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ABSTRACT

Canada’s stance on patenting life forms has evolved through key judicial
decisions and legislative frameworks. This paper examines Canada’s
approach by analysing landmark cases such as Harvard College v. Canada
(Commissioner of Patents) (2002 SCC 76), which denied a patent for a
genetically modified higher life form, and Monsanto Canada Inc. v.
Schmeiser (2004 SCC 34), which recognized patent rights over genetically
modified genes and cells. Additionally, Apotex Inc. v. Sanofi-Synthelabo
Canada Inc. (2008 SCC 61) clarified the principles of selection patents in the
pharmaceutical industry, influencing the broader discussion of patenting
biological matter. These rulings highlight the complexities of granting
exclusive rights over living organisms, balancing innovation with ethical and
economic concerns. By evaluating these decisions, this paper explores the
ongoing legal and policy challenges in Canada’s biotechnology patent
system.
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INTRODUCTION

The patenting of life forms in Canada has been a complex and evolving legal issue. Unlike
inanimate inventions, life forms raise ethical, economic, and environmental concerns that make
their patentability controversial. The Canadian approach to patenting biological matter has

developed through both legislative frameworks and key judicial decisions.

The Patent Act, RSC 1985, ¢ P-4, provides the foundation for patent law in Canada but does
not explicitly address the patentability of life forms. Instead, courts have shaped this area
through case law. The debate over whether living organisms can be patented gained
prominence with Harvard College v. Canada (Commissioner of Patents), where the Supreme
Court of Canada ruled that higher life forms, such as the genetically modified Harvard
Oncomouse, were not patentable.! This decision marked a significant limitation on
biotechnology patents in Canada. However, in Monsanto Canada Inc. v. Schmeiser, the Court
upheld patent rights over genetically modified genes and cells, illustrating a distinction

between genetic material and whole organisms.?

Historically, Canada has been cautious in allowing patents on living matter. Earlier cases like
Commissioner of Patents v. President and Fellows of Harvard College set the stage for judicial
reluctance to recognize patents on higher life forms.> Meanwhile, Apotex Inc. v. Sanofi-
Synthelabo Canada Inc. further refined the understanding of selection patents, impacting how
biologically derived pharmaceutical patents are assessed.* These cases demonstrate a gradual
but limited acceptance of biotechnological patents, with a focus on protecting innovation while

addressing ethical concerns.

This paper will analyse how Canadian courts have interpreted the patentability of life forms,
the influence of biotechnology on patent law, and the legal challenges that continue to shape

this field.
LEGAL FRAMEWORK FOR PATENTING LIFE FORMS IN CANADA

The foundation of patent law in Canada is the Patent Act, RSC 1985, ¢ P-4, which establishes

! Harvard College. v. Canada (Commissioner of Patents), [2002] 4 S.C.R. 45 (Canada)

2 Monsanto Canada Inc. v. Schmeiser, [2004] 1 S.C.R. 902 (Canada)

3 Commissioner of Patents v. President & Fellows of Harvard College [2000] 2 F.C. 69 (Canada Federal Circuit)
4 Apotex Inc. v. Sanofi-Synthelabo Can. Inc., [2008] 3 S.C.R. 265 (Canada).
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the criteria for granting patents and defines what is considered patentable subject matter.’ The
Act itself does not explicitly mention life forms, leaving it to courts and administrative bodies
to interpret its application to biological matter. As a result, Canadian jurisprudence has played

a critical role in determining the extent to which living organisms can be patented.
The Patent Act and Patentable Subject Matter

Under Section 2 of the Patent Act, an “invention” is defined as "any new and useful art, process,
machine, manufacture, or composition of matter, or any new and useful improvement in any
art, process, machine, manufacture or composition of matter."® This broad definition does not
expressly include or exclude life forms, leading to legal debates over whether biological matter
can be patented. Courts have historically interpreted this definition to include some life-related

innovations but exclude others, depending on their characteristics.

For instance, lower life forms, such as genetically modified bacteria, have been deemed
patentable because they are considered "compositions of matter" within the meaning of the
Act.” However, higher life forms, such as genetically modified plants and animals, have been
ruled ineligible for patents, as seen in Harvard College v. Canada (Commissioner of Patents),
where the Supreme Court of Canada held that higher life forms do not fit within the statutory

definition of an invention.®
Role of the Canadian Intellectual Property Office (CIPO)

The Canadian Intellectual Property Office (CIPO) is responsible for examining and granting
patents. Its examination guidelines interpret the Patent Act and help determine whether a
biological invention meets patentability criteria. CIPO distinguishes between different types of

biological matter as follows:

e Microorganisms and Genes: CIPO allows patents for isolated genetic material and
genetically modified microorganisms, as long as they meet the requirements of novelty,

non-obviousness, and utility.’

5 Patent Act, RSC 1985, ¢ P-4

°1d. §2

7 Re Application of Abitibi Co., [1982] C.P.R. (2d) 81 (Canada Commissioner of Patents).
8 Harvard College. v. Canada (Commissioner of Patents), [2002] 4 S.C.R. 45 (Canada)

° Monsanto Can. Inc. v. Schmeiser, [2004] 1 S.C.R. 902 (Canada)

Page: 1492



Indian Journal of Law and Legal Research Volume VII Issue IT | ISSN: 2582-8878

» Biotechnological Processes: A method for modifying a biological system, such as gene
editing techniques (e.g., CRISPR), may be patentable. However, the product of such

processes, if a higher life form, is not patentable under Canadian law.!°

o Pharmaceutical and Biomedical Inventions: Many life-related innovations, such as
genetically modified cells, isolated proteins, and biologically derived drugs, are
patentable under existing guidelines, as reaffirmed in Apotex Inc. v. Sanofi-Synthelabo

Canada Inc.!!

THE HARVARD ONCOMOUSE CASE: HIGHER LIFE FORMS AND
PATENTABILITY

The Harvard Oncomouse case is one of the most significant legal battles in Canada concerning
the patenting of life forms. In this case, Harvard University applied for a patent on a genetically
modified mouse designed for cancer research. The mouse was engineered to develop tumors,
making it useful for studying cancer treatments. The patent was initially rejected by the
Canadian Patent Office, leading to a long legal battle that eventually reached the Supreme
Court of Canada (SCC) in Harvard College v. Canada (Commissioner of Patents).!?

The key legal question in this case was whether higher life forms, such as animals, could be
considered an “invention” under Canada’s Patent Act.!* The Patent Act allows patents on "any

"14 Harvard

new and useful art, process, machine, manufacture, or composition of matter.
University argued that since microorganisms and genetically modified bacteria had been
granted patents before, a genetically modified mouse should also be patentable.!> However, the
Canadian Patent Office and later the Federal Court of Appeal disagreed, ruling that the wording

of the Patent Act did not include higher life forms like animals.®

In a split decision (5-4), the Supreme Court of Canada ruled that higher life forms, such as the

Oncomouse, could not be patented under Canadian law. The majority reasoned that living

10 Percy Schmeiser’s Case: Implications of Patent Law on Agriculture and Biotechnology, 20 Can. Intell. Prop.
Rev. 95 (2005).

1 Apotex Inc. v. Sanofi-Synthelabo Can. Inc., [2008] 3 S.C.R. 265 (Canada)

12 Harvard College v. Canada (Commissioner of Patents), 2002 SCC 76, [2002] 4 S.C.R. 45 (Can.).

B1d.

14 Patent Act, R.S.C. 1985, c. P-4 (Can.).

15 Michelle Swenarchuk, The Harvard Mouse and All That: Life Patents in Canada, CANADIAN ENVTL. L.
ASS’N (2003).

16 Harvard College v. Canada (Commissioner of Patents), [2000] 2 F.C. 243 (Fed. Ct. App.) (Can.).
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organisms with complex biological functions are fundamentally different from non-living
inventions like machines or chemical compounds. They also argued that allowing patents on
higher life forms would raise ethical and policy concerns, such as issues of animal welfare and
ownership of life. The court maintained that any changes to patent laws to include higher life

forms should be made by Parliament, not the judiciary.

Despite this ruling, Canada does allow patents on genetically modified genes, cells, and
microorganisms.!” For example, in Monsanto Canada Inc. v. Schmeiser, the Supreme Court
upheld a patent on genetically modified canola genes, even though the entire plant was not
patentable. This means that while entire animals and plants cannot be patented in Canada, their
genetic modifications can be protected under patent law. This distinction has created an
interesting legal landscape where biotechnology companies can patent the building blocks of

life but not the full organisms themselves.!®

The Harvard Oncomouse case has had a lasting impact on Canadian patent law. It has set a
precedent that higher life forms are not considered patentable, keeping Canada’s stance on life
patents more restrictive compared to countries like the United States, where the Oncomouse
was granted a patent in 1988.!° The decision continues to influence debates on biotechnology,
ethics, and intellectual property, as Canada balances scientific progress with ethical

considerations in its legal framework.?

MONSANTO CANADA INC. V. SCHMEISER: GENETICALLY MODIFIED CROPS
AND PATENT RIGHTS

In the landmark case of Monsanto Canada Inc. v. Schmeiser, the Supreme Court of Canada
addressed the complex interplay between patent rights and agricultural practices. Monsanto
developed and patented a glyphosate-resistant gene, marketed as "Roundup Ready," which,
when introduced into canola plants, conferred resistance to glyphosate herbicides.?! This

technology allowed farmers to spray fields with glyphosate to eliminate weeds without

17 Monsanto Canada Inc. v. Schmeiser, 2004 SCC 34, [2004] 1 S.C.R. 902 (Can.).

18 Johanna Gibson, Patenting Lives: Intellectual Property, Ethics and Innovation, QUEEN MARY UNIV. OF
LONDON (2009).

19 U.S. Patent No. 4,736,866 (issued Apr. 12, 1988).

20 Shobita Parthasarathy, Whose Knowledge? What Values? The Comparative Politics of Patenting Life Forms in
the United States and Europe, POLICY SCI. (2011).

2L Monsanto Canada Inc. v. Schmeiser, [2004] 1 S.C.R. 902, para. 2 (Can.), https://decisions.scc-csc.ca/scc-
csc/sce-csc/en/item/2147/index.do.
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harming the crop. Monsanto required farmers to purchase new seeds annually and pay a

licensing fee, prohibiting the saving and replanting of seeds from the harvested crop.?

Percy Schmeiser, a canola farmer from Saskatchewan, discovered in 1997 that some of the
canola plants on his farm had survived glyphosate spraying. He saved the seeds from these
resistant plants and used them to plant approximately 1,000 acres of canola in 1998. Monsanto
sued Schmeiser for patent infringement, asserting that by cultivating and selling canola
containing the patented gene without a license, he had violated their patent rights. Schmeiser
contended that the presence of the Roundup Ready canola was accidental and that he had the

right to use seeds harvested from his own land.?

The Supreme Court ruled in a 5-4 decision that Schmeiser had infringed Monsanto's patent by
cultivating canola containing the patented gene. The Court emphasized that the essence of
patent protection is to provide the patent holder with exclusive rights over the use of their
invention. By planting and harvesting canola with the glyphosate-resistant gene, Schmeiser
had utilized the patented invention for production and advantage, thereby depriving Monsanto

of the full enjoyment of its monopoly.*

However, the Court did not award damages to Monsanto, as Schmeiser did not gain any
additional profits from the infringement. He had not used glyphosate herbicide on the crop,
and there was no evidence that the presence of the Roundup Ready gene increased his profits.?*
This nuanced judgment underscored the complexities of applying patent law to biotechnology
and agriculture, highlighting the delicate balance between protecting intellectual property and

addressing the realities of farming practices.
LOWER LIFE FORMS AND MICROORGANISM PATENTS

In Canada, the patentability of life forms distinguishes between "lower" and "higher"

organisms. Lower life forms, such as microorganisms, are considered patentable subject matter

22 Smart & Biggar LLP, Life Form Patents: The Schmeiser Case, SMART & BIGGAR (Apr. 8, 2004),
https://www.smartbiggar.ca/insights/publication/life-form-patents----the-schmeiser-case.

2 David Vaver, Canada’s Intellectual Property Law in the 21st Century, 43 U.B.C. L. REV. 535, 540 (2010).

2 CanLll, Monsanto Canada Inc. v. Schmeiser, 2004 SCC 34, CANLII (May 21, 2004),
https://www.canlii.org/en/ca/scc/doc/2004/2004scc34/2004scc34.html.

% E. Richard Gold & Michael Shortt, The Supreme Court of Canada’s Monsanto Decision: Why It’s Not the End
of the World, 18 INTELL. PROP. J. 277, 283 (2005).

Page: 1495



Indian Journal of Law and Legal Research Volume VII Issue IT | ISSN: 2582-8878

under the Patent Act, while higher life forms, like plants and animals, are not.? This distinction
was notably discussed in the Supreme Court of Canada's decision in Harvard College v.
Canada (Commissioner of Patents), where the Court acknowledged that "lower life forms are
patentable" and justified the differentiation based on "common sense differences between the

two."?’

The rationale for allowing patents on microorganisms stems from their relatively simple and
uniform nature, which makes them more analogous to inanimate chemical compositions than
to complex living organisms. The Court noted that "patentable micro-organisms are formed in
such large numbers that any measurable quantity will possess uniform properties and

characteristics," a trait not shared by higher life forms like plants and animals.

To facilitate the patenting process involving microorganisms, Canada is a signatory to the
Budapest Treaty on the International Recognition of the Deposit of Microorganisms for the
Purposes of Patent Procedure.?® This treaty allows inventors to deposit a microorganism in a
single recognized international depositary authority, which is then accepted for patent purposes
by all contracting states, thereby streamlining the patent application process for

biotechnological inventions involving microorganisms.

In summary, Canada's patent system permits the patenting of lower life forms like
microorganisms due to their simpler and more uniform characteristics, distinguishing them
from higher life forms, which are excluded from patentability. This approach reflects a
deliberate balance between encouraging biotechnological innovation and addressing ethical

and practical considerations associated with the patenting of complex living organisms.?’
ETHICAL AND POLICY CONSIDERATIONS IN PATENTING LIFE FORMS

The invention system for biological assets leads to multiple complicated moral and policy
dilemmas that connect science to civic principles and international fairness and protection of

public health. The main ethical objection against life patents stems from the belief life forms

26 Patent Act, R.S.C. 1985, c. P-4 (Can.).

27 Harvard College v. Canada (Commissioner of Patents), [2002] 4 S.CR. 45, para. 155 (Can.),
https://www.canlii.org/en/ca/scc/doc/2002/2002scc76/2002scc76.html.

28 World Intellectual Property Organization, Budapest Treaty on the International Recognition of the Deposit of
Microorganisms for the Purposes of Patent Procedure, Apr. 28, 1977,
https://www.wipo.int/treaties/en/registration/budapest/.

2 David Vaver, Intellectual Property Law: Copyright, Patents, Trade-Marks, 2d ed. 293 (2011).
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become commercial assets when individual entities claim ownership over genetically modified
life beings. According to critics, life reduction to commercial property violates moral and
spiritual values that see life as sacred and not suitable for human ownership. When patents
reach human DNA or genetically engineered animal species the discomfort level increases
because it creates worries about both dehumanizing practices and excessive manipulation of
natural processes. The main conflict within this discussion emerges from the distinction
between inventor-made creations and natural findings since patents protect artificial inventions
yet deny exclusivity to discoveries from nature. Biotechnology challenges this distinction
because it requires modifications and separations as well as reproductions of natural genetic
elements. The landmark U.S. Supreme Court case Diamond v. Chakrabarty ruling from 1980
brought significant changes to patent discussions through its acceptance of “anything under the
sun that is made by man” becoming patentable material. Several researchers maintain that life
forms which undergo modifications still preserve their natural character which excludes them

from patent rights protection.

The matter of animal welfare generates a serious ethical concern. Transgenic animal production
leads to substantial pain and numerous birth defects while causing premature death of these
animals. Moral principles based on utilitarianism and virtue ethics continue to ask whether
such scientific interventions remain acceptable since most advantages belong to commercial
sectors and different approaches already exist to achieve similar results. European Directive
98/44/EC explicitly prohibits all patent grants linked to inventions which cause animal
suffering unless human or animal life clearly benefits. In addition, the issue of biopiracy looms
large in global policy discussions. When genetic materials are obtained from biodiversity-rich
nations, developers across wealthy nations often patent these materials through corporations
without equitable compensation for indigenous communities. Any benefit distribution practices
that contradict both the CBD Convention and the Nagoya Protocol principles are found to be

inequitable regarding fair genetic resource benefit allocation.

Patents generate important questions regarding their effects on research activities along with
innovations in scientific fields. The innovative incentivizing nature of patents creates a
negative consequence which blocks necessary research access to essential basic tools and
genetic resources and important organisms required for further innovation. Excessive patenting
creates situations that experts describe as the “tragedy of the anticommons” because such

overreach undermines the very advancement goals it is meant to achieve. Life-form patents

Page: 1497



Indian Journal of Law and Legal Research Volume VII Issue IT | ISSN: 2582-8878

face evaluation through morality-based laws that exist as part of select legal systems. Patents
excluded under the European Patent Convention relate to inventions that break public order or
morality rules. According to the Biotechnology Directive human cloning and unjustified
animal modification are forbidden from patentability under the law. Although these ethical
exceptions exist in legislation, they are poorly implemented by national patent offices that

interpret them differently leading to uncoordinated ethical oversight of patents.

Different international nations have established varying methods to control biological entity
patent ownership rights. States that join the TRIPS Agreement under WTO have authority to
determine which life forms will stay unpatented while still requiring patent protection for all
technology fields according to the agreement. The right to make their own patent regulations
regarding biodiversity protection stands vital for developing nations but corporations alongside
international patent institutions try to limit their autonomy. Modern patent governance
structures receive endorsement from public officials and authors through the integration of
ethical communication with public interaction and cultural diversity regulations. Through this
procedure Rawlsian deliberative democratic theories enable diverse groups of thinkers to share
moral perspectives according to Rawlsian deliberative democratic theories. Policy makers
discover methods to establish ethical review processes that support scientific and legal

principles through the EU Biotechnology Directive adaptation mechanism in Norway.

IMPACT ON FARMERS, RESEARCHERS AND BIOTECHNOLOGY COMPANIES

Biotechnological patent protections primarily on GMOs have created major impacts on
agricultural management along with research activities and commercial biotechnology
operations. The patents have introduced important ethical questions and financial and legal
challenges mainly for independent farmers and researchers who exist outside corporate

systems.

Farmers throughout the Global South suffer negative consequences because the transition from
traditional seed-sharing practices to GM seed-based systems under patent control has occurred.
The intellectual property rights protection status of these seeds forbids a timeless practice in
agriculture through seed saving and subsequent planting. The change has imposed financial
challenges which lead to increased dependence on international businesses. Under the patent
system seeds receive technological invention protection instead of biological commons status

which shifts farmers from protecting biodiversity practices toward becoming consumers of
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vendor-controlled products. The widely known Monsanto Canada Inc. v. Schmeiser case shows
how Canadian farmer Percy Schmeiser became a target of Monsanto suits over unintentionally
growing their patented canola seeds. Under the Supreme Court of Canada's decision in this
case Monsanto earned victory because the court determined that the presence of their patented
gene should be considered patent infringement. This reflects the dangers strict liability in patent

law poses to small-scale farmers even if contamination happened accidentally.

Patents intensify the decline of food sovereignty because they give precedence to business-
based innovation against traditional agricultural wisdom. Plant variety protection regulations
enabled bioprospecting practices which result in biopiracy incidents where companies extract
genetic material from biodiversity areas illegally. They face no requirements for compensation

or sharing agreements.

The expanding bush like structure of biotechnology patents is beginning to restrict scientific
researchers in their work. The anticommons effect develops because several overlapping
patents prevent researchers from accessing essential research tools while certain jurisdictions
have inadequate research exemptions that fail to protect academic pursuits. Gene patent owners
have demonstrated practices of implementing restrictive licensing agreements for diagnostic
applications thus delaying vital medical advances. The landmark case Association for
Molecular Pathology v. Myriad Genetics, Inc. which invalidated patents on the BRCA1 and
BRCAZ2 genes was celebrated by researchers thanks to the ruling confirming natural sequences

are not eligible for patents.

Although the biotechnology industry faces various constraints it receives extensive benefits
from the protected patent system. Patents serve companies as essential assets by protecting
their market rights and helping them gain investment resources and allowing manufacturers to
establish elevated product prices within the biotechnology sector. Since then, corporate actors
have amassed broad patent portfolios that not only shield their products from competition but
also create "patent thickets" that deter entry by smaller firms. This monopolistic trend, while
ostensibly driven by innovation, may paradoxically stifle technological advancement by

locking essential tools and processes behind expensive legal barriers.

Moral issues emerge regularly from patent officials placing commercial benefits above public
welfare. The existing regulatory process lets patents for living organisms be approved before

proper ethical examination occurs which enables unjust product claims through dubious
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patents. As a result, industrial biotechnology advances beyond human moral understanding.
The competing interests between new discoveries and moral standards intensify due to
situations such as Bowman v. Under Bowman v. Monsanto Co. the U.S. Supreme Court
declared that patent holders can deny reproductivity of purchased seeds to farmers unless
specific permissions are granted. This judgment reinforces corporate power while generating

ethical concerns about agricultural system management.

COMPARING PRACTICES WITH OTHER JURISDICTIONS: UNITED STATES
AND EUROPE

The United States and European Union patent systems for life forms lead to analytical
comparisons by revealing essential aspects in Indian and Canadian patent analysis including

patent definitions, interpretation and ethical boundaries and permissible exclusion categories.

The patent regulation of life forms in the United States operates under a philosophy that favors
innovation. The Supreme Court in J.E.M. Ag Supply, Inc. v. Pioneer Hi-Bred International, Inc.
upheld the patentability of sexually reproducing plants under 35 U.S.C. § 101, affirming that
such plants were not limited to protection under the narrower Plant Patent Act or Plant Variety
Protection Act. The Court emphasized that Congress had intended utility patents to cover a
broad range of subject matter, including genetically modified crops, provided they satisfied the
requirements of novelty, non-obviousness, and utility. Through their analysis of U.S.C. § 101
the court enabled substantial investments alongside industrial innovations within
biotechnology and agricultural sectors. The extent of biotechnological patent protection
received a major reduction through Association for Molecular Pathology v. Myriad Genetics
Inc. where the Court made a ruling to bar patents on naturally occurring DNA sequences
extracted from human bodies. The court created distinctions between discovering natural
phenomena and creating genuine inventions through human intervention. Patents apply to
modified genes as well as synthetic DNA sequences but basic isolation or discovery of genetic

material fails to qualify as invention.

Section 3(j) of the Patents Act in India definitively bars animals and plants except
microorganisms from patent protection yet the U.S. fails to establish such restrictions. The
Indian patent system supports genetically modified plant and non-human animal patents

provided that they meet existing patent requirements. However, the different patenting
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approach in India demonstrates how the country prioritizes biodiversity conservation and food

security along with distributive equity rather than free biotech commodity control.

Canada’s approach appears more cautious. The Canadian Supreme Court upheld the validity
of the process patent in Harvard College v. Canada (Commissioner of Patents) while rejecting
the Oncomouse patent because genetic modification of higher life forms failed to match
statutory categories of “manufacture” or “composition of matter” defined in the Canadian
Patent Act. The Canadian approach stands apart from the U.S. GMO patent regulations which
permit both process and product patents as well as from India’s product patent bans. The
European Union implements an ethical framework that supports patenting under specific
conditions. The EU Biotechnology Directive (Directive 98/44/EC) enables the patenting of
biological material including GM plants and animals and genetic material when this material
gets separated from its natural habitat or made through technological methods. The Directive
specifically refuses to grant patents for inventions contrary to morality and public order. The
invention of human clones and changes to human germlines together with commercial human
embryo exploitation fall under moral exclusions provided by Article 53(a) of the European

Patent Convention.

European patent law mandates patent applicants submit biotechnological inventions showing
a specific, substantial, and credible utility while also satisfying the "technical contribution" or
"industrial applicability" criteria which exceeds India's utility-based standards by doing formal
ethics tests on each patent application. In Europe legally protected genetically engineered
organisms must pass two evaluation tests which evaluate their practical value and adherence
to moral codes. India uses Section 3(j) to categorically exclude higher life forms and their
processes through a broad general rule yet Canada operates under case-based legal installation

without morality regulation.

The United States follows a market-focused model for biotechnological patents but Europe
employs an ethical framework which protects the interests of its people. Canada achieves a
modest level of patent flexibility through judicial interpretation and opposing approaches to
biotechnology exist in India which discourage patents by prioritizing conservation among other
principles. The various legal frameworks demonstrate that conflicting philosophies between

law and culture determine the acceptable patent protections for living entities.
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CHALLENGES AND FUTURE DIRECTIONS IN CANADIAN LAW

Canadian patent legislation stands at a decisive point where it must deal with emerging
biotechnological innovations specifically affecting life-based patenting issues. The beginnings
of legal developments through industrial inventions in the early 20th century evolved into
persistent clashes between ethical questions in biology and rights of indigenous people and
international governing bodies. Canadian patent law has evolved beyond initial definitions of
“invention” in Abitibi Co v Canada (Commissioner of Patents) but biological subject matter

created legal chaos for long-established legal doctrines.

The main legal uncertainty arises because Canadian courts struggle to distinguish which
biological elements qualify as patentable components from whole organisms that remain
outside the scope of patents. The choice between patenting biological entities or not becomes
unclear under current frameworks because synthetic biology research creates blended
component-organism distinctions. This problem exists on both doctrinal and practical fronts.
Multiple interpretations of patentable subject matter generate problems for scientists who seek
to interact with the patent system along with biotech firms and regulatory bodies. The
technology advancement stops us from determining whether items like lab-grown meat and
CRISPR-edited plants qualify as subject matter for patents because no laws exist to clearly

define such biological creations.

Canada needs to resolve conflict between moral standards and economic standards tied to life
commodification. Patent law avoids extending to sentient beings and controversial forms of
life because courts have established this limit. However, bureaucracy has not yet integrated
sufficient ethical considerations into patentability. Sheila Jasanoff and other scholars advocate
democratic institutions as better than narrow legal limitations for achieving ethical governance
in biotechnology. According to Jasanoff, democratic institutions provide more effective
solutions. The current ethical framework of Canada poses risks to useful innovation through
regulatory exclusions without clear mechanisms to discuss ethical concerns. The situation
deteriorates because traditional knowledge systems have not been properly integrated into
existing systems. Although Canada is obligated by the Nagoya Protocol the patent system
neglects the communal value and cultural identity of biological resources derived from
traditional knowledge bases. Future legal systems should create beneficiary sharing methods

and householder recognition systems which correspond to Indigenous governance principles.
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Canadian Intellectual Property Office (CIPO) exists to review patent examination methods for
their active upkeep according to current scientific advancements while maintaining
international patent standards. The tripartite protected international standards under TRIPS and
EU protocols serve as essential market requirements that businesses need to follow to obtain
global biotech industry investor support. The adoption of standards from external sources
demands Canada to relinquish its discretion for modifying IP regulations based either on
constitutional provisions combined with ethical principles. To achieve significant patent reform
through the future another legislation must be passed which defines life forms and forms
precise qualifications for patenting life-based inventions. The revised ethical review system
should adopt a framework which conforms to Article 53(a) European Patent Convention
morality clause that allows excluding patents for matters involving public morality and order

concerns.

The experimental use exemption should protect academic researchers because this protection
will eliminate the "anticommons" condition which creates patent disputes among multiple
parties. Biotechnological discoveries should be accessed through mechanisms that include
collaborative platforms and technologies that jump ahead. The Canadian patent legislation
must evolve by defining patent control according to modern science, ethics and cultural
influences in biotechnology. Life form patentability must adopt future methods which unite

principles for innovation and justice-based approaches.

CONCLUSION AND RECOMMENDATIONS

The evaluation between Indian and Canadian legislation pertaining to life form patents creates
an intersection of legal and ethical challenges which integrates research discoveries with moral
standards alongside national agendas. The legal systems in both countries establish recognition
of biotechnology potential yet they remain in a persistent debate about the wide-ranging issues
surrounding patents on living organisms. The Canadian patent system bases its stance on a
restrained perception of invention eligibility during assessments of life form patents. However,
the lack of statutory specificity has created interpretive ambiguity, particularly as
advancements in synthetic biology and genetic engineering outpace existing legal definitions.
Furthermore, ethical considerations—such as environmental impact, animal welfare, and
human dignity—are not systematically integrated into patent law but rather emerge through

selective administrative and judicial discretion. The absence of robust legislative guidance
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leaves patent examiners and courts to operate in a grey area, complicating decisions on novel

biotechnological inventions.

India implements an explicit system to exclude particular biotechnological inventions from
patents through provisions targeting matters of morality and public order along with biological
processes but such provisions create difficulties by granting generalized authority to patent
offices without proper procedural examination capabilities. The implementation of traditional
knowledge systems and biodiversity protection laws in India creates additional legal
complexities specifically when patents link with cultural heritage and community resources.
Throughout both jurisdictions the main ethical and practical concern exists in viewing life as
intellectual property. The business value placed on organic matter leads to multiple ownership
concerns and accountability issues especially regarding genetically modified organisms and

synthetic pathogens and gene editing applications.

Certain recommendations that would be suggested:

1. All countries should revise their patent laws to include contemporary
biotechnological capabilities. The definition of patentable life forms along with
precise criteria will help decrease regulatory interpretive confusion while

promoting uniformity in applied rulings.

2. Creating official ethical assessment bodies such as patent office bioethics panels
allow complex morality decisions to be evaluated systematically while protecting

both innovation and innovative limits.

3. The law needs to establish procedures that safeguard traditional ownership rights of
indigenous peoples and native communities over genetic materials and their related
understanding. An effective alignment of biodiversity governance with intellectual
property systems along with balanced mechanisms will establish fairness for benefit

distribution.

4. Non-profit research activities need adequate protections against patent infringement
from both countries. Public collaboration and innovation together with
experimental use privileges serve to support shared research yet maintain public

interest.
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5. The collaboration between national laws and international frameworks like the
Convention on Biological Diversity together with the Nagoya Protocol requires
support because it maintains domestic values. The implementation of proper

measures will preserve innovation through ethical and environmental standards.

The law requires continuous transformation in step with quick acceleration in life sciences
development. Patent legislation throughout India and Canada has to maintain a precise stability
point that promotes innovation without causing harm to ethical principles or environmental
purity or social fairness. A pragmatic system of patent reform depends on scientific education

and social responsibility to create a modern legal framework for the future.
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