27 mandates that “patents shall be available for any inventions, whether
products or processes, in all fields of technology”*®, but it does not define the
term ‘invention’. Therefore, member nations can define the term in a way that

furthers the public health objectives.

(b} DEFINING INVENTIVE STEP —
TRIPS provides no define of “inventive step” or non-obviousness (as used in
TRIPS). Hence, the térm_ is susceptible to diverse interpretations as per the
distinct laws of member nations, which in turn could lead to a bosition where the
same invention gets patent protection in one jurisdiction, and fails to get the
same in another. No nation is mandated to follow the footsteps of another and
hence India's approach with Section 3(d) can be taken as refined ‘“inventive

step” or non-obviousness standard, which is not in contradiction to TRIPS

* See Shamnad Basheer and Swaraj Barooah , “Patent Error” (Indian Express February 20,
2014), Available at:< htlp.//indianexpress.com/article/opinion/columns/patent - error/99/ >( visited
20 March 20186)

¥ See Nayanima Basu, ‘India Play's WTO Card Against US” , (Business Standard April 28,
2014}, Available at:< htip://www.business — stand ard.com/article/economy - policy/india - plays
- wio - card - against — us - 114042800008 _1.htmi> {visited on 20 March 2016).

% See e.g., Shamnad Basheer & Prashant Reddy, “Ducking TRIPS in India: A Saga Involving
Novarlis and the Legality of Section 3(d}’, (National Law School of India Review 131-155, 2008y

% See Article 27.1 of TRIPS
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It is worth mentioning that India is not the only nation which has denied patent
protection to a drug which got the patent protection in other jurisdictions. An
array of cases in the U.S. and other jurisdictions show the same trend. For
example, in the famous case of Escitalopram case having enantiomer as a
patented pharmaceutical drug®’, patent was considered valid by UK.
Canadian® , German,*°® and Australian courts*', while it was held invalid on the
grounds*? of obviousness by the Dutch*®
(c} NON DISCRIMINATION

It is quite clear that India sets high parameters of patentability, but can it be
said on this basis that India is discriminating pharmaceutical inventions.
‘Discrimination’ under Article 27 has been interpreted by WTO Pane|.in the
Canada- Patent Protection of Pharmaceutical Products case*as: “the

unjustified imposition of differentially disadvantageous treatment.”*®

¥ See Jonathan J. Darrow, “The Patentability of Enantiomers: Implications for the

Pharmaceutical Industry”vol.2, (STAN. TECH. L. REV, 2007) (discussing different aspects of
enantiomers). :
% See Generics (UK) Limited and others v. H Lundbeck A/S, [2009] UKHL 12.
*® See Apotex v. Lundbeck Canada Inc., 2010 FCA 32.
“ See Lundbeck A/S v. Neolab Ltd. et al. (Escitalopram), invalidity proceedings, Federal
Supreme Court, Germany, 10 September 2009, Docket number Xa ZR 130/07.
“! See H. Lundbeck A/S v. Alphapharm Pty. Ltd., [2009] FCAFC 70.
“ The divergent conclusions on obviousness discussed above stem not only from a differential
subjective assessment of the same facts, but can also be attributed to a difference in legal
standards. As can be seen from the above discussion, Canada preferred a lower non-
obviousness or inventive step threshold that would have found in favour of the patentability of a
larger number of inventions than the U.K. regime. The US and other leading patent jurisdictions
hold non-obviousness or inventive step to be a question of law, albeit one is that predicated
heavily on underlying facts; for e.g., /n re Kubin, 561 F.3d 1351, 1355 (Fed. Cir. 2009)
S“Obviousness is a question of law based on underlying findings of fact.”).
® See Alfred E. Tiefenbacher GmbH s. H. Lundbeck A/S, 312468 / HA ZA 08-1827 (District
Court);
* Panel Report, The drugs in respect of which the CL was sought was Roche’s “erlotinib” and
Pfizer's “sunitinib” and Natco offered to pay a 5% royalty. See C. H. Unnikrishnan, “Drug cos
seek compulsory licensing”, (The Mint,2008), Available at:
http://www.livemint.com/2008/01/29000742/Drug-cos-seek-compulsory-licen.htmil
S;/isited 24 March 2016).

Ibid, at 7.94
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So it becomes palpable that it is not differentiation, but an upjustified
differentiation, which would be hit by Article 27. In the light of the Mashelkar
Committee report and the revolving jurisprudence around the same, it can be
said that rationatl for introducing Section 3(d) lies in the importance of public
health*® and to prevent ever-greening through strict parameters of patentability.
" In fact, even in countries like Brazil and Europe, it is quite difficult to get a
patent for a POLYMORPH. The strategy to extend the life cycle of an expired
drug is not encouraged in many countries of the world. So Indian Laws which

are made in 2005 are in consonance with TRIPS.

With regards to TRIPS Compatibility, court on the basis of jurisdiction limitation
opined that Dispute Settlement Body under WTO is the appropriate authority to
settle dispute under TRIPS. Court adhered to jurisdictional point on the basis of
outdated case Law from foreign Law i.e. “doctrine of incorporation™?, but did
not take into account number of Indian precedents . The Court placed reliance
on contractual approach to justify lack of jurisdiction, i.e. ‘held that TRIPS being
a international treaty gives birth to a contract done between nations. Hence, it

needed to be interpreted in light of normal contractual principles.

When looked from the Constitutional jurisprudence perspective, it seems that
due to the adherence to dualistic approach by India , it could not have enforced
the obligations imposed under TRIPS. Applicability of ‘direct effect’ theory is

precluded by Indian Constitutional Jurisprudence.

*® The medicines like imatinib mesalytes which is using for the treatment of Chronic myeloid
leukaemia (CML), which is not available free of cost in Indian Public healthcare facility so thereof
it is important that these medicines should be available at an affordable cost.

*" Swaraj Paul Barooah, “India’s Pharmaceutical Innovation Policy: Developing Strategies for
Developing Country Needs”, vol. 5(1) (Trade, Law and Development, 2013), p.150

8 Edye v Robertson, 112 U.S. 580 (1884) [Supreme Court of United States of America].
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C. NOVARTIS ALLEGED THAT LACK OF DESCRIPTION OF ‘SUFFICIENTLY
ENHANCED EFFICACY’ AND ‘ENHANCEMENT OF KNOWN EFFICACY’
Novartis was of the view that it opens the gate for vague interpretation which
can result in granting unbridled discretionary powers to authorities, which is

arbitrary and hence anathema to the concept of equality.

In response to the above mentioned allegation, it is worth mentioning that
enhanced efficacy criterion can be viewed as refinement of principle of non-
obviousness, i.e. 'most forms of existing pharmaceutical substances are
deemed obvious, unless they demonstrate increased efficacy’®. it can also be
understood as a refined utility test, where only those particular new forms
demonstrating substantially different utility in comparison to what existed before

(i.e. the form of “significantly enhanced efficacy”) are patentable.*°

There is also an important question about the sequence that is followed for grant
of patents in India, in particular after the introduction of Section 3(d). Whether it
moves from obviousness to Section 3(d) or first it has to satisfy the criterion of
section 3(d)} and then only the examination moves towards other factors like
examining obviousness as such. On this point, light has been shed in a paper
written by Mr. Firoz Ali Khader, in which he classifies the patents grant into two
heads, i.e. radical innovation and incremental innovation. For the former, India
follows the same method of examining the compliance with three prerequisites
of novelty, inventive step followed by industrial application. For the incremental
innovation, tt needs to be prove that his invention satisfies the criterion of
enhanced efficacy. Even if the claim satisfies the other criterion but not the

requirements of Section 3(d) and hence it makes more sense to start with the

9 See Shamnad Basheer, “Limiting The Scope of Pharmaceutical Patents And Micro-
5Cgrgamisr]zs.' A Trips Compatibility Review” (Intellectual Properly Institute , London, 2005)
Ibict
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same itself and then move to other criterions so that at a later stage the patent

authorities don't refuse the same.

The Hon'ble Court opined that 'efficacy’ means mere ‘therapeutic efficacy’.

' delineates ‘healing of disease and having good effect on the

‘The;irapeutic
body’ and ‘efficacy’>? implies ‘the ability of a drug to produce the desired effect'.
It implies that a drug is deemed to be capable of exhibiting increased efficacy,
when effectiveness of the new drug is in terms of healing capacity is noteworthy

and that too without having any lowered side effects.

The Court while equating efficacy with a therapeutic effect on the body, also
accepted the argument of respondents that “... petitioner is not a novice to the
pharmacology field but it being pharmaceutical giant in the whole of the world,
cannot plead that they don't know what is meant by enhancement of a known
efficacy and they cannot show the derivatives differ significantly in properties

with regard to efficacy”.

The nuances related to efficacy were to be decided by IPAB which came up with
view that Imatinib mesylate qualifies to be novel and inventive, but does not
qualify the test of * sufficiently enhanced efficacy’ **. Assistant Controller held it
insufficient after examining pre grant objections, so as to fall under the ambit of
“‘increased efficacy”. Technical expert stated the following

“difference in bioavailability is only 30% and also the difference in

bioavai}ablity may be due to the difference in their solubility in water.

The present patent specification does not bring out any improvement

*' Medical dictionary meaning

%2 Oxford dictionary meaning

* Novartis AG v. Union of India and Ors., Intellectual Property Appellate Board,

Judgment, June 26, 2009,Available at:<_http://www.ipab.tn.nic.in/Orders/100-2009.him>. (Visited
27 March 2016)
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in the efficacy of the beta crystal form over the known substances.
Even the affidavit submitted on behalf of the Applicant does not prove

any significant enhancement of known efficacy.”

It is clear from the careful perusal of the observation made by the patent office
that the observation is not very illuminating and devoid of detailed reasoning as

to why beta crystalline lacked enhanced efficacy.

Against the decision of IPAB, Supreme Court was approached. ‘The Supreme
Court upheld the Madras High Court’s “enhanced therapeutic efficacy” standard,
and agreed with the IPAB’s ruling that Novartis had not met this standard.* The
Supreme Court further held that the “enhanced efficacy” standard complied with
TRIPS, given that agreement’s flexibility.> There were high expectations from
the apex court to provide clarity on the amplitude of section 3(d) with especial
focus on term ‘sufficiently enhanced efficacy’ but the Court interpreted it in

narrow terms and opined that it relates to therapeutic efficacy.

2.3 NEED OF IMPARTING CERTAINTY
One of the most vexing problems in this area is the uncertainty that prevails in

regards to the “quantum of enhanced efficacy” so as to set a benchmark and
being considered significant. This is a complex issue as efficacy has not been
defined concretely in any patent regime with reference to pharmaceutical sector.
Experience shows that Indian patent authorities use the terms ‘efficacy’ and
‘effectiveness’ interchangeably® but there is a difference in the amplitude of
these two terms as the later is a wider term and in special cases of

effectiveness, there is a possibility of interpretation of efficacy. More importantly,

* Ibid, p.189

% Ibid, pp. 65-67

s Aditya Kant, “An attempt at Quantification of ‘Efficacy’ Factors under Section 3(d) of the Indian
Patents Act’, vol. 18, (Journal of Intellectual Property Rights, 2013), p. 305
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comparison with prior art becomes important in this regard, but when this aspect
is minutely examined the result that come out is that this comparison is an
effectiveness examination which is relative by nature, while the efficacy

examination is absolute by nature.

After the Novarits Judgment, it is quite clear that Section 3(d) has been
interpreted in narrow terms and further the court has put premium of therapeutic
efficacy. Ohly® states that an interpretation where efficacy has been confined to
therapeutic efficacy seems to be against the intent of legislature. He further
states that the namow interpretation given to efficacy seems to be based on

certain wrong assumptions, which are as follows:

(a) Applicability of Section 3(d) to drugs and
(b} Applicability of Section 3(d} to human Beings only
(c) Applicability of Section 3(d) to pharmacology only

By any stretch of imagination the above mentioned assumptions (if any) doesn't
seem to have the legs to stand on as there is nothing in the section which
excludes its application to chemicals other than pharmacological drugs such as
fertilisers and also to non human drugs. Moreover, drugs of such nature cannot
be even tested on humans and hence their therapeutic value on humans cannot
be derived. If the opinion furnished in Novartis is to be taken as carte blanche

then it would result in non-patentability of such drugs.

It is worth mentioning that the cument version of Section 3(d), is a unique
provision and finds place nowhere in other jurisdictions. It is important to note
that this provision has been taken from Article 10(2)(b) European Directive that

relates to regulations on drug safety. Scholars have pointed that the borrowing

7 Ibid, p.306
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of a foreign provision per se to Indian Context creates certain difficulties for the
concerned entities. From the perspective of drug manufacturing companies it
becomes an onerous task to complete the phase three of the clinical studies
related to the assessment of therapeutic efficacy of the drug. Also, because of

this provision, very high parameters of patent eligible criterion are set.

I am of the opinion that vehement criticism for borrowing the foreign provision is
not justified as Section 3(d) in its entirety entails other components which are
necessary to ensure that innovations based on ever-greening does not get
patent protection. It is the need of the hour to clearly set the threshold or

yardsticks to measure the therapeutic efficacy.

The battle over Glivec was not only restricted to notion of enhanced efficacy in
the strict sense and had other challenging issues. For example Mashelkar
Committee opined that objective behind introduction of Section 3(d) is to provide
impetus to inventions resulting in enhanced efficacy and hence committee in a
way acceded to the introduction of this section as In India most of
pharmaceutical inventions are by incremental inventions. Therefore, the
judgment came out with focus on other aspecté which were strong enough to
negate the claim of Novartis, but the clarity on the notion 0% efficacy is still

warranted

2.4 RECOMMENDATIONS
(a) In the light of the above mentioned discussion it can be safely

asserted that there is a need of legal- institutional reforms in the area
of efficacy as Indian System exhibits a mix where efficacy and
effectiveness are used interchangeably. '

(b) Secondly, the way in which therapeutic efficacy has been interpreted

seems to be a problematic way as clear yardsticks are not present in
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this area and it is strongly recommended that a ceiling or threshold
limit in precise terms for ascertain the therapeutic efficacy must be
given. The aftermaths of the introduction of this threshold limit would
result in reducing the deluge of litigation due to uncertainty and
secondly Companies will be well apprised with the quantification of
efficacy as done by the Indian Patent system. Thirdly it will stop
bringing international opprobrium to India as allegations have been
levelled that the present outlook of Indian Patent authorities is against
the interest of inventors.

(c) Section 3(d) puts premium on the comparison of the present work with
prior work, but the problem_arises in the cages. in which there is no
Prior Art. Absence of prior art cannot be a ground to reuse patent to
an applicant who qualifies the essential criterion. Hence, | recommend
that the views of a person skilled in art must be taken into
consideration while evaluating the merit of a patent claim.

(d) Most importantly, Section 3(d) has not been drafted to be applicable
on only human drugs. Reliance has been placed on therapeutic
efficacy for which their efficacy has to be tested on humans. But there
are certain drugs which cannot be tested on humans such as
agricultural chemicals/ fertilisers. | strongly recommend that the views
expressed in Novartis Case must not be taken in a broad manner
otherwise the above-mentioned drugs or chemicals will outside the

ambit of Patentability.
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2.5PATENTS FOR GENUINE INVENTIONS OR FOR PREVENTING GENERIC
COMPETITION? NEED FOR REVISITING THE BASIC PHILOSOPHY FOR GRANT OF
PATENTS.

India’s take on IPR has been vehemently criticized by many companies of
several countries, one of the most notable being United States of America.
According to them India maintains a poor track record in the pursuit of honoring
IP rights. %

Many claim that as a result of the above mentioned, signs of apprehension

have been shown by the global pharmaceutical industry about entering into the

Indian market which is tum seems to have the effect of indirectly affecting the,

pharmaceutical FDI. %

In the light of the abovementioned allegations leveled against India and also the
fear of losing the FDI due to prospects of bringing International opprobrium to
India, it becomes highly imperative to assess the veracity of 'these claims and
allegations. To get apprised with the same, the researcher has tried to delve
deep into the details of basic philosophy and jurisprudential spectrum dealing

with the grants of patents.

% US Chamber's of Global Intellectual property Centre (GIPC), recently opined that India stands
at the bottom for the handling of IP rights followed by China and Russia. See Varun Mishra, “The
Indian IPR Poilcy- Fitting Enough For The Pharma Industry?’, Available at<
http:/stellarix.com/ip-news/the-indian-ipr-policy-fitting-enough-for-the-pharma-industry/>, (visited
30 March 2016)

On Aprii 30 2015, the office of the USTR named India and China among 13 countries, which
were placed on a priority list, requiring close scrutiny for their alleged IPR weaknesses in diverse
areas including pharma, IT and publishing. The Office of the USTR is part of the executive office
of the American President and apart from being the chief trade negotiator of the U.S.
government has enormous clout over the conduct of trade across the world. See C.R.L.
Narasimhan, "Defending India’s IPR’, (The Hindu, May 17, 2015}, Available at:
<http://www.thehindu.com/opinionfcolumns/C R L Narasimhan/defending-indias-
ipr/article7214559.ece>, (visited 30 March 20186}

*® Varun Mishra, as note 58 above
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It is as clear as day light in the present scenario that the intellectual labor
infused within the innovation deserves due acknowledgement, so that public
gets benefitted out of the same. Pharmaceutical companies often beat the
drums of incurring huge research and development (R&D) costs®® so as to come

up with a new technology and to introduce the same in the market.®’

But at the same it cannot be forgotten amidst the large hue and cry that Patent
protection is given as a legal incentive to act as a catalyst in promoting
technological innovation. %At its core, patent system envisages to promote new
and non-abvious works of ingenuity (inventions) by the virtue of giving a limited
legal monopoly.®® The most prominent and often cited theory under the patent
system is the incentive theory. 8 However, this theory cannot be taken as the

final word as the veracity of the contents of this theory when tested on the

% Some previous researches show that the cost of infroducing a new drug into the market may
cost a company anywhere between $ 300 million to $1000 million along with all the associated
risks at the developmental stage, no company will ke to risk its |P becoming a public property
without adequate returns. There is high cost attached to the risk of failure in pharmaceutical
R&D with the development of potential medicines that are unable to meet the stringent safety
standards, being terminated, sometimes after many years of investment. For those medicines
that do clear development hurdles, it takes about 8-10 years from the date when the compound
was first synthesized. See < hitp://www.ncbi.nim.nih.gov/pmc/articles/PMC3217699/>(visited 30
March 2016}

" New Delhi: Department of Science and Technology {DST), Government of India; 2002.
Anonymous. Research and development statistics. oL
%2 See Dan L. Burk & Mark A. Lemley, Policy Levers in Patent Law, 83 VA . L. R EV . 1575
(2003) (“Patent law is our primary policy tool to pro mote innovation, encourage the
development of new technologies, and increase the fund of human knowledge. To accomplish
this end, the patent statute creates a general set of legal rules that govern a wide variety of
technologies.™

% See Hall, Patents and patents policy 18 (4) OXF. REV. ECON .POLICY at 568 (2007).

® This theory stipulates that patent rewards (in the form of a limited set of exclusive legal rights)
incentivise prospective inventors to accelerate their efforts, more than would be the case without
patents. In other words, patents are likely to increase the rate of generation of new and useful
ideas for society. The US Supreme Court explained it thus : "The economic philosophy behind
the clause empowering Congress to grant patenits and copyrights is the conviction that
encouragement of individual effort by personal gain is the best way to advance public welfare.”
Mazer v. Stein, 347 U.S. 201, 219 (1954).
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touchstone of empirical investigation, have given diverse conclusions which are

not uniform in nature.®®

“‘Bronwyn H. Hall concludes that although a stronger patent system
is likely to result in an increase in patenting, it is not clear if these
changes will also simultaneously result in an increase in innovative

activity" *

There is very little evidence today that Patent system per se is the best driver of
innovation. In fact there is a whole body of evidence that is now emerging that in
many situations patent system puts the breaks on innovation rather than
promoting it. You have a much larger number of patents issued to prevent
others from working in a certain area rather than to protect one’s own innovative

activity, so these are called patents thickets.®”
“The Patent System added fuel of interest to the fire of genius”
(Abraham Lincoln)

The activities such as ‘patents thickets’ are fundamentally against the above

mentioned words of Mr. Abraham Lincon, and which was never the objective of

% See Andrew W. Torrance, & Bill Tomlinson, “Patents and the Regress of Useful Arts” (May, 28

2009); Columbia Science and Technology Law Review, Vol. 10, 2009. (“Despite the economic

logic of the conventional view, there exists surprisingly little empirical evidence to support the

key assumption that patents do actually spur technological innovation.”).

% See Hall, “Patents and patents policy” vol. 18 (4), (Oxford Review of Economic Policy 2007),
.574

g Patent thickets means that an entity wants to have the patent protection primarily with a view

to preventing others to come into that area.

See<http://feml.berkeley.eduli~bhhall/papers/HHVGR_Patent_Thickets_FIN_290ct12 pdf>(visite

d 30 March 2016)

31



http:thickets.67
http:activity".66
http:nature.65

TRIPS also.°® Absence of the definition the terms " new" and " inventive steps”
provides some ﬂexibility.69 Developed countries, for example, the US, follow

very liberal patent standards.”®

It is worth mentioning at this juncture that developing countries are under no
compulsion follow the footsteps of developed countries like U.S., and hence the
developing nation are free to interpret the above mentioned terms in a way that

can restrict the number of patents granted.

“The aim should be to ensure that patents are granted for true
technical contributions and not for blocking innovation and legitimate

competition by generic producers.”
(Correa 2000; Abbott 2001)

India during the process of streamlining its patent regime in consonance with the
TRIPS opined in an unequivocal manner that patents are not to be granted for “a

new molecular modification or a salt or ester or a derivative or a formulation or

_ %8 Under Article 27(1) of TRIPS, patents will have to be provided for inventions, which are ‘new,

involve an inventive step and are capable of industrial application’. The TRIPS agreement,
however, does not define the terms " new” and " inventive step” .

89 “The minimum requirements of TRIPS are not always clearly defined. While TRIPS has clear
provisions on issues such as the minimum time length of protection, the range of subject matter
to be protected, non-discriminatory treatment of foreign residents and the enforcement
measures that should be implemented, the agreement does not codify rules on more technology
—specific and subjective matters, like screening criteria in relation to novelty and inventiveness
for patents or detailed definition of infingements to copyrights. In these complicated and
ambiguous definitional areas there may be some scope to change local examination guidelines
to suit national economic interests without violating the provisions of TRIPS”. See R D Hunshyal
& S S Biradar, “Intelectual Property Rights (Iprs) In Pharmaceutical Sector”, vol.19, (Health
Administrator Journal, 2005), p.49, Available at:

< http://medind.nic.in/haa/t06/i1/haat07i1p48.pdf>,(Visited 6 April 2016)

& Sudip Chaudhuri, “Intellectual Property Rights And Innovation: MNCs In Pharmaceutical
Industry In India After Trips”, (Institute for Studies in Industrial Development, New Delhi, 2014},
p.7, Available at :< http://www .isid.org.in/pdffWP170.pdf>, (visited on 6 April 2016)
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dosage form of a known new chemical entity having the same or similar

pharmaceutical activity’ or new uses or new combinations of existing NCEs”.”*

India’s framework for the grant of patents is mainly showcased in Sections 2 and
3 of Indian Patents Act, 1970. Based on the parameters stipulated in these
provisions, patents are granted, but sometimes patent applications have also
been rejected or being revoked at a later stage. Some of the recently denied

patent applications are as following

(a) Imatinib Mesylate (Brand Name Glivec Of Novartis);

(b) Gefitinib (Iressa Of Astrazeneca);

(c) Peginterferon Alfa - 2a (Pegasys Of Roche);
(d)'Formoterol And Mometasone Aerosol Suspension {(Merck);
(e) Bimatoprost And Timolol (Ganfort Of Allergan)

A careful analysis of the above mentioned patent applications reveal the fact
that main grounds for the denial of patent protection was that the claimed
inventioné were " obvious" (Section 2 (1)j and ja)) and/or did not show
enhanced efficacy (Section3(d)). A careful perusal of the claim specifications in
the abovementioned patient applications were not a work of creativity to an

extent that qualifies for grant of patent in Indian patent regime.

Previous researches have also shed light on the fact that pharmaceutical
companies tried to use the patent protection to their.benefit so as to ensure that
generic drug manufactures remain out of the market. “Motivation clearly has

been to prevent generic competition rather than to promote innovation”.”

" peoples’ Commission on Patent Laws in India 2003, pp. 62, 76
2 Sudip , as note 70 above, p.9
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2.6 ASSESSING THE VERACITY OF THE CLAIMS BY PHARMACEUTICAL
COMPANIES: A REAL CAUSE OF CONCERN OR A SHEER EXAGGERATION

D. A. R & D EXPENDITURE: EXPLODING THE MYTHS ASSOCIATED TO It
While advocating the patent system in incentivizing innovation, scholars
frequently say that noteworthy investments and considerable efforts are required
to translate ideas of ingenuity into commercially valuable products.” It is also
pointed out by many scholars that firms may be disinclined towards investment
in R&D if there are no legal sanctions imposed on the generic drug
manufactures protection that could reproduce the drugs at minimal cost.”* The
often cited study in this context(Di Masi study), estimated that generally it takes
- approximately a-whooping amount of U.S. $802 million and a time period of 90
months to manufacture a marketable drug.”*"® However, In the light of the
reluctance of drug companies to publicly disclose the costs incurred in  drug
discovery and its development, therefore these costs are intensely debated on
the point of its veracity, as a result of which Di Masi study has also been

criticized.”’

™ See F.M. Scherer, “Industrial Market Structure And Economic Performance”, (Houghton .

Mifflin, 2d ed. 1980), pp.440-441(The traditional economic justification for patents has lkely

always encompassed the promotion of development and commercialization efforts in addition to

inventive activity).

™ See Richard A. Posner, “The Economic Structure of Inteflectual Property Law’, (Belknap

Press, 1st ed. 2003), p.315

™ See Joseph A DiMasi, Ronald W Hansen, Henry G Grabowski, " The price of innovation: new

estimates of drug development costs”, vol. 22(2) (Journal of Health And Economics 2003),
151-185

d These estimates have increased, with the most recent figures ranging from approximately

U.S. $1.3 billion to over U.S. $1.8 billion and durations of 10 -~ 15 years. See J. Mestre-

Ferrandiz, J. Sussex, and A. Towse, “The R&D Cost of a New Medicine”, (Office of Health

Economics, London, UK, 2012)

7 |llustratively, see Donald W. Light, “Misfeading Congress about Drug Development”, vol. 32(5)

{Journal of Health Policy., Policy & Law 2007)., pp. 895, 897
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Generally, corporations always inflate the costs incurred to develop a new drug.
Basic research for drug development in most situations in developed countries
for example, U.S. and Europe is done through public funded systems. In U.S.
research organizations get public funding. For example in U.S. it is (National
Institute of health for drug development) which is the major funder. Eventually,
Corporations pick up the innovations from public institutions and commercialize
it, so the calculation that big pharmaceutical companies project in the market, is
highly inflated.

It is worth mentioning that during 1990s before the advent of TRIPS,
Pharmaceutical MNCs spending on R&D was around 1% of their sales. As a
matter of surprise, R&D éxpenditure of thése MNCs has further declined to 0.3

% of their sales during 2012 - 13.7® In absolute terms, R&D expenditure by

these MNCs has shown a downfall which is depicted as following:

(a) Rs 570.2 miilionin 2009 - 10 (R & D expenditure)’®
(b) Rs 246.7 million in 2011 - 12 (R & D expenditure)®®
(c) Rs337.1 million in 2012 - 13 (R & D expenditure)®’

In the light of the above mentioned data, it can be safely concluded that:

“The MNCs disprove the hypothesis that strong intellectual property
rights are important for their investments in R&D. Rather than doing

® Source for the study was CMIE Prowess database, in which calculation was done based on
the Data of 8 MNCs. Glaxosmithkline Pharmaceuticals, Pfizer, Sanofi - Aventis, Abbott India,
Novartis India, Wyeth, Merck, AstraZeneca Pharma India. These 8 MNCs accounted for 61 per
cent of the MNC market in 2012 - 13 in India.
79 :

1bid
8 1bid
¥ tbid
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much R&D in India they are getting technology and R&D services

from their parent organizations.”

“So far as innovation in India is concerned what is important is what they do in

"8 If it is not done in India then India’s interest is adversely affected, as

India.
their citizens have to bear the brunt of exorbitant prices of patented products
and also, the absence of technological dissemination to India affects its capacity

building.

In contrast to the R&D expenditure by these MNCs, Indian companies of
substantial weight which is comparable to MNCs have been found to be involved

in noteworthy expenditure over R & D.*

It has also been noficed that the operations of these MNCs in terms of their sale
in India is around 1% or even less than that, when compared to their overall
sales on global level. Therefore, thé multinational corporations do not heavily
depend on profits that they get from the Indian market in order to plough back
into R and D cost. Their basic profits come from thé European and US markets
i.e. from the northern markets of the globe. Hence, the large hue and cry made
about the India’s policy on patent does not make a substantial difference, but
one of the reasons for their reservations about the same might be to ensure that

in future, the model of India cannot be emulated by others and if someone tries

82 sudip , as note 70 above, p.5

® 1bid, p.6

8 1n 2012 - 13, Natco Pharma which is a mid - sized Indian pharmaceutical company alone
spent Rs 377.8 million which is more than what the 8 MNCs together spent in the same year (Rs
337.1 million). There are 22 other Indian companies each of which spent more than the 8 MNCs
put together. The larger Indian companies spend much more. Lupin, for example spent Rs
71,507.8 (11.2%), Dr Reddys- Rs 83,946 (8.2%), Cadila Healthcare Rs 4,927 (15.9%) etc in
2012 - 13.{ R&D and sales data obtained from the CMIE Prowess database.)
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to do the same, they can use the same momentum against that country also,

which they used against India.

B. TECHNOLOGY TRANSFER VIS- A-VIS LOCAL WORKING OF PATENTS
Advocates of IPR opine that a patent rights framework has the potent to
increase human weifare. Monopoly granted through patents help the companies
in doing investments which in turn leads to the dissemination of new technology
and novel products. It represents a quid pro quo situation in which the “social
costs attached with monopoly rents that patent holders derive should be

adequately compensated by the benefits of new technologies and products”.®®

“But if the benefits of technological progress which are supposed to follow from
patent protection take place in developed countries, not in developing countries,

then how does the latter gain? “°

Scholars like Penrose (1951), Vaitsos (1972) and Greer (1973), have
deliberated on the need and rationale behind patent protection when  the
benefits of technological progress are not extended to the developing nationé.
Developing nations will be at the receiving end by granting patents because their
citizens will have to pay high price for the drugs but the technological diffusion is
not happening in their country. The issue of importing the drugs rather than
manufacturing it in the developing nation seriously jeopardizes their interest. The
absence of technological dissemination raises serious concerns® about the
grant of patents as it goes against the jurisprudential spectrum of granting

patents.

% See Calvin W.L. Ho, Klaus M. Leisinger, “Intellectual Propenty and Access to Essential
Medicines: A Tenuous Link?” vol. 5(4), (Asian Bioethics Review, 2013), p. 377

% sudip, as note 70 above,p.2

¥ The reason why patents are granted is not only that it will stimulate R&D for innovation. The
expectation is that disclosing of inventions in patent applications and working of patents will lead
to diffusion of technology and facilitate further progress. See Sudip, as note 71 above, p.12
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In Indian Context, patentees are under an obligation to present to the
Controller " the extent to which the patented invention has been worked on a
commercial scale in India” ®. Patent Rules, 2003 also stipulates the Form (no.
27%) that is to be filled and submitted for giving the information. According to a
research conducted in November 2014, “out of the 1115 patented products for

which information were available for 16 MNCs, only 140 were commercially

TSI IR TR

worked, i.e., were marketed in India (12.6%)". Again out of the 140 patented
products worked in India, information about whether these were manufactured in
India or not were available for only 92 products. Only 4 of these were
manufactured in India including one which involves packaging of bulk imports.

The remaining 88 patented products were being imported and marketed in

Capsale 7

P
india.”®

Adaderule BrandfiLinit Therapeutic rougs AINC Linit Price ®

Ixabepilone Ixervipra 25 Mg Anti-Neoplastics BMS Dnclio FRIVS.00
Injpection

Croseraelin Zotadex 10.8 Me Hormones ABO DDA 2832000
Irjection Pharma Iructia

Ixabepilone Ixermpra 15 Mg Anti-Noeoplasticos BMS India 2569 35
Ispection

ZoAeronae Achasta 5 Mg Pain f Analgesics Novartis bodia 1953600
Infusican 100 M1

Pegyiated Pegasys 180 Mcg Anti-Neoplastics Roche 18200.00

r fovterferon Al Injection 10 M1

2

Ebandronate Bondronat 6 Mg Paiss F Analgesios Roche TIPSO 00
Lrpsction

Pogylated Fogasys 135 Mg Anti-IMNeoplastics Roche I3HBB4.00

broberferon Alphva Inpection 0.5 Ml

28

Cwoserebin Foladex 3.6 Mg Horrmeones AstraZereca SR K
injpecion Pharma ndia

Erythropoiedin Mircera 100 Mog Blhood Relarod Rk BH2E00

Produts Inpection 0.3 M1

! Buanikinih Surbent 50 Mg Anti-NMeoplastics Phizey BF1478

Coaprsule

Everclimus Afiniror 10 Mg Anti-MNooplastiog Movartis krudia T2ITHO
Faklet

Erythropodetin Mircera 75 Mog Blood Redarexd Raocha TR2OT 0

Frroducts Injection 0.3 M1

Everolirous Afznitor 5 Mg Aurvki- N ocrps Lastios MNovartis Kol SOS2 B
Fabler

Hunitinidy Hatent 25 Nig A ti- N eop Lastios Pfizare AZST.39

® Section 146 of the Patents Act, 1970

8 Form 27 is quite elaborate and requires the patentees to provide information on not only
whether the invention is worked or not but if not worked the reasons for not working and if
worked the quantity and value of the patented product manufactured in India and imported.

% Sudip , as note 70 above, p.13
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Molecale Braved/Ldsrid Tlhweapeutic Crowp AN tireit Price ®

Lirxaghuticte Victows & g Acnntr Diabetic Pleveray PForckisk A3 15,00
Inpction 3 A0 Incia

Ertotinils Tarceva 150 Mg Aunti-TNeophantive Rowlhe A030.00
Fabilet

Dasatinib Sprycel 50 Mg Arnti-MNoeoplastics  BMS India FERT 3O
Tadslot

IDasatimib HBpeyeel FO Mg A~ N aooplastics BAMS India TR LF
Tabled

Lomng Actong, Novoonis X0 At Driakwetic MNewros Nordisk 2231.65

Crystalline Zinc Tenfil lewcdia

Suspension

(Uitra-Lente)

Long Acting. Novorapid Avath Drratwetic Moo Mordinsk 2211.65

Cryvsealline Zir Penditl Trnctia

Sugpension

(Liliro-1_ ety

Funitinib SHutent 12.5 Mg Anti-Neoplastics Poizer R178.65
Clapsiale

Long Acting, Novorapid 100 tu Arti Driadwetic Novo MNordisk 1450.00

Crystalline Zirc

Injpection 10 M1

Inedia

Buspensicn
{(Uhra-Lente)

Sources and Notes: Form 27 information submitted by companies to the Patent
Office as explained in the text; price data from Sales audit data of AIOCD
Pharmasofitech AWACS Pvt. Ltd. Out of the 24 molecules identified as products
imported by MNCs, the table provides information for only those products with

unit prices more than Rs1,000/-"

In the light of the above mentioned facts highlighted, it can be safely concluded
that If patented drugs are not manufactured in India rather they are imported
from a foreign country, India comes at a receiving end as their citizens get
affected due to the high prices of patented products and at the same time, the
absence of technological diffusion to India gives a serious blow to India's

prospects of capacity building in the long run.

C. INVESTMENT SCENARIO AFTER THE INCORPORATION OF SECTION 3(D} IN
INDIAN PATENTS ACT, 2005
As mentioned in the initial parts of this chapter that several allegations were

leveled against the introduction of Section 3(d) and there were serious
apprehensions with regards to the investment factor. The following analyses is

an attempt to asses the veracity of the same.

" Sudip , as note 71 above, p.15
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INCREASING INVESTMENTS IN THE SECTOR

“The Indian Pharmaceuticals market increased at a CAGR of 17.46 % in 2015
from USS$ 6 billion in 2005 and is expected to increase at a CAGR of 15.92 % to
US$ billion by 2020"%

“By 2020, India is likely to be among the top three pharmaceutical markets by

incremental growth and sixth largest market globally in absolute size.”®®

“‘India’s cost of production is significantly lower than that of the US and almost

half of the Europe. It gives a competitive edge to India over others.”**

Revenue of Indian pharmaceutical
sector (LSS billion)

12
S

2005 2013 20“15 2020F

Source: Department of Pharmaceuticals, Pwc, McKinsey, TechSci Research

Notes: F- Forecast, CAGR- Compound Annual Growth Rate

%2 See <http://www.ibef.org/industry/pharmaceutical-india.aspx>(visited 15 April 2016)
% Ibid
% Ibid
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GENERIC DRUGS FORM THE LARGEST SEGMENT

(a) "With 70 per cent of market share (in terms of revenues), generic drugs
form the largest segment of the Indian pharmaceutical sector.”®

(b) “India supply 20 per cent of global generic medicines market exports in
terms of volume, making the country the largest provider of generic
medicines globally and expected to expand even further in coming
years."%®

(c) “Over the Counter (OTC) medicines and patented drugs constitute 21
per cent and 9 per cent, respectively, of total market revenues of US$

20 billion"?’

Revenue share of Indian

pharmaceutical
sub-segments in 2015 (%)

m Genenc Drugs
= OTC medicines
®mPatented drugs

Source: Business Monitor International, FCCI Indian Summit 2014-15, TechSci

Research

% 1bi
% ibid
 Ibid
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2.7 Indian Pharmaceutical Companies And Their Profit Making: Scope

For The Same Amidst India’s Ip Regime
In the TRIPS-compliant patent framework, reverse engineering skills of Indian

pharmaceutical industry can no longer help them like before(prior to 2005). It is
worth mentioning that by the end of 2005 India’s domestic pharmaceutical
companies attained a decent level of growth in technological capabilities, by the
virtue of which they introduced two fundamental changes to their business

models).”®

The strategies adopted by India’s leading domestic pharmaceutical companies

consist of the following:

(a)Collaboration - Indian pharmaceutical companies carry out research to
develop new molecules, but due to the presence of high parameters of
patentability in India along with many regulatory stages, they license out their

research work of creating new molecules to the foreign pharmaceutical firms.

(b)Competition with Western pharmaceutical MNCs- Indian firms has
challenged big pharmaceutical companies the West Generics Market.* In order
to expand and promote their generic drugs in the west, many Indian drug firms

are entering into overseas acquisitions'® also. '°' For example, the companies

% See Lanjouw (1997), Sampath (2005), and Chaturvedi et al. (2007) (which provides a detailed
update on the strategies of Indian pharmaceutical firms before and after TRIPS). See also
Ramanna (2005} on the emergence of a strong pro-patent lobby in the country prior to 2005.

® The high retums in the generic drugs market in North America and Western Europe is highly
attractive to Indian drug firms. See .Jayan Jose Thomas, “Knowledge Economies in India and
China: Challenges and Prospects in Pharmaceulicals and Biotechnology”, Available at :

< http://www.networkideas. org/featart/mar2007/india_China.pdf>p.26(visited 16 April 2016}

% To that end, some have already established production facilities and equipment that meet
regulatory standards in the US and elsewhere. Some Indian companies have also begun
purchasing foreign pharmaceutical firms to improve their access to overseas markets and
develop new profit streams. See India Pharma Summit 2014-15, "Policy Landscape Reforms for
Strengthening Indian Pharmaceutical Industry, "Focus on Critical Verticals to Foster Access to
Pharmaceuticals, Enhancing Production and Technojogy Adoption in Pharmaceutical
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like Ranbaxy, Dr. Reddy’s Laboratories (DRLs) and CIPLA went outside and set
up manufacturing facilites which are quite distinguished either through green
field ventures of joint ventures or they acquired distribution market companies in

the western markets.

“Thus Indian drug companies have started to invest more in research
and development fo produce their own patented formulations, or to
affiliate themselves with large Western pharmaceutical companies
and become outsourcing centres for some of those firms’ activities,

such as clinical trials.”"%?

2.8 Novartis Judgment: A Boon For India And Neighbouring Countries
What effect this judgment would have on Indian domestic manufactures and

neighboring countries? This is the primary question that needs to be answered.

An attempt has been made to answer as following:

This judgment again reinforces what the Indian Law has said for a very long
period of time through Section 3(d) since 2005. Hence, important point is what
would have happened if Novartis would have won the case? A lot of patent
applications especially for HIV drugs and a few anti cancer drugs were rejected
section 3(d), those could have opened up again. A iot of patent applications did
not perceive through because of the presence of Section 3(d), because they
thought that they would not qualify, those issues would have opened up. A slew

of cases would have opened up for grant of patents, so that was the real danger.

Enterprises & Medical Devices and Diagnostics”, Position Paper, (Ramada Plaza Palm Grove,
Mumbai, 23 March 20185}, p.14 Available at: .
<http:/fwww.searo.who.intindia/mediacentre/events/2015/position _paper_pharma summit 2015
%%d_f> (visited 16 April 2016)

Information obtained from various issues of Indian Industry: A Monthly Review for the year
2007, published by Centre for Monitoring Indian Economy, Mumbai.
"2 See India Pharma Summit 2014-15, as note 100 above, p.14
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It would have meant that supply line that the Indian Pharmaceutical companies
provide for a range of countries across the world, especially poor people in poor

nations, it would have been disrupted.

In order to understand it better, the acts of politicization done with the help of
IPRs as a tool to further their interests, needs to be understood. The following
shows the difference in what the developed nations do for themselves and what

they say for the developing nations.

(a)India does grant patents but this judgment is about the non extending
patent protection to a drug after 20 years in the absence of genuine
innovation. India has the 3% per capita income of United States. Itis also
the case that 90% of Rand D was done by Non —Profit organizations in
the United States. Big MNCs from developed nations often cite their R& D
expenditures but they don't divulge that fact of their research being
funded by public sectors or NGOs .

(b} It is also worth mentioning that Swiss Nations, European Union and U.S.
decide not to challenge Section 3(d} of Indian Patent Act 1970 in dispute
settlement body and hence the allegation' that Novartis Judgment is not in
compliance with TRIPS is undermined by the fact of net. challenging it in
Dispute Setllement proceedings. | think Developed countries have not
taken India at the WTO dispute panel because of the simple reason that it
opens the Pandora box for them. South Africa might want to think about it
because they might want to change their law, Thailand might want to
change their law and several other countries might want to think about it,
why give unnecessary publicity to Indian Law which could indeed turn into

a very big campaign in itself.
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(¢} Also, most of the generic drugs that are sold in U.S. are generic and large
fraction of those are actually made in FTA approved plans in India and
exported to EU and US. This seems to be a situation of Paradox,
because at one hand the medical prescriptions in U.S. find generic drugs
up to 80%, while on the other hand they want India to repeal or modify
Section 3(d) to a considerable extent which has the potent of giving a
boost to generic drugs.

India’s win on this case has the potential to help the WHO to push this agenda
and ask and request the other countries to follow the same system which does

not allow the new forms of known substance unless therapeutically efficacious.

A CHINESE PROVERB SAYS THAT “WHEN THE WISE MAN POINTS TO THE MOON, THE
FOOL LGOKS AT THE FINGER OF THE WISE MAN.” WHEN THE SUPREME COURT OF INDIA
POINTED QUT PUBLIC HEALTH, NOVARTIS WATCHED ITS FINANCIAL BENEFITS,
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CH.3INDIA’S STRIDE WITH PRICING PoLICY: ISSUES AND CHALLENGES

BRrROAD OVERVIEW OF THE NpPA POLICY
In this age of growing concern for human rights, when the notions such as
cosmopolitanism has gained momentum, all the deliberations on global level
seem to be a mere rhetoric, when the acts of developed nations and
Pharmaceutical nations is tested on the touchstone of reality. One of the obvious
for the same is TRIPS that encompasses under its domain strict patent rules
with and elephantine impact on access to essential medicines. Currently the
patent- patient approach has come to fore and the acts _of pharmaceutical

companies of making profits at the cost of life has received attention in an

intense form after the Ebola breakout."®It is important to note that at the time of =~ -

outbreak, US & Canada found certain cures in the very clinical stage and their
alacrity for getting it patented is palpable by the fact that a search of word
‘ebola” showed more than 241 entries on the world intellectual property

organization’s patent scope.

Patent Laws framework has always put premium on incentivizing the intellectual
contribution so as to make certain that innovators always get adequate
motivation. But, the same reasoning is not absolute and cannot be stretched to
such an extent that anyone’s right to health get violated. Rawls in unequivocal
terms has stated, “Each person possesses an inviolability founded on justice
that even the welfare of society as a whole cannot override”. “For this reason
justice denies that the loss of freedom for some is made right by a greater good

shared by other”.'™

" See Latha Jishnu, “Patent issues delaying Ebola cure”, (Down To Earth),Available at:
<http://www.downtoearth.org.infcantent/patent-issves-delaying-ebola-cure> (visited 16 March
2016)

% Rawls J. (1971) “A Theory of Justice”, (Cambridge: Harvard University Press)
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It is axiomatic that scientific inventions are going on at a great pace and the
developed nations have delved deep into the intricacies so as to found a
preventive and curing treatment, but still deadly diseases such as HIV/AIDS,
malaria tuberculosis (TB), Cancer continue to affect the vulnerable section of the
global population. Access to medicine is still a far distanced dream for many and
in fact, about thirty three percent of the world's population does not have access

to essential medicines.

"Access to drugs cannot depend on the decisions of private companies but is

also a government responsibility."

WHO Commission on Intellectual Property Rights, Innovation and Public Health
(WHO 2006)

Today, the bottom two—thirdg of humankind have about four per cent of global

h'% and six per cent of global household income. 1 person in the

private wealt
top 5 per cent has as much income, on average, as 300 people in the botiom
quarter.’® In the light of this statics it is very clear that if TRIPS is used to
compensate the pharmaceutical companies by allowing them to reap benefits by

selling it at a high price and also mark-ups that require blocking access to cheap

%% See Credit Suisse, “Global Wealth Report”, p. 3, and “Global Wealth Databook”, both
available at:
<hitps:/fresponsibility.creditsuisse.com/app/article/index.cim?fuseaction=0OpenArticle&acid=291
405&co0id=284071&lang=EN.> (visited 16 March 2016}

'% The income data used here were kindly supplied by Branko Milanovic, Lead Economist in the
World Bank's Research Department, in a personal e-mail communication of 25 April 2010, on file
with the author. Milanovic is the leading authority on the measurement of economic inequality,
and his published work contains similar albeit somewhat less updated information. See Branko
Milanovic: “True Word Income Distnbution”, 1988 and 1993: First Calculation Based on
Household Surveys Alone”, (The Economic Journal,2002), pp. 51-92; Branko Milanovic: "Worlds
Apart: Measuring Intemational and Global Inequality”, (Princeton: Princeton University Press
2005); Branko Milanovic, *The Haves and the Have-Nots: A Brief and Idiosyncratic History of
Global Inequality”, (New York: Basic Books, 2011).
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generic medicines, then it directly violates the fundamental right to health as

enshrined in Article 25 of Universal Declaration of Human Rights %7

In modifying the pricing policies to the drugs, Indian Government must strike a
balance in its prime responsibility of protecting health and welfare of the citizens
of India and also to ensure that India remains equipped with world class life
sciences capability. This balance is vital to ensure that Indian citizens, in
particular common man, get access to medicines at an affordable price for the
treatment of the disease conditions. Right to health is an absolute right and not a
qualified right and therefore Indian Government either at the Central Level or the
State Level cannot shrug off his shoulders from entertaining this claim in a
holistic spirit, especially in the light of constitutional mandates enshrined in
Articles 39(e), 42, 47, 48-A, 242, 243-G along with the Eleventh Schedule (item
23)

As a result of liberal interpretation of the words ‘life’ and ‘liberty’ under Article 21,
health has gained utmost importance and in Parmanand Katara v. Union of
India’®, the Apex Court held that “Every doctor whether at a government
hospital or otherwise has the professional obligation to extend his services with

due expertise for protecting life”.’"®

This has to be the core mission of any successful government. At this juncture,
it also needs to be mentioned that in contrast to other nations including many of
" the OECD economies, India has emerged as the global competitor of advanced

life sciences facilities. Indian pharmaceutical industry as a leader all across the

97 Article 25 of the Declaration reads: “Everyone has the right to a standard of living adequate
for the health and well-being of himself and his family, including food, clothing, housing and
medical care and the right to security in the event of sickness, disability...” Available at:<
http://www .un.org/en/universai-declaration-human-rights/>{visited on 18 March 2016}

% AIR 1989 SC 2039

%9 Available at:<http://www.cehat.org/thc/paper3.htm> (visited on 19 March 2016}
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globe in generics markets at international level has introduced imperative
inroads in the field of innovative drug discovery. Therefore, the pharmaceutical
pricing policy shouid ensure that India’s capability to be a leader of the world in
pharmaceuticals does not get affected, so that the needs of Indian citizens and
also the needs of the human beings in general should be taken care of''.
Achieving this balance is not an easy task and a lot of deliberation goes into it
and the same has to be viewed on continuous basis so as to match with the

changing dynamics at nation and international level.

Drug Price Control Order (DPCO) was released by the India’s Department of
Pharmaceuticals in May 2013. The number of medicines has been increased on

the National List of Essential Medicines (NLEM) from 74 to 348 and also offers a

new approach for ascertaining and implementing price ceilings with premium on

the aspect of ensuring stable drug supply. The previous method of fixing the
price ceilings, i.e. on cost + basis has been replaced by the market priced linked

cap for the drugs. For all the medications under NLEM, yearly price increases

are permitted which have to be must be “in-line with or below the wholesale

price index (WPI)”. "

As per the previous researches in this regard, prices of 348 essential medicines
including some life saving drugs will be cheaper on an average to 20-25%.

These medicines fall under 27 therapeutic areas. '

"% Health is so imperative to the very existence of a human being that keeping it restricted to the
national frontiers, will be a myopic view which goes against the basic teneis of justice in a
broader sense.

" Availableat:<hitps://www.simonkucher.com/sites/default/filesfare_marketbased pharmaceutic
al _price controls the new reality in_india simon-kucher april 2014 pdf>(visitd on 19 March
2016)

"?Renita Tisha Pinto, “Good News: Medicine Prices In India To Be 80% Cheaper”, Available
at:<http://iwww.indiatimes.com/health/buzz/good-news-medicine-prices-in-india-to-be-80-
cheaper-240120.html>(visited on 20 March 2018)
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This DPCO has substantial impact and notable repercussions and hence
Pharmaceutical and biotechnology based companies doing business in India
have a lot to analyse. Also it is important from the perspective of policy front so
as to ensure that the present framework does not end up in overdoing which
reduces the overall efficiency of the healthcare system in a broader perspective

and long term.
The DPCO is to be analysed on the touchstone of its three primary aims:

(a) Expansion of National List of Essential Medicines (NLEM),

(b) Authority with the National Pharmaceutical Pricing Authority (NPPA) to
_ monitor and regulate the prices of NLEM, and

(c) Authority with NPPA to regulate price hikes relating to non-essential

medicines.

The DPCO uses market-based mechanisms to set price ceilings.""But as a
matter of surprise, the NPPA, however, at present entails no mechanism for

officially benalizing a manufacturer that offends the rules.

The Indian government reserves the right of mandating continuous production

for up to a period of 12 months, quarterly drug production reports to be furnished

"3 1t works differently, depending on how many products are in a category: If a drug is one of
many drugs within a given product category, the price ceiling is the simple average of the prices
of all drugs that have at least 1% of market share within that product category {(plus a 16%
pharmacists’ margin). If a drug is the only drug within a given product category, the new price
ceiling for that drug category will be a fixed percent, based on price reductions in similar product
categories, of the current drug price. Moving forward, all drugs in a product category must be
priced at or below the price ceiling or the manufacturer will face monetary penalties. In the case
that a drug’s price is already below the price ceiling, a price increase is prohibited. See "Market-
Based" Price Controls In India?”", (Pharmaceutical Executive Editors, 2014) Available at: <
http:/fwww.pharmexec.com/market-based-price-controls-india-0> {visited 21 March 2016}
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It is also a requirement that the manufacturers have to send a notice of 6
months’ before the production of a given drug is about to cease. One of the
most notable features is that this regulation exempts the entire range of drugs
which are patented and developed in India, from the rigors of price control so as

to incentivize research and development {o be done in India.

Three key implications of The DPCO are worth mentioning for pharmaceutical
and biotechnology based companies in India and also for India as a viable place

for pharmaceutical/biotech R&D activities in future.
1. Comparatively fewer “branded generics”
" 2. R&D investriént of MNCs in India.

A. CASE STUDIES
Implication 1: Comparatively Fewer “branded generics’- To understand the

subtle nuances related with this aspect, the following three cases are taken.

| #1: Novartis’ desferrioxamine mesylate is the product which has no other
similar biologics and hence it is the only one in the NLEM (in its class it belongs
to monopoly category). As it is the only drug within its product class/category, it
will experiences a fixed % of price reduction at its current price. In order fo
assess the price reduction for this product, the current NPAA framework
considers the “average reduction in similar product categories”'. Therefore on
the basis of this calculation, price reduction will be around 24.80%, it will be the

average price for antidotes.

#2 For instance, GSK’s Hepatitis B vaccine, this drug has branded alternatives

and also the low cost generics are available in the market. As these kinds of

" As note 111 above
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drugs are highly expensive in comparison to the alternatives they experience a
greater decrease in the prices, which is expected to be around 75%. The reason
being that in the current scenario, the price ceiling is determined on arithmetic
basis, and not the earlier weighted average, as a result of which it forces the

prices to go down to a considerable extent.

The unique aspect about the GSK’s product is that despite being an expensive
drug in comparison to other drugs, but still enjoys 26% of the market share. The
reason is that price and market share are not always inversely related in this
product class Therefore, this category exhibits the DPCO’s success. But we
need to remember that this success of the DPCO is attributed to the fact that
this drug has a large market share. It gives a clear signal that complex economic
angels are involved and anticipation by studying the market dynamics becomes

really very important for the success of this Policy.'"®
#3: A local manufacturer (Pavior)

The current DPCO pol.icy clearly stipulates that the drugs patented and
developed in India will not have to face the mandatory price reduction. This
aspect has been a matter of debate because through this provision it is believed
by many that the aim of DPCO is to have an impact on the high-priced branded
drugs only that are seen as competitors to generic and “branded generic’
alternatives. Whatever be the% of the locally manufactured drug, it will not have

to go through the price regulation process.

Scholars have taken the example of “Pavior's drug” with a staggering price tag
of Rs 6000, keeping the same totally out of the price regulation in contrast to -

others raises many concerns which have to be deliberated with a broader vision.

"3 | thank Mr. Vikesh Garg, (Lecturer of economics) for helping with the economic aspects.
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Implication 2: DPCO & MNCs investment on R&D in India

On the basis of the market dynamics and the strategy adopted by these MNCs,
it can be said that the probability of adversely impacting the investment by
MNC's is quite low, owing to the fact that R&D centers of these MNCs are also
established outside India. Also there is one more important fact that the revenue
generated by these MNCs from NLEM drugs in comparison to their global sales
is minimal and hence it can be said that the said that the MNCs were anyhow
not interested in establishing the new R&D centers in India and the DPCO policy

cannot add to this.

3.2 Patterns of Pricing In Other Jurisdictions - .
Despite it being an area of cut throat competition in the present

scenario, the socio-welfare effects of drug prices have been made a
subject of the government regulations in almost all the jurisdictions,
barring few and the most notable amongst them being United States
of America. However, the ways of regulating the prices are different

in different countries.

In some countries, it is the government bears the cost of a part of the total bill.
Many governments adopt the process of listing the drugs, by setting up the
qualifying criterion and the extent of its reimbursement. In most of the OECD
member countries, therapeutic value of the drug is taken a conclusive factor for
fixing the price along with the analysis of its production cost and the price of the
similar drugs. It is also worth mentioning that the systems which are practiced in
OECD member nations are integral to the universal health care and delivery
system which gets is funded via different devices such as insurance, national

budget and the employer benefits.
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In France and Italy, social insurance programme is the key determinant for the
manufacturers The UK system with regards to the patented drugs is of no price
controls,but it has an inbuilt mechanism that seeks to monitor and regulate
levels of profits by requiring annual disclosures to be furnished by the
companies. It is also worth mentioning that price system of UK is favorable
towards domestic firms with corporate headquarters and centers of R&D in UK.
The positive outcome of the same is quite obvious in the form of capacity

building enhancement.

It is important to mention that the multinationals substantial sales are to National
Health Service in U.K., which means that a better distribution system is ensured
due to the stocks availability with the governmental origination and at the same
time the system of annual arrangements between companies and National
Health Service regarding the total sum to be paid, also assures the companies
with a reasonable rate of return. Reference pricing with regards to
pharmaceuticals is followed by Germany. This is based on the system of
classifying drugs belonging to similar therapeutic purpose into same groups with
and setting “common reimbursement price” which has to be given to all
belonging to a group similar in therapeutic purpose. The consumer is supposed
to pay the difference between manufacturer's price and reference price as a
result of which demand gets highly elastic at/above the reference price. One of
the most notable features is that in all the above mentioned nations, substantial

numbers of people are covered by one of the health security schemes. '*®

"® The system adopted in Mexico, where public health care covers around 51% of the
population, uses the weighted average ex factory price in the preceding calendar year in  six
countries that have contribut ed to the largest sales of the product. See S. Narayan, “Price
Controls On Pharmaceuticat Products In india” (ISAS, 2009), p.41
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China’s model has been widely discussed for its excellence in reducing the
production cost. One of the most notable factors is that the health expenditure
by Chinese Government is much more than that of the Indian Government.
China follows a very good mark-up of the pricing for retailers and wholesalers,
which has turmmed out to be a good economic model. China's value-based
approach towards pricing and the focus on reimbursement to the off-patent
initiators has also been a matter of deliberation. The use of Multiple Criteria
Decision Analysis (MCDA} approach which puts premium on the methodical and
orderly analysis of the current pricing trends and the reimbursement policy
framework.

China’s New Policy which has become effective from June 2015, puts premium
on removing the twofold pricing control regime of the government with a view to
to pave the way for decentralization, and to open the gates for prices to be
determined by the market forces and medical insurance systems. Their current
policy also focuses on tendering mechanisms whereby the hospitals can directly

play a major role n the procurement of the drugs.

In absence of such security and insurance schemes along with low purchasing
power of Indian people, Indian Government came up with its own model of
bringing certain key essential drugs under the regime of price control. Based on
India’s experience post TRIPS Regime, and also the analysis of the major
jurisdictions, it can be said with certainty that prices of the drugs had increased

to a great extent after the protection. "’

"7 See lain M. Cockburn,“Inteflectual Property Rights And Pharmaceuticals: Challenges And
Opportunities For Economic Research”, (The Economics Of Intellectual Property), P. 166,
Available at:

<Http:/MNww.Wipo.int/Export/Sites/Www/IpDevelopmenVE n/Economics/PdfWo 1012 E _Ch &
Pdf>{Visited 23 March 2016)
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India having a unique socio-economic ethos and a world renowned pharmacy
industry, coupled with the obligations of a welfare state, poses a strong case
where balance between incentives for pharmaceuticals and the need of ensuring
accessibility and affordability of medicine has to be maintained. It is important
that the latest drugs and formulations are available, that they can be reached to

all, whether in the public health or the private health systems.

It is equally important that there be an environment for industry and research to
grow, and that global firms are comfortable using the talent pool in India for R&D
and drug discovery, assured of reasonable returns. In the light of income
disparities , an array of “private care and public health systems, and freedom of
choice, and the distortions likely to be caused by the price fixing for patented
products, it is important to consider creative solutions that would suit a

developing country like India.”""®

“The drug prices in India were brought under
control based on the recommendations of the Hathi committee, which observed
that since the drugs industry has a social responsibility, it should operate much

above the principles of trade for profit.” '°

3.3 CURRENT NPPA PoLICY AND DPCO 2013: A SOLUTION OR NOT- A
CRITICAL ANALYSIS
A. STANDING COMMITTEE PHARMACEUTICAL DRUGS (JUNE 2013)

Recommendations made by the standing commitiee on the functioning of
ministries and their departments. (Report of Standing Committee on chemicals
and fertilizers). Based on the 29" Report, the following are noteworthy areas of

concermn:

"% 5 Narayan, as note 116 above

"9 g5 B. Puranik, MamataSangamesh & Mona Golshan S, "Patent Laws In India And lts Impact
On Pharmaceutical Industry’, v. 6(2)(Interational Journal of Pharma and Bio Sciences 2010).,
p.9, Available at:< hitp://Iwww.iipbs .net/issue-2/117.pdf> (visited 23 March 2016)
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Pharmaceutical companies use loopholes in DPCO of the Government and
frequently change the composition of medicine. The report has pulled up the
pharmaceutical company’s strategies to use dietary supplements in the original
drugs to avoid cost involved in the manufacturing. Committee has asked the
Government to invoke the provisions of DPCO to curb malpractices adopted by

the Pharmaceutical companies to increase their market share.
B. COMPANIES RANDOMLY FIX PRICES. LACK OF CONTROL OVER IT.

A careful analysis of the NPPA mechanism reveals that that the authorities have
no powers to act against companies that failed to submit the price list of their
products. The committee also found that there is no provision to book the
companies that indulge in malpractices, they only ask for the penalties, the
effect of which gets diluted to the quagmire of litigation that happens in Indian
scenario. It has expressed concerns over the limited mandate of NPPA in fixing
prices of scheduled drugs and said that even the state drug controller is helpless
in dealing with defaulters. The essential commodities law does not provide any
deterrence to malpractices. It is imperative that NPPA establishes an effective
co-ordinat'ion between state drug controller and manufacturing units to ensure

timely flow of data.
C. PRICE OF ADRUG VARIES IN DIFFERENT STATES.

We must have a centralized drug pricing system it must be followed by all
states. Tamil Nadu and Kerala State Governments offer the medicine at a price
which is 4000% less than what is offered in other states.'®® A survey conducted

2 Supreme Court Direction To Centre Over Drug Pricing Policy (July 16 2015) The Supreme
Court has directed the centre to reconsider the existing drug pricing policy for determing the
prices of essential medicines. The apex court described the NNPA as unreasonable and
irrational pointing out that price of certain medicines to have been found too much higher than
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by the World Bank in 2002 with reference to the Indian pharmaceutical policy’s
impact on health sector, and it was found that there were significant variations in
affordability, availability and also the quality of drugs in different states. States
like Tamil Nadu have been successful in setting up reasonably strong
pharmaceutical system, whereas states such as Uttar Pradesh are much
behind.

“Most of the variations among the states are attributgb/e to
differences in the quality of human resources and institutiohs, with
differences in socioeconomic development and political stability also
contributing. The broad conclusion is that, despite the impressive
"“growth in the Indian pharmaceutical industry over the last 25-30
years described above, problems with the availability, affordability,
and rational use. of good quality, cost-effective, essential drugs have
persisted in most parts of India, and that these health-related issues

need be addressed as apriority.” '*’

the prices fixed by some state governments(more than 4000 %). A bench headed by Justice TS
Thakur has sought the analysis and explanation from the ministry of chemicals and fertilizers on
this matter. Why the prices of essential medicines has been fixed so high, due to this poor
people cannot purchase life saving drugs. Tamil Nadu and Keral State Governments offer the
medicine at a price which is 4000% less than what is offered in other states. What kind_ of
monitoring is this and why cognizance of this fact is not taken. Available at:<
https://www.youtube.com/watch?v=P1Y5EN8QuGw=>(visited 1 April 2016)

2" See Ramesh Govindaraj, Gnanaraj Chellaraj, “The /ndian Pharmaceutical Sector: Issues and
Options for Health Sector Reform”, (World Bank Publications, 2002), p.5 Available at:
<https://books.googte.co.in/books?id=IsUxvD4vULKkC&pg=PR5&Ipg=PR5&dq=Most+of+the+vari
ations+among+the++states+are+attributable+to+differences+int+the++quality+of+human+resour
ces+and+institutions +with++differences+in+socioeconomic+development+and+political+stabilit
y+also+contributing.&source=bl&ots=YOU2J9QF XP&sig=JS30yhSYBCtftbomw73HgHYuUvpo&hl
=en&sa=X&ved=0ahUKE wjpgP-WIcXMAhXHTI4KHQ-
MBtgQ6AEIGzAA#v=0nepage&q=Most%200f%20the % 20variations %20among%20the%20%20
states %20are%20attributable%20to%20differences %20in%20the% 20%20quality %200f%20hum
an%?20resources%20and%20institutions %2C%20with %20%20differences %20in%20socioecono
mic%20development%20and%20political%20stability % 20also%20contributing.&f=false>(visited
3 April 2016)
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In the light of the above problems, work at state level needs to be done with a
focus on intensifying the regulation and implementation of already existing

mechanisms in a better manner, rather than introducing new regulations. .
D. INFRASTRUCTURAL LAPSES LEADS TO LACK OF INVESTOR CONFIDENCE.

In India there is a lack of investor confidence, there is a concern by domestic
players as well. For example, new projects are getting shifted outside the
country. BIOCON decision regarding putting a new facility in Malasia attracted
the worldwide attention. As per the T.V. interview given by Kiran MajumDar
Shaw, Biocon could have done it in India but they thought that it is a risk in India
and they believed that as a_growing pharmaceutical company, they need to de-
risk it by having a different geographical location. The biggest risk they see is

that the infrastructure.

It is true that India has a huge infrastructure deficit in terms of roads and many
other aspects industrial ecosystem, power deficit and if we don't fix that we
become vefy unattractive for investment. It givés an advantage to the countries
like Indonesia and Malaysia who are competing with India in the race for getting

more and more investment.

It is not about the absence of the growth possibilities'?? |, the bigger challenge is

the regulatory framework, India does not have the optimal regulatory structure to

22 There are still great opportunities for the Pharmaceutical companies and the need for
affordable medicines is a spiraling task for all the countries. Indian Companies have the large
opportunity to make a play at such a time. India is the lowest cost manufacturer of generics and
generics today count 30% of 900 billion $ pharmaceutical market. In U.S.S 75% prescriptions
are generic and 70% requirements are met by India. In India we have the concept of Branded
Generic and unbranded generics while in U.S.S we don't have such a classification. In India we
have such a diverse range of companies starting from smali cottage level industries to very large
pharmaceutical companies, we tend to have diverse prices because the larger companies intend
to have premium on their products, whereas the small companies are intending to capitalize the
low price generics.
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move the things fast enough. We have been talking about implementing the
Masehlkar committee report, but it hasn’t been implemented. Revamping of
whole regulatory system is all there in this committee report, and we are slow to
take important decisions that is why we huge deficit in infrastructure, power, in
regulatory reforms. If we want to be the big economy, we need to take quick

decisions.

Second, the government needs to focus on the continued assessment of private
health care markets, which entails private hospitals, expensive patented drugs
and private insurance. Focusing on private market results in ensuring that
India’s middle-class which is burgeoning at a pace, which at present comprises
around 200- 300 million people, will be having access 1o the sophisticated world-
class health care, which in turn will ensure that the government's money
reaches to that segment of our population which cannot afford private insurance

and also find it difficult to bear the out of pocket expenses.
E. SupPLY OF SPURIOUS DRUGS AND SuB STANDARD DRUGS

On many occasions, Government has been criticized for not ensuring the
regular supply of medicines in all states which is must to satisfy the criterion of
accessibility and at the same time NPPA must conduct frequent checks to put a

check on the circulation of spurious drugs and substandard drugs in the market.

F. CoMPLEX ADMINISTRATIVE PROCESS: MULTI TOUCH POINTS PROVIDING SPACE

FOR DODGING THE PROCEDURE

As per the details published by the ministry of health, the quality of drugs is

monitored by the drug controller of India which is under the jurisdiction of the
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ministry of health and family welfare whereas, the pricing and availability of
drugs falls within the purview of department of pharmaceuticals. Central Drugs
Standard Control Organisation is under the ministry of heaith and family welfare.
The presence of multiple monitoring bodies allows the pharmaceutical
companies to skip the check procedures. Government must link the monitoring
drug quality with the pricing and availability. According to Parliamentary
Standing Committee, The department of pharmaceuticals must take up quality
control and regulatory mechanisms under ministry of chemicals and fertilizers.
The department should take necessary steps to make NPPA self sufficient and

resourceful to monitor the prices of non-scheduled drugs independently and

effectively. . —

G. ABSENCE OF NON- SCHEDULED DRUGS ESSENTIAL COMMODITIES ACT

Essential commodities Act, which is a principle Act in controlling drug prices
does not include non- scheduled drugs. These scheduled and non- scheduled
Yrugs must find a place into Essential Commodities Act so that it controls the

pricing mechanism in a better way.
H. INCLUSION OF ONLY SPECIFIC DRUGS INSTEAD OF CLASS OF DRUGS

New list included only specific drugs and not a class of drugs. Experts say that
almost all the 348 drugs listed have effective alternative medicines available and

pharmaceutical companies can escape the price control by selling these

|123

alternatives. For example, if A producer is producing Enalapril <°, which is used

123 Enalapril is an ACE inhibitor. ACE stands for angiotensin converting enzyme. Enalapril is
used to treat high blood pressure (hypertension) in adults and children who are at least 1 month
old. Enalapril is also used to treat congestive heart failure in adults. Enalapril is also used to treat
a disorder of the ventricles (the lower chambers of the heart that allow blood to flow out of the
heart). This disorder can decrease the heard's abilly to pump blood to the body.
<http:/iwww . drugs.com/enalapril.html> (visited 20 Aprit 2016)
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in high blood pressure, then he will stop Enalapril and | will start peridopril ', so
that is how they will dodge the price ceiling.

I. COVERAGE OF SOME COMBINATION DRUGS ONLY

New Pharmaceutical Policy covers only some combination drugs. While the
drugs listed under pricing control will have to sell for less but if the combination
is changed, they can escape the price cap. Companies can actually circumvent
or bypass the DPCO by actually changing the formulation and adding some

irrelevant ingredient or a combination and again price itin the way they want it.
J. WHO PATENTS THE PRODUCT OVER WHAT IS PATENTED.

Some provisions under TRIPS indicate that price controls can be imposed on
the products which are patented. However, exemptions to the products which
are domestically produced by using the domestic Research and Development
and are also patented in India are given by the government. Such exemptions to
all the drugs falling under this category has the potent of keeping the prices very
high which in turn makes the access to the drugs very difficuit. It seems that
‘'who patents the product’ carries more importance than what product gets

patented.
K. NATIONAL LiST OF ESSENTIAL MEDICINES (NLEM)NEEDS EXPANSION

At present, prices of medicines which fall under the purview of the National List

of Essential Medicines (NLEM) are to be regulated. The objective behind the

24 perindopril Erbumine Tablets are indicated for the treatment of patients with essential
hypertension. Perindopril Erbumine Tablets may be used alone or given with other classes of
antihypertensives, especially thiazide diuretics. < http//www.drugs.com/pro/perindopril.himl>
(visited 20 April 2016}
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same is to ensure that medicines which are deemed ‘essential’'?®

or life-saving
as per the definition given by the WHO, have a reasonable price and hence
making it affordable for the substantial portion of the population. The 2013 order
entails 348 molecules which are available as 650 formulations (injections,
tablets, capsules and syrups of varying strengths). The question arises that is it
enough to ensure the accessibility of the medicine for more than 1.3 billion

people of the nation? The answers is no.

For example, “While 358 formulations of paracetamol are under price
control, over 2,714 combinations (80 per cent of market share) are
not (Sourirafan Srinivasan, 2013). Despite price controls, the Drug
(Prices Control) Order, 2013 covers only 17-18 per cent of the
domestic market (55 per cent is excluded combinations of NLEM
drugs), with little impact.”'?°

Several Analysts in India have called for an urgent expansion of the essential
medicines list. An independent evaluation of the current policy carried out by the
Public Health Foundation of India and the Institute for Studies in Industrial
Development has revealed that the current price regulation is limited to only

17% of the total drugs prescribed by the doctors in India. As a result of this,

%% According to the World Health Organization, essential medicines are medicines that satisfy
priority health care needs of a population, and they are selected with regard io disease
prevalence, safety, efficacy, and comparative cost-effectiveness. In addition, they are intended
to be available in functioning health systems at all times in adequate amounts, in appropriate
dosage forms, with assured quality, and at affordable prices. See (Asian Bioethics Review
December 2013) Vol. 5( 4), p. 376.

Also See <http://apps.who.int/medicinedocs/en/d/Js4875e/5.2.htmi>{visited 21 April 2016}

28 Faroze Varun Gandhi, “Drug Pricing: A Bitter Pill To Swallow”, Available At:
<Http://Www.Thehindu.Com/Opinion/Columns/Drug-Pricing-A-Bitter-Pill-To
Swallow/Article8281282 Ece> (Visited 22 April 2016)
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substantial market remains untouched and hence its provides only limited relief

to the patients.'?’

The study also indicates that out of the 100 top most selling brands of India, 55
brands are outside the purview of the price control. in the top 20 acute brands, 8
remain outside, as a result of which researches have said that the Drug Price
Control Order {(DPCO) 2013 has been unsuccessful in bringing newly launched

drugs under its purview.

L. CosTBASED METHOD: NEED OF REVISING THE SAME

It is highly recommended that the cost based formula needs to be reinstated.'?®
Although, prima facie it looks fair as top 1% sounds fairly reasonable but in
reality, brands having 1% of the market share have the highest sales and also
have a substantial price difference among them , in some cases itis as high
as 10-18 times. Therefore when the average is taken, the prices will remain high

owing to this difference.

“As in the case DPCO, the new step will certainly bring down the
prices of some diabetic and cardio vascular drugs; but it could have
done better if it had based its price cap on the manufacturing cost
because the difference between the manufacturing costs and retail
prices often is huge - sometimes as high as 1000 percent.”*

27 pvailable at; <http://isidev.nic.in/pdf/med cov.pdf> (visited 23 April 2016)

'8 What the pricing policy did then was replacing the earlier regime, in which prices of drugs
were calculated based on the cost of manufacture, with a regime that decided the prices based
on existing market prices of top selling brands. The new regime took the average of the three
brands that have one percent of the market share. See “Not Just Price Caps: Here’s How The
Govt Can Make Essential Drugs More Affordable”, (Firstpost, 2014), P2, Available at
<Http://Www.Firstpost. Com/Printpage.Php?idno=2010689&Sr No=0> (Visited 24 April 2016)
"*'G Pramod Kumar, “Healthcare: How govt can make essential drugs affordable”, (Firstpost,
2014), Available at:< htip/fwww firstpost.com/india/healthcare-how-govt-can-make-essential-
drugs-affordable-1621655.htmb>
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M. EscarE ROUTES

The rules relating to the price cap on 348 medicines are not free from the
“‘escape routes” and therefore give only limited relief to the consumers. Though
there are many instances of dodging the current DPCO 2013. However, for the
purpose of this research work, two cases haves been included for the

deliberation:

(a2)GlaxoSmithKline (GSK) Consumer Healthcare had a price controlled product
in the form of Crocin 500 mg, and was available at around Rs 14 for 15 tablets.
Later on it launched new ‘Crocin Advance’ 500 mg having a high price tag of
much higher price of Rs 30 for 15 tablets, and planned to slowly take out
Croéin 500 mg. GSK Consumer Healthcare claimed the latest Crocin Advance
to be a new drug and hence pleaded for keeping it outside the purview of price
controf system. According to IMS Health data, “Crocin Advance’ was at that time
the fifth largest brand among top Paracetamol branded generics, having a sales
turnover of Rs 10.3 Crore for a window of 12 months”.'*°

(b)The second instance where pharmaceutical companies evaded DPCO was
retated to anti-lipid driJg Atorvastatin .Some companies were found selling the

131

anti-lipid drug Atorvastatin’®’ in the dosage forms ranging between 0 mg and 40

{visited 24 April 2016)

130 “Is Drug Price Control The Key Growth Barrier For Indian Pharma Industry?”,(Pilman
2015),Available at:

<http://www tapanray.infis-drug- prsce -control-the-key-growth-barrier-for-indian-pharma-industry/>
gv:Stted 25 April 2016)

' Shardul Nautiyal, “State FDA finds atorvastatin being sold at higher prices after tweaking
prescribed dosage”, (Pharmabiz.com, 2014} Available at:

< hitp:/iwww.pharmabiz.com/NewsDetails.aspx?aid=81220&sid=1>(visited 25 April 2016)
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mg, which was the outside price control mechanism, as only 10 mg dosage form

was under price control. '3?

Though the same was brought t the notice of NPPA by Maharashtra FDA on the
account of absence of “proven additional therapeutic efficacy” for their product,
but the important factor to note is that the claims get lost somewhere in the
quagmire of the litigation and the time taken to reach to a conclusion is used to

reap the benefits for the time being.

(c)Only specific strengths are covered in the NLEM. For instance, 1 ml of the
Hepatitis B vaccine falls under the list, but 0.5 ml of the Hepatitis B of is not. It is
worth mention that in some of the cases, the 0.5 ml vaccine carries more price

than that of the 1 ml vaccine.

There are other ways™™ to dédée the same which indicates that the current
system needs to be re- examined and the market dynamics and the strategies

adopted by the pharmaceutical industries needs to be properly studied.

N. THE PARADOXICAL MOVE

DPCO *“paradoxically” overburdens the drug companies already having their
current prices below the price ceiling as they are forced to stick to the same

price.

2 gee “Is The New ‘Market Based Pricing’ Model Fundamentally Flawed?” (Pilman
2014),Available at: .

< hitp:/fwww tapanray.in/is-the-new-market-based-pricing-model-fundamentally-flawed/>
gVisited 25 April 2016}

% Many FDCs{Fixed Dosage Combination) made their way into the markets which were
medicines made from 2/more regulated drugs but since the FDC wasn't in the list, it wasn't under
the regulation.
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“This provision has an adverse impact on the small and medium scale
pharmaceutical industry,” “This provision punishes those producers who already
charge less than that of the ceiling prices. It seems that the Government
skipped the economic dynamics that can compel the manufactures to increase
the price. For instance the fluctuation in currency and the volatile rates of the

raw material may be the compelling factors.

3.4 A WALKTHROUGH NATCO V. BAVER: ITS NEXUS WITH THE NOTION OF
DIFFERENTIAL PRICING
Differential pricing structures is one unique way which has been considered as

an effective way of ensuring better access to medicines without compromising
on {R&D) incentives. This method holds. utmost importance for the developing
countries. Indeed, the rationale of this theory is deeply rooted in the economic
theory itself. “Efficient recovery of fixed R&D out- lays galﬁs for discriminatory
pricing structures, whereby low-demand elasticity consumers pay more for drugs
than high-demand elasticity consumers.”’*It has already been admitted in the
prior researches that the free-market differential/discriminatory-pricing in
segmented markets is not likely to approximate Ramsey pricing — “which are in
fact regulated prices”. It is worth mentioning that pricing-to-market helps the
patients in affording the expensive patented medicines, at the same time the R&
D costs are also taken care of. Some form of this system is prevailing in Mexico.
1% This way seems to have the potent of achieving the much desired goal of
establishing a balance between helping the needy patients in affording the

medicine and also ensuring the space of incentives for the R&D activities.'*

134
135

See tain M. Cockburn, as note 117 above, p.150
S. Narayan, as note 116 above
% See lain M. Cockburn , as note 117 above, p.174
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in the light of guideline 33 and 34", an endeavour has been made to set up
mechanisms so as to hold pharmaceutical firms accountable when their acts as
an impediment in ensuring the availability of medicines and thereby effecting
right to health.

While examining this issue the Indian courts have indirectly referred to the right
to health so as to guarantee that pharmaceutical firms do not use the patent
exclusivity in a way that hinders the access to medicines. Natco v. Bayer'® is
an illuminating case on this aspect. **Natco asserted that drug was priced at
exorbitant prices of Rs. 2,80,000/month and thereby making it unaffordable for

the common masses (paragraph 11, p. 24). It is important to note that no

"7 Guideline 33 provides that a pharmaceutical company “...should give particular attention to

ensuring its medicines are accessible to disadvantaged individuals, communities and
populations, including those living in poverty and the very poorest in all markets. Guideline 34
provides that “the arrangements should take into account a country’s stage of economic
development, as well as the differential purchasing power of populations within a country. The
same medicine, for example, may be priced and packaged differently for the private and public
sectors within the same country”

8 It involved the grant of a compulsory licence in March 2012 to Natco on Bayer's drug,
Nexavar, which is a palliative medicine for kidney and liver cancer.

3% “Compulsory licensing is when a government allows someone else to produce the patented
product or process without the consent of the patent owner. In current public discussion, this is
usually associated with pharmaceuticals, but it could also apply to patents in any field.
Compulsory licensing enables governments to temporarily override a patent and license the use
of a patented invention to a third party without consent of the patent holder. In other words,
compulsory licensing authorizes the production of generic substitution of patented medicine in
the pubiic interest. Although articie 31 of the TRIPS Agreement allows the use of compulsory
licenses, there are a number of requirements that need to be respected.” See Sidonie
Descheemaeker, “India, Pharmacy of the Developing World IP, Trade and the Access To
Medicine”, (Jura Falconis 2012-2013), p.546, Available at:

< hitps/iwww.law.kuleuven . befjura/art/49n3/descheemaeker.pdf> (visited 26 April 2016}
According to section 84 of the patents act, anyone can file a petition for the compulsory
licensing of a patented technology/invention if it is not available at a reasonable price or if the
reasonable requirements of the public are not met. See Varun Mishra, “The Indian IPR Poilcy-
Fitting Enough For The Pharma Industry?”, Available at:< hitpJ//stellarix.com/ip-news/the-indian-
ipr-policy-fitting-enough-for-the-pharma-industry/> (visited 30 March 2016}
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differential pricing concept was implemented in India by Bayer. In assessing the
prayer of Natco with reference to compulsory license, sale price of the drug in
India was taken into consideration. Section 84(1Xb) , Indian Patents Act entails
“reasonably affordable price” as one of the factors. Indian Intellectual Property
Appellate Board (IPAB} stated that

‘the right of access to affordable medicine is as much a matter of
right to dignity of the patients and to grant stay at this juncture would
really affect them...”

{paragraph 34)

| am of the opinion that had Bayer abided by differential pricing for selling
Nexavar, the result of the case could have been different due to the compliance

with the requirement of reasonably affordable price.

3.5 PRICE REGULATION FOR THE PHARMACEUTICAL INDUSTRY: DOUBLE
EDGED SWORD :
Price regulation for the pharmaceutical industry has the potential to act as a

double edged sword. Policymakers typically focus at making drugs economically
cheaper and affordable; at the same time, price control may have an adverse
impact on availabilty of medicines. The prospects of firms exiting from
producing the category put under regulation owing to low profit cannot be

negated. Less profits is also seen as an obstacle for the entry of new firms. ™

| am of the opinion that extensively well thought healthcare policy is the need of

the day. Overburdening Pharma industries should not be to such an extent that

0 See Arvind Sahay & Saravana Jaikumar, “Does Pharmaceutical Price Regulation Result in
Greater Access to Essential Medicines? Study of the impact of drug price control order on sales
volume of drugs in India"?, {indian Institute of Ahemdabad, 2016}, p.5
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either they stop producing the drugs failing under the regulated category or they
dodge the rigors of pricing policy by finding escape routes. In the light of the
above mentioned peculiarity of the current pricing policy, it becomes imperative
to see that whether the present price regulation model has any adverse impact

on the sales volume of drugs in India.

A recent study suggests that “while some molecules had an increase in sales
volume that can be attributed to DPCO, overall the impact has been
negative.”™" In this study the event window was July 2013 to June 2014. The
data used for this study was taken from IMS Health (India) database. '*

“The event study indicated that, while few of the molecules analyzed (37) had an
increase in sales volume attributable to DPCO, majority of the molecules (52)
had a negative impact on their sales volume due to DPCO. Overall, the DPCO
may have had a negative impact in terms of sales volume of oral solid

molecules, with the average change in sales volume to be -33,931,992 units “'*3

in the light of the above mentioned outcomes, it is as clear as day light that price
control is resulting in decreasing access to the those drugs which are essential
as price ceiling is put only on essential drugs. It is the need of the hour that
government re-examines the model and operation of the current price control in
India. It is important to note that the drug in India are already sold at a very low
cost and also the profit margins are lower for Indian pharmaceutical firms than

that of the gigantic pharmaceutical firms of the west.

" Ibid

"2 IMS primarily records secondary data, i.e., sales data from stockists to retailers. All the oral
solids (105 molecules) that come under the DPCO regulation are included in the analysis (few
very low volume oral solids that are under NLEM 2013 are not covered by IMS due to
insignificant data).

"3 Arvind Sahay & Saravana Jaikumar, as note 140 above, P.16
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My own field based research results are note worthy in which | go to know that
for some medicines like medicines or syrups which are not frequently used but
very important for health are not easily available. According to the chemists |
interviewed that the objective for them to stock these medicines is to eam
enough margin, but when they can’'t get the same it becomes difficult to stock
them. Anti rabies serum, TB syrups are the examples of the same.™* Many
pharmaceutical manufacturers stopped manufacturing the drugs which fall under
the regulated list which in turn resulted in causing severe shortages. For
instance: owing to the reduction of Human albumin serum, which is used in
diseases elated to Kidney & liver, etc) from Rs. 4000 per 100 mL to Rs. 1650

per 100 ml, resulted in its severe shortage in the market.

3.6 CHALLENGES AND ISSUES RELATED TO THE PHARMACEUTICAL SECTOR:
IS THE GOVERNMENT EXERCISING CRUDE WISDOM THAT IS DEVALUATING
THE PHARMACEUTICAL SECTOR ’
It is as clear as daylight that the balance between accessibility to medicine and

incentives for the Pharmaceutical sector is of vital importance. Accessibility to
medicine is important but pharmaceutical companies must be able to invest in
the pipeline so that they can bring new molecules into the market. They can't do
that if they don’'t have a reasonable margin. “The primary question of
investigation that emerges is that whether the Pharmaceutical Sector is

overburdened?”

“The government seems to confuse its social objectives with the
market economics of the pharmaceutical industry. Government
seems to have abdicated his responsibility to ensure health care and

is basically trying to pass the responsibility on to Indian Industry.”

44 Based on the interview of the chemists
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Kiran Majum Dar Shaw'*®

One of the most important reasons behind a statement of this nature may be
that Government needs to understand that it should focus on providing universal
healthcare and in that there are several mechanisms available to the
government to make sure that drug prices are at their lowest. This is already
happening in many state governments like Kerela, Tamilnadu, Karnataka.
Further, shrinking of prices through other mechanisms which are very strict in
nature ends up devaluing this important sector. Indian Industry needs to invest
in this sector, it needs to compete globally because this is one sector which has
the potential of becoming a very large provider of drugs to the world market and

apart from the prospects of creating huge manufacturing base.

A. Impact dues to softening of prices
The Current pricing system does soften the prices, but at what cost? Indian
Pharmaceutical Industry faces lot of challenges from Chinese manufacturers.
Many drugs have been stopped manufacturing in India because it is just not cost
effective for Indian companies to manufacture this drugs and hence they are
importing these drugs from China. Dual Ceiling price is another hard move, as it
provides different standards for the domestic manufacturers and the foreign
manufacturers. This is strange that the imported insulin from the China enjoys

higher prices in comparison to that of the Indian drugs.

Does the current system intend to éay that it is batter to import insulin than to
manufacture insulin? Isn't this move really devaluing the industry? This is quite

surprising to note that the imported insulin from the china enjoy higher prices.

' She is the Chairperson & Managing Director, Biocon Limited.
<http:/fwww.biocon.com/biocon press kmprofile asp?sublink=down>{visited 27 April 2016)
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B. Percentage of Expenditure on the Medicines In Comparison to That of
the total Expenditure: Does that really help in ensuring affordability?

| am of the opinion that the Government needs to be understand that Drugs
today only constitute around 35-40%."*¢ Now where is the price control on the
other aspects that covers 60 % of the expenditure on health? Do we have any
controlling measure for the fees charged by the doctors for consultation
hospitals cost, diagnostic centers? Also, the logistic component of the health
care is a whopping 20 %. If we can work on logistics, affordability issue can be
tackled in a most comprehensive manner. If one actually looks at what drug
constitute as a % of the total healthcare spending, it is only 40%(oncology), so
-.-aven if the government keeps on hammering away at drugs, the cost factor in

totality cannot be changed by only focusing on drugs.

In the light of the same one pertinent question that emerges is that, has Drug

Industry become a soft target and is that all the Government has gone after?

C. HAS TIIE GOVERNMENT DONE ITS BIT
Private sector has created large opportunities. 80% of healthcare infrastructure
is by private sector in India. It is a growing business and it is expected to be a 50
bilion $ business by 2025. The area of concern is that the government has not
done its bit. Today we spend a meager percentage of our GDP on our
healthcare and this is the lowest in the world. Despite of the fact that India has
signed the Alma Ata Declaration 1978 which aimed at ‘Health for All' by 2000,

¢ Based on the interview. See contra, Healthcare access in India is affected with 70:70
paradox; 70 per cent of healthcare expenses are incurred by people from their pockets, of which
70 per cent is spent on medicines alone, leading to impoverishment and indebtedness. See
Mahaveer Golechha, “Healthcare Agenda for the Indian Government’, vol. 141(2), (Indian
Joumal of Medical Research, 2015), Available at:

< http://www.ncbi.nlm.nih.govipmc/articles/PMC4418149/> (visited 28 April 2016)
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the Government of India spending on health has been very low. We haven't
been able to fulfill the same even in 2016. Increase in public health spending to
2.1% of GDP is expected by the end of by the end of the 12" five year plan.

Now, the Government has started taking essential steps, like freely distributing
essential drugs. The way they are planning to do is through getting into e-
procurement mode. They have also said that they will start reimbursement
model for hospital care through éccredifed hospitals, nursing homes and
diagnostic centers where they have pre agreed understandings with these

accredited hospitals.

3.7 IT1S NOT A SOLUTION IF IT IS NOT AFFORDABLE: SUGGESTIONS FOR
MAKING THE PRICING POLICY MORE EFFECTIVE

...... It’s not a solution if it'’s not affordable.’*”
A. YESHASVINI SCHEME IN BANAGALORE

Indian are known to be genetically 3 times more vulnerable for heart attack.
Indians develop heart attack at a younger age. (Average Age on Global Level -
65, In India, it is 45 years). As per the estimates, 2 million heart surgeries should
be done a year, while only 120,000 heart surgeries are done a year. Remaining
people perish in the process of time. “In India, a large number of children are
born with a heart problem (600-800 per day},” adds Dr Shetty. He further says
that, of these, 90 per cent perish gradually without ever getting any type of

care.”8 It is because our government spends around 1.1% GDP on the health

"7 Its not a solution if it's not affordable: Dr. Devi Prasad Shetty at TedxGateway 2013,
Available at:<https://www.youtube.com/watch?v=C3CXhwJjnk4>(visited 28 April 2016)

“® Neelam M Kachhap, “Breaking Ground on the way to success” (Financial Express, March
2015}),Availableat: <http://www.financialexpress.com/article/healthcare/cover-story-
healthcare/breaking-ground-on-the-way-to-success/52795/> (visited 30 April 2016)
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care (slightly more than sub Sahara African countries). So there is a great need

of an Alternative for healthcare funding.

One of the most notable amongst them is the Yeshasvini scheme. It was around
2003, when Karnataka Government's Health Insurance- Yeshasvini was
introduced. 1.7 million Farmers were asked to contribute Rs 5 a month and
Government agreed to become the reinsurer. In 10 years over 4.5 lakhs of
needy people had variety of surgeries and 50 thousand farmers had heart

operations.

According to Dr. Devi Prasad Shetty, India has already crossed the mark of 850
million mobile phone subscribers, who are spending Rs 150/month, if Rs 20 are
taken from every person cover health of 850 million people can be covered. In
2000 the concept of health city in Bangalore (Narayana Hrudayalaya Health City
in Bangalore) took a definite shape. In the present scenario, Yashisvini's

9

Scheme is recognized as huge success'® which can be emulated on the

national level.

The importance of Insurance is immense. “The government’s push for low cost
“in-patient” insurance, while encouraging, should also incorporate out-patient

expenses. Low-cost diagnostic capabilities, generic drug stores (Rajasthan’s

% 1t conducts 40 heart surgeries every day, It has expertise in liver transplants on babies less
than 10 kg weight with 95 per cent success rate, it is the first heart hospital in Asia to implant an
artificial heart, It has performed combined kidney and pancreas transplant, offers formal training
programme for paediatric cardiac surgery, Thrombosis Research Institute, Bangalore a division
of Narayana Health is working towards discovering a vaccine to prevent heart aftack. The
Institute has come up with markers to diagnose heart disease early, Two units of NH, Narayana
Institute of Cardiac Sciences, Bengaluru and Narayana Multispeciality Hospital, Jaipur are JCI-
accredited and four others are NABH-accredited. See Neelam M Kachhap, as note 149 above
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‘Life Line” drug stores) and low-frills hospitals that provide affordable care

(Vaatsalya) can be considered.”*

If the lessons from the above mentioned instances can be taken than it will not
be exaggeration to say that India can become the “first country in the world to
disassociate health care from affluence, India will prove to the world that wealth

of the nations has nothing to do with the quality of health care its citizens.
B. VIABLE SUSTAINABLE MODEL

It is the need of the hour to have a viable-sustainable model having the potent of
providing access to every citizen in terms of delivering a decent quality of
healthcare. It is about creating a healthy environment, in which range of factofs
have a major role to play. For instance, sanitation plays such an important role.

" We cannot let our people fend for

’50% of our population defecates in open.
themselves when they fall ill. 80% of expenditure on health happens out of
pocket'®?. Today world debate is about OBAMA CARE™’ because they also
clearly recognize that people cannot be left in exclusion to fénd for themselves
when they fallill. We need to develop proper sustainable economic development
model that does provide healthcare to all. It is a big challenge because it is a

huge economic burden; it starts with preventive health care. In our pursuit of

0 Feroze Varun Gandhi, as note 126 above
"1 See<http:/iwww.dnaindia.com/india/report-over-50-people-in-india-defecate-in-the-open-
%cz)vemment-2182295> {visited 1 May 2016}

See<htip:/finfochangeindia.org/agenda/access-denied/the-out-of-pocket-burden-of-
heaithcare.html>(visited 1 May 2016)

ObamaCare (the Affordable Care Act) is a US healthcare reform law that expands and
improves access to care and curbs spending through reguiations and taxes. The Affordable
Care Act's main focus is on providing more Americans with access to affordable health
insurance, improving the quality of heaith care and health insurance, regulating the health
insurance industry, and reducing health care spending in the US. The law contains hundreds of
different provisions that address different aspects of "the healthcare crisis” in the US.

See hitp://obamacarefacts.com/whatis-obamacare/(visited 1 May 2016)
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achieving the same we need to devise the policy framework with reference to
the peculiar conditions of India. For instance, 70% of our population is in
villages. Sanitation, proper water supply, hygiene, etc.,all these things are

required to be improved.
C. ESTABLISHING RESEARCH INSTITUTES

We must have our own research institutes. It will help us in getting indigenous
medicine at cheaper price. Research Centre will provide alternative medicine
information which in turn will lead to the more usage of drugs that come at lesser

price. It will also help in comparing the drug price among all listed companies.

There are 7 National Institute of Pharmaceutical Education & Research,

institutes in India. There is a need of establishing more institutes.

In the light of the immense importance of R&D activities in the like
pharmaceutical sector, there is an imperative need of establishing a close
nexus between academic/research institutes and the industry. One of the major
reasons that contributes for the western world's authority and dominance in R&D
activities lies in the face of strong research collaboration between the
“‘universities and the industry where the research lead provided by the university
is taken up for further research by the industry both to explore new areas as well
as to work on the existing knowledge available in the public domai’n.”"”“ This is

highly imperative for India, which has been putting sincere efforts for opening up

*See N. Lalitha, “Trips And Pharmaceutical Industry: Issues And Prospects” , Gujarat Institute
Of Development Research, Ahmedabad, p.11, Available at :
<https://iwww.google.co.infurl?sa=t&rct=j&g=&esrc=s&sourcezweb&cd=18&cad=rjauact=8&ved
=0ahUKEwidgJbL. 7srMANWNCY4KHeUPDZUQF gabMAA&ur=htips % 3A % 2F %2Fwww.iprsonlin
e.0rq%2Fictsd%2F docs %2F ResourcesHealthArticlel alitha.doc&usg=AF Q{CNHAsdHOB1vWWQ
YW 2swbbrC5HMW g&bvm=bv.121421273,d.c2E> (visited 1 May 2016)
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its frontiers now, so that research is conducted on areas having vital importance
for the welfare of people.

In the current scenario, very few foreign pharmaceutical firms are investing in
India for R&D, which has to be improved with sincere efforts. The
Pharmaceutical Research and Development Committee (1999) gave a valuable
suggestion of mandating the “collection and contribution of 1 per cent of MRP
of all formulations sold within the country to a fund called pharmaceutical R&D
support fund for attracting R&D towards high cost-low-return areas and be

administered by the Drug Development Promotion Foundation”'®.

One of the most frequently observed reasons put forth by the “Commission on
Health Research Development” is that Ninety percent of R&D expenditure is
undertaken in the better-off countries, with a nominal flow of technical know-how
towards the developing nations. It is also to° be noted that currently,
approximately 80 percent of the world's population lives in developing countries ™
with consumption of less than 20 percent of all pharmaceuticals. There option of
establishing a nexus between domestic universities and foreign academic
institutions in the form of contract research organizations (CRO) has to be
explored with urgency on a greater level, so as to ensure the dissemination of

the technical know-how along with skilled manpower.
D. ROLE OF STATE GOVERNMENT IN REGULATING DRUG PRICES

It is highly imperative that the State Government should take charge of Price
Control and quality management of drugs. It is because NPPA and Central Drug
Control organization as well as the ministry of health leaves space for the

Pharmaceutical companies to increase the price without informing the

Sibid, p.20

78



government. State G Government will definitely bring some kind of transparency

in the total price control mechanism.
E. PuBLIC PRIVATE PARTNERSHIP(PPP) MODEL

There has to be PPP model where Public sector has to partner with private
sector for affordable healthcare. The R&D agenda does not echo the majority of
public health priorities in developing nations. Also, innovations in drugs with
capacity of enormous benefit to developing nations are priced in a way that they
become unaffordable for majority of the population. Several view this situation
as immoral and in contrast with the best long-term interests of the human

community as a whole.

Kantian moral philosophy’s recognition of human dignity amid rational autonomy
by putting premium on equivalent respect for each and every person and not
treating another person as a means to an end, is of >grea£ relevance. Numerous
partnerships'® have emerged in recent times. Considerable ones are the
Alliance for Microbicide Development, The Clinton Foundation HIV/AIDS
Initiative, The Global Alliance for TB Drug Development, The International AIDS
Vaccine Initiative, The Malaria Vaccine Initiative and the Medicines for Malaria

Venture.

" The seed funding and some or much of the administrative costs is provided by public and
philanthropic agencies. Many partnerships have charismatic leaders and spokespersons, e.g.
the Clinton Foundation that is backed by former US president Bill Clinton and the icon of the
anti-apartheid struggle, Nelson. Mandela. The foundation's HIV/AIDS Initiative is focused on
supporting large-scale prevention & treatment in Caribbean & African countries. It develops
country-level 'business’ plans; and then presents these to donors and partners to mobilize
resources. it has been very successful in reducing drug prices. It has been able to procure
WHO-endorsed generics for ARV for as low as US$140 per year. Such low prices are now
available to over 100 countries. In return, countries have to guarantee payment & secure drug
distribution.
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It is beginning to happen, (accredited hospitals, getting bulk procurement,
getting into tendering). All this is going to drive down the cost of health care and

it is going to build national healthcare system.

F. A MIXOF STRENGTHENING THE INFRASTRUCTURE AND CONTINUED EVALUATION

OF PRIVATE HEALTHCARE MARKETS

Strengthening the Infrastructure-For devising long term solutions, it requires a
two-track system. First, the government needs to strengthen the public health
infrastructure so as to make sure that poor people from rural and urban
background have universal access to the treatment. Such an approach revolves
around purchasing in bulk quantity of the low-cost generic medicines, by

medicines.
G.. PATENTED DRUG AND GENERIC DRUG- ROLE PLAYED BY DOCTORS

This issue is related with the use of generic drugs which are cost effective. It is
important to note that in US and in some parts of the Europe, pharmacists have
been authorised “to dispense generic drugs in the place of a prescription drugs,

"157 1t provides options to the

which will cost less than the prescription drug.
consumers to consﬁme either the generic drugs or the branded drug. This
system can’t be misused because in case the doctor writes "dispense as written’
in that case, the pharmacist cannot suggest the generics. In India, researches
have shown that ‘Over the Counter market is confined to a handful of common
medicines and most of the prescriptions don't have generic drugs. It has been
seen in India that the consumers don't question the drugs prescribed by the
doctors and simply adheres to the drugs prescribed by the drug prescribed by

the doctor. Due to the special conditions that exist in India, the physicians and

%7 See N. Lalitha, as note 154 above, p. 5
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experts have a crucial role to play to prescribe the drugs which are apt for the
treatment and also prescribe the cheaper alternative drugs, so as to save the

consumers from getting exploited from market forces.

H. UNETHICAL AND UNFAIR DRUG SELLING PRACTICES, SUCH AS HOLIDAY TRIP
OFFERS AND FANCY GIFTS, USED TO INFLUENCE DOCTORS AND KEY
BUREAUCRATS, NEED TO BE CURBED.

I. REevision OF NLEM

The NLEM should be revised every 2-3 years, with price regulation based on the
therapy considered, instead of a focus on formulation. It has already been
mentioned that.in most of the OECD member countries, therapeutic value of the
drug is taken a conclusive fa.ctor for fixing the price along with the analysis of its
production cost and the price of the similar drugs. Indian system also needs to

consider this aspect as a matter of topmost priority.
J. Focus ON INCREMENTAL HEALTH BENEFITS

In India, there is lack of clarity- to determine the price of patented drugs on the
basis of incremental efficacy/benefit of patented drug vs existing standard of
care. In west, the incremental health benefits of the patented new drug are
closely assessed before deciding the price of the newly launched drug. It
becomes important as governments in many western countries follow the
practice of reimbursing pharmaceutical expenses. The higher the incremental
efficacy of the drug, the larger the amount of reimbursement is. The basic
objective behind this is to ensure real innovation and not just minor tweaking

with the already patented formulations.
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K. ROLE IN UNIVERSAL HEALTHCARE

The debate over the effectiveness of the price control mechanisms has been
going for a very long period of time. Tamil Nadu and Kerala models are often
quoted as the successful models, but .1 am of the view that these two are not the
only models. Successful examples of a developing country like Brazil in
establishing a successful regime of universal healthcare should be carefully

studied.

In Indian Context, The Jan Aushadhi Scheme that provides NLEM drugs and
other important drugs is definitely an imperative step towards universalization of
healthcare. But, the. poor implementation and its failure in attracting the
pharmaceutical companies is a matter of serious consideration and serious
revamping is much required. In my humble opinion, an.independent expert
committee having members from states industry repreéeritatives, private and
government hospitals, medical practitioners, and also civil society should be

appointed.
L. INNOVATIVE MODELS

To keep price control under control, the government needs to study the bresent
status of pharmaceutical sectors and a workable model can be adopted.
Previous researches have shed some light in this regard. The need of the hour
is that of the political will to move ar;ead in this direction with a serious outlook in

the broader perspective.'®

38 “The government can act in two areas where it has not done so far. There are several public

sector pharmaceutical companies that are either half or virtually dead. The government can
revive these either through a change in management or the ownership pattern so that these
companies can manufacture all the essential medicines that are needed. This will be relatively
easy, as they are not under patent and the process chemistry for them is well known. If it is
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M. BULK PROCUREMENT OF MEDICINES

Another important tool with the government is “bulk procurement of medicines
for the public health services”. The problem that exits in this area is that of the
corruption and state governments in particular are largely responsible for the
same. If we analyze the position in other countries, it is very clear that these
costs in public health services are kept low, in particular, Western Europe that is
widely recognized for the best public health services all across the globe, has
achieved this recognition through efficient and strict processes of the
procurement of medicines. If sincere action is taken in this area, it will be one of
the most important to ensure the delivery of affordable drugs to the needy
people.*®®

currently adopted and utilized by Tamil Nadu for the purchase of drugs. “A Tamil

We require encouraging the centralized procdféhﬁént system, .

Nadu government tender for the antiparasitic Albendazole (400 mg) tablets
attracted prices of 35 paisa per tablet; retail prices are quoted at Rs.12 (AIDAN
20_09)."160 N

In Tamil Nadu, drugs to be purchased for the public hospitals through
government are purchased by the negotiation done with the companies. Each
tablet that is purchased through this mode has a distinctive mark and separately
label is given on the strips to indicate not for sale in the retail market as they are

meant only for the public health care system. The very same drug is available at

argued that the government is inherently incapable of running such manufacturing facilities
efficiently, then the government can fioat tenders to select competent private firms to come
forward and run them as contractors on a cost-plus basis.” See "Price control problems: Get
drug procurement right, boost domestic production”, (Business Standard, 2014), Available at:
<http://www.business-standard.com/article/opinion/price-control-
%gog%mm 14102701332 1.html> (visited 2 May 2016}

i
'Feroze Varun Gandhi, as note 127 above

83


http://www.business-standard.com/article/opinion/price-control

market prices in the open market. A twin pricing system entails the benefit of
providing drugs at a low cost to public health care system without having a

distorting effect on the overall market mechanism.

Under this approach, the concerned Department is expected to finalize the list of
drugs which are patented and they intend to use them in the public health
system. Under this approach, the drug producing companies are invited to
submit the prices for the Government run public health system. Those drugs are
to be specifically packaged along with a distinctive labeled and then supplied to
respective health departments of the states. Outside the government run public
health system, firms would be under no restriction to charge normal prices, and
hence full IP protection will be enjoyed by them. Such a mechanism would

require certain concrele steps to be taken with their proper monitoring:

(a}ldentification of the government/publicly supported hospitals that are
eligible for lowered prices putting in place a complete procurement
system for each state that would cater to the needs of these hospitals

(b) Supplies to be made direct to the hospitals

. {c) Creating a special packaging for supplies to these hospitals
(d) Setting up tracking and monitoring system that confirm end use and

detect diversions if any clear commitments on payments

3.8 EXHAUSTION OF RIGHTS
It is important to find a solution which provides a balancing as right to health

should not be jeopardized due to patent regime. TRIPS afford nations with
181

measures to protect its social and economic circumstances.” Apart from the

181 Exceptions to Rights Conferred-Article 30, Members may provide limited exceptions to the
exclusive rights conferred by a patent, provided that such exceptions do not unreasonably



above mentioned factors another important facet related to the efforts made for
ensuring affordability is that of the principle of exhaustion of rights also known as
paraltel trade. To state this concept in precise terms, the patent owner no more
holds the right once the concerned product becomes a part of the market or in
cases where the patent owner sells his innovations. This doctrine imposes
certain restrictions on the exclusive rights granted to the patentee as this
doctrine puts premium on the fact that the initial authorized sale of the patented
item has the effect of terminating all the patent rights of the sold product.’®?
Therefore, the patentee cannot control the resale or the redistribution of an
already sold good."® The rationale for the same is that the patentee has already
been incentivized and rewarded at the time of the first sale and to reap profits
repeatedly over the same product by putting restrictions on its resale and

redistribution is something that does not appear to have the legs to stand on.

TRIPS provides the discretion with the respective countries to adhere to any of

the three types, i.e. national'™, regional'® or international exhaustion. India
follows the system of International exhaustion which resulls in the patentee

losing his rights once the product has been sold anywhere all across the globe.

conflict with a normal exploitation of the patent and do not unreasonably prejudice the legitimate
interests of the patent owner, taking account of the legitimate interests of third parties.

%2 See Chandra Nath Saha & Sanjib Bhaltacharya, “Intellectual property rights: An overview and
implications in pharmaceutical industry”, vol. 2(2), (Journal of Advanced Pharmaceutical
Technology & Research 2011), Available at:

< http://www .ncbi.nim.nih.gov/pmc/articles/PMC3217699/), {visited 2 May 2016}

% See lain M. Cockburn, as note 117 above

"®The US adopts a national exhaustion principle whereby the patent owner will have no control
over the product once it is placed in the domestic market. But he can exercise his rights outside
the US market regarding the price and quantity of the product. See N. lLalitha, “Doha Declaration
and Public Health Issues” vol.13, ( Journal of Intellectual Property Rights, 2008), p.404,
Available at:

<http://nopr.niscair.res.in/bitstream/123456789/2026/1/JIPR%2013(5)%20401-4 13.pdf>(visited
3May 2016)

*® The European Union applies the regional exhaustion principle whereby the rights are
exhausted within the EU region. See N. Lalitha, as note 164 above, p.404
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It is worth mentioning that international exhaustion is in consonance with the
broad goals mentioned in the Article 7 of Trips. International exhaustion entails
certain advantages, for instance” developing countries such as India can scout
for cost advantages of the patented product and also make use of the price

differentials”.'®®

Article 6 of Trips reads as “... nothing in this Agreement shall be used to
address the issue of the exhaustion of intellectual property rights.'® The
meaning of this article is further cleared by Article 5(d) of the Doha Declaration
which stipulates that “ the effect of the provisions in the TRIPS Agreement that
are relevant to the exhaustion of intellectual property rights is to leave each
member free to establish its own regime for such exhaustion without
challenge..”"%®According to the Doha Declaration, members can apply the
principle importation as per their wisdom owing to the national discretion so as

to make sure that their domestic policy objectives are promoted. 169

In Indian Context, the relevant section in this regard is Section 107(A)b), the
objective for the introduction is said to “ensure the availability of the patented
product in the Indian Market at minimum international market price”'"°Section

107{A)(b) now reads as: “importation of patented products by any person from a

' Jbid

"®7See <hitps:iwww.wio.orglenglish/tratop eftrips e/t agm2_e.htm> (visited 3 May 2016)

'68 Seehttps:/iwww.wto.org/english/thewto _e/minist e/min01_e/mindecl_trips e.htm (visited 3
May 2016)

169 Paragraph 5(b) and 5(dy Doha Declaration; “Fact sheet: TRIPS and pharmaceutical patents”,
WTO Secretariat, 2006.

7% Shamnad Bashir & Mrinalini Kochupillai, “Exhausting Patent Rights in India: Parallel imports
and TRIPS Compliance” vol. 13, (Journal of Intellectual Property Rights 2008), p. 489, Available
at:<http://www.manupatra.co.in/newsline/articles/Upload/56BF 7 AA8-6 A64-46 30-AF64-
S5EC5BEYFAEGE pdf> (visited 3 May 2016)
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person who is duly authorized under the law to produce and sell or distribute the

product, shall not be considered as a infringement of patent rights.”"

This section was amended in the year 2005 so as to overcome the shortcomings
of the 2002 Act in which the focus was on the first sale to be authorized by the
patentee. The 2005 amendment has removed this requirement of authorization
by the patentee and rather puts premium on the aspect of ‘duly authorized under
the law'. The exact meaning of this phrase has not been given in the Indian
Patent Act, but it could be understood as making a reference towards a specific
statute, which can be any Indian Legislation having the force of law which entails

Indian Patents Act as well.

It is important to note that Indian law by placing reliance on this provision cannot
extend its operation outside India. Similarly, foreign Jurisdictions through their
law cannot allow the sale and distribution in India. To state in precise terms,
importation of the products in India through this provision , which would have
been viewed as infringement of the rights belonging to patentee under Section
48, is now deemed as non-infringing because such acts fall under the domain of

the phrase “due authorization under Indian law.”

" See<hitp://ipindia.nic.in/IPActs Rulesiupdated Version/sections/ps107.htmi>(visited 3 May
2016)
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CH. 4 INDIAN PATENT REGIME VIS-A VIS PROTECTION OF TRADITIONAL

MEDICINAL KNOWLEDGE

INTRODUCTION
Traditional Knowledge is the outcome of ingenuity by indigenous communities

owing to the symbiotic union with the environment. The endeavors of
communities are broad in the amplitude, starting from the discovery of genetic
material to their practical application so as to treat the diseases, and therefore
the particular su}roundings and genetic resources therein direct impact central
plan of their lives directly. Previous researches reveal that traditional knowledge
and the genetic resources belonging to a community are susceptible of being
) 'béralyzed, owihg to the bio-piracy issues, either owing to misappropriation or
commercialization with no consent of the indigenous communities and
nonexistence of beneficial sharing arrangements. By a careful perusal of Article
29 of TRIPS, it can be stated that requirements of mandating a patent applicant
to comply with disclosure requirement, is outside the domain of Article 29 of
TRIPS and hence it all depends on the discretion that lies with member nations
as a result of which they can mandate the applicants to adhere to disclosure
requirements contemplated in CBD.

When a practical analysis of the nexus between IPR & CBD is done, the obvious
outcome is that IPR framework contemplated in TRIPS does not have working
safeguards with the potent to ensure ABS scheme under CBD in every case. In
fact owing to the practice of reverse engineering, patents are sometimes granted
which affects the developing nations to make the most of their resources, '

which is not in consonance with Article 3 of CBD.

2 Art. 28 of TRIPS provides:
1. A patent shall confer on its owner the following exclusive rights:
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In the light of the same, there is a dire need of the use of flexibilities given in
TRIPS, by the member nations. India's endeavor in the same direction has
received worldwide attention and therefore the success of India’s system and
the scope for the improvement is a matter of investigation in this research

project.

4.1 TRADITIONAL MEDICINE, B10-DIVERSITY AND PUBLIC HEALTH
Traditional knowledge is a holistic notion, having unique attributes in the form of

intertwined spiritual and practical elements of Traditional Knowledge which

3 Traditional indigenous communities ‘generate

+174

makes them inseparable
knowiedge as a response to a changing environment'™* and hence traditional
knowledge(TK) is an ‘ever expanding’ pool of knowledge with incessant
incremental improvements. TK entails different fields, ranging from cultural
expression to technicat domains. It is worth mentioning that the creation of this
knowledge is not based on an established procedure.

“Traditional medicine often goes beyond the purely ‘physical’ and

aims at a holistic integration of the physical, mental, social and

ecological aspects of well-being.”"

(a) where the subject matter of a patent is a product, to prevent third parties not having the
owner’'s consent from the acts of: making, using, offering for sale, selling, or importing for these
purposes that product; -~

(b) where the subject matter of a patent is a process, to prevent third parties not having the
owner’s consent from the act of using the process, and from the acts of: using, offering for sale,
selling, or importing for these purposes at least the product obtained directly by that process.

2. Patent owners shall also have the right o assign, or transfer by succession, the patent and
to conclude licensing contracts.

3 “It is in this sense that every element of TK serves as an inherent part of the cultural
identification of its holders”. See Charles R. McManis, "Biodiversity and the Law Intellectual
Property, Biotechnology and Traditional Knowledge”, (Earthscan 2007), p. 260, Available at:
< hitp://www.planta.cn/forum/files planta/biodiversity and the law 107.pdf> (visited 9 April
9io)

ibid
7> Charles R. McManis, as note 173 above, p.127
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Traditional medicine(TM) deals with natural botanical products which play an
important role in human health care in several developing countries and also in
developed countries, which in turn bolsters the commercial value of TM.
Previous researches show that 60-70% of India’s population’”® and up to 80% of
the Africa’s population makes use of TM."” As per some of the estimates, even
in the developed countries ‘90% of Germans, 70% of Canadians and 50% of the
European and North American population have used traditional medicines in

one form or the other.”'”®

Moreover, traditional medicine .contributes by providing the herbal leads to be
used in active ingredients which are a part of numerous allopathic prescription
drugs." In the light of importance that TM holds, it is surprising to note that for
a very long period of time, scant attention was given which lead to the numerous

cases of bio-piracy.

As a matter of fact, medicines based on purely traditional knowledge should not
qualify for patent protection, but people often claim the same. In particular, after
introducing slight modifications pharmaceutical companies have the tendency of

claiming IPR over the same. '®Therefore, Medicinal plants and products related

'7® Report by the Secretariat, Traditional medicine, A56/18, 2003, WHO, Available at :
<http://apps.who.int/gb/archive/pdf_files/WHA56/ea5618.pdf>(visited 6, April 2016); Ashok D.B.
Vaidya & Thomas P.A. Devasagayam, “Current Status of Herbal Drugs in India: An Overview’,
vol. 41(1),( J Clin Biochem Nutr. 2007), pp. 1-11, Available at:
< http://www.ncbi.nlm.nih.gov/pmc/articles/PMC2274994/>(visited 6 April 2016).
"7 It is estimated that in China, traditional medicines constitute upto 50% of total medicine
consumption Traditional Medicine, Fact Sheet No. 134, WHO, 2008, available at
ntgp://www.who.intlmediacentre/factsheets/2003/fs1 34/en/ (visited 7 April 2016).

Ibid
79 See A. Gray, “Between the Spice of Life and the Melting Pot: Biodiversity Conservation and
its Impact on Indigenous Peoples”,( International Working Group for Indigenous Affairs IWGIA
1991), Doc. 70.
'8 The fast growth of patent applications related to herbal medicine shows this trend clearly. The
patent applications in the field of natural products, traditional herbal medicine and herbal
medicinal products are dealt with own IPR policies of each country as food, pharmaceutical and
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to them have become targets of patent precisely because of the fact that they

are of great relevance to the herbal drug and cosmetic manufacturers.'®’

In the recent years, the functioning of IPR regime has become a matter of
serious deliberation due to the numerous evidences showing misappropriation of
TK and using genetic resources in the absence of authorization. These issues
are of great concern to developing countries as most of them are in rich in
biodiversity, and also the local communities share a symbiotic bond with the
surrounding environment. %

in the light of this background, an important question arises: how to prevent the
misappropriation of these resources without due acknowledgment and creditto-
the pertinent indigenous community i.e. ‘defensive protection’? Second is the

need of ‘positive protection’ owing to the unique nature of TK system as such.

4.2 NEED FOR THE PROTECTION OF TMK
The knowledge developed through generations within a particular community

gets deeply rooted in personalities of local people in several forms, for instance,
cultural, spiritual & moral identity, acknowledged as ‘communal heritage’
belonging to the whole community and hence barring the scope for its

privatisation. Bio-piracy adversely impacts communities’ cultural because of the

cosmetics purview, whichever appropriate, See Murat Kartal, “Intellectual Property Protection in
the Natural Product Drug Discovery, Traditional Herbal Medicine and Herbal Medicine
Products” vol.21(2), (Phytotherapy Research 2007), Available at

<https:/iwww.researchgate .net/publication/6681428_ Intellectual_Property_Protection_in_the_N
atural_Product_Drug_Discovery_Traditional_Herbal_Medicine_and_Herbal_Medicinal_Products
> {visited 9 April 2016)

1 Ibid

%2 gSee Christoph Antons, “Sui Generis Protection for Plant Varieties and Traditional
Knowledge in Biodiversity and  Agriculture: The Intemational Framework and National
Approaches in The Philippines and india® (NLSIJ Bangalore - Indian Journal of Law and
Technology, 2010)
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interference in the milieu that is the focal point of their life plans and also the
imposition of a culture alien to the communities, which seems to be at odds with

human rights jurisprudence.

CBD and Nagoya Protocol give an indication towards world health that is largely
reliant over genetic resources. Many official reports state that around 80% of the
population in several countries is dependent over the biological/genetic
resources. In this perspective it becomes pertinent to note that the self centered
motives of few entities will act as an impediment in realizing the goal

of healthcare for all.

From the perspective of Global distributive justice, Sufficientarianism justice
focuses on ensuring that everyone has access to resources having the potent of
satisfying the need of subsistence (hesith issue is a certainly a facet of
subsistence issue). Egalitarian justice puts emphasis on moral person-hood of
every individual and the right to equality also indicates towards the conservation
of genetic resources and more importantly the right of every individual to
get benefited of the same.

4.3 TRADITIONAL KNOWLEDGE PROTECTION THROUGH INTERNATIONAL
PLATFORM
Intense deliberations on IP law with regards to life forms were made all across

the globe, especially in industrially advanced nations, but the issues related to
the misappropriation of TK got the due attention much later. It was in the 1992
Convention on Biological Diversity (CBD} which gave nation states "the
sovereign right to exploit their own resources pursuant to their own
environmentat policies” (Article 3, CBD) and stipulated that "the authority to

determine access to genetic resources rests with the national governments and
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is subject to national legislation”. It was a remarkable provision which changed
the earlier position. ' (Article 15(1), CBD) dealing with access to genetic

resources and benefit sharing is also a noteworthy provision. '

It is worth mentioning that the CBD does not discourage biotechnological
research (Article 19, CBD) , but at the same time the need of maintain
coherence between IPR and CBD is also contemplated. {Article 16(5), CBD). It
is expected from Resource-rich parties to "endeavour to build conditions so to
facilitate access to genetic resources for the uses that are environmentally
sound which is conjunction with benefit sharing also " (Article 15(2), CBD), while
Article 16 puts premium on the aspects of access to and transfer of technology
It also need s to adverted that the Access to genetic resources shall be on
"mutually agreed terms” (Article 15(4), CBD) along with "prior informed consent"
(Article 15(5), CBD) , which in turn shall lead to ‘fair and equitable sharing of
benefits’ owing to the commercialization of genetic resources or their utilization
in other forms." (Article 15(6), CBD).

While the parties to the convention are of course nation states, the CBD
foresees an important role for indigenous and local communities. The domain of

CBD is much broader than that of International Undertaking on Plant Genetic

%3 While the non-binding International Undertaking on Plant Genetic Resources of 1984 still
regarded plant genetic resources. as "heritage of mankind" and as freely accessible and
exchangeable See Michael Blakeney, “Intellectual Property Aspects of Traditional Agricultural
Knowiedge”(IP In Biodiversity And Agriculture, Peter Drahos & Michael Blakeney eds., 2001},
p.44

® The shift in the CBD was preceded by similar resolutions at the FAO conferences in 1989
and 1991 that added Annexes to the International Undertaking on Plant Genetic Resources. See
Gregory Rose, “International Law of Sustainable Agriculture in the 21st Century: Resources for
Food and Agriculture,” vol.15 (Georgetown international Environmental Law Review 2003)
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Resources and the subsequent Plant Genetic Resources Treaty, which has an
185

obvious impact on the pharmaceutical sector.
According to Article 8(j) of the CBD, each party, subject to its national
legislation, is required to “respect, preserve and maintain knowledge,
innovations and practices of indigenous and local communities embodying
traditional lifestyles relevant for the conservation and sustainable use of
biological diversity and promote their wider application with the approval and
involvement of the holders of such knowledge, innovations and practices and
encourage the equitable sharing of the benefits arising from the utilization of
such knowledge, innovations and practices." In other words, parties to the
Convention are required to pass on the benefits of the Convention and to

replicate benefit-sharing mechanisms at the local level.

4.4 THE INTERSECTION OF CBD AND TRIPS: A TENUOUS LINK
in view of above mentioned provisions of CBD, it is imperative to lock at

linkages between CBD and TRIPS, because of the reason that TRIPS sets up a
framework in which the compliance has to be mandatory made. It is in this
regard that Clause 19 of the Doha Declaration stipulates that the Council for
TRIPS shall review “the relationship between the TRIPS Agreement and the UN
Convention on Biodiversity; the protection of traditional knowledge and folklore;
and other relevant new developments that member governments raise in the
review of the TRIPS Agreement.” It adds that the TRIPS Council’s work on these

"85 While the International Undertaking on Plant Genetic Resources and the subsequent Plant
Genetic Resources Treaty are confined to ptants for food and agriculture, the CBD extends also
to plants for medicinal and pharmaceutical purposes. indeed, desire by providing countries of
genetic resources to share in the profits made from pharmaceutical research was a substantial
reason for the negotiation of Article 15. See Gregory Rose, as note 184 above
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topics is to be guided by the TRIPS Agreement's objectives (Article 7) and

principles (Article 8), and must take development fully into account”.'®

A careful perusal of the two instruments gives an indication of no conflict as
such between them from legal perspective, in fact balance can be maintained
between these two by placing reliance on Article 7 and 8( with premium on
development). But, even than CBD and TRIPS entails different aspects and also
certain provisions in each of the instruments which are at odds with each other,
especially from practical working perspectives. The following gives an indication

of the same.

. A. ARTICLE 3 OF CBD AND 118 NEXUS WITH TRIPS
Article 3 of CBD stipulates that state has “sovereign right to exploit their own
resources pursuant to their own environmental policies”'®’, whereas TRIPS
indicates the ownership with an individual inventor which in turn leads to
privatization. National Sovereignty principle delineates the dominant feature
under CBD which empowers the countries to examine and streamline the
access to the biological material, done by foreign entities and also {o establish
the amount or % of benefit sharing. Complementarily of this principle under CBD
with TRIPS, does ﬁot seem to exist as TRIPS does not restrict individual
entities or firns to ask for a patent using particular genetic resources in other
countries and therefore the State’s Sovereignty as contemplated under Section
3 of CBD gets diluted . An argument can be advance that nothing stops the
country of origin to legally challenge the same but in the light of paucity of
financial resources or deficiency of resources to keep an eye over the patents

sough in different jurisdictions based on TK

186 <hitps:/iwww.wio.org/englishitratop_e/dda_e/dohaexplained e.htm>(visited 19 April 2016)
*87 Convention on Biological Diversity, Art 3.
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B. ARTICLE 8 (J), ‘DiSCLOSURE OF ORIGIN® AND ITS NEXUS wiTH TRIPS

"188 is closely

The phrase, "with the prior consent of knowledge holders
connected to another phrase, i.e. Disclosure of origin, which is the subject

matter of deliberation under this heading.

Amendment in TRIPS with a view to harmonize it with the provisions of CBD,
has been suggested by many erudite scholars so as to make it mandatory for
the applicant of patents to disclose the geographical origin of genetic resources
which have been used by them and also to furnish a certificate which shows the
adherence to the domestic framework of ABS. The proposed amendment seems
to be an apt suggestion, especially in the light of the restricted domain of Article
29.'%° Theré are instances where patent protection was granted to even TKGR
inventions'®. A careful perusal of the letters of Article 29 of TRIPS indicate that
prospect of making it mandato'ry for the patent applicant to comply with the

disclosure requirement, is more than the requirements of Article 29 of TRIPS .

It is quite palpable that in the cases of inventions primarily based on genetic or
biological resources and / or associated TK, the source of origin carries
immense importance for determining whether the applicant has really “invented”

what he claims to have invented in the patent application, or he has just made

%8 Article 15.5 of CBD stipulates that “the access to genetic resources shall be subject to prior

informed consent of the Contracting Party providing such resources, unless otherwise
determined by that party. .

8% Article 29 requires that the disclosure of the invention must be in a manner sufficiently clear
and complete for the invention to be carried out by a person skilled in the art (and contains two
optional requirements upon patent applicants). its objective is different from the disclosure
requirement for genetic resources. Indication of the origin is, in general, not necessary for a
person skilled in the art, unless the source is unigue in which case the disclosure of that
material's source is essential to put the invention into practice. But in many cases the origin wilt
not be essential.

% See WIPO document WIPO/GRKTFAC/ of April 2003, Information on National Experiences
with the Intellectual Property Protection of Traditional Knowledge where there are examples of
patents granted on TKGR based inventions in Russia and Vietnam.
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use of the material that he got from the TK or genetic resources in the country of
origin. This becomes even more important in the cases where TK used during
the course of invention exists in undocumented and is in the oral form, or is
documented in a vernacular language. Disclosure of origin enables the patent

examiner to assess the novelty and inventive step of the claimed invention.

Principle of equity also dictates that a person is not to reap benefits by exploiting
IPRs on material taken from the country origin without following the ABS
provisions, which in turn requires the compliance v;'ith disclosure of origin
requirement. The rationale for placing the burden of discloser on the patent
applicant is that it is he who has the information about all the details and in fact
doing the research based on those.‘{;}hé’rietic resourcés. He also possesses the
information about the compliance with the legal regime of the country of origin in
context of Prior informed consent (PIC) and fair and equitable benefit sharing.
Therefore, mandating such disclosure is a "reasonable procedure” and a

legitimate expectation.

C. ARTICLE 15 0F THE CBD (ACCESS TO GENETIC RESOURCES AND BENEFIT
SHARING) AND ITS NEXUS WITH TRIPS

Article 15, CBD focuses on the distribution of an amount or % of benefits to the
indigenous communities for allowing the other entities to access their biological
or genetic resources. To ensure the effectiveness of this provision, rejection of
patent application in cases where the applicant fails to furnish the evidence of
benefit sharing, carries immense importance. However, Article 27 of TRIPS
entails no such criterion. Therefore the efforts from any member nation making
it mandatory to show the evidence of benefit sharing at the time of filing
application, may be seen as something that falls outside the purview of Article
29 TRIPS.
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Article 15.4 of CBD provides, “the access to genetic resources shall be subject
to Prior Informed Consent of the Contracting Party providing such resources,

"181 " Therefore the consent of local

unless otherwise determined by that Party
communities or State acting on their behalf needs to be obtained which means
that if consent is given, it has to be based on ‘Mutually agreed terms’, which in
turn facilitates the equitable and fair benefit sharing. TRIPS does not have any
provision on the basis of which applicants can be compelled to obtain PIC and
secondly, Patent office of the country where the applicant has filed an .
application is under no obligation to scrutinize that whether the sough claim
under application is based on the TK of country of origin. The only option that
remains is that challenge from the side of country of origin, which does not seem

to be pragmatic solution due to various factors shown above in this thesis.

Article 15.7 of CBD indicates that ‘benefit sharing’ is to be done on national ‘
level under which the pharmaceutical company gives a % or an amount of
benefits to the state, and then the state gives the same to the local communities.
TRIPS does not have any provision, making it mandatory for the company to
share the benefits either with the local community or state. It is also worth
mentioning that if a company gets a patent in a country other than the country of

origin of genetic resources, country of origin cannot do much'?in this regard.

191

102 Convention on Biological Diversity, Art 15.4

When a pragmatic analysis of the coherence between IPR and CBD is conducted, the
palpable outcomes that emerges is that IPR framework as highlighted in TRIPS does not
contemplate about any safeguards to be placed having the potent of ensuring ABS under CBD
being implemented in a proper way. In fact by the virtue of reverse engineering, patents are
granted which directly affects the developing countries to optimally utilize their own resources
which is in contravention to Article 3 of CBD
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D. ARTICLE 16 OF THE CBD (ACCESS TO AND TRANSFER OF TECHNOLOGY) AND IT
NEXUS WITH TRIPS AGREEMENT.

CBD indicates a system in which the country of origin(which is most developing

nations as they are rich in biodiversity), get well acquainted with technological

know- how, so that it can be used for the capacity building in a longer run,

however, TRIPS focuses on individual rights regime to a considerable extent.

TRIPS entails certain provisions for technology dissemination.'®® In particular, by

194

the virtue of Article 8, member nations can adopt measures "“"which can prevent

the use of IPRs in an abusive manner and also promote Technological transfer.
But the absence of clarification on the point as to what constitutes

"19% increases the

“unreasonable practices” and “appropriateness of measures
complexity which makes it susceptible to diverse interpretations. Also, Article 8
is confined to restrictions of anti-competitive nature. However, prior researches
demonstrate that if developing countries are able to enforce this article, TT is

possible to an extent. '%

1
6197 198 199

Most notable provisions relating to TT are under Article 1 . Many

scholars see Article 27° of TRIPS as a provision having the potent to act as an

93 TRIPS entail provisions with emphasis on prevention of IPRs from attaining such position that

acts as an impediment in disseminating technology.
% Art. 8(2) provides that “appropriate measures... may be needed to prevent .. the resort to
ngactices which ... adversely affect the international transfer of technology”

See Art. 8(2) TRIPS
% “Refusal to deal to a competitor on commercial terms, thus adversely affecting the
international transfer of technology, is an abuse under Article 8.2 which Members may address
in their legislation” (Hutchison, 2006).
7 Art. 16(1), CBD provides that each contracting party undertakes “to provide and/or facilitate
access for and transfer to other contracting parties of technologies that are relevant to the
conservation and sustainable use of biological diversity or make use of genetic resources.
98 Art. 16(2) provide that such transfer of technology to developing countries shall be provided
on fair and favourable terms and in the case of technology subject to patents or other IPRs, the
transfer shall be provided on terms which recognise and are consistent with adequate and
effective protection of IPR
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obstacle in the implementation of above mentioned CBD provisions.?'TRIPS
provides minimum Standards with in relation to Patent Law as clearly stipulated
in Article 27°% of TRIPS.

Article 16.2 and 16.3 of CBD indicates that access to technology is to “be
facilitated under fair and most- favorable terms, including on concessional and
preferential terms where mutually agreed” . Nuno Pires de Carvalho is of the
opinion that “fair and most- favorable terms” means that “transfer will be on the

terms that prevails in international market without discrimination.”?**

In the light of the above mentioned factors it can be stated that provisions of

Article CBD dealing with “access to and transfer of technology to the developing

»205

countries under fair and most favourable terms™” may remain unachievable

owing to the fetters placed by TRIPS. Therefore, due to inconsistency between

%9 Art. 16(5) further provides that “the contracting parties, recognising that patents and other

intellectual property rights may have an influence on the implementation of this Convention, shatl
cooperate in this regard subject to national legislation and international law in order to ensure
that such rights are supportive of and do not run counter to its objectives”.
200 Art. 27 relates to the patentability of products and/or processes and in basic terms states that
all inventions shall be patentable provided they are new, involve an inventive step and are
capable of industrial application

it is primarily because of the fact that Patent Law is based on western legal concepts with
slight variation form nation to nation, but the major premise remains hinged to the economic
aspect to a large extent. Complying with exclusives rights granted under TRIPS may make it an
arduous task for the states to obtain TT.

92 This article provides that “patents shalt be available for any inventions, whether products or
processes, in all fields of technology, provided that they are new, invoive an incentive step and
are capable of industrial application. However, nations can choose to exclude certain inventions,
such as those that harm the public, types of medical treatments, and certain plants from
Eatentability

“*Nuno Pires de Carvalho, “The TRIPS Regime of Patent and Test Data” (Kluwer Law
International, 2014)p. 346

2% bit

205 See Art. 16.2 of CBD
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these two instruments, Article 31 of TRIPS needs to be reviewed with top most

priority?®®

Article 66.2°"7 of TRIPS is also a relevant provision in this regard,”® which has
been internationally acknowledged, but the same has attracted criticism also. C.
Correa remarks that this article provides no guidance regarding the assessment
of nature and also the magnitude of incentives that are to be given to enterprises
and institutions of developed nations in course of fostering TT to the developing

nations.?%

Also, Article 66 is confined only to Least developing nations which reduces the
effectiveness of this article to a great extent because there are researches in
abundance showing the rich biodiversity in developing nations.

In my opinion, Text of Article 66.2 does not make it mandatory on the part of the
Government to pressurize the firms to perform the functions of charitable

institutions.

Analyzed from Corporate Governance perspective, it is quite legitimate to expect
these firms with humungous resources at their end to act as just institutions. But

the aspect of charity cannot be imposed under the domain of Article 66.2. The

»

206Christophe Bellmann, Ricardo Melendez-Ortiz, “Trading in Knowledge: "Development
Perspectives on TRIPS, Trade and Sustainability” (Routledge, 2013), p. 88

“7 Article 66.2 stipulates —Developed country Members shall provide incentives to enterprises
and institutions in their territories for the purpose of promoting and encouraging technology
transfer to least-developed country Members in order to enable them to create a sound and
viable technological base.

“8 1t imposes obligations on developed countries to incentivize enterprises and institutions so as
to facilitate TT to LDCs.

% Correa, C. (2005). “Can the TRIPS Agreement foster technology transfer to developing
countries?” In Maskus K. and J. Reichman {eds.) “Infernational Public Goods and Transfer of
Technology Under a Globalized Intellectual Property Regime’, (Cambridge: Cambridge
University Press), pp. 227-256.
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need of the hour is to explode the myth of conventional wisdom, which states
that “firm’s sole purpose is profit maximization”. There is a requirement of a
more balanced approach putting premium on the combination of ethics and
interest, in particular “order ethics approach”. This approach contemplates of

implementing ethical norms through the means of interests.?'°

4.5 TRADITIONAL KNOWLEDGE PROTECTION THROUGH INDIAN PLATFORM:
ANALYSIS OF THE INDIAN PATENT SYSTEM
India Patent entails a clear provision stipulating that “an invention falling under

the ambit of traditional knowledge is outside the purview of patentability,
similarly, an invention based on aggregation or duplication of known properties
of traditionally known component or components is also excluded from patent
protection.”®'" Section 3(p), deals with the exclusion of patentable subject
matter, which seems to be very broad in nature because of the fact that
traditional knowledge has not been defined in the Act or in other Legislations,
having the force of Law in India. Therefore, the amplitude of the same will have
to be decided by the authorities examining the claims along with the number of
years required to make it a traditional knowledge. The authorities have also to
decide that whether any claim based on the traditional knowledge in any form
has to be completely barred or if ingenuity has been shown in the claim which
has produced final results which are in effect different from that of the

medication based on traditional knowledge. 2

In order to accomplish the same Indian Legal framework has devised certain
provisions in Indian Patent Act stipulating certain parameters and also several

databases have been created. To clear the parameters established under the

210 This approach is based on the notion that firms cannot be expected to make sacrifices, but
they van invest in human capital and social order as a prerequisite of long run benefit.

2" gection 3 (p), Patents Act 1970.

212 gee Christoph Antons, as note 206 above
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Patent Act, claims are to be examined from traditional knowledge databases,
which also entails Traditional Knowledge Digital Library. “Inventions which
typically come under the scanner for ineligibility are extracts and alkaloids and
active ingredients that are naturally present in plants, combinations of plants
with known therapeutic effects, combination products of known active
ingredients and discoveries of optimum or workable ranges of traditionally

known ingredients through routine experimentation.”2*?

Though TKDL has been a great source in dealing with bio-piracy issues but
sometimes regarding certain aspects entire information is not uploaded on TKDL
_-Sometimes even after the availability of numerous documents, they are not
readily available on browsing. Therefore, it becomes complex to ensure that
whether the ongoing research undertaken by an individual or a firm falls under
the domain of Traditional Knowledge. When the required documents are easily
accessible with accuracy, it helps to take an informed decision regarding the
investment on the ongoing research with or without up gradation, so as to not to
be hit by these provisions. Therefore, to avoid the prospects of stagnancy in
technological grbwth, it holds utmost importance that requisite steps are taken to

ensure accessibly with accuracy.

However, the crucial role played by the TKDL cannot be negated and deserves

due acknowledgement for its imperative role. **

“See Debashish Baneriee & Pankaj Musyuni, “Biotechnological inventions in India: law,
practice and challenges”, Available at< http://www.iam-media.com/intelligence/IAM-
Yearbook/2016/Country-by-country/Biotechnological-inventions-in-India-faw-practice-and-
challenges>(visited 20 April 2016)

2 1t is important to mention here that access to all documents of TKDL has been provided to
selective Patent Offices across the world, such as indian Patent Office, European Patent Office,
United States Patent and Trademark Office, Japanese Patent Office, Australian Patent Office
etc. by way of access agreements. This enables the Patent Offices to conduct holistic search
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Further, section 25(j) and section 64(p), provides for the opposition or
revocation of the patent based on the ground “that the complete specification
does not disclose or wrongly mentions the source or geographical origin of

biological material used for the invention.”*"®

Also, under sections 25(k) and 64 (q) ,opposition and revocation are based on
the ground "that the invention so far as claimed in any claim of the complete
specification was anticipated having regard to the knowledge, oral or otherwise,
available within any local or indigenous community in India or elsewhere."*'® An
invention primarily based on TK may be revoked or opposed under the Indian

Patents Act on the ground of invention being anticipatory in nature.?"

This exclusion is one of the numerous provisions introduced to the new Act as
an endeavor to prevent the claim of proprietary rights on India’s genetic
resources and traditional knowledge and thereby paving the way for its
misappropriation 2'® For example, disclosure requirements under the Act
mandates specification of the origin of . source and geography related to
biological material involved in the invention on which patent is sought. ?'°. The

most obvious difference that exists between Section 3(p) and Section 25 and 64

and prevent misuse of Indian Traditional Knowledge as well. It is noteworthy to mention here
that during prosecution, some of the International Jurisdictions, such as Australia, Europe etc.
frequently cite documents obtained from TKDL for raising objections against patentability of
Patent Applications. This reaffirms the fact that TKDL has become an integral part of the search
conducted during prosecution of a Patent Application. See Sindhu Vijayakrishnan, L.akshmi
Rajagopal & Meenakshi Chotla, “Protection of Traditional Knowledge’, Available
at:<http://www.pharmabioworld.comHeatures_sindhu_vijayakrishnan.himi>({visited 20 April 2016}
25 5ee Section 84(1Xp), The Patents Act, 1970

25 On the 2002 amendments, See S. K. Verma, "Plant Genetic Resources, Biological Inventions
and Intellectual Property Rights: The Case of India”, (Intellectual Property And Biological
Resources 2004), pp. 147-148 .

" Sections 25(1) (k) and 64 (1) (q), Patents Act 1970

“%See N.S. Gopalakrishnan, “TRIPS and Protection of Traditional Knowledge of Genetic
Resources: New Challenges to the Patents System”, {European Intellectual Property Review
2005), pp. 11,17

1% See The Patents Act, No. 39 of 1970, § 10(4)(ii{D) (Universal 2005) (amended 2005)
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is that the former bars those inventions which are in effect represent traditional
knowledge while the later sections relate to the inventions capable of being
anticipated by the traditional knowledge. Hence these two parts can be
reconciled to create a better and effective framework for the protection of TK.
Section 3(p) bars the invention lacking any transformative or creative use of the
traditional knowledge while Section 25 and 64 seems to go beyond this and
have modified or refined the non- obviousness requirement by mandating that
now the rules of anticipation entails the traditional knowledge which was earlier

neglected.?°

A patent application can be opposed on the ground that the complete
specification does not disclose or wrongly mentiohs the source or geographical
origin of biological material used for the invention.??'Prior Knowledge in Local or
Indigenous Community: The provision concerning mandatory disclosure of the
source of biological materials in an Indian patent applicaticn was only recently
adopted™. If the invention claimed in a patent application relates to the
knowledge, oral or otherwise, available within any local or indigenous

community in India or elsewhere, the patent application can be opposed®

Also, Section 10(4)(ii}D) of Indian Patents Act makes it mandatory to disclose
the origin of source and geographical origin relating to biological material found
mentioned in the patent specification, but not adequately described under it or
made available to the public. There is also a supplementary requirement in the
form of a declaration in the patent application form stating that “the invention as

disclosed in the specification uses biological material from India and the

20 Debashish Banerjee & Pankaj Musyuni, as note 213 above

2} See Section 25(1)(j) The Patents Act, 1970

22 This ground of opposition was inserted by The Patents (Amendment) Act, 2005
3 See Section 25(1)(k), The Patents Act, 1970
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necessary permission from the competent authority shall be submitted before
the grant of patent”. Section 10(4)iiXD) was introduced in the year 2005 with a
view to complement the Biological Diversity Act 2002, which puts premium over
protecting sovereign rights over genetic resources and in particular requires
prior approval from an independent NBA, before seeking for a patent for an
inventions based on biological material from India. However, practice was time-
consuming and also very slow to ensure compliance with the 2005 amendment
and also the NBA approval requirement was a mere theoretical provision for a
considerable time. This loophole has been identified and efforts to rectify the
same was made by introducing the guidelines®**  which reaffirmed the
compliance with NBA approval in cases of processing the patent applications
related with biological material from India. In itself, obtaining NBA approval

poses a serious challenge as this is a cumbersome and lengthy process.

As regards the consequences of non-disclosure, India’s position over the same
is unique and remarkably distinct from many other juriédictions. For example,
the EC supports the inclusion of “disclosure of origin” as a part of the patent
application itself but the consequences of non-disclosure are to be dealt
outside the patent system. This raises a pertinent concern regarding the dilution
of the very nature of the provision itself as it leaves the consequences to dealt
outside the purview of patent system. Also in some countries, for example one
amongst them is Norway, where the patent is not invalidated due to the non-

disclosure but only penal sanctions are imposed on the same which is quite

24t is important to appreciate that the traditional patentability criteria of novelty, inventive step

and utility can be used to prevent patents on traditional knowledge/medicine See Guidelines for
Processing Patent Applicaticns Relating to Traditional Knowledge and Biological Material, Indian
Patent Office, Available at:

<http://www.ipindia.nic.infiponew/TK Guidelines 18December2012.pdf>{visited 24 April 2016).
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different from Indian system as in India nondisclosure results in invalidating the

patent.

It is now a cardinal principle of the patent law in most of jurisdictions that
warrants inadequate disclosure as an offence, which invites revocation or
opposition of a patent. Under the present Indian Patents Act, 1970, failure to
disclose or wrongful disclosure invites revocation of the patent. The Indian
Patents Act, as amended in 2002, provides in Section 25 provides numerous
grounds for revocation of patents owing to non-disclosure, which have been

mentioned above.

Also in the US law, when a patent application is identifies as one in which
material information has not been disclosed or false material information has
been submitted, with an intention to mislead others, the patent cannot be
enforced any more. This is known as ‘doctrine of inequitable conduct.
Therefore, “the consequences for non-disclosure have thus been dealt with
within the patent system, and should continue to be done so, despite
suggestions to the contrary.”?

“Information on origin of a biological resource and knowledge
pertaining to the resource used for a patentable invention are
material to determining the novelly and innovation involved in the
appetent claim, and hence should be treated as ‘’“material
information”. This would be an inevitable outcome of recognizing the
centrality of such disclosure in assessing Tnovelty” and

"inventiveness”, elements necessary to grant a patent.

5 See “Reconciling TRIPs and CBD through disclosure requirement-I’, Available at:
hitp://worldtradereview.com/news.asp?pType=N&iType=A&ilD=1148&siD=14&niD=22846
{visited24April 2016)
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Consequences for non-disclosure would, therefore, have to be built
into the patent systemn, since any departure from this should strike at
the very root and logic of the patent system. Wrongful or inadequate

disclosure can defeat the entire objective of the patent system.”*?

There is one more important section, i.e, section 3(b), which stipulates that "an
invention the primary or intended use or commercial exploitation of which would
be contrary to public order or morality or which causes serious prejudice to
human, animal or plant life or health or to the environment” will be non-
patentable. This Section has not been cited much with regards to the protection
of Traditional Knowledge, but researcher is of the view that keeping in the mind
the unique nature of the Traditional Knowledge that wide domain of the same
that needs to be protected, It is very much possible fo take recourse to this
section at least for justifying an exclusion of the patent from ethical and justice

perspeciive. This section uses the terms

(A)Prejudicial to human life and prejudicial to environment- As it has already
been pointed out that the traditional communities’ share a symbiotic bond with
the surrounding environment of which they are a part of and hence any
imposition of alien nature might affect their lives affected due to bio-piracy. By
Saying this, | do not suggest that owing to the special claims of indigenous/ local
communities, the pharmaceutical companies or any researcher should be
completely prohibited from carrying out the research, rather the focus must be
on the point to ensure that the research is undertaken by complying with the

needs of the following:

225 thig
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(a)Prior informed Consent
{b)Access and benefit sharing

{c)Mutually agreed terms

In the light of the combination of all these attributes, the local communities can
work for the capacity building which makes the win-win situation for both the

parties, i.e. Local communities and patent applicant.

4.6 CASE STUDIES FROM INDIA ON TRADITIONAL MEDICINE AND
PATENTABILITY: ANALYZING THE SUCCESS STORY OF TKDL & SECTION 3(P)
OF INDIAN PATENT ACT
The provisions mentioned above provide India with legislative force for averting

attempts to obtain patents based on the exploitation of genetic resources and
associated traditional knowledge from India. The well known instances of
patents obtained over inventions based on Indian genetic resources such as
seeds of neem ftree, basmati rice and turmeric spice are considered as
infamous instances of bio piracy, therefore Government of India made sincere

efforts to avoid any alike embarrassment in the future.

In Natural Remedies Private Limited v. India Herbs Research and Supply Co,**’

the Karnataka High Court revoked a patent for ‘Zigbir', a herbal composition of
four medicinal plants used to cure liver ailments on the ground that it was
obvious. Similarly, Patent Application No. 1576/DEL/2006/ by the Central
Council for Research in Unani Medicine was refused by the Controller of Patents

in December 2012 on the ground that the said invention, consisting of a

“’Natural Remedies Private Limited v. India Herbs Research and Supply Co,
MANU/KA/2739/2011.
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combination of herbal extracts, was traditional knowledge and obvious to those

working in the field.

‘After conclusion of the access agreement with the European Patent Office,
citation of TKDL references as prior art have led to significant strides towards
achieving the goal of preventing misappropriation of Indian Traditional
Knowledge.””® Following are the important instances which delineates the
success story of Indian Patent framework and the imperative role of TKDL in

realizing the same

CASE STUDY 1
Avesthagen Ltd., a company based out of Bangalore, filed for a European
Patent, bearing No. EP2152284, dated June, 29, 2007, for a “synergistic

229 EPO gave an adverse

a.yufvedic/functional food bioactive composition
research report, as a part of the formuiation was primarily based on TKDL
references. Avesthagen Ltd. Filed no reply to the EPO, as a result of which it

was construed as a deemed abandonment on January, 6, 2012.

However during 2012, as a matter of surprise Indian Patent Office, did not have
access to the TKDL and only European Patent Office and the U.S. Patent Office
could access the TKDL. At no cost. India was therefore in an absurd situation,
which brought International opprobrium to the Indian Government and hurt the
sentiments of Indian citizens as well. Finally after sincere endeavours from the
side of many, like Mr. Prashant Reddy(A Law Graduate from National Law

8 See “TKDL Outcomes Against Bio-piracy”, Available at:

<hittp:/fwww.tkdl res.inftkdltangdefault/common/outcome.asp?GL=Eng>(visited 27 April 2016)
2% See European Patent Register, Available at:
<htips:/fregister.epo.org/application?number=EP(Q7805634&Ing=en&tab=doclist>(visited 28 April
2016)
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School of India University, Bangalore) who wrote on this discrepancy which in
turn resulted into deluge of discussions on this point and ultimately system did
get the much needed improvements and Government scraped patent for

“jamun-based diabetes drug”.#*°

CAsE STuDY -2

Mars Incorporated / US, filed a patent application with publication no.
20100061944 entitled "Oral hygiene composition comprising myrtle”, the

Examiner rejected the claims based on the TKDL evidences.

The present invention relates to myrtle for use in oral health applications, an oral
compositién’ comprising myrtle, and the use of myrtle or the composition, in the
improvement or maintenance of oral health in an animal, preferably through the
reduction or control of dental ;:(iaque and/or alteration of the bacterial content of
dental plaque, in the oral cavity of the animal. The invention also includes myrtle
for use in the prevention or treatment of gingivitis in an animal. The invention

also provides a method for improving or maintaining oral health in an animal.**'
The following claims were rejected

e “Claims 3-5, 7-10 and 19 were rejected under U.S.C. 103(a) as being
unpatentable over Mc_Genity etal.(US 6, 652, 892) in view of Dard —e-
Dandaan(1909) in further view of Murad(1911).Dard-eDandaan

0 see<http:/ftimesofindia.indiatimes.com/india/Govt-scraps-patent-for-lamun-based-diabetes-
drug/articleshow/16975263.cms>(visited 29 April 2016)

T See WIPO PATENTSCOPE, Available at;
<https//patentscope.wipo.int/search/en/detail.jsf?docld=W 02008065382>(visitd 30Apri 2016)
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discloses an oral composition for treating gingivitis and toothaches. The

compositions include Myrtus Communis (Common Myrtle)'>*?.

“It would have been obvious to one of ordinary skill in the art to have used the
animal food of Mc Genity etal comprising myrtle to treat gingivitis motivated by
the desire to use a food with components disclosed by the art that are used to
treat gingivitis as disclosed by Dard-e dandaan and to treat a condition that

vauses bad breath."?®

s “Claims 3-5, 7-10 and 19 were rejected under U.S.C. 103(a) as being
unpatentable over Rossel{WO 2006/029893, already of record) in view of
Murad(1911) as evidenced by, Dard-e-dandaan(1909)."*

“It would have been obvious to one of ordinary skill in the art to have used
powdered leaf?* in the compositions of rossel motivated. by the desire to use an
active part of the plant that comprises actives for treating Gingivitis and also

strengthens the teeth.”?*

CASE STuDY-3

Taichung Veterans General Hospital / Taiwan, filed a patent application with
publication no. 20130095171 enlitled "Herbal composition and method for

432 see United States Patent & Trademark Office, Available at:
;gnp://www.tkdl.res.in/tkdl/outcomes/US20100061944.m>(visited 30 April 2016), p.4

Ibid
34 gee United States Patent & Trademark Office, as note 62 above, p. 5
%5 Murad discloses oral compositions comprising Myrtus Communis(myrtle) leaf in powdered
form. Available at:< http://www.tkd!.res.in/tkdi/outcomes/US2010006 1944 pdf>>(visited 30 April
2018}, p5
%¢ Ibid, p.6
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treatment of airway inflammation using the same", the Examiner rejected 7-18

claims based on the TKDL evidences.”*”

“Claims 7-18 were rejected under pre-AlA U.S.C.103(a) as being unpatentable
over Abu Bakar Mohammad(Kitaab- al- Haawi- fil- Tbb, Vol xx1, part, pgs 4-7,
1968), Mohmaad Azam__Khan(Muheet-eAzam, Vol1, pgs 8-11, 18396),
Agathiyar(Agasthiyar 2000 Vol iii, pgs 12- 17, 1963), Liang etalUS Pregnant
Pub 2002/0031559), and Chae et al(KR 2009084159 A)."%*®

“‘Abu Bakar Mohammad teachesMentha Piperita is used for treatment of

bronchial asthama through oral administration. #*°

“Mohmaad Azam Khan teaches Prunus Dulcius is used for fréatment of dry

cough and bronchial asthama through oral administration.”**°

“Agathiyar teaches the use of Nelumbo Nucifra for treatment of rhintis through'

oral administration,”**"

CaseE Stuby-4

Santalis Pharmaceuticals Inc., US, filed a patent application with publication no. '
20130005830 entitled "Sandalwood oil and its uses”, the Examiner decided to
reject the claims 14 and 6-8 on 18-Oct-13. Applicant amended the claims on
21-Jan-14. Examiner again rejected the claims 1-4 and 6-8 on 22-Apr-14 & then
on 29-May-15.

27 <hittp:/iwww. tkdl.res.in/tkdi/LangGerman/Common/Abouttkdl.asp?GL=Ger>(visited 30 April
2016)
%8 See United States Patent & Trademark Office, Available at:
;df;ﬁp://www.tkdl.res.inltkdVoutcomes/US201 30095171.pdf>(visited 30 April 2016) p.3

Ibid
20 thig
1 Ibid
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In this matter, claims 1-4 and 6-8 were rejected?* on the grounds of traditional

knowledge available in the form of Azam, Va gasina, Thiruvalluvar gnana

vettian, Haque.

CASE STUDY -5

M/S Jensen;, Ned L, US, filed a patent application with pubiication no.
20140106002entitled "Homeopathic composition and method for the treatment
of Skin lrritations and other Skin diseases”, Examiner decided to reject the
claims 1-19 on 06.01.2015 based on “De Rijk(US 200902146298)"243and
LeCompte(US 20040052757)244 in view of De Rijk(US 200902146298).

From India's traditional knowledge, claims 1-19 were rejected as being
;a0 245

unpatentable over “Basavaraja’.

Traditional knowledge prima facie is not patentable as it is already known by the
mankind. Now, “an invention that is in effect traditional knowledge or which is an
aggregation or duplication of known properties of traditionally known properties
of traditionally known component or components is not an invention."***in other
words, any invention that falls short of adding a new and non-obvious element
to a substance that is already known through traditional knowledge or is a close
derivative of traditional knowledge, would not amount to a ‘new invention’ and

hence is outside the purview of grant of patents.

#2 See United States Patent & Trademark Office, Available at:

<http://www tkdl.res.in/tkdl/outcomes/20130005830.pdf>( visited 30 April 20186), pp. 1, 3-5, 7-8
% See United States Patent & Trademark Office, Available at:

<http:/iwww tkdlLres.in/tkdl/outcomes/20140106002.pdf>(visited 30 April 2016), p.9

ibid, p.12

25 De Rijk(US 200902146298), p.14

%% see Section 3(p) of Indian Patent Act, 1970
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Since prima facie, parameters of patentability, i.e., novelty and non-obviousness
do not get fulfilled in the case of a traditional knowledge, it is non- patentable.
But it cannot be stretched to such an extent that any invention whatsoever
based on traditional knowledge will be kept outside the purview of grant of

patent.

It is in the public domain that turmeric has healing properties and hence the
essential attribute of Turmeric as a healing agent is under the domain of
traditional knowledge and hence an invention which is traditional knowledge in
effect, cannot be patented.?*” But if the patent is sought on a product that is
novel and is made by process which is novel in nature, even if the end product
entails similar chemical compositions and properties as that of turmeric, it might
get patent protection, provided it adds something new to the already existing
pool of knowledge and can be used for or over something, which is capable of

producing noteworthy resuits.

4.7 Journey from Defensive protection to Positive protection approach and
the need of a Sui Generis Model
It is important to mention that India follows the system of defensive approach to

protect traditional knowledge which puts premium on ensuring that the traditional
knowledge is not used/exploited without obtaining the consent of the holders of
the traditional knowledge. The main focus of this approach is on dealing with the
problem of bio piracy and the associated knowledge. A strong defensive

protection®*® approach exists in India which has been widely acknowledged as

7 See Badische Anillin & Soda Fabrik vs Cochrane et al, 111 U.S. 293 (1884)

% Defensive protection aims to stop people outside the community from acquiring intellectual
property rights over traditional knowledge. Defensive protection aims {o safeguard illegitimate
Intellectual Property rights taken out by others over TK subject matter. It does not seek to assert
those rights that are primarily claimed under the positive protection approach, but it merely aims
at preventing third parties from claiming other IP rights in TK subject matter, Defensive
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well. Numerous initiatives for TK documentation exists in several forms in India,
most notable among them are: “People’s Bio-diversity Register’?*®, “the Honey
Bee Network’®*, Traditional Knowledge Digital Library (TKDL)**!, by the virtue
of which Government of India deals with biopiracy issues and also protect the
interest of the TK holders.?*?

But it has not given positive protection and hence there is immense scope for
working in the area of positive protection. In particular, it s required to identify
more ways for mapping the traditional knowledge in a better manner along with
the modern healing systems with view to a make a significant contribution to the
public health initiatives. The present defensive approach system needs to be
made even more robust by doing sincere endeavours in positive protection
approach .Although Indian government has contemplated over legislation in this
context but no outcome in the form of a concrete policy has been seen as of

now.

On international level even after the absence of draft treaty, endeavours made in
this regard seem to be gaining momentum, Article 31 of the UN Declaration on

the Rights of Indigenous Peoples stipulates that “indigenous people have the

measures have, so far, mainly focused on the patent system of 1P: This type of protection should
not be mistaken as an alternative or substitute for the positive protection. Its impact is limited to
preventing other parties from acquiring rights over TK. See Vera Shrivastav, "Protection of
Traditional Knowledge within the existing framework of intellectual Property Rights: Defensive
and Positive approach”, p.15 Available at:< http.//dx.doi.org/10.2139/ssrm.2463017>(visited 1
May 2016)

3 The Biodiversity Act, 2002, recognizes these registers as a valid way to establish prior art.

“® Network run by SRIST! (Society for Research and Initiatives for Sustainable Technologies &
Institutions, Ahmedabad), which has the world's largest database on grass root innovations.

® TKDL is a collaborative project between Council of Scientific and Industrial Research (CSIR),
Ministry of Science and Technology, and the Department of Ayurveda, Yoga & Naturopathy,
Unani, Siddha and Homeopathy (AYUSH).

%2 National Innovation Foundation (NIF), Gujarat Grassroots Innovations Augmentation Network
{GIAN).
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right to maintain, control, protect and develop their Intellectual Property over
their cultural heritage, traditional knowledge and traditional cultural

expressions.”?

An “Intergovernmental Committee on Intellectual Property and Genetic
Resources, Traditional Knowledge and Folklore (the IGC)” came up under the
aegis of WIPO in the year 2000, which contemplates about the feasible
protection that can be extended to commercially valuable TK, genetic resources
and traditional folklore.” As a result of the IGC active participation has come
from the side of various stakeholders which entails indigenous people and/or
indigenous community as well.***In 2009, a renewed mandate towards the
creation of an international instrument (or instruments) for the “effective
protection of GR (genetic resources), TK (traditional knowledge) and TCEs
(traditional cultural expression)” through text-based negotiation was given by the
WIPO General Assembly.?*® The mandate as such does not stipulate about the
legal character pertaining to the international instrument, but it does put

premium on the aspect of affording effective protection.

%% UN General Assembly, United Nations Declaration on the Rights of Indigenous Peoples,
Resolution, Adopted by the General Assembly, Oclober 2, 2007, ARES/61/295,
Available at: <http://www.un.org/esa/socdev/unpfii/documents/DRIPS_en.pdf>{visited 2 May
2016).
4 See David Vivas-Eugui, Anamika, “Bridging the Gap on Intellectual Property and Genetic
Resources in WIPO's Intergovernmental Committee (IGC”), (ICTSD Programme on innovation,
Technology and Intellectual Property 2012}, Available at:
<http:/fwww ictsd.org/downloads/2012/02/bridging-the-gap-on-intellectual-property-andgenetic-
gsessz)q;ces-in-wipos~imergovernmental—committee'igc.pdb(visited 3 May 20186).

i
#% WIPO General Assembly, Agenda item 28: Matters Concerning the Intergovernmental
Committee on Intellectuat Property and Genetic Resources, Traditional Knowledge and Folklore,
38th Session, September 22 to October 1, 2009, Available at:
<http://www.wipo.intfedocs/imdocs/tik/en/wipo_grtkf_ic_15/wipo_grtkf_ic_15_ref_decision_2
8.pdf> (visited May 3 2016}
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Draft articles. on the protection of TK, genetic resources and traditional folklore
have been prepared by the IGC. These Draft Articles have contributed to a
considerable extent due to the rigorous deliberations made under Various
meetings which are held with a view to finalize the text of treaty and also
discuss issues pertaining to definition of traditional knowledge, identifying
beneficiaries, amplitude of protection, sanctions and remedies, disclosure

requirements, exceptions and limitations and also as the term of protection.

All this needs to be done form the side of India also so as to ensure more clarity
and to prevent the chances of abuse of discretion that might be alleged in

.. certain cases due to lack of clear guidelines in the present Indian Sysiem.
NEeD OF Sui GENERIS MODEL

“Traditional knowledge is not the mere sum of its separale
components: it is the consistent and coherent combination of those

elements in an indivisible piece of knowledge and culture.” **

According to pajé, the merit of the healing resides in the combination of the
extract with the religious rituals, and not in the potion individually. The
unique aspect about it is that the healing properties are because of the
combination of the extract and religious rituals, which is not possible if the
two elements are taken in is isolation. IP regimes as such do not seem to
have taken TK as a combinations of the above mentioned aspects..
Hence, it is the need of the hour to devise a system that deals with the
holistic nature of traditional knowledge and adopts a comprehensive

approach towards it.

27 See Charles R. McManis, as note 173 above, p.259
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Patent Protection as deliberated in this research work seems to be an
effective tool for protecting the TK to an extent, but that's not all
encompassing in nature which in turn requires extended interpretations of
the provisions and also the need of viewing the provisions in totality. Even
if this approach is adopted, it takes time for the settlement of issues and in
assessing the strength of the arguments given, which might jeopardize the

interest of the concerned parties.

THE ABOVE MENTIONED EXAMPLES FURTHER BOLSTERS THE STRENGTH OF
THE ARGUMENT THAT PUTS PREMIUM ON THE NEED OF HAVING A SUI
GENERIS SYSTEM WHICH IS HOLISTIC IN NATURE AND ADOPTS A
COMPREHENSIVE OUTLOOK TOWARDS TK PROTECTION
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CH 5. SECTION 3(D) IMPLICATIONS AND PRICING POLICY: ASSESSING THE

GROUND REALITY

Much hype has been created by the westemn world, especially U.S. regarding
the patent framework of India. | enquired into the very basics of the explanation
to Section 3(d} and tried to related the Novartis case with the same and found
out that any minor innovation or tweaking of molecules in the form of
polymorphs is nothing but the practice of ever-greening and Patents are not be
granted for the same as a matter of obligation by any of the countries that follow
TRIPS.

Section 3(d) precisely provides that a genuine invention can be patented in
India, but mere tinkering with the molecule and r.n-aking minimal changes that
can be anticipated by anybody who understands the subject, cannot be granted
patent protection. Reliance on Section 3(d) was placed at all the steps to show
that Imatinib cannot be patented in India because this is an old molecule which
is not a genuine innovation. The following molecular composition related with

minor tweaking of the polymorphs illustrates my argument with great clarity.
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VARIATIONS AMONGST THE STRUCTURE OF PoLYMORPHS R1, R2, R3 Does Not
ENTITLE A PHARMACEUTICAL PRODUCER TO GET THE PATENT PROTECTION AS IT
DoES NoT SATISFY THE BASIC NEEDS OF AN INVENTION.

With regards to the current pricing policy and the endeavours for ensuring the
circulation of the generic drugs so as to make it affordable the general public, an
empirical investigation has been done by interviewing Doctors , Chemiists and
Medical Representatives, so as to get apprised with the ground reality. As
already mentioned in the chapters that this problem has to be seen in a holistic
perspective and more importantly the solution cannot be based on isolated
factors and it is very much devise a solution in totality. Current Pricing system
entails many laudable provisions but still the problem of affordability exits. The
following charts illustrate my argument and show the intensity of the problem.

(A) Affordability Issues- 5 Doctors (Oncologists) have been interviewed for this
research work. Following are the responses to the question on affordability
issue, which has been summarized and presented in a diagram form as follows:

1.2

1
0.8
0.6
0.4
0.2
0 T T r :

Sometimes poor  Affordability Sometimes even I have paid out of For Life
patients find it issues are there  medium class my pocketto help  Threating
difficult patients find it ptients diseases, costly
medicines add
more pain to their
plight

AFFORDABILITY: STILL STRUGGLING WITH IT
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All the five doctors, who were interviewed, gave a unanimous answer and said
that affordability is still an issue and it is worth mentioning that Dr. Uma (Kidwai
Memorial Institute of Oncology, Bangalore) said that she sometimes pay out of
her pocket to help the patients in buying the medicines. The above mentioned
graphical representation shows in unequivocal terms that affordability is still a

major issue.

In order to find a solution for the problem related to the affordability, the fist
solution that generally comes to the mind is of generic drugs. | asked series of

guestions regarding generic drugs to the 5 oncologists which are as following:

1.2

1 -
0.8
0.6
04
0.2

0

Asefficient as  As efficient as Not effective As efficient as Effecuve but in

molecule molecule, but not research molecule  certain cases
consitent there are issues of
quality

EFFECTIVENESS OF GENERIC DRUGS

2/5 Doctors s clearly aid that generic drugs are as effective as research
molecule and 2 others did not deny the credibility of the same but had
reservations about the quality issues and only 1 doctor replied in negative about

the effectiveness of generic drugs.

Next point of investigati'on was related to the prescription of generic drugs. The
responses that | received from the doctors are depicted in the form of graphical
representation as follows:
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0.6
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Not much, as Patented drugs  For life threating Not much due to  Not much because
patented ensure quality diseases, we quality issues  chances cannot be
formulations are seldom prescribe taken
prescribed dute to generic drugs
quality assurance

PRESCRIPTION RATIO OF GENERIC DRUGS

it reveals that generic drugs are prescribed by many doctors in the matters
related to Cancer, because of the quality factor. Next area of investigation was
about the Patient’s perspective about the two kinds of drugs and on the basis of
the responses given by the Doctors is the following:

1.2
1
0.8
0.6 -
0.4 -
0.2 A
0 -
Not well apprised Lack of awareness Those whoare  Adhere to what is Not much
aware prefer prescribed the  awareness about
branded drus doctos the branded and

generic drugs

CONSUMER AWARENESS
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On the basis of the responses | received, it can be stated that mostly patients
are not aware and even if some of the patients know they prefer the brander
drugs. In order to get apprised with the rate of circulation of generic drugs in the
market, 5 Chemists were interviewed and the responses given by them are as

following:

1.2 l

1 +

0.8

0.6

0.4 A

0.2

0

No generic drugs Not even a single 35% 35% 60%
in prescription  generic medicine

% OF GENERIC DRUGS IN A PRESCRIPTION

It is quite clear that even after sincere endeavours of the Government to ensure
that cheaper drugs in the forr of generic drugs are available in the market, the
same is not happening to a considerable extent. In order to understand the
reasons behind the same | took the interview of the Medical Representatives to
get apprised with the fact that whether Gifts in several forms are given to
Doctors by Pharmaceutical Co‘mpanies through Medical Representatives.4/5
Medical Representatives said that gifts in séveral forms are given to the Doctors.
| further investigated into the reasons for the low circulation of generic drugs and

got the following responses:
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® Generic Drugs circulation is
not in the benefit of the doctors

m Quaity isues, Doctors also
show less interest

® Dctors write Branded Drugs

m Even if Doctors write the
generic drugs, benefit is for
medical stores only

u Doctors prescribe branded
drugs

REASONS FOR THE LOW CIRCULATION OF GENERIC DRUGS
As a result of it chemists also stock the prescribed drugs only, which is very
clear from the following representation:

m All prescription drugs are made
available

w The medicines written by doctors
are kept, the medines not
prscribed by doctors are not kept.

® If Doctors don't prescribe and
margin is low, we don't stock it

m [t is related to the prescription

= We keep prescribed drugs or the
drugs that are in demand

CRITERION FOR STOCKING THE MEDICINES
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In the light of the highlighted responses, it is clear that the doctors have an
important role to play in ensuring the circulation of generic drugs. Ethical
standards are deteriorating and stern actions should be taken against the
doctors who act unethically by prescribing expensive medicines even in the
presence of cost effective alternatives. It is a clear violation of Right to Health
and a blatant disregard of the human dignity.

Apart from the need of ensuring ethical behavior from the side of doctors, there

is one more important factor that needs to be addressed:

These two products (Calmez —D3 & D-well aq) belong to the same company, i.e.
Sun Pharma. D-well aq is the ethical drug and Calmez —-D3. The foilowing
shows the price of both the drugs having similar bio-similar effects and the use

of similar active ingredients.
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As clear from the picture that D-well aq has an MRP of Rs 150 while Calmez-D3
has an MRP of Rs 124. My investigation revealed some shocking facts that are
as following:

Ethical Drug is released from the manufacture to wholesaler at a discount of
20% of MRP, so D-well aq is given by manufacture at Rs 120, then it passes
through distribution channels and reaches to the retailer. Interestingly for the
generic drug, i.e. Calmez-D3, it is released at the rate of Rs 16 per strip, but the
MRP is Rs 124, because of which the retailers are reaping enormous benefits.

In another case, the same thing is happening.

Oflox is the ethical drug and Tariflox is the Generic Drug. Both the products
belong to Cipla. Oflox is released from the side of manufacturer at a discount of
20% on MRP. MRP of Oflox is Rs 56.69 and the MRP of Tariflox is Rs 56.77.
Ethical and Generic Drugs are sold at almost same price. It is important to note
that Tariflox is released from the side of manufacture at the rate of Rs 12 per

strip.
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It needs to be mentioned that patients are not also aware of the differences
between Ethical and Generic drugs. Because of this lack of awareness the
chemists are making huge profits by adversely affecting the interests of the
patients. It should be mandatory that the word “Generic” is to be written on the
generic drugs. Secondly there must be some regulations for printing the MRP on
generic drugs. Thirdly Doctors must write the name of the molecule/salt required
for medication so that the monopoly of certain drugs in the market can be
checked.
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% OF EXPENDITURE ON MEDICINES DURING TREATMENT (ONCOLOGY)

When it comes to affordability, the only thing that generally comes to the mind is
about regulating the use and prices of medicines. | enquired about the % of
expenditure on medicines during the treatment of Cancer. | got to know that it is
around 40% at max. Rest of the expenditure is on Fees of Doctors, hospital
charges, diagnostics. There are no regulations on these aspects which make it
burdensome for the patients.

A HOLISTIC SOLUTION HAS TO BE DEVISED AND IMPLEMENTED HAVING THE POTENT TO
PROTECT THE PATIENTS IN AN OVERALL MANNER.
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CH. 6 CONCLUDING REMARKS
Section 3(d) and its judicial interpretation in India gives a clear signal that it is on
the touchstone of socio-economic ethos of India, the interpretation of is made.
monopolisation of Multinational Enterprises cannot be allowed to flourish on the
basis of incremental developments made by them due to their capacity to invest
in Research and department wing. Also, Public good and health?*® have to be
maintained in India and '‘Generic Medicines’ available to public at large cannot
be withdrawn unless Patent Claimer exhibits substantial amount of creativity
because granting patent in life saving drugs entails huge costs and is infused

with far reaching consequences.

As already mentioned, Section 3 (d) and ils interpretatioﬁ in Novartis Ca;‘;é'hés
been a subject matter of debate all across the globe. Countries which wanted to
follow the footsteps of India by restricting patent layering have shown their
interest in establishing similar legal framework.”*® Argentina and Philippines are

testimony to the same

Indian Patent regime has exhibited in unequivocal terms that endeavours to
have conformity with western laws will not be at the cost utilitarian aspect of
equality and social justice as enunciated in Preamble to the Constitution of india.
India being party to myriad of human rights imperatives has clearly infused
components of human rights in IP framework. Taking into consideration the

|260

aspirations of umpteen people heavily relying for their surviva on generic

drugs manufactured in India, Novarlis judgment seems to be a sincere

%5 Article 47 of Constitution of India, 1950
#9 gSee Rajarishi Banerjee, “The Success of, and Response to, India’s Laws against Patent

Layering”, (Harvard International Law Journal, 2013), pp. 204-232
0 )ames Love, “The Production of Generic Drugs in India”, (British Medical Journal), Available
at:< hitp//'www.bmj.com/content/342/bmj.d1694> (visited 6 May 2016}
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endeavour of Apex Court whereby ‘human basic survival needs'®®" has been
taken as a key component and any patent claim must satisfy high level of
efficacy requirements on the basis of which the prospects of taking out a generic
drug from the common stock, keeping in mind India’s socio-economic ethos and

also the dependability of several nations on India in this regard.

In the context of the pricing policy, it is noteworthy that for a India like India, a
holistic scheme has to be devised in which there is an imperative need of
overhaul of the entire system, ranging from the legislative front to making the
implementation mechanism strong. Inequity is killing people on grand scale. it is
true for India. There are large subsets of population in India where malnutrition
exists in adults and children. Half of deaths of children in India is due to
malnutrition. With reference to the communities in famine affected area, their
Body mass index is below 18. All this warrants a sincere action from the side of

Government which is much more than softening of prices.

India has a gap in terms of healthcare, especially in terms of buying capacity. It
literally leaves the substantial section of our society with most of their saving
washed off in affording the healthcare facilities. From the perspective of price
ceiling of drugs, it is important to mention that varying prices between different
states poses a matter of greater concern. The issues of corruption in bulk
procurement and releasing the drugs with cheaper price is ‘an area which
warrants immediate attention. The price difference between ethical drugs and
generic drugs is not helping the customers at the end, as the MRP on both the
drugs is in a very close range which can be termed as a sheer ridicule of the

entire system to promote healthcare. All this requires serious investigations from

%' See Saby Ghoshray, “3(D) View Of India’s Patent Law: Social Justice Aspiration Meets
Property Rights In Novartis V. Union Of India & Others” vol. 13 (Journal Marshall Review of
Intefiectual Property Law 2014), pp. 718-760
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the Government's and also the role of civil society is of paramount importance
here as they can raise the awareness amongst the common masses which in

turn will make system more robust.

With regards to the protection of Traditional knowledge, it needs to be adverted
that the present defensive approach system needs to be made even stronger
and that possible only if the positive protection approach is adopted by the
Indian authorities. The following points shed the light on the same. It is worth
mentioning that Indian Patent Act does not oblige a patent applicant for
invention based on TK, to submit evidence of PIC.%? PIC system under CBD
serves as a check on misappropriation but it is not found mentioned under
TRIPS. The absence of PIC in TRIPS acis as an obstacle in the process of
implementing provisions of CBD at many instances. Also, it is important to note
that while examining a patent application, absence traditional knowledge in
documented form may not help the patent offices in identifying traditional
knowledge. Therefore, TRIPS Agreement allows the patent authorities to grant
patents even if the claimed invention involves genetic or biological material of
country of origin or associated traditional knowledge, without adhering to the
requirements of PIC and Benefit sharing, required under Article 15.7 of CBD.

Hence, it is important to note that absence of such a provision carries the potent
to facilitate the grant of patent using such biological / genetic resource in other
countries without obtaining the consent of the respective community or state
government. Surprisingly, even in the Indian context, PIC is not a mandatory

requirement which carries the same problems as mentioned above.

#%25ee Jonathan Curci, “ The Protection of Biodiversity and Traditional Knowledge in International

Law of inteliectual Property” (Cambridge University Press, 2010}, p. 142
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