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Abstract

Today, demand for high production in agricultural sector is increasing rapidly due to increase in world
population. Biotechnology through genetic engineering has paved the way for the production of super
crops with desired qualities by manipulating the genome of plants.! In order to give incentive to research
in agricultural sector, some legal protection is required. Patent is one of such methods. Granting of patent
like monopoly on plant genetic resources give rise to issue of bio-piracy. Biotech companies of
developed countries have obtained many patents on genes of plants misappropriating the genetic
resources of developing or underdeveloped countries which are rich in biodiversity. This free flow of
genetic resources and information related therewith from South to North take place due to concept of
“free access” and “common heritage of mankind.” 2Huge profit is generated from such resources without
compensating the country of origin. This paper aims to analysis the jurisdictional approach of USA, UK,
India with regard to patent on plants/seeds and measures taken to address the issue of bio-piracy.
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Introduction

Gene sequence offer a wealth of knowledge and information to genetic researcher. The ability
to identify and utilize the gene has great potential for the medical and agricultural sector.
Research in agriculture sector mainly focuses on evolving new plant varieties capable of
catering the modern-day needs. Genetic researches are boon for the agricultural sector as
improved varieties with high productivity fulfil the food security need of Growing population.®
It involves huge investment and laborious efforts which deserve protection. Therefore, there is
need to encourage research in agricultural sector by offering protection to the plant genetic
inventions. Gene patents are essential incentive for biotech industry including in agricultural
sector

Global Issue

No one should be able to own the exclusive right to grow and sell fruit and vegetables,”

- Giulio Carini, senior campaigner at We Move Europe

The WIPO should takes immediate action to protect the common good: they must close all
loopholes facilitating seed monopolies. “As the recent No Patents on Seeds! Report shows,
industry can exploit various loopholes in patent law to evade current legal prohibitions.
Several dozen patents on plants derived from random mutations and conventional breeding
methods have been granted in recent years. Examples include patents on barley, lettuce,
broccoli, tomatoes and peppers. Meanwhile, more than 800 European plant varieties are
affected by these patents. “If these patents are not stopped, farmers and traditional breeders
will become more and more dependent on big companies that can control access to seeds for
further breeding. *

L https://www.isaaa.org/resources/publications/pocketk/17/default.asp
2https://www.google.com/search?q=phd+by+published+work+keans&oq=phd+by+published
+work+keans+&ags=chrome..69i57j0i22i30.8671j0j9&client=ms-android-oppo-
rvo3&sourceid=chrome-mobile&ie=UTF-8

3 https://www.ncbi.nlm.nih.gov/books/NBK21136/ see understanding genome sequence

4 See Patents on Seeds: Politicians and the EPO must take responsibility https://www.no-

patents-on-seeds.org/index.php/en/node/703
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11 Concept of gene patenting in plants

Gene patent is broad term which refers to the patent of
process of manipulation of DNA as well as chemical
substance related therewith. Patent can be claimed not only on
genes but also on gene sequence, fragment of gene for
example an express sequence tag or even a sequence from a
non-coding region of the genome. It may also cover vector or
plasmid incorporating the sequence and organism (e.g., a
plant variety) that has been transformed by means of such
vector. DNA products are not patentable in natural state. They
become patent eligible when they have been “isolated,
purified, modified or synthesized to produce a unique form
not found in Nature.” Moreover, gene-based invention must
have real world utility.

Comparative analysis of jurisdictional approaches of
United States, European Union and India

United States (US)

In US, doctrine of Product of Nature is prevalent. According
to this doctrine any kind of structure made by man is patent-
eligible, but the thing in its natural state, namely the product
of nature are not patentable. However, “Purified and isolated
doctrine” provides exception to “Product of Nature doctrine.”
This doctrine holds that purified and isolated natural
substance are patentable, if the act of isolation makes them
more useful in comparison to their natural state.

Further, in the landmark case Diamond v. Chakrabarty SUS
Supreme Court by holding that “anything under the Sun that
is made by man is patentable” paved the way for life patent.
In this case court held the “on-naturally occurring man-made
life such as genetically engineered micro- organism as patent
eligible.” It established that the “relevant distinction between
invention and product of nature was not between living and
inanimate things, but between product of nature and man-
made inventions. The nature and extent of human intervention
and the degree of value added by such intervention is the
criteria to decide whether a patent eligible invention has been
Made or not.” This decision opened the floodgate for
biotechnology patent. Although, it did not say anything about
the eligibility of gene patent, but this decision formed the
basis of DNA patent.

In the light of “Isolated and purified” exception to “Product of
Nature doctrine” and decision of US Supreme Court in
Diamond v. Chakrabarty,2 US Patent and Trademark Office
adopted the liberal approach of granting of gene patents on
the ground that “gene sequences were compositions of matter
isolated by man and markedly different from what is found in
nature.” In 1991, Federal Circuit upheld the validity of
patenting of purified and isolated DNA sequence in Amgen,
Inc. V. Chugai Pharmaceutical Co.°

However, recently in Association for Molecular Pathology v.
Myriad Genetics, Inc.” validity of patenting of BRCA1 and
BRCA2 genes, mutations of which can dramatically increase
the risk of breast and ovarian cancer, was in issue. US
Supreme Court unanimously held that “a natural occurring

5 Diamond v. Chakrabarty, 447 U.S. 303 (1980)

5 Amgen, Inc., Plaintiff/cross-appellant, v. Chugai
Pharmaceutical Co., Ltd., and Genetics Institute, inc.,
Defendants-appellants, 927 F.2d 1200 (Fed. Cir. 1991)

7 Ass’n for Molecular Pathology v. Myriad Genetics, Inc. — 569
U.S. 576, 133 S. Ct. 2107 (2013)
https://www.lexisnexis.com/community/casebrief/p/casebri
ef-ass-n-for-molecular-pathology-v-myriad-genetics-inc
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DNA sequence is a product of nature and not patentable just
because it has been isolated, but DNA is patentable because it
is not natural occurring.” This decision is equally applicable
on genes of plants.

Moreover, in US asexually reproduced plant varieties are
protected under Plant Patent Act, 1930 (hereinafter PPA,
1930). Plant Variety Protection Act, 1970 (hereinafter PPVA,
1970) protects the sexually reproduced plant varieties. In
J.E.M Ag Supply, Inc. V. Pioneer Hi-Bred International, Inc.®
US Supreme court upheld the validity of utility patent on
plant variety. Decision of court makes it clear that neither the
PPA, 1930 nor the PPVA, 1970 precludes utility patents from
being issued for plant varieties, therefore, US PTO may grant
utility patent to plant varieties.

European Union (EU)

European Patent Convention was signed at Munich on
October 5, 1973 to make strong the co- operation among the
European countries for protection of inventions.6 It provides a
uniform patent procedure applicable to all member countries.
As per article 52(1) of EPC, 1973 European Patents can be
granted for “any inventions, in all fields of technology,
provided that they are new, involve an inventive step and are
susceptible of industrial application.”®

As per article 52(2) (a) “discoveries” are not patentable
inventions. To find a substance which freely occur in nature is
merely a discovery, hence not patent eligible. Beside a
discovery a human technical intervention and ingenuity are
also essential to make the invention patent eligible.”

In order to harmonize the protection of “biotechnological
inventions” amongst EU member countries Biotechnological
Directive 1998 was adopted.7 According to article 3(2) of this
Directive “biological material which is isolated from its
natural environment or produced by means of a technical
process may be the subject of an invention even if it
previously occurred in nature.” Since gene is “biological
material”, therefore, patent can be granted on it, if it has been
“isolated from its natural environment.”

Article 53(b) of EPC, 1973 provides that European Patents are
not available for “plant or animal varieties or essentially
biological processes for the production of plants or
animals.”** However, as per article 4(2) of Biotechnology
Directive, 1998 “inventions concerning the plants or animals
are patentable, if the technical feasibility of the invention is
not confined to a particular plant or animal variety.”

8 U.S. Reports: J.E.M. AG Supply, Inc., dba Farm Advantage,
Inc., et al. V. Pioneer Hi-Bred International, Inc., 534 U.S. 124
(2001)

9 See https://www.epo.org/law-practice/legal-
texts/html/epc/1973/e/ar52.html#:~:text=Article%2052%20
%2D%20Patentable%20inventions,-
Next&text=(1)%20European%20patents%20shall%20be,whic
h%20involve%20an%20inventive%20step.

10 See https://www.epo.org/law-practice/legal-
texts/html/epc/2020/e/ar52.html#:~:text=European%20pate
nts%20shall%20be%20granted,are%20susceptible%200f%20i
ndustrial%20application.

11 See https://www.epo.org/law-practice/legal-
texts/html/epc/2016/e/ar53.html
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111 Gene patenting in plants: Indian scenario
A) Plant genetic resources as patentable subject matter in
India
Section 3(c) of the Patent Act, 1970 specifies that “discovery
of any living thing or non-living substance occurring in
nature” would not be patentable.'? Section 3(j) is also relevant
which stipulates that “plants and animals, in whole or any part
thereof, other than micro-organisms but including seeds,
varieties and species and essentially biological processes for
production or propagation of plants and animals cannot be
patented.”
A gene occurs in nature; therefore, it cannot be patent eligible
under section 3(c) of the Act. However, it is also accepted fact
that considerable skill is required to identify its function,
Location and isolation. Likewise, section 3(j) prohibits
“patenting of plants and animals as a whole or part thereof.”
Therefore issue arises wouldgene be regarded as a “part of
plant or animal” and not patent eligible? What is required to
make a gene patent eligible? Provisions of Act are not
sufficient to answer the question. Therefore, it is desirable to
examine the Indian Biotechnology Guidelines, 20138 and
Manual of Patent Office Practice and Procedure issued by
Indian Patent Office9 and approach taken by them.
Manual of Patent Practice and Procedure, 2005 had an
annexure specially dealing with biotechnological and
pharmaceutical inventions. According to this annexure the
“living entities of natural origin such as animals, plants in
whole or any parts thereof, plant varieties, seeds, species,
genes and micro-organism are not patentable.” Likewise, any
“living entity of artificial origin such as transgenic animals
and plants, any part thereof” are not patentable. However,
biological material such as “recombinant DNA, plasmids and
processes of manufacturing thereof are patentable provided
they are produced by substantive human intervention.”*3
Subsequent Manual of Patent Practice and Procedure, 2008
does not contain any such annexure. However, while
describing the “unity of an invention”, the manual provides
that “when a genetically modified gene sequence/amino acid
sequence is novel, involves an inventive step and has
industrial application gene sequence/amino acid sequence; a
method of expressing above sequence; an antibody against
that protein/sequence; a kit made from the antibody/sequence
can be claimed.”
According to Indian Biotechnology Guidelines, 2013,
products such as “micro-organisms, nucleic acid sequences,
proteins, enzymes, compounds etc. Which are directly
isolated from nature will be treated as a discovery and are not
patentable subject-matter.” Therefore, genes of plants
“directly isolated from nature” would not be patentable.
Therefore, it can be said that a gene is patent eligible only if it
is, “recombinant and having inventive step and industrial
application.” The condition of “substantial human
intervention” does not find any place in the latest manual.

12 5ee sec3 Of Indian patent Act : Importance and
interpretation https://www.effectualservices.com/section-3-
of-indian-patent-act-importance-and-interpretation/

13 Annexure |, Manual of Patent Practice and Procedure,
2005, available at: www.ipindia.nic.in;
https://www.itagbs.com/Links/Acts/manual-2052005.pdf
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In Monsanto Technology LLC v. Nuziveedu Seeds Ltd.'*
Division Bench of the High Court of Delhi held that
“genetically modified plants, genetically modified seeds and
gene sequences that provide genetic traits to plants are not
patentable subject matter in India.” Bench invalidated
Monsanto’s patent on the basis of two key conclusions:
Firstly, that genetically modified having Bt. Trait, produced
by hybridization which is an “essential biological process” are
excluded from purview of patenting under section 3(j), and
that Monsanto cannot claim patent right on a gene which is
integrated into the generations of plant; and secondly, that a
genetically modified trait (gene sequence) was nothing but a
part of a seed. Court observed that the “trait by itself had no
intrinsic worth. It is meant to be implanted or introgressed and
later hybridized into a variety to be further hybridized through
back-crossing and cross-breeding with other existing varieties
to produce seeds that are ultimately used. Without
introgression, they are inert and inanimate. Their function is
to be part of seeds.”

Hearing the arguments of both parties, Supreme Court
observed, “suit involved complicated mixed questions of law
and facts with regard to patentability and exclusion of patent
which could be examined in the suit on basis of evidence.
“Accordingly, court set aside the order of the Division Bench
and remanded the suit to learned single judge for disposal in
accordance with law. No concluding remarks have been made
regarding the patenting of isolated DNA and cDNA. This
question has been left open. Yet it has not been settled.

For protection of plant varieties, India has developed the sui
generis system of protection by introducing the Protection of
Plant Varieties and Farmer’s Rights Act, 2001.

B) Effect of gene patenting on agricultural sector in
India
Countries with strong gene patenting laws for plants have an
efficient genetic engineering in plants which enriches the
existing pool of new varieties. It is beneficial for agricultural
as well as food industry of the Nation. It also attracts the FDI
as foreign breeders will be encouraged to invest in Nations
having gene patenting laws. Biotechnology in agricultural
sector is developing rapidly. Lack of strong legal protection
for genetic engineering in plants hinders agro-biotech
inventions. However, it has its own drawbacks for developing
countries like India. India is basically an agricultural economy
and vast majority of its people are farmers. Plant genetic
resources have been slowly developed over thousands of
years with the domestication of plants. Peasants and local
community by their traditional practices have significantly
contributed to the creation, conservation, exchange &
utilization of genetic diversity.13 Since gene patenting in
plants is permitted in many nations especially in developed
nations as biotech industry is dominated by them, therefore,
taking the advantage of this legal regime, agro-biotech
companies have obtained several patents on genetic
inventions relating to plants. They generate huge profits by
misappropriating the genetic resources of developing or
under-developed countries, which are rich in bio-diversity.
This free flow of biological resources and associated
knowledge from South to North take place due to concept of
“free access” and “common heritage of mankind.” Therefore,
while accessing the genetic resources consent of country of

14 See
http://patentblog.kluweriplaw.com/2020/01/27/monsanto-
v-nuziveedu-a-missed-opportunity-by-the-supremecourt.
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origin is not obtained. Further, genetic material is taken
without compensating and acknowledging the contribution of
indigenous communities of provider country. This gives rise
to issue of ‘bio piracy’ and ‘cultural piracy’. Moreover,
granting of patent like monopoly on genes of plants may
require the farmers to pay royalties to obtain protected seeds
along with related restrictions on saving, replanting and
selling saved seeds.

C) To genetic resources and benefit sharing regime

In order to address the issue of bio-piracy, measures have
been taken under Patent Act, 1970 and The Protection of
Plant Variety and Farmers Right Act, 2001 and Biological
Diversity Act, 2002.

D) Disclosure requirement under Patent Act, 1970

The Patent Act, 1970 addresses the issue of bio-piracy by
requiring the applicant “to disclose the source and
geographical origin of the genetic material in the specification
if it is used in an invention.”*®Further, “non-disclosure” or
“wrongful disclosure” of “source or geographical Origin of
biological material used for the invention” is ground for
opposition and for revocation of patent, if granted.

TRIPS Agreement leaves a considerable room for patenting of
biotech inventions. Convention on Biological Diversity, 1992
provide for the requirement of “prior informed consent,
mutually agreed terms and benefit sharing” in case of use of
genetic resources. Having ratifies both the agreement, India
provides that in case of biotechnological inventions, patent
application is complete only when it discloses the source of
biological material.

E) Protection of Plant Varieties and Farmer’s Rights
Act, 2001

Purpose of Act is “to establish an effective system for

protection of plant varieties, the rights of farmers and the

breeders and to encourage the development of new varieties

of plants in consonance with the TRIPS.”Y

a) Disclosure requirement- A new variety is registerable
under the Act subject to satisfying the criteria of
“novelty, distinctiveness, uniformity and stability.” For
registration along with other details applicant must
provide “complete passport data of the parental lines
from which the variety has been derived along with the
geographical location in India from where the genetic
material has been taken including the contribution made
by any farmer, village community, institution or
organization in breeding in evolving or developing the
variety.” He must also declare that “genetic material
acquired for breeding, evolving or developing the variety
has been lawfully acquired.”

b) Benefit Sharing- Once certificate is issued it shall be
published by authority. The purpose is to invite claims of

15 See Patent Act, 1970 (Act 39 of 1970), s. 10(4)(ii)(D)

16 See Patent opposition process in India LexOrbis,
https://www.worldtrademarkreview.com/patent-opposition-
process-india

17 See preamble Protection of Plant Varieties and

Farmer’s Rights Act, 2001
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benefit sharing if any with respect to respective registered
plant variety. Citizen of India or group thereof; Indian
firm, governmental or non-governmental organization
may submit a claim of benefit sharing. If such a claim is
made, a copy of the same shall be served on the breeder
of the respective plant variety to invite his oppositions to
benefit sharing. Thereafter, an opportunity of being heard
shall be given by authority to both the parties before
making any decision. While determining the sum of
benefit sharing, the authority shall consider the factors
such as “extent and nature of the use of genetic material
of the claimant in the development of the variety,
commercial utility and demand in the market of the
variety.” The breeder of variety shall deposit the amount
of benefit sharing so determined in the National Gene
Fund.!8

c) Critical Analysis- The object of benefit-sharing
provisions is to compensate the peasants and indigenous
community for their contribution in the development of
new plant varieties. However, the proper implementation
of this scheme is not so easy as inviting of claims for
benefit sharing pre-suppose that the indigenous people
will have proper awareness in this regard. In a country
like India, due to the socio-economic and educational
conditions, local people and peasants are often ignorant
of such provisions. In order to overcome these practical
difficulties, it is important for the state to make the
traditional societies aware of their rights.

Objectives of Protection of Plant Varieties and Farmer’s

Rights Act, 2001%°

The inter-relationship and conflicts between farmer’s right

and breeder right.

The objectives of the Protection of Plant Varieties and

Farmers’ Rights Act, 2000 are:

1. To Stimulate investments for research and development
both in the public and the private sectors for The
developments of new plant varieties by ensuring
appropriate returns on such invesinvestment

2. To facilitate the growth of the seed industry in the
country through domestic and foreign Investment which
will ensure the availability of high quality seeds and
planting material to Indian farmers; and

3. To recognize the role of farmers as cultivators and
conservers and the Contribution of traditional, rural and
tribal communities to the country’s agro biodiversity by
Rewarding them for their contribution through benefit
sharing and protecting the traditional right Of the
farmers. More importantly this act provides safeguards to
farmers by giving farmers’ Rights while providing for an
effective system of protection of plant breeders’ rights.
The Act Seeks to safeguard researchers’ rights as well. It
also contains provisions for safeguarding the Larger
public interest. The farmer’s rights include his traditional
rights to save, use, share or sell His farm produce of a
variety protected under this Act provided the sale is not

18 See
https://indiacode.nic.in/bitstream/123456789/1909/1/2001
53.pdf

19 See objectives of PPVR act
http://www.istrc.org/images/Documents/Symposiums/Fourt
eenth/s3-5-nagarajan.pdf
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for the purpose of Reproduction under a commercial
marketing arrangement. Hence, the act has sufficient
provision to balance between farmer’s right vs breeder’s
right.

How can you identify a registrable plant variety? %

A new variety shall be registered under this Act if it conforms
to the following criteria:

Novelty: A new variety is deemed to be novel if, at the date of
filing of the application for Registration for protection, the
propagating and harvested material of such variety has not
Been sold or otherwise disposed of by or with the consent of
its breeder or his successor For the purposes of exploitation of
such variety for a certain period of time before the date Of
filing of the application. For sale or disposal of a new variety
in India, this time period Is earlier than one year. Outside of
India, in the case of trees and vines, the time period is Earlier
than six years. In any other case in India, it is earlier than four
years.

Distinctiveness: A new variety is deemed distinct if it is
clearly distinguishable by at least One essential characteristic
from any other variety whose existence is a matter of common
Knowledge in any country at the time of filing of the
application.

Uniformity: A new variety is deemed uniform if subject to
the variation that may be Expected from the particular
features of its propagation it is sufficiently uniform in its
Essential characteristics.

Stability: A new variety is deemed stable if its essential
characteristics remain unchanged After repeated propagation
or, in case of a particular cycle of propagation, at the end of
Each such cycle.

F) Biological Diversity Act, 2002

Generally, the purpose of Act is to provide for the
“conservation of biological diversity, sustainable use of its
components and for the equitable sharing of benefits arising
out of the use of biological resources,” mirroring in the
CBD.20 For this purpose, it institutes a National Biodiversity
Authority and State Biodiversity Authorities as nodal bodies
to supervise the conservation, use and sharing of benefits
from the utilization of “biological resources.”?

Access to biological resources- Act provides for strict criteria
for access to genetic resources and related knowledge for all
foreigners. They are required to take prior permission of the
National Biodiversity Authority “for obtaining any biological
resource occurring in India or associated knowledge for
research or for commercial utilization or for bio-survey and

20 See objectives of PPVR act
http://www.istrc.org/images/Documents/Symposiums/Fourt
eenth/s3-5-nagarajan.pdf

2L See s. 2(c)- Biological resources mean “plants,
animals and micro-organisms or parts thereof, their
genetic material and by-products (excluding value
added products) with actual or potential use or value,
but does not include human genetic material.”
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bio- utilization.”? The Act forbids the transfer of results of
any such research for consideration without previous
authorization of the NBA.% Indian citizens, body corporate,
association or Organization registered in India are under
obligation to give prior intimation of intention to obtain
biological resources to the state board concerned. In relation
to intellectual property protection over biological resources,
section 6 is key provision. It provides that “without obtaining
the prior approval of the National Biodiversity Authority, no
person can apply for any intellectual property right in or
outside India for any invention based on a biological resource
obtained from India.” However, if application has been
submitted for patent, approval of the National Biodiversity
Authority (NBA) may be obtained after the acceptance of the
patent but before the sealing of the patent by the patent
authority concerned. While granting the approval, the
authority may impose “benefit sharing fee or royalty or both
or impose conditions including the sharing of financial
benefits arising out of the commercial utilization of such
rights.” Section 18 also imposes a duty on NBA to issue
guidelines for access to genetic resources and for fair and
equitable benefit sharing. Application for registration of plant
varieties regulated under The Protection of Plant Variety and
Farmers Right Act, 2001 (PPVFR Act) are exempted from
above-mentioned rule. This exclusion of plant variety laws
from the scope of this Act creates apprehension that plant
varieties may be developed from biological resources without
approval of NBA. This doubt has been clarified by section 18
of PPVFR Act, 2001, which requires the applicant “to provide
complete passport data of the parental lines from which the
variety has been derived along with the geographical location
in India from where the genetic material has been taken
including the contribution made by any farmer, village
community, institution or organization in breeding in evolving
or developing the variety.” He must also declare that “genetic
material or parental material acquired for breeding, evolving
or developing the variety has been lawfully acquired.”

a. Benefit sharing- Keeping in view the international trends,
the “access regime” is complemented by a “benefit
sharing system.” Therefore, while granting access
Authority has to ensure that the “conditions under which
access is provided secure equitable sharing of the benefits
arising out of the use of accessed biological resources and
their by-products, innovations and practices associated
with their use and applications and knowledge relating
Should be and to whom, are made even more important
by the fact that in case of monetary benefits, the
Authority has power to determine the specific percentage
according to need of individual case.?

22 Bjological Diversity Act, 2002, s. 3- Person who must seek
previous approval of National Biodiversity Authority includes
“any person who is not a citizen of India; a citizen of India,
who is a non-resident; a body corporate, association or
organization not incorporated or registered in India, or
incorporated or registered in India under any law for the
time being in force which has any non-Indian participation in
its share capital or management.”

2 Biological Diversity Act, 2002 (Act 18 of 2003), s. 4.

2 See sec 12,Determination of equitable benefit sharing by
National Biodiversity Authority.
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b. Role of biodiversity management committee- Sharing of
benefits requires identification of those individuals or
communities who played major role in conservation of
genetic resources and Traditional knowledge (TK) related
therewith. Act does not contain any provision for
identification of those individuals; however, it provides
for documentation of biological diversity. Act provides
for establishment of Biodiversity —Management
Committee (BMC) at local level for “promoting the
conservation, sustainable use and documentation of
biological diversity including preservation of habitats,
conservation of land races, folk varieties and cultivars,
domesticated stocks and breeds of animals and
microorganisms and chronicling of knowledge relating to
biological diversity.” The mandate of Biological
Diversity Committee (BMC) has been clearly highlighted
in the Biological Diversity Rule, 2004. The main function
ofthe BMC is “to prepare People’s Biodiversity Register
in consultation with local people.” The Register shall
contain comprehensive information on “availability and
knowledge of local biological resources, their medicinal
or any other use or any other traditional knowledge
associated with them.”33The other functions of the BMC
are “to advise on any matter referred to it by the State
Biodiversity Board or Authority for granting approval, to
maintain data about the local vaids and practitioners
using the biological resources.”?®

Critical analysis-Access to biological resources and benefit
sharing regime under Biodiversity Act, 2002 is subject to
many criticisms.

Firstly, Act imposes a requirement that “all inventors should
obtain the consent of the NBA before applying for intellectual
property right where the invention is based on any genetic
resource obtained from India.” Due to territorial nature of
intellectual property right this provision can only be given
effect in India and it is unlikely that the authority will be able
to do much regarding foreign applications.

Secondly, Act strongly reasserts India’s sovereign rights over
its genetic resources but does little towards giving local
knowledge holders strong control over their genetic resources
and TK. In fact, it is noteworthy that Biological Diversity Act,
2002 does not implement the concept of “prior informed
consent.” It requires the previous authorization of the NBA
which is a weak form of “prior informed consent.” Without
prior and informed consent of TK holder makes the Act much
weaker in comparison to general framework proposed by the
CBD. Further, they do not have capacity to defend their rights
in the same way that it is available to government.

Thirdly, it is clear from above analysis that two parallel
benefit sharing schemes have been developed in the
Biological Diversity Act, 2002 and PPVFR Act, 2001.
However, little effort has been made to coordinate the two
systems into a coherent manner. There is overlapping between
the two-benefit sharing regimes. Biological Diversity Act,
2002 provides a comprehensive definition of benefit sharing
encompassing the various options from monetary benefit to
transfer of technology and the grant of joint ownership of
intellectual property right. In contrast, in the PPVFR Act,
2001 only monetary compensationis recognized as means of
benefit sharing. However, the procedure for determination of
benefit sharing claim is more detailed in the PPVFR Act,
2001.

25 See Chapter X, Biological Diversity Act, 2002
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Procedural differences are not significant in themselves. What
is more important is the fact that there is no need to have
different benefit sharing mechanisms as the subject matter in
the two Acts are largely similar despite the differences in
scope. Therefore, benefit sharing regime and institutional
structure implementing it should be one and the same for all
relevant transactions.

Further, in the context of Patent Act, 1970 need of single
benefit sharing regime and single institutional body
administering it become more relevant as there is direct link
between a patent application and benefit sharing. Benefit
sharing is the result of the absence of property rights for
traditional knowledge holders. However, Patent Act, 1970 is
silent on the relationship between a patent application and
benefit sharing. To a certain extent, the link is indirectly made
in Biological Diversity Act, 2002 insofar as applications for
intellectual property rights must be investigated by National
Biodiversity Authority. Making this link direct and making
the disclosure of the resources and knowledge used in the
invention a Condition precedent for patent would make the
overall benefit sharing regime more effective. In other words,
the benefit sharing regime would be much strengthened and
streamlined if it was applied as an integral part of overall
intellectual property rights strategy.

Case Study

Monsanto Vs Nuziveedu Seeds: The BT Cotton Judgment
Monsanto Company is an agrochemical and agricultural
biotechnology corporation acquired by Bayer Corporation that
conducts research on genetically modified seeds and
agricultural crops. Monsanto was one of the first companies to
venture into agro-biotech and modify plants and seeds at a
genetic level. It focuses on biotechnological advancement of
key agricultural crops such as wheat, corn, soybeans and
cotton. Monsanto owns a large number of patents related to
plant biotechnology and genetically modifies food (GMO’s).
Mahyco Monsanto Biotech Pvt Ltd (India), the Indian joint
venture of Monsanto has been licensing its BT products to
various seed companies in India. Monsanto entered into a
licensing agreement with Nuziveedu Seeds and its
subsidiaries Prabhat Agri Biotech and Pravardhan Seeds on
21/2/2004. Monsanto licensed its patent IN214436 relating to
BT cotton for an initial period of 10 years. A recurring trait-
value compensation along with lifetime fee of Rs. 50 Lacs
was charged by the Company. These patented seeds were
resistant to boll-worm attacks and thus produced higher yield.
Monsanto was asked to reduce the trait-value fee by Indian
Companies as new policies for price control were being
passed by various State Governments of India. The Indian
Companies stopped paying royalties when Monsanto refused
to reduce the fee. Monsanto filed an application for injunction
on 14/11/15 for trademark infringement and violation of
registered patentin view of termination of licensing agreement
and also initiated arbitration proceedings for recovery of
amount of Rs. 400 Crores from the companies. The
defendants claimed for revocation of patent under section
640of Indian Patents Act, 1970 as it was allegedly in violation
of section 3(j) of the said Act in respect of plants and seeds
that contained DNA sequences and argued that the patent is
invalid. They also contended that their rights were protected
under the Protection of Plant Varieties and Farmers’ Rights
Act, 2001.
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Decision by the Single Judge

The Single judge decision by the Delhi High Court stated that
the licence was terminated by Monsanto and patent protection
cannot be enforced till the suit was disposed and rejected all
the claims for invalidity and rejection of patent. Indian
Companies were allowed to use the patented technology and
during the pendency of the suit, the trait value compensation
is to be paid by the Nuziveedu seeds as fixed by the
Government Policies.

Decision of Division Bench of High Court

Both the parties appealed before the Division bench of Delhi
High Court against the decision. Monsanto challenged the
single judge decision for re-instating the agreement.
Nuziveedu challenged the order for the rejection of claims
regarding validity of patent. Division bench of Delhi High
Court considered that the subject matter was unpatentable
according to section 3(j) of Patent Act, 1970. The decision of
single judge regarding payment of trait value fee was upheld
and Monsanto was given a time of three months to register
and seek protection of the already patented invention under
Protection of Plant Varieties and Farmers’ Rights Act, 2001.

Decision by Supreme Court

An appeal was filed in Supreme Court and the Supreme Court
stated that Division bench did not confine to its adjudication
by answering the question of grant of interim or permanent
injunction. The Supreme Court also stated that before a patent
is revoked, Section 64 of the Patents Act and the Civil
Procedure Code, 1908 require consideration of the claims in a
suit and the counter claims, as well as the examination of
expert witnesses and inspection of documents. The court said
that issues raised are technical in nature and the Division
bench’s decision based on mere examination of documents
without any input from experts and witness was not justified.
The Supreme court stated that the decision given by single
judge was satisfactoryand the case was remanded to the single
judge for disposal.

1V Conclusion

Laws of developed countries are liberal in granting patent on
genes of plants as biotechnology industry is dominated by
them. However, at one hand, in order to fulfil its food security
need, India is in need to promote the plant biotechnology, on
the other hand it is an agricultural economy, therefore, it is
under obligation to protect the interest of its farmers.
Otherwise, liberal granting patent on genes by developed
countries will lead great threat to Indian farmers. Further,
India is rich in biodiversity, therefore, it has its own concerns
regarding the issue of bio-piracy. Therefore, there is need to
make the balance. For that purpose, some measures may be
suggested. Firstly, gene patenting practices in India are still
governed by the Indian Biotechnology Guidelines, 2013 and
Manual of Patent Office Practice and Procedure issued by
Indian Patent Office. These guidelines are not rule and are
also subject to interpretations by a court of law, statutory
amendments and valuable inputs from stakeholders. In case of
conflict between these guidelines and provisions of Patent
Act, 1970 and Patent Rules, 2003, provisions of said Act and
Rules will prevail. Therefore, in order to regulate the issue of
gene patenting of plants, clear cut guidelines should be laid
down in the Patent Act, 1970 itself. Secondly, these
guidelines should ensure the farmer’s right “to save, re-use,
exchange and sell the farm-saved seeds in case of patenting of
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plant genetic materials.” Thirdly, Issue of bio-piracy has been
addressed in Patent Act 1970, PPVFR Act, 2001 and
Biological Diversity Act, 2002. Two parallel benefit sharing
schemes have been developed in the Biological Diversity Act,
2002 and PPVFRA, 2001. There is overlapping between the
two-benefit sharing regimes. However, little effort has been
made to co- ordinate the two systems into a coherent manner.
Therefore, there is need of one and single comprehensive
regime which should be applied as an integral part of overall
intellectual property rights strategy. Fourthly, moreover,
benefit claimers have no voice in determination of benefit
sharing. Therefore, they should be given effective bargaining
power in determination of benefit sharing.
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