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ABSTRACT

With the rapid advancement of biotechnology, it has reformed almost every
domain, ranging from agriculture to medicine to environmental
management. A cornerstone of that progress may be the metalworking of
biotechnology, the patenting of which provides inventors rights to their
works in order to encourage research and development. On the one hand,
patenting in the field raises a number of difficult legal issues, especially those
related to GMOs and biomedicine. In this paper the legal complexities of
patenting biotechnology innovations are examined discussing the
complexities, ethics, and evolving jurisprudence that govern this exciting
field. Using examples from international treaties, national laws, historical
cases, and emerging technologies, the research highlights the need to strike
a balance between encouraging innovation and catering for public policy
issues.
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1. Introduction

Biotechnology, a diverse array of exploitation of biological systems and living organisms to
develop or create new cyber and electronic systems is an emerging field of science and
industrial technology. Advancements in this array of topics ranging from gm to other
biomedical fields for the future of food security, disease elimination, and climate change. At
the heart of the commercialization and dissemination of these innovations, the patent system,
which rewards inventors exclusive rights to their creations, while creating positive incentives

to invest in research and development.

Yet the field of patents relating to biotechnology is controversial and complicated legally. In
contrast to classical mechanical or chemical inventions, biotechnological inventions regularly
straddle ethical, environmental, or social issues. Given that living biological entities are
themselves alive and, in some cases, can replicate, it is debatable whether patent law (designed
for non-living inventions, in many instances) should be extended here. In addition, an
international component associated with biotechnology—where research can cross borders and

national standards can diverge—also makes patenting both more difficult.!

This paper introduces the legal difficulties in patenting the biotechnology inventions similar to
GMOs and biomedical research. This report analyses the current legal landscape, highlights

major challenges,, and covers landmark cases impacting patentability and litigation in this area.
2. Overview of Biotechnology Innovations and Patenting
2.1 Definition of Biotechnology Innovations

Biotechnology Definition Biotechnology is defined as the use of living systems and organisms
to develop or make products or any technology that is used to enhance or improve a human life
and environment. Biotechnology involves many applications, such as genetic engineering,
molecular diagnostics, tissue culture, and biopharmaceuticals. One example of this are
genetically modified organisms (GMOs) which are organisms whose genome has been

artificially engineered to confer the desired traits (e.g. pest resistant crops, or bacteria to make

' RP Merges, PS Menell and MA Lemley, Intellectual Property in the New Technological Age (Wolters Kluwer
2017) 97.
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therapeutic proteins).?
2.2 Importance of Patenting in Biotechnology

This protects both inventors and companies for a limited time, which is usually 20 years from
the date of filing. This period of exclusivity provides the means to recover its investment in
expensive loafing about, research and development efforts, clinical trials as well as
bureaucratic approval necessary for any biotech product coming into market. Moreover, patents
carry knowledge over more quickly, since by right inventors have to show a houseful of
precision-engineered details about their inventions. So patents are a contribution to the whole

scientific and technical advance of mankind that exceeds value even stocks and bonds.
3. Legal Framework for Patenting Biotechnology Innovations
3.1 International Treaties and Agreements

Overseas, an interconnected series of treaties and agreements brings relative consistency to
patent law from jurisdiction to jurisdiction under the global patent system. The most important
among these is the World Trade Organization (WTO) Agreement on Trade-Related Aspects of
Intellectual Property Rights (TRIPS) Member states must implement national laws that meet
the minimum standards of TRIPS, which includes patentability criteria, disclosure

requirements, and enforcement provisions for intellectual property protection.

The Patent Cooperation Treaty (PCT) is another essential tool that allows search for patent
protection in several countries with one international application. And the PCT accelerates
international spread of biotechnological breakthroughs, securing patent rights in numerous

jurisdictions for inventors, all at once.?
3.2 National Patent Laws

Although international treaties set the stage, the actual patent law is almost entirely dictated by
national (or regional) laws, which can differ dramatically from one country, or region, to the

next. In the US, patent law is administered by the United States Patent and Trademark Office

2 JK Smith, 'Ethics and Biotechnology: Patenting Life' in Ethical Dimensions of Biotechnology (Cambridge
University Press 2015) 50.
3 European Patent Office, European Patent Convention (EPC) (1973) s 52.
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(USPTO) pursuant to various statutes, including Title 35 of the United States Code. In the
member states of the European Patent Organisation, patent protection is supervised by the

European Patent Office (EPO), which is governed by the European Patent Convention (EPC).

National statutes establish the requirements for patentability (e.g., novelty, inventive step or
non-obviousness, and industrial applicability or utility). Except, of course, in the context of
biotechnology, where some of the same challenges are met with special provisions regarding

the patentability of living organisms, genetic material, and diagnostic methods among others.
4. Challenges in Patenting Genetically Modified Organisms (GMOs)

Patenting GMOs encapsulates several legal challenges that stem from the intersection of patent

law, ethical considerations, and public policy. This section examines these challenges in detail.
4.1 Patentability Criteria: Novelty, Non-Obviousness, and Utility
For a GMO to be patentable, it must satisfy the fundamental patentability criteria:

e Novelty: The GMO must be new, meaning it has not been previously disclosed or

available to the public.

e Non-Obviousness (Inventive Step): The GMO must not be an obvious development

to a person skilled in the art, considering existing knowledge.

e Utility (Industrial Applicability): The GMO must have a specific, substantial, and
credible utility.

The application of these criteria to GMOs is often contentious. Determining novelty and
nonobviousness can be challenging due to the complex nature of genetic modifications and the
vast amount of prior biological knowledge. Additionally, the utility of a GMO may be difficult

to establish, especially if the modification does not result in a clear, practical benefit.*
4.2 Ethical and Public Policy Concerns

The issue of patenting GMOs is ethically charged. But critics say living things can't be treated

4 Association for Molecular Pathology v Myriad Genetics Inc (2013) 569 US 576 (USSC) 584.
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like products, and patenting them creates property rights over sharing, creatures that are part of
nature. These include fears of monopoly control over vital genetic resources, a threat to
biodiversity, and the rights of farmers who, under some circumstances, may inadvertently

employ patented GMOS and use them without permission.

There are also public policy issues. Patent incentives can foster innovation, but governments
need to do more than just promote innovation. Governments also need to protect public
interests, food survival, environmental sustainability, sustainable development, and access to
genetic resources. National perspectives on GMO patents thus strike a different balance, with

some countries more stringent and some countries outright banning patents.

4.3 Gene Patents and Ownership of Genetic Information

Particularly watery-one of the murkier elements about GMO patenting relates to gene patents
and whether certain genes can be patented at all. In landmark cases such as Association for
Molecular Pathology v. Myriad Genetics, Inc., the validity of gene patents on isolated nucleic
acids has been tested, raising questions as to the proper subject matter for patent protection of

native versus artificial or altered sequences.

The real question is this: does isolating a gene from its natural environment make the isolated
gene a patentable invention? The Myriad decision from the Supreme Court, which invalidated
patents for naturally occurring BRCA1 and BRCA2 genes, brings clarity and also controversy
about what this means for similar biotechnological inventions, and has importance for the

fundamental notion of patenting genes with natural functions.

4.4 Legal Cases and Precedents

Several legal cases have shaped the landscape of GMO patenting:

e Diamond v. Chakrabarty (1980): The U.S. Supreme Court upheld the patentability of
a genetically modified bacterium, establishing that a live, human-made microorganism
could be patented. This decision opened the door for patenting a wide range of

biotechnological inventions.

e Myriad Genetics Cases (2013 and 2018): These cases challenged the patentability of

isolated human genes. The Supreme Court ruled that naturally occurring DNA
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sequences are not patentable, though cDNA (complementary DNA), which is

synthetically created, can be patented.

e Monsanto v. Geertson Seed Farms (2010): The U.S. Supreme Court upheld the
validity of a patent on a genetically modified soybean, highlighting the court's

willingness to enforce GMO patents under certain conditions.

These cases illustrate the evolving judicial attitudes toward the patentability of biological
inventions and underscore the nuanced approach courts take in balancing innovation incentives

with ethical and public concerns.

5. Challenges in Patenting Biomedical Research

Biomedical research, encompassing a broad range of activities aimed at understanding and
improving human health, also faces significant patenting challenges. These challenges often
revolve around the nature of biomedical inventions, ethical considerations, and the need to

balance innovation with access to healthcare.

5.1 Patent Eligibility of Biomedical Inventions

Biotechnology inventions can be in pharmaceuticals, diagnostics, medical devices and other
biotechnological processes. The patent eligibility of these inventions is evaluated based on
whether they fall into the category of subject matter which is patentable under national law and

international agreement.

For instance, the U.S. case Mayo Collaborative Services v. Prometheus Laboratories, Inc.
(2012) ramped up patent-eligibility standards, especially for diagnostic methods. Citing a long
line of precedent, the Court held that a law of nature is not patent eligible because simply
applying it using conventional techniques is not an 'inventive concept' sufficient to transform

the claims into a patent eligible application of a natural phenomenon.

5.2 Issues with Patenting Natural Phenomena and Diagnostic Methods

Biomedical research is often based upon natural phenomena such as Gene, Protein and
Biological Processes. Things like this are very difficult to patent, as the cases with Myriad and

Mayo have indicated. So the key question is whether or not there is a discovery of natural laws
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going on or a new and non-obvious creation that should be protected.

Diagnostic approaches used for identifying diseases and adjusting treatments are under special
microscope. This can stifle research and restrict the availability of vital medical testing,

ultimately preventing the benefits of personalized medicine from being realized.
5.3 Balancing Innovation Incentives with Access to Healthcare

Patents are granted with the intention of providing innovative power through exclusivity to
inventors. In the biomedical space, though, this exclusivity can translate to expensive
medicines and treatments that are often out of reach of many, particularly in lower income
areas of the world, and therefore exacerbating the question of whether the patent system is

working.

But, the exorbitant cost of patented drugs could restrict the access to drugs for the patients who
need them most, raising ethical questions about the justice and social responsibility of patent
holders. This is a tussle that governments and international organisations constantly face,
compromising by issuing compulsory licensing to enable generic production in certain

circumstances.
5.4 Ethical Considerations
Patenting in biomedical research intersects with profound ethical issues, including:

e Patents on Life Forms: The notion of owning a life form through patents is ethically
contentious, raising questions about the moral implications of commodifying living

entities.

e Human Genes and Genetic Privacy: Patents on human genes can impinge on

individuals' rights to genetic privacy and control over their genetic information.

e Access to Life-Saving Technologies: Ethical concerns arise when patents on
biomedical innovations restrict access to life-saving treatments, especially in resource-

limited settings.

5 Mayo Collaborative Services v Prometheus Laboratories Inc (2012) 566 US 66 (USSC) 73.
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These ethical considerations necessitate a careful and nuanced approach to patent law in the
biomedical sector, ensuring that innovation is encouraged without compromising fundamental

ethical principles and public health objectives.

6. Intellectual Property and Access to Biotechnology Innovations

The relationship between intellectual property (IP) rights and access to biotechnology
innovations is complex and multifaceted. While patents can drive innovation by providing
financial incentives, they can also create barriers to access, particularly in critical areas like

healthcare and agriculture.

6.1 Impact of Patents on Research and Development

Patents can have a dual impact on research and development:

e Positive Effects: Patents create exclusive rights that attract investment, and provide a
more conducive environment for innovation. Firms and scholars are willing to
undertake ambitious but expensive and uncertain projects if patent protection offers the

promise of returns.

e Negative Effect: Patent thickets, just as innovation builds on itself, patents can as well.
One patent builds on another resulting in an ‘IP thicket’ (a dense web of overlapping
rights) which can mire future innovation. Exploring these thickets may be expensive

and very slow-going, especially for smaller entities, or independent researchers.

6.2 Access to Medicines and Technologies in Developing Countries

Apart from health, patents can touch everything from food to fossil fuel usage, and whether
access to medicines and technologies that are essential in developing nations can be available
in the appropriate quantities. It may still mean high priced life saving drugs out of reach to
most of our society, but allowing patent exclusivity This exemplifies the conflict between the

public health and the IP protection responsibilities.

International treaties—namely the TRIPS, already include such exceptions such as compulsory
licensing which would permit the manufacturing of generic copies of patented drugs against

the patent owners' will. However, such measures can be somewhat nebulous, in terms of both
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application and results, and have been subverted by the political and economic realities of the

member states in times of crisis.
6.3 Compulsory Licensing and Other Mechanisms

Compulsory licensing is a mechanism that enables governments to authorize the production of
generic versions of patented inventions without the consent of the patent holder, typically in

cases of public health emergencies or anticompetitive practices.
Other mechanisms to balance IP rights and access include:

e Parallel Importation: Allowing the importation of patented products from countries

where they are sold at lower prices.

e Patent Pools: Collaborative arrangements where multiple patent holders agree to

license their patents collectively, facilitating access and reducing barriers.

e Open Licensing and Voluntary Licensing: Patent holders may voluntarily license
their patents to third parties under terms that promote wider access, particularly in

developing markets.

These mechanisms are vital tools for reconciling the objectives of fostering innovation through
IP protection with the imperative of ensuring broad access to critical technological

advancements.
7. Emerging Issues and Future Directions

The field of biotechnology is continuously evolving, presenting new challenges and
opportunities for the patent system. Emerging technologies and trends necessitate ongoing

adaptations in legal frameworks and policies to address novel legal and ethical considerations.
7.1 CRISPR and Gene Editing Technologies

Gene editing tools, especially CRISPR-Cas9, revolutionized genetic engineering by creating

¢ A Lawson and M Bailey, 'Compulsory Licensing and Access to Medicines: The Global Landscape' (2019)
8(12) International Journal of Health Policy and Management 658, 662.
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new avenues for genetically targeted mutagenesis and durable effectors against pests and plant
diseases. One of the most hotly contested areas of patent law today is of course CRISPR itself,
where an unprecedented patent interference dispute is playing out amongst involucrate
institutions, and even profit-seeking enterprises, to find out who holds the rights, and under

what conditions, over the technology they'd like to exploit.

These types of disputes highlight the difficulties associated with patenting base technologies,
which can be applied in a myriad of different ways. There should be guidelines to manage these
conflicting expectations related to patenting for resolving such conflicts as indeed patenting
needs to be fundamentally counterproductive to innovation while maintaining a compensatory
as well as a compensable and a systematic defence recognition standard to remain within

acceptable bounds.

7.2 Synthetic Biology

At its most essential, synthetic biology assembles biological parts, or systems, to design. This
expanding field presents unique indications to the patentability of man made viruses and
biological systems, from boundaries drawn around patentable subject matter, to more
challenging questions of the propriety of making new forms of life. Irrelevant, but the legal
frameworks must adapt in such a way that these nuances of synthetic biology are encompassed,
so that patents become something that serves as a catalyst for neurotechnology development,

not as an obstacle to humanistic values, or to science per se.

7.3 Personalized Medicine

Personalized medicine: Treatment is tailored to the specific genetic signals of the individual
patient, a model grounded in biomedical research and genetic data. We held both patenting
practices and the land use over ecologies responsible for not only deteriorating but also creating
genetic privacy, data ownership and access to tailored therapies. The tangled legal dilemma
here needs firm policy measures to balance between protection and patient privacy and access

to individualized therapies/medications.

7.4 Open Innovation and Alternative IP Models

An immediate answer towards the trending traditional IP models are concepts such as open

Page: 58



Indian Journal of Integrated Research in Law Volume V Issue I | ISSN: 2583-0538

innovation, collaborative research platforms, and patent pools becoming ever more appealing
and gaining momentum in biotechnology. These are models that, by nature, bring transparency,

collective solutions, and reduced licensing constraints to the forefront.

Therefore, such alternative IP strategies may serve to partially alleviate the issue of patent
thickets and access barriers, creating a better innovation climate in which all may access and

contribute to the entire process of innovation.

8. Conclusion

The intersection of biotechnology including genetically modified organisms (GMOs) and
biomedical research with patenting is one of the areas where science, law, ethics, and public
policy collide. This is the nuanced aspect that is one of the many paradoxes faced by
stakeholders negotiating the patent path to market biotechnical inventions. As I have described
in this paper, the winding roads of litigation and settlement should not be reduced to merely
technical or procedural legal challenges to patenting biotechnology innovations; instead, they
reflect the difficulties of re-aligning patent protection in biotechnology with wider social values

and ethical standards.

8.1 Synthesis of Legal Complexities

The legal challenges themselves are centred around the basic question of whether they meet
the criteria for patentability in the first place. Inventions in biotechnology are typically much
closer to a natural phenomenon than a purely anthropogenic category. Two leading examples
are the landmark cases Diamond v. Chakrabarty and the more recent Association for Molecular
Pathology v. Myriad Genetics, Inc.; both present challenges to the courts as they struggle to
delineate the contours of patentable subject matter. What emerges from these cases however,
is a responsive, but timid judiciary, reluctant to export patent protections into spaces that may
end up colliding with the interests of a donor population invested in a certain public good (e.g.

ethics).

Moreover, the global characteristic of biotechnology patenting complicates the current
situation due to the varying national legislation and interpretation of international treaties,
including the TRIPS and the PCT. Such differences in national laws complicate patenting for

multinationals and provide glaring examples of the cultural and ethical disparity of
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biotechnology. For instance, the European Patent Office (EPO) and the United States Patent
and Trademark Office (USPTO) are relatively more liberal or conservative with regards to
what biotechnological inventions are patent-eligible due to regional policy priorities and public

opinion.

8.2 Ethical and Societal Implications

But only a few innovators will speak up in favour of the ethical consideration of biotechnology
patenting as the greatest challenge. The core matter of patenting GMO and human genes
leading to the commodification of life itself raises profound moral concerns related to the
ownership of living organisms. The ethical issue reaches even further into the matters of genetic
privacy by the patents of genes —this means that once such patenting is incorporated people
any say of their genetic identity will be none. Set against this background, we are confronted
with an ethical dilemma that compels us to strike a balance between the sanctity of human life
and the (admittedly pragmatically driven) need to incentivise innovations with patent

safeguards.

Moreover, the access and equity issues raised by biotech patenting are themselves
philosophical in nature. While patented biomedical innovation — in particular, life-saving
medicines or advanced diagnostic devices — has the potential to reduce health access disparity,
it may also exacerbate inequalities by making those patented products unaffordable, especially
in low- and middle-income countries. This situation puts us in a dilemma of how to protect
foreign patents that encourage progress in science and useful arts while making sure that
essential medical inventions may be accessible to all people, no matter their ability to afford it.
This is where the mechanisms of compulsory licensing or patent pools can be a solution to
these inequities, but only if supported by a solid legal and institutional framework that is very

frequently absent from less developed jurisdictions.

8.3 Balancing Innovation with Public Interest

The ongoing debate on biotechnology patenting often revolves around a central theme: the
balancing act between promoting innovation and protecting the public interest. Patents are a
double-edged sword that can spur innovation by incentivizing commercialization, or suppress
it through overly restrictive practices and a patent thicket. The tendency of patents to develop

monopolistic (or quasi-monopolistic) situations, especially in dynamic and quickly evolving
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fields like biotechnology, requires close regulatory scrutiny. Policymakers are challenged to
find the balance between regulations that prevent patent misuse while still providing R&D

incentives.

With GMO, that balance is challenged even further as environmental and farming concerns
come into play. Genetic mutations can produce special crops which are patented, giving a small
number of large corporations more power over the world's food supply, spending greater efforts
doing away with biodiversity and working towards de-sovereign zing small-level farmers. As
a result, this situation necessitates a reassessment of patent policies to establish environmental

stewardship and an ethical approach to agriculture as integral aspects of the patenting process.

8.4 Future Directions and Policy Recommendations

The future of biotech patenting will likely play out in new technologies, such as CRISPR and
synthetic biology, that create new opportunities in genetic editing and organism design. In order
to meet new challenges regarding patentability, rights & ownership, as well as moral
permissibility the legal instruments that deal with these technologies will need to do so in
parallel with scientific progress. At the very least, improved international dialogue and
harmonization of patent laws might be able to reduce the friction caused by diverse national

policies and make for a more coherent global response in the area of biotechnology innovation.

In addition, the introduction of alternative IPR regimes like open innovation and collaborative
patent pools could reduce the negative effects of conventional forms of patents. Such models
encourage the sharing of knowledge and partnership in research which is crucial in fields that

require swift and collective progress over time, such as public health and sustainability.

Policy recommendations to navigate the complex landscape of biotechnology patenting

include:

o Reflecting Upon Legal Standards for Patent Eligibility: Patent eligibility criteria
need to be re-evaluated regularly in order to maintain appropriate standards as
biotechnology continues to evolve. Less ambiguity in the law through clearer
boundaries between natural facts and human beings' inventions allows for less

anticipated Browning-Ferris consequences in the patent space.
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e Strengthening Ethical Review: Building strong ethical review frameworks in patent
offices and legislative institutions can create safeguards to ensure that patent practices
do not deviate from societal norms and ethical standards. Such oversight would provide
protection against the commodification of organisms and protect the genetic privacy of

family members.

e Access & Equity Promotion: Compulsory licensing and patent pools need to become
stronger so that access to vital biotechnological innovations can be achieved. Finally,
assistance from richer countries to help poorer countries with administering these will

be necessary to solve international health inequalities.

e Promoting Collaborative Innovation: By incentivizing open innovation models and
collaborative research, policymakers can help ease some of the adverse impacts
associated with patent thickets and contribute to a more inclusive innovation ecosystem.
In this way, policies that incentivize knowledge exchange and cooperative efforts to
resolve scientific questions can speed up scientific advances without undermining

competition.

e Promoting Global Harmonization: Attempts to combine international patent laws via
treaties and agreements may facilitate patenting for multinational biotech companies
and minimize disputes related to differing national laws. Organizations like the World
Intellectual Property Organization (WIPO) are crucial to enabling that harmonization

process

8.5 The Role of Stakeholders in Shaping the Patent Landscape

While it is a subject of legal and patent office activities, the change in the biotechnology patent
landscape is a dynamic interaction with multiple actors: researchers, industry, civil society stars
and end users. Once in their sights, they want to blindside scientists with patents that would
make any room a bit smaller; they just cannot find a nerdy scumbag who can combine to
develop patents that work with patent law, which always forces patent integration like a
misbehaving dog. Whereas, industry players aim for profit maximisation within the larger
frame of Corporate Social Responsibility to ensure that patented innovations do bring common

good to the society.
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Third, keeping patent systems accountable to the public interest requires a renewed effort by
civil society and advocacy groups: we cannot afford to have new policies be about profits and
patents, but about health for the people instead. It is essential to prevent patents from
undermining ethical principles or increasing social inequities. It is in the public interest to have
an avenue where transparent debate can occur, as policy is best served when prior collective

opinion has investigated the best route.

8.6 Concluding Reflections

In conclusion, the disputes surrounding the patentable subject matter of biotechnology
innovations represent a microcosm of the perennial conflict among innovation, morality, and
the public interest. The pace of innovation in biotechnology requires a patenting regime that is
fast and in tune with the promise and perils of biotechnology. A sustainable and equitable
innovation landscape hinges on the fine act of balancing incentives to innovate against the need

for equitable access to new biotechnological means.

In the end, it will be the collective action of all stakeholders that determines the shape of the
future of biotechnology patenting, as the challenge will be to create policies and practices that
are both legally sound and ethically defensible and socially just. The patent system must,
therefore, overcome the challenges of patenting magnitude in order to remain a viable driver
for innovative biotechnological solutions to the all too pressing needs of humanity—and, at the

same time, that this be accomplished without sacrificing justice and equity.
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