
VOLUME 1 ISSUE 2 2020 2582-5534 

BURNISHEDLAWJOURNAL.IN	

 

 

 

BIOTECHNOLOGICAL PATENTS1 
 

Author- Gagandeep E 
INTRODUCTION 

 
Biotechnology is the exploration of creating systems for the utilization of natural procedures and 

living beings to the generation of materials of utilization in drug and industry. Seen from one 

viewpoint, biotechnology is close to a part of science in that the crude material of biotechnology 

and its items most ordinarily DNA and polypeptides, or proteins, for which these DNA 

arrangements, or qualities, code are just synthetic concoctions, yet that a significant number of 

them happen in nature. Certain parts of biotechnology law have turned into a particularly 

questionable territory of patent law, particularly so in Europe, and especially so in connection to 

licenses on qualities or on living creatures, for example, hereditarily changed creatures2. Much 

such debate overlooks the way that the patent framework has been securing developments in this 

field for a long time, for instance in connection to normally happening however newfound living 

beings, for example, certain yeasts or microorganisms that have an incentive as the wellspring of 

therapeutic items, for example, anti-microbial, and that numerous licenses with cases to qualities 

in them, are presently so old that they have now lapsed. The results of the improvement in the 

1970's of recombinant DNA innovation, an instrument for hereditary building have anyway 

presented issues for the patent framework. Sure, of these issues, for example, the 'result of nature' 

issue experienced by endeavors to patent material of common inception are characteristic in any 

patent framework, and it is those with which this paper is principally concerned. In the last piece 

of the nineteenth century, new developments in the field of craftsmanship, process, strategy or way 

of fabricate, hardware, mechanical assembly and different substances created by makers were on 

the ascent in India and innovators turned out to be exceptionally keen on getting their creations 

secured. Innovators were tremendously worried about the implementation of their developments 

that others ought not duplicate or encroach their creations. In this foundation the 

British rulers ordered the primary ever patent law in India, i.e., Indian Patents Act, 1911 to offer 

patent security to the developments. Afterward, in the light of changing financial and political 

situations the Act was idea as not exhaustive and obsolete. After freedom, there were moves to 

 
1 Gagandeep E, Karnataka State Law University’s Law School, Hubli 
2Biotechnology and patents, PRV, https://www.prv.se/en/patents/applying-for-a-patent/before-the-application/what- 
cannot-be-patented/biotechnology-and-patents/ (Last visited on 21st April, 2020) 
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merge the patent law by raising another exhaustive enactment. Finally, in 1970, the administration 

authorized the Patents Act, 1970. The Act features that a development that fulfills all around 

acknowledged necessities of patentability, for example, oddity, imaginative advance and modern 

application is patentable. 3The demonstration characterizes development to signify 'any new and 

valuable workmanship, process, strategy or way of make, machine, mechanical assembly or 

different articles delivered by a maker and incorporates any new and helpful enhancement for any 

of them'. The Act does not indicate the developments which are patentable, but rather it delineates 

topics that are not patentable. The Act anyway did not make reference to anything about 

biotechnology innovations and the explanation behind such was that around then the biotechnology 

business was not created in India and was in a beginning stage the world over also. When licenses 

were conceded for various biotechnology creations in the US just as in the European Union the 

interest for receiving a similar methodology picked up centrality all through the world including 

India. The legal executive has been in charge of the development of patent law on biotechnology 

creations in the US just as in the European Union. Following such mediation patent laws were 

appropriately changed and endeavors were made to concede licenses on biotechnological 

innovations. This force set new patterns ever of law and impacted the selection of universal 

traditions like Trade Related Intellectual Property Rights (TRIPS). The assertion expresses that 

licenses will be made accessible to a wide range of developments in all fields of science and 

innovation. The understanding orders licensing of biotechnology innovations in the part states. In 

the wake of approving TRIPS, India adjusted all its protected innovation laws including licenses 

law and began walking towards licensing of biotechnological developments. 

TRIPS AND INDIAN PATENT LAW: 
 
India has corrected the Patents Act, 1970, three times in a range of five years. The first was in the 

year 1999, to offer impact to the arrangements of the TRIPS and along these lines comply with the 

first-time constraint, and a portion of these arrangements were made review from 1995. The second 

correction was made in 2002 and acquired the Indian law considerable consistence with the 

Agreement. The third change was realized in December 2004, which came into power from 1 
 

3 Biotechnology and patents, German Patent and Trade Mark Office, (10th August, 2019) 
h ttp s ://w w w .d p m a.d e /en g lish /p a ten ts /p a ten t_ p ro tec tio n /p ro tec tio n _ req u irem en ts /b io tech n o lo g y _ an d _ p a ten ts /in d ex .h      
tml (Last visited on 21st April, 2020) 
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January 2005 to make the Patents Act completely TRIPS consistent. The erasure of Section 5 of 

the Indian Patents Act, 1970 was imperative to permit item licenses in the territory of 

biotechnology, synthetic substances and pharmaceuticals4. 

Article 27(1) of the TRIPS Agreement5 obviously expresses that licenses ought to be allowed for 

innovations in any field of innovation without segregation, subject to specific conditions. This 

suggests biotechnological creations are patentable topic. The protecting of qualities or DNA 

groupings is famous in the US, the EU and Japan. In any case, licensing of qualities or DNA 

groupings in essence was not permitted in India until January 2005, but rather forms including 

recombinant DNA innovation to deliver proteins including a quality or a DNA arrangement were 

patentable topic. Item licenses for DNA, RNA or hereditary innovations are patentable topic from 

January 2005 after the third correction. 

The fundamental criteria for a patent to be conceded are curiosity, no obviousness (inventive step) 

and utility. For a patent to be allowed in India it ought not be shrouded in the negative rundown 

inwhich gives a broad rundown of what are not creations under the Indian Patents Act. The 

innovations identified with DNA particles or groupings must not be in opposition to open request 

and profound quality6. 

An imperative prohibition in Section 3 (c) of the Indian Patents Act7 is that the disclosure of a 

development isn't patentable topic. Along these lines, the subject of whether a DNA grouping is a 

revelation or an innovation must be tended to first. This depends on a suspicion that qualities are 

normally happening, these are revelations, and not creations. There are no case laws in India with 

respect to disclosure. In Europe additionally 'revelations' are not patentable topic. There are very 

few case laws in Europe either. The EC has notwithstanding, issued orders and rules in regards to 

disclosures. The rules and principles of the European Patent Office clear up that DNA or quality 

groupings are patentable topic as these are viewed as manufactured particles secluded from the life 

forms and described and delivered as recombinant atoms or engineered atoms containing the data 

as in the regular qualities. 

4Gupta R. & Subbaram, N., Patenting activity in the field of biotechnology: Indian scenario, World Patent 
Information, 14(1), 36-41, (1992) 
5 Article 27(1), Trade Related Aspects of Intellectual Property Rights 
6 V.K. Unni, Indian Patent Law and TRIPS: Redrawing the Flexibility Framework in the Context of Public Policy 
and Health, 25 McGeorge Global Business & Development Law Journal, 1, 23 (2012) 
7 Section 3 (c), Indian Patents Act, 1970 
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The situation in the US viewing disclosure is diverse when contrasted with India and Europe. 

Under the US law, Section 101 peruses "Whoever designs or finds and new and valuable process, 

machine, produce, or synthesis of issue, or any new and helpful enhancement thereof, may get a 

patent there for, subject to the conditions and prerequisites of this title." For the situation of Funk 

Brothers SeedCo v. Kalo Inoculant Co8, the patent included a procedure for vaccinating 

leguminous plants with strains of normally happening microscopic organisms to enable the plants 

to fix nitrogen from the air. Wherein the Court set out that, the asserted creations are a 'revelation 

of the wonders of nature', and in this manner qualities ought not be patentable. A quality isn't a 

'creation.' However, while the Court never expressly overrules Funk Brothers, it restricted it 

holding in a resulting choice. 

In Diamond v. Chakrabarty9, the Court held that microbes, which had been hereditarily changed 

to corrupt oil, could be protected. The distinctive factor in Chakrabarty, when contrasted with Funk 

Brothers, gave off an impression of being that in Chakrabarty, the microbes had been modified by 

human intercession, besides the microscopic organisms was viewed as a creation as it had two 

vitality producing plasmids which is very extraordinary and phenomenal for the current 

microorganisms. The Court for this situation expressed that a quality disconnected for protecting 

isn't changed similarly as the microorganisms in Chakrabarty, yet it is sanitized and enhanced. The 

court has never addressed whether this qualification is adequate to qualify a human quality as 

patentable topic. However, 35 U.S.C.10110 which states, whoever invents or discovers any new 

and useful process, machine, manufacture, or composition of matter, or any new and useful 

improvement thereof, may obtain a patent therefor, subject to the conditions and requirements of 

this title.Hence, a creator's disclosure of a quality can be the reason for a patent on the hereditary 

organization detached from its characteristic state and prepared through filtering steps that 

different the quality from different particles normally connected with it. 

PATENTABLE SUBJECT MATTER IN INDIA: 
 
The biotechnology business is dedicated to the improvement of economically profitable 

restorative, biochemical and pharmaceutical items and procedures among others. A considerable 

 
8Funk Bros. Seed Co. v. Kalo Co., 333 U.S. 127 (1948) 
9 Diamond v. Chakrabarty, 100 S. Ct. 2204 (1980) (India) 
10Legislation Task Force, 35 U.S.C. § 101 (1976) 
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lot of these items and procedures rotate around the control of DNA particles and their encoded 

proteins. Over the most recent thirty years, extraordinary steps have been made in the field of 

biotechnology and especially recombinant DNA examine. Anyway, with this advancement has 

come a level of vulnerability in regards to the conspicuousness of certain biotechnological 

innovations. For instance, strategies for cloning qualities and carrying them between living beings 

have turned out to be normal place11. The prepared accessibility of these techniques combined with 

the focal authoritative opinion of sub-atomic science, i.e., DNA is deciphered into RNA which 

thusly is converted into utilitarian or basic protein particles, has made a to some degree jumbled 

lawful structure. 

In India just creations are patentable yet not revelations. There is a reasonable refinement among 

developments and revelations as the law indicates that just innovations establish patentable topic. 

The Indian patent law does not accommodate subjects that are not patentable, rather it provides 

what isn't patentable. Indian patent law accommodates an illustrative rundown where it has 

referenced the subjects that are not patentable. Any topic, which does not fall inside the domain of 

the outlined rundown, constitutes a patentable topic. The rundown has been refreshed and altered 

to follow the arrangements of the TRIPS Agreement. In any case, microorganisms and such 

different innovations of biotechnology, the two items just as procedures, do comprise patentable 

topic. India has corrected its patent law in 2002 to bring life and living creatures made through 

biotechnology inside the domain of patentable topic. The term concoction process is re- imagined 

through alterations to incorporate biochemical, biotechnological and microbiological process. 

According to the altered meaning of the concoction procedure it is suggested that biotechnological 

procedures and results of such procedures are unambiguously patentable. Be that as it may, there 

are no chosen case laws in India on the patentability of biotechnological creations12. 

After the Chakrabarty choice in the US, all through the world living creatures were perceived as 

patentable topic. The TRIPS arrangements of the WTO Agreement make it obligatory to the part 

 
11Ranjan Matthew, Patentability requirements in India, IPR Division, Lakshmikumaran & Sridharan (November, 
2011), https://www.lakshmisri.com/newsroom/archives/patentability-requirements-in-india/# (Last visited on 21st 
April, 2020) 
12Rajnish K. Rai, Patentable Subject Matter Requirements: An Evaluation of Proposed Exclusions to India's Patent 
Law in Light of India's Obligations under the TRIPs Agreement and Options for India, 8 CHI. -KENT J. INTELL. 
PROP. 41 (2008), available at: https://scholarship.kentlaw.iit.edu/ckjip/vol8/iss1/2 
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nations to give assurance in the region of living materials for the new plant assortments and for 

new small-scale living beings. The part nations can choose about whether to allow insurance for 

other living things or not. On account of concede of security for new Plant Varieties the TRIPS 

give two choices to the part nations in particular either to allow the insurance by method for 

licenses or to have a different enactment called sui generis framework. India has picked a sui 

generis framework for the wallow of security for new plant assortments 

PATENTS IN BIOTECHNOLOGY13: 
 

Industrial Sector: 
 
Biotechnology is a vital mechanical part for the European economy, giving business and 

development to European culture and innumerable helpful medicinal and different items for its 

nationals. It covers a tremendous field running from restorative and pharmaceutical items (55% of 

all licenses in biotechnology) to mechanical procedures (41%) and agribusiness, which contains 

just 4%. 

 
Pharmaceutical Sector: 

 
Advances in the existence sciences and pharmaceutical segment have affected future and the 

personal satisfaction. Most current prescriptions depend on biotechnology.One of the soonest bio 

medicaments was insulin, a real existence sparing medication for diabetics. Throughout the years 

many enhanced types of insulin have been created, and this persistent advancement has been 

upheld by licenses conceded for the new mixes. 

 
The drugs based on the Human gene (patented) are dragging the lives of the patients who are 

suffering from bosom malignant (Breast Cancer) Avastn. Humira, a licensed medicament 

dependent on human quality successions used to treat auto-invulnerable infections, for example, 

joint inflammation, was the world's top of the line prescription in 2014. Eight out of the main 10 

topsof the line medicaments were organic in root and secured by licenses.It is massively costly and 

tedious to build up another medication and get showcase endorsement, and the fundamental 

 
13Charul Yadav & Garima Kulshreshtha, Patenting in biotechnology – the Indian scenario, iam Media (24th May), 
https://www.iam-media.com/patenting-biotechnology-indian-scenario (Last visited on 21st April, 2020) 
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assets are to a great extent given by funding provided by speculators. Medication organizations 

would not have the capacity to finance expensive clinical preliminaries and research without 

having the capacity to guarantee restrictive rights to recover these ventures. Licenses are likewise 

a compelling obstruction to unlawful duplicating of medications and the wellbeing dangers related 

with unapproved copycat variants. 

 
Licenses comprise a constrained elite right just. Once the patent has lapsed (following a limit of 

20 years), the innovation falls in the general population space and can be utilized by anybody 

without paying sovereignties. National experts work with pharmaceutical organizations to arrange 

bring down costs for medicinal items, and after the patent has terminated, less expensive 

conventional duplicates may enter the market. The patent framework likewise makes 

straightforwardness: Patent applications are distributed year and a half subsequent to documenting, 

so they unveil definite data about the most recent specialized upgrades.14 

 
HIGHER LIFE FORMS (PLANTS, SEEDS AND NON- HUMAN ANIMALS): 

 
Patents give the essential money related motivating force to industry to design, uncover and cause 

accessible new innovation to the Canadian open by helping industry to pull in venture and recover 

its expenses of innovative work. That is, patents serve the open great by guaranteeing that industry 

acquires an adequate money related award from putting resources into the innovative work 

important to put new items and administrations identified with social insurance, horticulture and 

different ventures available. Without this monetary prize, industry won't put resources into this 

work for dread that a contender will duplicate their innovations without paying for the regularly 

significant expenses of innovative work. The accessibility of patent insurance encourages 

receptiveness and development in established researchers by giving a choice to exchange mystery 

assurance. Exchange mystery insurance negatively affects established researchers, since it 

forestalls the free progression of essential information inside the examination network. By 

requiring open divulgence of the creation, patents encourage the dispersal of information once the 

patent application is exposed to the open year and a half after the need date. Canada may endure 

financially on the off chance that it doesn't follow its 

 
14Biotechnological Inventions, GLP, https://www.glp.eu/en/resources/focus/patents/biotechnological-inventions/ 
(Last visited on 21st April, 2020) 
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significant exchanging accomplices (United States, European Union nations and Japan) in 

allowing patents on higher living forms. This distinction with its significant exchanging 

accomplices may make the feeling that Canada is disagreeable toward biotechnology, along  these 

lines hindering worldwide interest in Canada's biotechnology industry. While this last concern 

relates more to Canada's business notoriety than to patent law, it is an important thought in deciding 

Canada's patent arrangement. At present, patents on DNA successions can be utilized to guarantee 

power over an entire plant or creature15. By expressly permitting patents on entire plants and 

creatures, arrangements could be presented that unequivocally separate between explicit patent 

rights that relate to entire plants and creatures and those that relate to sub-atomic groupings as it 

were. This separation gives a chance to all the more likely equalization interests among partners 

and to guarantee that those patent rights stay inside sensible limits. 

 
Patenting plants and creatures offers ascend to genuine good and moral inquiries addressing 
basic entitlements, biodiversity, financial and ecological supportability, and the commodification 
of life. The thought that a plant or types of complex creature life ought to be seen as a 
development of an individual or an enterprise generalizes the normal world. Creatures assume a 
specific job in the public eye and they should not be treated as simple articles. These 
perspectives frequently lose all sense of direction in the typical money saving advantage 
examination applied in thinking about patent arrangement. We as a general public should not 
consider stretching out patent law to higher life structures until we have decided the full impacts 
of doing as such. Patents on higher living things are superfluous, since different patents (e.g., on 
DNA arrangements or qualities or on the procedures important to create a designed plant or 
creature) and other licensed innovation rights, for example, exchange mysteries and plant raisers' 
privileges adequately ensure the creator's advantages. Patents over plants and creatures take steps 
to undermine the financial feasibility of ventures that depend on plants and creatures. Huge 
numbers of these businesses are financially more critical to Canada than is the biotechnology 
business. For instance, respondents noticed that Canada has multi-billion-dollar dairy cattle and 
pig send out ventures that could endure if patents are stretched out to non-human creatures. A 
large number of the attributes that cause a creature significant for rearing purposes to have 
nothing to do with any hereditary change and, in any occasion, creature hereditary qualities is 
to1`` such an extent that the embedded hereditary characteristic won't be consistently moved to 
posterity16. 
In contrast to different creation, naturally based innovations can recreate, can contain significant 
attributes that have nothing to do with the development, and can, on account of DNA 
arrangements, cell lines, tissues and organs, contain essential individual data. On the off chance 
that patent rights were basically reached out to higher living things, the patent holder not 
exclusively would be given rights that hinder other valuable movement, yet would likewise pick 

 

15Keith Schneider, New Animal Forms Will Be Patented, N.Y. Times, April 17, 1987, at A1 
16Canadian Biotechnology Advisory Committee, Patenting of Higher Life Forms and Related Issues (June 2002) 
https://www.iatp.org/sites/default/files/Patenting_of_Higher_Life_Forms_and_Related_Iss.htm (Last visited on 21st 
April, 2020) 
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up rights unbalanced to the extent of patent security allowed over different creations that don't 
have these qualities. The last point is particularly significant, given universal exchange 
understandings under which Canada has consented to make patents	accessible	for	any	development	
without	segregation	regarding	the	field	of	innovation.	In	actuality,	by	just	stretching	out	patent	inclusion	
to	higher	living	things,	Canada	would	be	segregating	for	some	patent	holders	in	the	biotechnology	field	
and	against	those	in	different	fields	
THE FOLLOWING ARE EXCLUDED, AND THEREFORE CANNOT BE 

PATENTED17: 

Ø The human body, from the snapshot of origination and in the different phases of its 

advancement, and furthermore only the disclosure of one of the components of the body, 

including the grouping or incomplete arrangement of a quality, so as to ensure that the 

patent right is applied in full regard of the essential rights to nobility and trustworthiness 

of the individual and the earth. 

Ø Strategies for the careful or helpful treatment of the human body or creature, and techniques 

for finding connected to the human body or creature. 

Ø Creations the business misuse of which is against human respect, open request and ethical 

quality, the security of wellbeing, the earth and the life of people and creatures, the 

protection of plants and biodiversity and the anticipation of genuine natural harm. This 

rejection worries, specifically: 

• Every single innovative strategy for human cloning, whatever method is utilized, 

the greatest phase of modified improvement of the cloned life form and the 

motivation behind cloning. 

• Strategies to adjust the germinal hereditary character of the person. 

• All uses of human developing lives, including lines of foundational 
microorganisms of human incipient organisms. 

• Strategies to alter the hereditary personality of creatures, liable to make enduring 

the creatures without substantive restorative utility for the individual or the 

creature, and furthermore the creatures coming about because of such techniques. 

• Creations concerning hereditary screening conventions, the abuse of which may 

prompt  separation  or  defamation  of  people  on  a  hereditary,  obsessive, racial, 
 
 

17What cannot be patented?, PRV, https://www.prv.se/en/patents/applying-for-a-patent/before-the-application/what- 
cannot-be-patented/ (Last visited on 21st April, 2020) 
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ethnic, social and financial premise, or having eugenic and non-indicative 

purposes18. 

Ø A basic DNA succession, an incomplete arrangement of a quality, used to create a protein 

or a halfway protein, with the exception of if a sign and a depiction of a capacity used to 

evaluate the imperative of modern application are given, and the comparing capacity is 

explicitly guaranteed; each grouping is viewed as self-ruling for patent purposes in case of 

covering groupings just in the parts not fundamental to the development. 

Ø Plant assortments and creature species, and furthermore basically natural techniques for 

the generation of creatures and plants. 

Ø New plant assortments as for which the creation comprises solely of the hereditary 

alteration of another plant assortment, regardless of whether said change is the product of 

a technique for hereditary designing. 

CONCLUSION 
 
The paper enables us to know the significant developments in the patent laws have been in the 

Biotechnology sector. The increase in technology is to alter life forms solely; it is becoming a huge 

problem for law to come together to safe guard the intangible property vested in the 

biotechnological patents. The biotechnological patents are exposed to so much consideration that 

many countries acknowledge that these patents build issues such as barred access and the position 

of the patenting of life forms is threatening to an extent as to whether it will fall into the class of 

an invention or discovery. These issues still continue to affect the Biotechnology Patent Law and 

this paper gives an overview of Biotechnological Patents and specific issues relating to 

patentability of life. 
 
 
 
 
 
 
 
 
 
 
 
 

18Vagmi Chaturvedi, Inventions Not Patentable in India, Intepat IP, (May 16, 2016), 
https://www.intepat.com/blog/patent/inventions-not-patentable-india/ (Last visited on 21st April, 2020) 


