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6.1 Introduction

I should not like — under such circumstances, to be what I may

call dispersed, a part of me here and a part of me there, but

should wish to collect myself like a genteel person.1

A patent is a grant of monopoly rights by the state to the

inventor (patentee) that allows him or her to capitalize on

an invention by excluding others from making, using,

selling or importing it for a limited period of time.2 In

exchange for this right, the patentee must publicly

disclose a full description of the invention.

Patented inventions composed of non-living materials,

such as wood or metal, rarely raise controversy with

respect to subject matter. Beginning, however, in the

1980s, patent applications and grants over living mate-

rials, such as micro-organisms and human biological

materials, began to attract attention and to raise ethical,

moral and legal concerns.

More recently, advances in biotechnology and the

completion of the Human Genome Project (“HGP”) have

combined to produce a dramatic rise in the number of

patents issued over human materials, including human

deoxyribonucleic acid (“DNA”) sequences (genes).

During the last decade, individuals and organizations

began to voice concerns with the notion that human mate-

rials could be the subject of property rights that reside

with a single owner (often a large corporation).3

This chapter examines the question of whether the issuing

of patents in the area of biotechnology raises any human

rights issues. It includes a discussion of property rights in

the body and excised bodily materials, including a discus-

sion of the common law and legislation. The chapter

includes three hypothetical scenarios under which the issue

of patenting and human rights is analyzed and discussed.

It begins with a background section which provides a

general discussion of patents and briefly explains the

science and technology involved in the research and

patenting of human bodily materials, including genes.

(The author wishes to thank Ray MacCallum, Laura

Farquharson (both Counsel in the HRLS), Elisabeth Eid

(General Counsel/Director HRLS), and Stan Benda

(Counsel, Regulatory Law) for their review of drafts and

their invaluable comments and suggestions. In addition,

acknowledgements to Katherine van Heughten (Counsel,

Health Canada Legal Services) and Robert Borland

(Student-at-Law), for their preliminary research and work.)

6.2 Background

Patents 

The state regulation of inventions through patents has a

long and rather obscure history. Despite the uncertain

origins, patents are considered to be the oldest form of

intellectual property.4 Some individuals believe that the
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1 Charles Dickens, Our Mutual Friend (London: Penguin, 15th ed., 1984) at
127; Michelle Bourianoff, “Personalizing Personality: Toward a Property Right
in Human Bodies” (1990) 69 Tex. L. Rev. 209.

2 David Young et al., Terrell on The Law of Patents, 14th ed. (London: Sweet &
Maxwell, 1994) at 1.

3 Nuffield Council on Bioethics, The ethics of patenting DNA: a discussion
paper (Nuffield Council on Bioethics: London, 2002) at 5.

4 The Australian Law Reform Commission, Intellectual Property Rights Over
Genetic Materials and Genetic and Related Technologies (Canberra: Depart-
ment of Communications, Information Technology and the Arts, 2004) at 41.
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issuing of patents began with a 1474 Venetian decree.5

The British patent system can trace its roots to the

“Monopoly System” begun during the reign of Queen

Elizabeth I.6

In Canada, a statutorily based patent regime existed prior

to Confederation in both Upper and Lower Canada.

Canada’s Constitution Act, 1867 assigned exclusive legisla-

tive authority over patents to the federal Parliament.7

Today, Canadian patents are granted by the Patent

Commissioner in accordance with the Patent Act for any

“new, useful, and unobvious… machines, products,

processes, or improvements to existing technology.”8

Each country grants patent rights according to its own

rules or scheme enacted in its domestic legislation.9 The

World Intellectual Property Organization (“WIPO”)

works to promote the respect, use and protection of forms

of intellectual property, such as patents. WIPO is an inter-

national organization that falls under the auspices of 

the United Nations. One of its objectives is to ensure

administrative cooperation among the Member States. 

In addition, international trade organizations, such as the

World Trade Organization (“WTO”), have attempted to

introduce some common international rules through the

TRIPS Agreement regarding intellectual property that

must be adhered to by Member States.

It is important to emphasize that a patent does not give

the patentee an automatic right to make, use, sell, or

import an invention. Other domestic legislation may

require approval of the invention before it may enter the

marketplace. A patent grants to the patentee the right to

exclude others from doing so.10 It could be viewed as a

reward by society for the inventor’s inventiveness: it

could be characterized as a “carefully crafted bargain” or

social agreement between the inventor and society.11 A

patent regime arguably serves the public good by encour-

aging the invention and distribution of inventions, as 

well as the disclosure and furtherance of knowledge, in

exchange for the patentee’s right to exclude others from

using, making, selling or importing the invention for a

limited period of time, usually 20 years.12

Biotechnology and Patents

In the past, biochemical processes and methods of agricul-

ture were generally refused patent protection because

they were considered mere discoveries. However, the

marriage of biology and technology produced methods or

processes that were so different from what was consid-

ered “natural” that the courts began to uphold patents

over them in the 1960s and 70s.13

Today, there are patent applications for entire animals,

such as the Harvard oncomouse, entire plants, genes

incorporated into either, as well as parts of the human

body, which raise novel concerns. The continuing expan-

sion of the biotechnology industry and the subsequent

development of new products, using biological processes

or living organisms, raise questions as to whether certain

products or processes can or should be the subject-matter

of a patent.

Critics of patents over human materials argue that instead

of increasing knowledge and research in society, they

often result in a negative impact on research, especially

patents issued for human genes and cells. In their view,

patents over extracted human materials may block the

access of researchers to information and research mate-

rials, and thus impede research. Other commentators,

however, point out that the concern with withholding

new knowledge from society is not unique to patenting

but also occurs when corporations protect their research

and inventions by labelling them as “trade secrets.”

Chapter 6: Human Rights and Patenting

5 David Vaver, Intellectual Property Law: Copyrights, Patents and Trade-Marks
(Concord, Ontario: Irwin Law, 1997) at 1.

6 Young, supra note 2, at 2.
7 Constitution Act, 1867. 30 & 31 Victoria, c. 3. (U.K.), s. 91(22).
8 Vaver, supra note 5, at 113.
9 Each country issues patent rights that are only valid in that jurisdiction. For

example, a Canadian patent would not apply to activity in the United States.
10 Sheldon W. Halpern, Craig Allen Nard and Kenneth L Port, Fundamentals of

United States Intellectual Property Law: Copyright, Patent, and Trademark
(The Hague: Kluwer Law International, 1999) at 252.

11 Bonito Boats, 489 U.S. at 149 (United States Supreme Court); Cynthia Ho,
“Who Deserves the Patent Pot of Gold?: An Inquiry into the Proper
Inventorship of Patient-Based Discoveries” (2002) Hous. J. Health L. & Pol’y
107, at 113.

12 E.R. Gold & T. A. Caulfield, “Human Genetic Inventions, Patenting and Human
Rights” (Edmonton, Alberta, Health Law Institute, 2003) at 26.

13 Young, supra note 2 at 22-3.
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A secondary concern is that the results of new research

may be kept secret for an extended period of time while

the researcher perfects the invention to a stage of develop-

ment that ensures the grant of a patent.14 One could

argue, however, that such secrecy is necessary in order for

the inventor to be granted a patent, i.e., it is a requirement

under the Patent Act that the invention be �new.� In addi-

tion, there is evidence that university-business joint

ventures result in secrecy in university laboratories.15

Some of these critics are scientists who consider that

information regarding the human genome is communal

property that should be freely available to other scientists

and the public.16 This concern has been dubbed the

�tragedy of the anti-commons� by commentators.17

Others point out, however, that patents stimulate inven-

tion and promote the disclosure of inventions and thus

knowledge, which in turn enables other inventors to learn

about them and to develop improvements on the original

invention, as well as alternatives. The U.K.�s Nuffield

Council on Bioethics18 described the benefits of patents 

as follows:

� [patents represent] one of the most important

incentives for commercial enterprises to undertake

research and development, by allowing them to enjoy

returns on the generation and application of knowl-

edge. The patent system provides an incentive to

invest in the production and application of knowl-

edge by allocating benefits directly to those

companies making the investments, and because it

grants property rights which recognise an inventor�s

exclusive right to prevent others, for a fixed term,

from making, using or selling an invention based on

that knowledge without licence. By contrast, the

inability or failure of companies to prevent others

from making use of the new developments they

generate is an established cause of the failure of

commercial enterprises� Moreover, because patents

facilitate the dissemination of knowledge, they also

serve to prevent costly and wasteful duplication of

the efforts of researchers.19

The Science

In order to fully understand the complex legal and 

ethical issues raised by patenting human materials, it is

important to have a basic understanding of the science

involved. This section briefly describes the patenting of

human genes, and other human materials, such as cells, 

as inventions or as part of a patented process. 

The term �biotechnology� was coined in 1919 to refer to

the science and the methods that permit products to be

produced from new materials with the aid of living

organisms.20 Common examples of early biotechnology

are the use of living micro-organisms to catalyze chemical

reactions to produce certain foods, such as bread and

cheese, and the propagation of plants through

grafting.21 Modern or second-generation biotechnology

began with Watson and Crick�s 1953 discovery of the

structure of DNA, the genetic material occurring in living

organisms.22 This discovery heralded a new age of

research in which scientists laboured to discover how

DNA functioned and how differences in DNA resulted 

in differences between individuals.23

Modern biotechnology is, for the most part, based on

molecular biology and operates at the cellular and molec-

ular levels.24 Scientists are able to exchange genetic

information between mircro-organisms, plants, and

animals, including humans. In practical terms, genetic

modification or engineering has resulted in products that

were once only available from natural sources in limited
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14 ALRC, supra note 4 at 63.
15 Ned Hettinger, “Patenting Life: Biotechnology, Intellectual Property, and

Environmental Ethics” (1995) 22 B.C. Envtl. Aff. L. Rev. 267, at 294.
16 J. Donahue, Patenting of Human DNA Sequences — Implications for

Prenatal Genetic Testing, 36 Brandeis J. Fam. L, 1997-98, at 274.
17 E. R. Gold and T. A Caulfield, supra note 12, at 30.
18 Nuffield Council on Bioethics, supra note 3.
19 Ibid. at 13.
20 Tara Snell and Réal Doutre, Biotechnology: A Reference Guide for

Department of Justice Practitioners (Ottawa: Department of Justice, 2003) 
at 1 citing B. Sheridan, EU Biotechnology Law & Practice (Isle of Wight:
Palladian Law Publishing Ltd., 2001) at 3.

21 P. Reimer and B. Schwartz, “Biotechnology: A Canadian Perspective” (2001)
1 Asper Rev. of Int’l Bus. And Trade Law, para. 2, online: QL (JOUR). Ned
Hettinger, “Patenting Life: Biotechnology, Intellectual Property, and
Environmental Ethics” (1995) 22 B.C. Envtl. Aff. L. Rev. 267 at 274.

22 Nuffield Council on Bioethics, supra note 3, at 3.
23 Ibid.
24 Modern biotechnology began with the Cohen/Boyer Patent. It was the first

process/technique for creating a transgenic involving recombinant DNA using
plasmids in bacteria. Enzymes were used to insert a synthetic gene into
plasmid. The bacteria had in the past had been used to incorporate its DNA
into the plant. Now, however, the plasmid transferred the synthetic gene into
the plant.



amounts being manufactured in large amounts at 

low costs. Insulin and human growth hormone are 

two examples of such products.25

Human Genes

A gene is the functional and physical unit of heredity

passed from parent to offspring. Genes are units within

the nucleus of a cell that are made up of deoxyribonucleic

acid, more commonly known as DNA. Within the cell’s

nucleus, genes are organized into chromosomes, of which

humans inherit a set of 23 from each parent for a total of

46 chromosomes. In interaction with the environment,

chromosomes determine a person’s physical and to some

extent, behavioural characteristics.26

The Human Genome Project (the “HGP”) begun in 1990

could be considered an indication of the thriving state 

of genetic research.27 The intent of the project was to co-

ordinate international research to identify and map all the

genes in the human DNA, and to order the chemical base

pairs that make up human DNA. Research was jointly

undertaken by two communities of researchers: those in

publicly funded bodies, such as universities and research

institutes, and those working in privately funded industrial

organizations, such as Celera.28 The international consor-

tium was led by Dr. Francis Collins of the United States

(“U.S.”) National Human Genome Research Institute.29

In 2001, two versions of the draft map of the human

genome were published by the two research communities,

with the data from the publicly funded research being

incorporated into the results from the privately funded

version. The publicly funded research had been conducted

in the context of a strong commitment to the public sharing

of, and access to, the data.30 The final sequencing of the

human genome was completed in April 2003. The sequence

data produced by the HGP was deposited into public gene

banks, while Celera and other private organizations, sought

patent protection over the sequences they identified.31

In 2003, the human genome was estimated to be

composed of approximately 30,000 protein-coding genes,

and a myriad of other functional elements, such as non-

protein-coding genes.32 More recently, the International

Human Genome Sequencing Consortium (made up of

several pharmaceutical companies) has announced that

the human genome only contains between 20-25,000

protein-coding genes. This is a far cry from the original

estimate of 100,000 human protein-coding genes.33

The HGP resulted in an enormous increase in the knowl-

edge and understanding of the human genome and it

pushed the issue of gene patenting to the forefront of

research, medicine and society. The draft of the human

genome, released in 2001, allowed researchers to identify

genes associated with a number of genetic based disor-

ders and diseases. To date, over 30 genes have been

pinpointed and linked to diseases such as breast, skin and

colon cancer, muscle disease and Alzheimer’s disease.34

It is interesting to note that the mapping of the human,

mouse and chimp genomes have revealed that 40 to 80 per

cent of the human genome is shared with the mouse,35

while 99 per cent is shared with the chimpanzee.36 One

could argue that the human genome is not just the common

heritage of humans but rather significant portions of it are
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25 Tara Snell and Réal Doutre, supra note 20, at 2-3, citing William P.
Cunnigham et al., eds., Environmental Encyclopedia, First ed. (Detroit, U.S.A.:
Gale Research Inc., 1994) at 99.

26 Government of Ontario, “Genetics, Testing & Gene Patenting: Charting New
Territory in Healthcare” Draft Report to the Provinces and Territories, (Toronto,
2002) at 13 [hereinafter Charting New Territory].

27 K. Davies, “Cracking the Genome: Inside the Race to Unlock Human DNA”
(2001) at 3.

28 Nuffield Council on Bioethics, supra note 3, at 3.
29 ALRC, supra note 14, at 47.
30 Nuffield Council on Bioethics, supra note 3, at 3. The public sector research

published the sequence in Nature (Feb. 15, 2001), while the private sector
project undertaken by Celera Inc., a United States genomics company, was
published in Science (Feb. 16, 2001).

31 ALRC, supra note 14, at 47-8.
32 Francis s. Collins, et al. (on behalf of the US National Human Genome

Research Institute), “A vision for the future of genomics research: a blueprint
for the genomic era” (Nature/Vol. 422/24 April 2003) at 3. Online:
http://www.nature.com/nature. accessed August 2004.

33 Nature, 21 October 2004, Online: Human genome: End of the beginning,
Nature 431, 915-16.

34 Charting New Territory, supra note 26, at 15.
35 Elizabeth Pennisi, “Sequence Tells Mouse, Human Genome Secrets” Science

Online, Volume 298, Number 5600 (6 December 2002) p. 1863-65. Online:
http//cmbi.bjmu.edu.cn/news/0212/26.htm. Accessed 28 April 2005;
NIH/National Human Genome Research Institute, “The mouse genome and
the measure of man” (4 December 2002). Online: http//cmbi.bjmu.edu.cn/
news/0212/26.htm. Accessed 28 April 2005.

36 Cornell News, “DNA analysis for chimpanzees and humans reveals striking
differences in genes for smell, metabolism and hearing” (18 December
2003). Online: http//www.news.cornell.edu/releases/Dec03/
chimp.life.hrs.html. Accessed: 28 April 2005. Newswise, “Lifestyle Accounts
for Differences in Chimp, Human Genome” (18 December 2003). Online:
http//www.newswise.com/articles/view/502544. Accessed: 28 April 2005.



also the heritage of other species. This knowledge may also

diminish the notion that the human genome is unique

and/or sacrosanct.

The raw materials of nature are not patentable since they

are discoveries rather than inventions. For the same

reason, scientific knowledge about a naturally occurring

phenomenon is not eligible for patenting: it is viewed as a

mere discovery. Consequently, scientific knowledge about

genetic information encoded in some naturally occurring

phenomenon is not eligible for patenting and thus the

gene and its information inside a human body could not

be the subject matter of a patent. However, an artificial

phenomenon that does not occur naturally, such as a

molecule that has been isolated, identified and cloned, that

encodes human genetic information may be patentable.37

The distinction between the invention and the discovery

of a naturally occurring substance was aptly described by

Richard Gold and Timothy A. Caulfield in their paper

“Human Genetic Inventions, Patenting and Human

Rights.”38 The authors state:

A DNA sequence, as it exists in a human body, is not

an invention. Its occurrence in that body is completely

natural and is not due to a technical intervention. That

sequence is not, therefore, patentable. However, this does

not mean that the same DNA sequence could not be patented

in a different context. Consider for example, the same

DNA sequence extracted from its native cell and placed

in a test-tube. The sequence in that particular form owes its

existence to human intervention. It is thus patentable [as

long as it meets the other criterion in the Act], The

patent holder only has, in this case, the right to prevent

others from making, using, selling or importing the

DNA sequence in this isolated form; the patent holder

has no rights against anyone making use of the DNA

sequence in its natural human host. Nevertheless, should

the person with the DNA sequence decide to have a

genetic test — which involves removing that DNA

sequence from its natural environment and placing it in

a test-tube — that person would violate the patent.39

[emphasis added]

One way to obtain the genetic information contained in a

DNA sequence requires the use of cloning techniques.

Cell samples are collected and scientists apply enzymes to

break the cell apart and to separate the DNA from other

chemicals in the cell. Once the DNA is removed, other

enzymes are used to break the long DNA molecule into

shorter sequences, such as genes, gene fragments, or

genetic markers. Chemicals or electrical methods are 

then used to separate the pieces of DNA into strands 

of different lengths. These shorter sequences are taken 

up by vectors and transferred into bacteria which

subsequently make copies of these DNA sequences. 

The cloned DNA is removed from the bacteria and a

process known as polymerase chain reaction is used 

to make thousands of purified copies of the DNA.40

Much of the debate surrounding the patentability of

human DNA sequences has centered on whether or not

they are a discovery of something already existing in

nature or whether they can be considered an invention. 

In patenting terms, the scientific knowledge concerning

the genetic information has been discovered through 

the creation of an artificial molecule. Patent offices around

the world have concluded that the genetic information 

is essentially part of an invention, a molecule which is

human handiwork and thus patentable.41

This process of isolating and cloning has been the basis

for granting patents over DNA sequences in the past.

However, the use of computational techniques (relying 

on computers) to identify DNA sequences of genes is fast

replacing the laboratory cloning method described above,

and may in the not too distant future call into the question

the eligibility for patenting of DNA sequences because of

the lack of inventiveness in the computational technique.42

Chapter 6: Human Rights and Patenting

A Brave New World: Where Biotechnology and Human Rights Intersect

6–5

37 Nuffield Council on Bioethics, supra note 3, at 27.
38 Gold and Caulfield, supra note 12.
39 Ibid, at 22-23.
40 D. Resnik, “DNA Patents and Human Dignity” (2001) 29 J.L. Med. & Ethics

152 at 154.
41 Nuffield Council on Bioethics, supra note 3, at 27-8.
42 Ibid. at 28. The in silico approach or technique to identifying DNA sequences

is unlikely to provide the grounds for eligibility for patenting in Europe as it
does not involve any laboratory work. It relies on the fact that the human
DNA sequence is now available from a personal computer. The researcher
simply matches an unknown human DNA sequence to a homologous, or
similar, gene sequence in an animal genome where the function may already
be known. The researcher then files a patent application on the human DNA
sequence, in the context of a diagnostic or therapeutic use, based on the
similarity of function. Although this process may not meet the test used by
the European Patent Office, it will likely meet the lower threshold of inven-
tiveness used by the United States Patent and Trademark Office.



In order to receive a patent on an invention, it must be

new, non-obvious and useful. Patents on isolated gene

sequences and their associated proteins have been

granted since the 1980s on the basis that the protein might

be a useful therapeutic at some point.43 The patent

granted the “inventor” a monopoly over the “isolated

sequences, the purified protein, various vectors used to

transform production organisms with the relevant

sequence, and the transgenic organisms used to produce

large quantities of the protein.”44 Patent law theory

allowed these materials to qualify as inventions since

none had previously existed in nature in their isolated or

purified form (additionally, the transgenic production

organisms were novel). The scope of such a patent is

broad enough to allow a pharmaceutical company to

bring to market (after clinical trials and research) a drug

or other product based on the therapeutic protein. 45

The scope of what is patentable continues to expand in

many jurisdictions, especially the U.S. For example, patents

have now been granted on partial gene sequences that

might be useful in identifying a gene, and on genes that 

are no longer identified through protein production but

through computer analysis. In 2001, the U.S. Patent and

Trademark Office (“PTO”) issued Utility Examination

Guidelines46 which provided standards regarding the

amount of knowledge one must have about the biological

significance of a sequence before it can be patented.47

However, this has not stopped patenting from expanding

further still. The U.S. now issues patents on protein co-

ordinates. These patents are monopolies over the use of the

measured co-ordinates in computer programs to attempt to

model the interaction of the protein with other chemicals

that might be candidates for therapeutics. In addition,

patents have been issued in the U.S. on diagnostic

sequences, including single nucleotide polymorphisms

(“SNPs”)48 and expressed sequence tags (“ESTS”).

Scientists working on the HGP produced and published a

map of 1.42 million SNPs. SNPs are sites in the genome at

which single nucleotide bases differ from person to person

and appear to occur at a frequency of approximately 1 per

1900 bases.49 Variations in DNA sequence can have a major

impact on how humans respond to disease, environmental

insults, such as bacteria, viruses, toxins and chemicals, as

well as drugs and other therapies. SNPs are thus quite

useful tools in biomedical research.50 SNPs have value as

markers for linkage or for association studies of genetic

susceptibility to disease.51 To date, SNPs maps have iden-

tified DNA sequences underlying such common diseases

as cardiovascular disease, diabetes, arthritis, and some

types of cancer. The hope is that the identification of

disease genes and SNPs will allow scientists to target the

development of new drugs and therapies.52

ESTs are parts or fragments of a gene.53 Often these are

patented without a description of the exact location of the

original gene on the chromosome and without a descrip-

tion of its biological function. The patenting of these

fragments has become controversial among scientists and

many have argued that both SNPs and ESTs are biological

research tools that should not be patentable.54 It appears

that the U.S. PTO may have recently adopted a more

restrictive approach to the issuing of these patents.

Many of these patents present significant problems to 

the U.S. pharmaceutical industry because the materials

patented are research tools useful for the development of

therapeutics and new drugs. Biotechnology companies

have acquired patents to many of these with the intent of

supplying them under contract (licence) to pharmaceutical

companies.55 One could argue that one of the social bene-

fits of patenting, i.e., the distribution of inventions, as well

as the disclosure of knowledge and information within

society, is being lost through the expansion of patentability. 

Thousands of patents with claims to human DNA

sequences have been filed and granted, mostly in the U.S.

These include patents for genomic DNA sequences, SNPs,

DNA sequences of individual mutations that give rise to
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43 John H. Barton, “Genomics Patents” at 101, in Bartha Maria Knoppers and
Charles Scriver, eds., Genomics, Health and Society: Emerging Issues for
Public Policy (Ottawa: Policy Research Initiative).

44 Ibid.
45 Ibid.
46 66 Fed. Reg. 1093 (5 January 2001).
47 Barton, supra note 43 at 102.
48 Ibid.
49 WHO Genomics and World Health at 2.4.3 page 32.
50 Charting New Territory, supra note 26, at 38.
51 WHO, supra note 49, at 32.
52 Charting New Territory, supra note 26, at 15.
53 Ibid. at 37.
54 Ibid. at 37-8.
55 Barton, supra note 43, at 103.



disease, cloning vectors, proteins and parts of proteins,

and computer-assisted methods for identifying proteins

or parts of proteins of similar structure. Currently, there

are over 3 million genome-related patent applications

filed with the U.S. PTO.56

Other human materials

Technology has produced new ways of using human bodily

materials in research. Human materials are not only used in

biomedical research but also as a component of a variety of

commercial products ranging from drugs to vaccines to

pregnancy test kits.57 Many of the results of such research,

especially where it has a commercial or research applica-

tion, will become the subject matter of a patent.

The most common technologies employed to convert

human materials, tissues and cells, into products are: cell

culture technology, hybridoma technology and recombi-

nant DNA technology.58 Cell culture technology involves

the use of human cells that continually divide and grow

in culture. Most, but not all, of the established cell lines

originated from malignant tissue samples.59 Successful

cell lines begin with the isolation and expansion of a

single cell a process referred to as cloning.60 The resulting

cell cultures are used in many types of commercial and

non-commercial research. They can be used as a biological

factory to produce a substance and to test drugs or the

toxicity of various chemical compounds.61 These cell

cultures are often the subject matter of a patent.

Hybridoma technology uses hybridomas which are special

types of hybrid cells created by the fusion of two different

types of cells, a type of tumour cell called a myeloma and

a B lymphocyte cell.62 The B lymphocyte cell is isolated

from the spleen or lymph node tissue (part of the body’s

immune system), which has been injected with the 

specific foreign substance of interest to the researcher. 

The B lymphocyte is a specialized type of white blood cell

that produces one specific kind of antibody in response to

the injection. When the B lymphocyte is fused with the

immortal myeloma cell, the resulting hybridoma continu-

ously multiplies in culture and secretes a single specific

type of antibody. The supply of large amounts of specific

antibodies is important for research, medicine and

commerce. They can be used in diagnostics and for

prophylactic or therapeutic regimens in humans. 63

The third type of technology is referred to as DNA recom-

binant technology (also referred to as genetic engineering).

Donor DNA is cut by enzymes into fragments, one of

which contains the sequence of interest. These fragments

are joined with vector DNA (vectors can be bacterial, viral,

phage or eukaryotic DNA or combinations of these DNA)

to become recombinant DNA molecules. The recombinant

molecules are then introduced into host cells. The host

population containing the cloned gene can be expanded

and the cloned gene used to identity, isolate and scrutinize

scarce biological compounds.64

There are three major sources of human tissues and cells

for research: patients, healthy volunteers and cadavers.

Specimens obtained from patients can be both normal 

and atypical, but most are obtained as “leftovers” from

diagnostic or therapeutic procedures.65

Human reproductive materials, including sperm, ova, and

in vitro embryos are also the subject matter of research, and

some of these materials have been considered patentable.

Embryonic Stem cells derived from human in vitro embryos

are viewed as potentially valuable research materials and

have been the subject of patents in the U.S. and elsewhere.66
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6.3 Property Rights in the Human Body

At first glance, it may appear that there is no connection

between the subject of property rights in the body and the

question of patenting and human rights. One can argue,

however, that on closer examination the principle of

human dignity may be the connector. This possible

connection is further explored in the following discussion. 

Patents over human materials essentially grant to the

inventor intellectual property rights in the invention and

in any extracted human materials which form part of the

invention. Concerns have been expressed by human

contributors of biological materials that they rarely

receive a benefit from such contributions nor are they

permitted to benefit by selling their biological materials 

in the marketplace. If inventors are able to commercialize

products based on or containing donated human mate-

rials, and possibly realize substantial profits, why can an

individual donor not commercialize and realize a profit

from the sale of his or her excised materials, or benefit

from his or her donation? The answers may lie in the

commonly held Western view of the body as being

inseparable from the soul and personhood.

Early philosophical writings by Plato and others on the

significance of the physical body considered it an impedi-

ment: it was seen as a temporary tomb in which the soul

was forced to reside.67 This view of a split between the

soul and the body was widened by the writings of more

recent philosophers, such as Rene Descartes.68 In the field

of bioethics, philosopher H. Tristram Engelhardt espouses

that personhood goes with consciousness, with the brain

and not the body.69 Engelhardt considers the human body

to be the quintessential example of property and believes

that human beings have a right to trade commercially in

the body. Persons should be free to consent to do what

they wish with their body.70

Other early philosophers, such as Aristotle, considered the

body and soul as two aspects of a single entity.71 This view

is reflected in the Jewish and Christian traditions. Both

traditions embraced the notion that the fleshly body is

entwined with the soul.72 Paul Ramsey, a Christian theolo-

gian, captured this view with the following statement

“Persons are either embodied souls or ensouled bodies.”73

In his view, the body is a “sacredness” in the biological

order and thus commercialization of the body would be

seen as “morally repugnant.”74

In Western culture, the most prevalent view of the human

body is that found in the Jewish and Christian religious

traditions. According to this view, the body is bound up

with the soul: the body houses the soul and thus the very

essence of the person. The secular notion that the human

body and human dignity are linked makes commercial-

ization of the body or its products repugnant to many

North Americans and Europeans.

One might argue, however, that this viewpoint has not

always been reflected in the common law, since there are

situations where the law recognizes a limited property

right in the human body. On the other hand, one could

argue that it is precisely because the body is considered 

as an object of rich moral significance that the law and

society consider it as “property,” solely to ensure that

certain legal remedies are available for offences

committed against it.75

In order for property to be recognized in an object, not all

the elements or rights that make up property have to be

present.76 The common law, for example, grants to imme-

diate family members a limited property right, in the

nature of control, in the body of a deceased relative.77

This right does not permit the family members to sell the
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body or its parts, rather it provides them with the neces-

sary control to dispose of the body according to the

wishes of the deceased. It also provides the family

members with the right to claim compensation for

emotional distress in those situations where the corpse

has been mistreated.78 Additional examples abound

where the common law recognizes limited property rights

in the body. The tort of appropriation of name or likeness

and the tort of battery are examples of common law reme-

dies that recognize limited property rights in the body.

Canada’s Criminal Code includes the offences of battery

and assault, indicating the importance society and

Parliament place on an individual’s control over the

integrity of their body.

The common law has also recognized ownership rights

over the body’s reproductive materials, such as sperm

and in vitro embryos.79 In addition, there are limited prop-

erty rights granted in legislation. For example, every

Canadian province has a statute that allows individuals to

make a gift of parts of their body during their lifetime

(inter vivos) and after death (causa mortis). 

In the pivotal American case of Moore v. The Regents of the

University of Southern California et al,80 the courts were

asked whether an individual who had unknowingly

contributed parts of his body to researchers who subse-

quently used them to create a profitable patented cell-

line, named the Mo cell-line, could successfully sue the

researchers for the tort of conversion.81 A majority of the

California Court of Appeal found that Mr. Moore could

sustain a cause of action for conversion, since in its view

individuals had the “essence of a property interest — 

the ultimate right of control” with regards to their 

own body.82

On appeal, the California Supreme Court was split five

members to two. The majority held that Mr. Moore did

not have a cause of action for conversion, since he had no

ownership interest in his excised cells.83 He did, however,

have the basis for an action in negligence against the

physician since he had not obtained Mr. Moore’s

informed consent to the removal and donation of his

excised cells and tissues for research purposes.84

One of the two dissenting opinions, written by Justice

Mosk, noted that under the laws of California, property is

a broad concept. In his view, Mr. Moore was seeking 

fairness and equity to some share in the profits that 

defendants made and expected to make from his cells. 

He wrote “… no one can question Moore’s crucial contri-

bution to the invention — an invention named, ironically,

after him: but for the cells of Moore’s body taken by

defendants, there would have been no Mo cell line.”85

The irony evident in the Moore decision is that while

researchers and the biotechnology industry are at liberty

to make potentially large profits by mining, refining and

patenting human materials, the source or individual

donor of the raw materials is not able to sell their bodily

materials in the marketplace and is not required by law 

to receive a benefit back from the patentee.

6.3.1 The Principle of Human Dignity

Many writers have expressed concern that the recognition

of property rights in the body would negatively impact

human dignity. The worth of individuals would be seen

in terms of their commercial value in the marketplace

rather than in terms of their inherent worth, which is

“neither given by the state nor vulnerable to political

whim, totalitarian or majoritarian, either within or beyond

national borders.”86

Human dignity, while not a free-standing constitutional

right, can be described as a fundamental principle87 or a

constitutional value that underlies many of the rights in the

Canadian Charter of Rights and Freedoms88, 89 The concept of
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dignity is likely implicated in any issue involving human

rights since it is considered intrinsic to every human being,

and is one of the values and principles essential to a free

and democratic society.90

The notion of human dignity can be considered from 

two different viewpoints, i.e., objective and subjective.

Objective dignity is said to encompass “unconditional and

incomparable worth… [an] unchanging, supreme value

that inheres in every human being.”91 Dignity is a constant

and is not dependent on the person’s circumstances or the

respect shown to him or her by others in society.

Subjective dignity, on the other hand, is a personalized,

individual sense of self-worth. This sense of dignity is not

concerned with an abstract ideal of equal concern and

respect, but with “the individual’s own perception of self-

worth.”92 It is dependent on whether the individual has a

sense of self-worth as a human being or whether they feel

worthless: it is a conception of self-respect.93 It is specific

to the particular individual. When the Supreme Court of

Canada undertakes an analysis that includes human

dignity, for example, when deciding a question of

discrimination, it considers the impact of a government

action on both subjective and objective dignity.

Would an individual’s feelings of self-respect or self-worth

be diminished if the state granted property rights in the

body or bodily materials? Is the body sacred, housing an

individual’s essence or personhood, or is it nothing more

than an impediment? Would a right to commercialize the

body affect an individual’s physical or psychological

integrity of empowerment? Does the grant of a patent 

over excised bodily materials offend human dignity?

For many individuals, the existence of a legal market for

body cells or parts would diminish human dignity. The

body and the person are so intimately connected that

affronts to the physical body would be affronts to the

person. The notion that an individual could be reduced 

to and viewed as a conglomeration of marketable parts

and materials would impact on their subjective feelings 

of self-worth and self-respect, and on their objective 

view of human beings as possessing incomparable and

priceless worth.

For others, the fact that human materials are taken and

used to produce patentable products sometimes resulting

in significant profits for inventors and biotechnology

companies would also diminish the concept of human

dignity. The government grant of patent rights assigning

to the patentee intellectual property rights over the

product would be troubling.

There are still others, who view the body as separate and

distinct from personhood and who would find nothing

wrong with property rights in the body. Property rights

in the body would not diminish human dignity, which is

accorded to the person who inhabits the body, but not 

the body itself. For these persons, the body is morally

insignificant and lacking in any intrinsic dignity. In fact,

these individuals may consider it offensive that one

segment of society can profit by using bodily materials 

in an invention, while the donor of the raw materials has

no right to a share in that profit.

6.3.2 Discussion

The common law has evolved to recognize individual

quasi-property rights in the body. Despite, however, the

opportunity presented by Moore, supra, the common law

has declined to evolve further and grant rights to alienate

the body for valuable consideration, such as money, or to 

be compensated for bodily materials taken without consent.

Researchers and corporations routinely claim intellectual

property rights over human materials that they have

invented. If the Patent Commissioner determines that the

invention meets the requirements for a patent, he or she

must issue a patent granting the patentee the right to

exclude others from using, making or selling the inven-

tion. The right to exclude others from using an object is

considered by some to be the essential right that an

individual must possess in order to categorize an object as
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property. Clearly, these biological materials/inventions

are property.

Although a patent represents intangible property, one

could argue that because it grants the patentee exclusive

use of the invention, for example, an isolated DNA

sequence in the field of biotechnology, it provides the

patentee with aspects of a tangible property right in the

subject matter of the patent. This is especially the case

where the “invention” differs very little from the raw

materials. Concerns have been expressed by authors and

in government reports that with respect to human genes,

the scope of patentable subject matter is constantly being

expanded and in many cases, critics have argued that 

the usefulness or biological function of the invention is

unknown at the time of patenting.94 Others, however,

have pointed out that “usefulness” remains a necessary

criterion in order to receive a patent.

In the U.S., patents are issued for protein co-ordinates,

SNPs, such as the BRCA diagnostic sequence (for breast

cancer), and ESTs. These patented biological materials

may be more appropriately characterized as research

tools. Protein co-ordinates may have little or no inde-

pendent value and yet can be the subject of a patent. Their

real economic value derives from a final product, e.g. a

pharmaceutical that is developed with the aid of the

research tool.95

The expanding scope of patentability in the U.S. suggests

a contradiction in the law. The law refuses to grant indi-

viduals property rights in their bodily materials and yet

allows pharmaceutical and biotechnology companies

intellectual property rights over these materials, despite

the fact that some of the patented materials require very

little in the way of inventivenss or differ very little from

the naturally occurring material in the body. In the past,

the granting of property rights in bodily materials could

be explained by applying John Locke’s theory of property.

The inventor, using raw materials, such as human cells,

applies his physical and mental labour to produce or

create a product. The inventor, as a human being, has an

inalienable right to self-ownership and it is this right

combined with the inventor’s physical and mental labour

that gives him or her a right of property in the finished

product. The theory is that the finished product is

different from the raw materials, i.e., the excised human

materials. The inventor has no property rights over the

human materials in the donor’s body. The state’s grant of

intellectual property rights, in the form of a patent, is only

with respect to the finished product and not the bodily

materials occurring in the human body.

John Locke’s theory of property may no longer fully

explain intellectual property rights over all biological

inventions. For example, the use of computational tech-

niques to identify DNA sequences requires minimal

physical or mental labour to produce a patentable inven-

tion. As noted earlier, some American critics suggest that

the criterion of usefulness necessary to obtain a patent is

no longer as strictly applied resulting in patents being

granted for inventions despite the fact that its use is not

always clear when the patent is issued. If these criticisms

prove valid, the rationale for allowing inventors to

acquire property rights over excised human materials

may be questionable. Moreover, if inventors can attain

property rights in human materials with little to no

labour, the strength of the argument that individuals

cannot be assigned property rights in their own excised

bodily materials because they have not contributed

physical or mental labour would be diminished. 

The continued successful commercialization of inventions

composed of human materials by the biotechnology

industry, with no benefit back to the respective donors, may

itself come to be regarded as an affront to human dignity.

Donors may increasingly feel exploited as sources of raw

materials and may experience feelings of diminished self-

respect and self-worth. Litman and Robertson raised similar

concerns with respect to human dignity.96 They hypothe-

sized that by disallowing individuals exclusive control of

their bodies and any excised materials, respect and human

dignity would both be diminished.97 This may be in part

what the Court of Appeal in Moore, supra, was concerned

with when it observed that the right to one’s own genetic
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materials and the power to control excised bodily tissues

protects both human privacy and dignity.98

6.3.3 Conclusion

Although there is no human right to property in the body,

the fact that quasi-property rights are granted in the body

to preserve its moral significance may indicate that the

door to this possibility has not been closed. Notions of

moral significance of the person and human dignity are

closely connected. The fact that corporations can mine,

refine and patent parts of the human body in order to

reap possible profits, coupled with the fact that the donor

has no legal mechanism to force the recognition of his 

or her contribution, may be considered by many as an

affront to their human dignity. Individual donors may be

left feeling exploited; their only significance being as a

source of raw materials.

There is no legal obligation on the patentee to recognize

the contributor of materials, either through a share in the

profits or a benefit back to the community. The balance is

clearly weighted in favour of industry. Property rights in

the human body or a human right to property in the body

may be one way of righting the balance.

Others may dismiss this position by arguing that the

community does receive a benefit back in the form of

inventions and in the case of biomedical research, in the

form of possible cures for disease. For persons and

communities who have sacrificed their time and resources

to donate bodily materials and raise money for biomed-

ical research that results in very profitable inventions,

more recognition may be justified.

An argument could be made that in order to preserve

human dignity, the law may have to evolve to ensure that

donors of human bodily materials receive a “benefit back”

in those instances where the product proves to be of

commercial value. This solution, while not granting

persons unlimited property rights in the human body,

would ensure that inventors and donors are treated

equally. Both would be recognized by society for their

valuable contribution to increased knowledge and to

inventiveness that has the potential to provide cures 

to many debilitating human diseases.

Unjust enrichment and the tort of conversion may

provide the most compelling legal basis on which the

donor may to stake a claim to a share of the patentee’s

profits. To succeed at either, the courts would have to

recognize limited property rights in the human body and

its excised cells and tissues. A strong argument could be

made that recognition by the common law of property

rights in the human body would not be precedent setting.

Individuals already possess a number of the elements

indicative of such a property right, for example, the right

to control, which is arguably the strongest indicator of

property rights in an object.

6.4 Patents and Human Rights

To date, there have been no allegations that patenting

infringes human rights. Some academics have made state-

ments to that effect, but a thorough analysis of the

assertion has been lacking. In an attempt to rectify the

situation, this section of the chapter provides three hypo-

thetical scenarios to assist in an analysis to determine

whether the patenting raises and engages human rights. 

The discussion begins by setting out: (1) international 

law and principles, (2) the law in other jurisdictions, 

(3) Canadian law, and (4) academic commentary.

6.4.1 International and Regional Instruments

International Trade Agreements
TRIPS 

Canada is a member of the WTO and thus must comply

with the provisions of the 1995 WTO agreement on the

Trade-Related Aspects of Intellectual Property Rights99

(“TRIPS”). Member States must comply with the articles

in TRIPS, which set out the rules regarding different types

of intellectual property, including copyright, trademarks,

industrial designs, and patents. 
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Article 27, paragraph (1), of TRIPS provides that patents

are available for an invention that meets the basic crite-

rion of newness, inventiveness and industrial application.

Members may not discriminate with respect to the grant

of patents over technology, unless it is in accordance with

one of the possible exemptions. TRIPS provides Members

with the ability to exclude from patentability inventions

that may violate ordre public or morality, as follows:

27.2. Members may exclude from patentability inven-

tions, the prevention within their territory of the

commercial exploitation of which is necessary to

protect ordre public or morality, including to protect

human, animal or plant life or health or to avoid

serious prejudice to the environment, provided that

such exclusion is not made merely because the

exploitation is prohibited by their law.

The TRIPS Council is authorized to monitor compliance

with the obligations of each Member State and it provides

procedures for dispute settlement. When TRIPS took

effect, developed countries, including Canada, were given

one year to ensure that their laws and practices were

compliant. The WTO regularly reviews Members’ trade

policies to ensure compliance with all trade agreements.

In the event of a dispute between Members with respect

to compliance, the Dispute Settlement Body would estab-

lish a panel to consider the case and if the offending

Member refused to comply with a ruling, it has the power

to authorize retaliation, including trade sanctions.

NAFTA

Canada signed the North American Free Trade Agreement

(the “NAFTA”) in 1994, along with the U.S. and Mexico.

For the purposes of NAFTA, the three nations become a

free trade zone for the conduct of business, including IP.

Article 1709:2 of the NAFTA provides any one of the

three Member States the option of excluding an object

from patentability on the basis of ordre public or morality.

International Human Rights Instruments

The United Nations (U.N.) human rights instruments do

not directly address questions of patenting. The instru-

ments instead provide general principles that can be

referred to for guidance.

Article 12 of the International Covenant on Economic, Social,

and Cultural Rights100 recognizes the right of everyone 

to the enjoyment of the highest attainable standard of

physical and mental health and sets out the steps to be

taken by States to allow individuals to realize the right. 

Article 12 states:

12.1. The States Parties to the present Covenant

recognize the right of everyone to the enjoyment

of the highest attainable standard of physical and

mental health.

2. The steps to be taken by the States Parties to the

present Covenant to achieve the full realization of

this right shall include those necessary for:

a. The provision for the reduction of the stillbirth-

rate and of infant mortality and for the healthy

development of the child;

b. The improvement of all aspects of environ-

mental and industrial hygiene;

c. The prevention, treatment and control of

epidemic, endemic, occupational and 

other diseases;

d. The creation of conditions which would assure

to all medical service and medical attention in

the event of sickness.

The United Nations’ Committee on Economic, Social and

Cultural Rights provided guidance as to the interpretation

of article 12 in its General Comment No. 14.101 The General

Comment noted that “[h]ealth is a fundamental right indis-

pensable for the exercise of other human rights.”102 In

article 7 of the General Comment, the Committee noted
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that the right to health is not to be understood as a right to

be healthy, but rather it is composed of freedoms and enti-

tlements. The Committee cautioned that the right to health

does not impose upon States Parties an obligation to ensure

that every citizen experiences good health and is never

sick. Many of the factors influencing a person’s health are

beyond the State’s control, such as genetic factors and

lifestyle choices. Rather, the right to health should be

understood as a right to enjoy a “variety of facilities, goods,

services and conditions necessary for the realization of the

highest attainable standard of health.”103

Article 15.1 of the ICESCR provides:

15. 1. The States Parties to the present Covenant

recognize the right of everyone:

• To take part in cultural life;

• To enjoy the benefits of scientific progress and

its applications;

• To benefit from the protection of the moral and

material interests resulting from any scientific,

literary or artistic production of which he is 

the author.

As noted in both chapters 2 and 3, there is not an abun-

dance of literature and commentary with respect to either

the rights of individuals or the State’s obligations under

article 15.1. In 2001, the Committee on Economic, Social

and Cultural Rights, as a follow-up to its day of general

discussion, adopted a statement on intellectual property

and human rights.104 The objective of the statement was

to “… identify some of the key human rights principles

derived from the ICESCR that are required to be taken

into account in the development, interpretation and

implementation of contemporary intellectual property

regimes.”105

In the statement, the Committee was careful to distin-

guish between human rights and legal rights in

intellectual property regimes. It stated:

The fact that the human person is the central subject

and primary beneficiary of human rights distinguishes

human rights, including the right of authors to the

moral and material interests in their works, from legal

rights recognized in intellectual property systems.

Human rights are fundamental as they derive from the

human person as such, whereas intellectual property

rights derived from intellectual property systems are

instrumental, in that they are a means by which States

seek to provide incentives for inventiveness and

creativity from which society benefits. In contrast with

human rights, intellectual property rights are generally

of a temporary nature, and can be revoked, licensed or

assigned to someone else. While intellectual property

rights may be allocated, limited in time and scope,

traded, amended and even forfeited, human rights are

timeless expressions of fundamental entitlements of

the human person. Whereas human rights are dedi-

cated to assuring satisfactory standards of human

welfare and well-being, intellectual property regimes,

although they traditionally provide protection to indi-

vidual authors and creators, are increasingly focused

on protecting business and corporate interests and

investments. Moreover, the scope of protection of the

moral and material interests of the author provided for

under article 15 of the Covenant does not necessarily

coincide with what is termed intellectual property

rights under national legislation or international

agreements.106

The statement provides grounds for making a distinction

between fundamental human rights and an author’s or

inventor’s intellectual property rights, and for assigning

more significance and weight to those rights that arise

from the human person. With respect to the purpose of

intellectual property regimes, the Committee stated that

“… intellectual property is a social product and has a

social function” which should “serve the objective of

human well-being.”107
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The Committee identified a number of human rights prin-

ciples that deserve attention when adopting intellectual

property regimes. For instance, the Committee stressed

that equality rights must be protected and particular

attention must be paid to disadvantaged individuals and

groups.108 The Committee also stressed the importance of

participation in decision-making by those who would be

affected by intellectual property regimes.

With respect to States Parties’ ability to fulfil their obliga-

tions relating to rights enunciated in the ICESCR, the

Committee stated:

The Committee wishes to emphasize that any intellec-

tual property regime that makes it more difficult for a

State party to comply with its core obligations in rela-

tion to health, food, education, especially, or any other

right set out in the Covenant, is inconsistent with the

legally binding obligations of the State party.109

In relation to international cooperation and assistance, the

Committee stressed that “[i]t is essential that intellectual

property regimes facilitate and promote development

cooperation, technology transfer and scientific and

cultural collaboration.”110 The Committee suggested that

intellectual property regimes need not be identical and

encouraged the formulation of special and differential

treatment for developing countries.111

The Committee prepared a draft General Comment on

article 15.1(c) which it shared with experts in August 2004

and considered during its 33rd session in November 2004.

The Committee did not adopt the draft during the recent

session since it is still under review.

At least one academic, Dr. Audrey Chapman, has written

extensively about article 15. She noted that the ICESCR is

the major international human rights instrument that

addresses the issue of balancing the rights of inventors

and creators with the broader interests of society.112

However, for a number of reasons, these rights and

corresponding duties have not been well developed. 

She speculated that economic globalization and increasing

privatization and commercialization of science have made

it difficult to achieve the balances required by article 15.113

Despite the fact that more than 130 countries are signato-

ries to the ICESCR and thus are legally obligated to

comply with the provisions, Chapman noted that policy

makers and legislators for the most part fail to include

human rights considerations in their “decision-making on

intellectual property regimes, and instead rely primarily

on economic considerations.”114 She referred to the work

of C.G. Weeramantry, who wrote in the early 1980s about

the implications of unfettered technological advance. In

his view, the speed of technological change in society has

resulted in a situation where today technology leads,

rather than is shaped by, governmental policy.

Furthermore, shifts in power have occurred, particularly

the concentration of power in transnational corporations

and the ability of these corporations to find a common

interest with personnel in government departments at the

expense of the democratic process. This results in major

decisions regarding the use of technology often being

made at the highest legislative and executive levels, to

which public interest groups have little access.115

Dr. Chapman suggested that the balancing required

under article 15 imposes a higher standard for evaluating

patent applications, namely an approach that considers

whether the proposed invention is consistent with the

inherent dignity of the human person and with central

human rights norms.116

But, what are the human rights norms or principles that

should be considered by the State under article 15?

Chapman suggested that article 15.1(b), contains three

human rights components: (1) a right of access to benefi-

cial scientific and technological developments, (2) a right

of choice in determining priorities and making decisions

about major scientific and technological developments,
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and (3) a right to be protected from possible harmful

effects of scientific and technological development on

both individual and collective levels.117 For example, a

right of access to beneficial scientific and technological

developments implies at a minimum the freedom and

opportunity to benefit from scientific advancement

“without discrimination on the basis of race, color, sex,

language, religion, political or other opinion, national 

or social origin, property, birth or other status.”118

Article 15.1(c), imposes on States Parties an obligation to

protect the moral and material interests of authors and

inventors. Dr. Chapman noted, however, that it grants

States Parties broad discretion in establishing a system for

conferring intellectual property protection.119 This discre-

tion could be used to design patent systems or regimes

which do take into account human rights. She suggested

that the right to intellectual property as a universal human

right is different from the economic interests that result

from traditional intellectual property law.120 In order to

respect human rights norms, the subject-matter of the intel-

lectual property rights and the system of patent protection

must be consistent with the following principles:

1. Intellectual property rights must be consistent

with the understanding of human dignity in the

various international human rights instruments

and the human rights norms defined therein;

2. Intellectual property rights related to science must

promote scientific progress and access to its benefits;

3. Intellectual property regimes must respect the

freedom indispensable for scientific research and

creative activity; and

4. Intellectual property regimes must encourage the

development of international contacts and cooper-

ation in the scientific and cultural fields.121

In Dr. Chapman’s view, a human rights approach

imposes requirements on the State to undertake “a very

rigorous and desegregated analysis of the likely impact of

specific innovations, as well as an evaluation of proposed

changes in intellectual property paradigms… it calls for

particular sensitivity to the effect on those groups whose

welfare tends to be absent from the calculus of decision-

making about intellectual property…”122

It is her opinion that, from a human rights perspective,

intellectual property should be viewed as a social product

with a social function.123 The ordre public or morality

clauses contained in the European Patent Convention and

the Directive 98/44/EC on Biotechnology are one means of

ensuring that intellectual property rights are consistent

with international human rights norms.124

The Preamble to the 1997 UNESCO Declaration on the

Human Genome and Human Rights emphasizes that

research on the human genome “should fully respect

human dignity, freedom and human rights.”125

Article 2 states:

a. Everyone has a right to respect for their dignity

and for their rights regardless of their genetic

characteristics.

b. That dignity makes it imperative not to reduce

individuals to their genetic characteristics and

to respect their uniqueness and diversity.126

Article 4 provides that the human genome in its natural

state should not give rise to financial gain. The Declaration

has not, however, had much effect in practice with respect

to what can and cannot be patented in most developed

countries.127
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Article 8, paragraph (j), of the U.N. Convention on

Biological Diversity (“CBD”) provides that State Parties

must encourage the equitable sharing of benefits arising

from the use of indigenous and local knowledge tied to

biological diversity.128 The Human Genome Organization’s

(“HUGO”) Ethics Committee has stated that the concept

of benefit sharing developed under the CBD should be

extended to human genetics research, such that com-

mercial entities devote a percent of their net profits to

healthcare infrastructure or humanitarian efforts.129 The

rationale for “benefits back” being the commonality of the

human genome and as well, reasons of compensatory,

procedural and distributive justice.130

Regional Instruments 

THE EUROPEAN UNION

In 1997, the Committee of Ministers of the Council of

Europe concluded the Convention for the Protection of

Human Rights and Dignity of the Human Being with regard 

to the Application of Biology and Medicine: Convention on

Human Rights and Biomedicine.131 It is legally binding on

those State Parties that are signatories. The Convention

provides that States “shall protect the dignity and identity

of all human beings and guarantee everyone, without

discrimination, respect for their integrity and other rights

and fundamental freedoms with regard to the application

of biology and medicine.”132

The Convention was intended to preserve human dignity,

rights and freedoms, through a series of principles and

prohibitions against the misuse of biological and medical

advances. It declares that the interests of human beings

must come before the interests of science or society.133

Canada is not a party to the Convention; however it does

have observer status. Although the Convention could not

form the basis of a complaint in a Canadian court, it could

be introduced to inform the courts of how an intergovern-

mental organization in Europe has dealt with these issues.

The objective of the Convention is found in article 1:

Parties to this Convention shall protect the dignity and

identity of all human beings and guarantee everyone,

without discrimination, respect for their integrity and

other rights and fundamental freedoms with regard to

the application of biology and medicine.

The Convention states that the interests of human beings

are paramount to the interests of science or society

(article 2). Article 21 provides:

Article 21 — Prohibition of financial gain on human

beings

The human body and its parts shall not, as such, give

rise to financial gain.

The Committee of Ministers authorized the publication of

an Explanatory Report134 to the Convention. The Report

noted that article 21 is based on the foundational principle

of human dignity. It stated that organs and tissues,

including blood, should not be purchased and sold or “give

rise to financial gain for the person from whom they have

been removed or for a third party, whether an individual 

or a corporate entity such as, for example, a hospital.”135

However, the Report clarified that article 21 does not

prohibit the sale of “a medical device incorporating human

tissue which has been subjected to a manufacturing process

as long as the tissue is not sold as such.”136 Furthermore, it

noted that article 21 does not prevent a person from whom

an organ or tissue has been removed from receiving

compensation, which is distinguishable from remuneration

since it only reimburses the person for expenses incurred 

in donation or any loss of income.

Chapter 6: Human Rights and Patenting

A Brave New World: Where Biotechnology and Human Rights Intersect

6–17

128 U.N. Convention on Biological Diversity, Rio de Janeiro, 5 June 1992, avail-
able at www.biodiv.org.

129 HUGO Ehtics Committee, “Statement on Benefit Sharing” available at
http://www.gene.ucl.ac.uk.hugo/beneti.html; Gold and Caulfield, supra note 12,
at 44.

130 HUGO, ibid.
131 Council of Europe, Convention for the Protection of Human Rights and Dignity

of the Human Being with regard to the Application of Biology and Medicine:
Convention on Human Rights and Biomedicine (DIR/JUR (96) 14)
(Strasbourg: Directorate of Legal Affairs, November 1996). Online:
http://conventions.coe.int/Treaty/EN/Treaties/Html/164.htm. Accessed 2004
[hereinafter referred to as “the Convention”].

132 Ibid.
133 Ibid. at article 2.
134 Explanatory Report, Convention for the protection of Human Rights and

dignity of the human being with regard to the application of biology and
medicine: Convention on Human Rights and Biomedicine, ETS No. 164.
Online: http://conventions.coe.int/Treat/en/Reports/Html/164.htm. Accessed
September 2004 [hereinafter Report].

135 Ibid. at section 132.
136 Ibid. at section 132.



The sale of hair and nails is exempted from article 21

since the Report does not consider this activity to be an

affront to human dignity. Finally, the Report noted that

the issue of patents was not considered in connection with

this provision and the provision should not be interpreted

as acknowledging the patentability of biotechnological

inventions.

The European Union has adopted its own patent system

and rules concerning the grant, enforcement, and defini-

tion of patentable subject matter. Member States are

bound by these rules, as well as certain international intel-

lectual property and trade agreements. Furthermore,

many of these States are signatories to the European Patent

Convention.137 The EPC established the European Patent

Office (“the EPO”) and assigned it responsibility for the

granting of patents in each of the signatory countries.

In 1998, the Council of the European Union and the

European Parliament adopted Directive 98/44/EU138

in order to bring a measure of harmonization to the

European patent system. The Directive establishes a set of

rules concerning the patentability of biological materials

within Member States.139 The Directive clarifies the

patentability of certain human and other biological mate-

rials for Member States of the European Union.140 The

EPO, as an independent body, is not bound by the

Directive. However in 1999, certain articles of the Directive

were incorporated into the EPC rules following a decision

of the Administrative Council of the EPC.141

It provides that the same general principles of patent law

(i.e. only inventions that are new, non-obvious, and have

an industrial application are patentable) apply to biolog-

ical material.142 Biological material, such as human DNA,

that is structurally identical to that found in nature is still

patentable as long as it is in a different form than found in

nature.143 The process of isolating and purifying human

DNA thus makes it patentable subject matter under the

Directive’s rules. Article 5 states:

1. The human body, at the various stages of its

formation and development, and the simple

discovery of one of its elements, including the

sequence or partial sequence of a gene, cannot

constitute patentable inventions.

2. An element isolated from the human body or

otherwise produced by means of a technical

process, including the sequence or partial

sequence of a gene, may constitute a patentable

invention, even if the structure of that element 

is identical to that of a natural element.

3. The industrial application of a sequence or a

partial sequence of a gene must be disclosed 

in the patent application.

Article 6 of the Directive also contains an ordre public and a

morality exception for biotechnology patents. In addition,

it lists inventions (including processes) that are deemed to

be violations of ordre public or morality, including cloning

human beings, modifying the human germ line genetic

identity, and using human in vitro embryos for industrial

or commercial purposes. Article 6 states:

1. Inventions shall be considered unpatentable where

their commercial exploitation would be contrary

to ordre public or morality; however, exploitation

shall not be deemed to be so contrary merely

because it is prohibited by law or regulation.

2. On the basis of paragraph 1, the following, in

particular, shall be considered unpatentable:

a. processes for cloning human beings;
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b. processes for modifying the germ line genetic

identity of human beings;

c. uses of human embryos for industrial or

commercial purposes;

d. processes for modifying the genetic identity 

of animals which are likely to cause them

suffering without any substantial medical

benefit to man or animal, and also animals

resulting from such processes.

The “ordre public” clause provides the basis for concerned

citizens to challenge individual patents on the grounds that

issuance would be morally offensive.144 Recently, the EPO

announced that it found an invention involving the cloning

of a fused human and pig cell to be contrary to morality.145

The EPC also allows for third party opposition whereby

any person has nine months following the grant of the

patent to file an objection. This procedure has been used

by public interest interveners, such as Greenpeace.146

Recently, several public interest groups commenced an

opposition proceeding challenging a 1991 EPO grant of a

patent covering the synthetic human gene that codes for

the human female hormone “relaxin” and another for the

hormone itself. The Opposition Division Board, however,

upheld the patents and rejected the groups’ arguments

that the invention lacked novelty and that patenting genes

is ethically unacceptable.147

The non-binding provisions148 of the Directive also address

the ethical issue of informed consent. Recital 26 provides:

Whereas if an invention is based on biological mate-

rial of human origin or if it uses such material, where

a patent application is filed, the person from whose

body the material is taken must have had an oppor-

tunity of expressing free and informed consent

thereto, in accordance with national law.

Lastly, the Directive contains two review mechanisms to

ensure that it conforms with ethical considerations related

to biotechnological innovations.149 First, the European

Commission must make periodic reports to the European

Council and the European Parliament on the ethical and

research implications of the Directive. Second, a group 

of ethicists will engage in a continuous review of the 

basic ethical aspects of biotechnology including those 

in relation to patent law.150

6.4.2 The Law in Other Jurisdictions

This section reviews the law respecting the patenting of

human bodily materials in three other countries, i.e., the

U.S., the UK and Australia. These countries were chosen

because they each have a vigorous research and intellec-

tual property sector, and each one has attempted to deal

with the issues relating to the patenting of biological

materials. Relevant case law from each country has been

selected for review to illustrate how the courts have

addressed these difficult issues and how they have

reshaped the common law to keep pace with changes 

in biotechnology and social attitudes.

The U.S.

The foundation for patent law is article 1, section 8, 

clause 8 of the United States Constitution. This provision

empowers Congress:

To promote the Progress of Science and useful Arts,

by securing for limited Times to Authors and

Inventors the exclusive Right to their respective

Writings and Discoveries… To make all Laws which
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shall be necessary and proper for carrying into

Execution the foregoing Powers and all other Powers

vested by this Constitution in the Government of the

United States, or in any Department or Officer

thereof.151

In 1790, Congress passed the first Patent Act.152 The

current Act has undergone several subsequent amend-

ments, the most recent being in 1995 and it is codified 

in Title 35 of the United States Code. In the U.S., patent

rights do not exist unless they are granted by the federal

government. Patents are granted by the U.S. PTO only

after an examination is carried out on the patent applica-

tion and the alleged new invention. If it appears, after

examination, that the applicant is entitled to a patent

under the law, the Commissioner must grant a patent.153

The Act defines the term “invention” as an “invention 

or discovery.”154 Inventions are patentable if they are 

a “new and useful process, machine, manufacture, or

composition of matter, or any new and useful improve-

ment thereof… ”155 In addition, to being patentable, they

must be non-obvious, and fit within statutorily defined

subject matter.156 Furthermore, the application for a grant

of patent must fully disclose and describe “the claimed

subject matter so that a person having ordinary skill in

the relevant art could make and use the invention.”157

In 1996, the Patent Act was amended by introducing a

limited statutory defence to claims of infringement

asserted against medical practitioners or health care

entities in relation to their undertaking of a “medical

activity.”158 The phrase “medical activity” is defined as

the performance of a medical or surgical procedure on a

body, including a human body, organ or cadaver, or an

animal used in medical research directly related to the

treatment of humans (35 USC §287(c)(2)(A), (E), (F)). The

U.S. medical treatment defence is the only one of its kind

in the patent laws of developed nations.

Certain activities are, however, excluded from the

defence. One of the excluded activities is the practice of a

process in violation of a biotechnology patent. Although

the phrase “biotechnology patent” is not defined, it would

include the use of isolated genetic materials.159 There

have been recent proposals to extend the scope of the

medical treatment defence. One such proposal was

contained in the since lapsed Genomic Research and

Diagnostic Accessibility Bill 2002. It provided an exten-

sion of the definition of medical activity to include the

performance of a genetic diagnostic, prognostic, or predic-

tive test.160 The co-sponsor of the Bill stated that it would

have exempted medical practitioners using genetic diag-

nostic tests from patent infringement remedies.161

Case law

Diamond v. Chakrabarty162 is the landmark 1980 American

case dealing with the patentability of the products of

biotechnology. Although Chakrabarty did not deal with

the patenting of human bodily materials, it did determine

the scope of the phrase a “composition of matter,” in the

U.S. Patent Act, which is relevant to the patentability of

animal and human materials.

In Chakrabarty, both the patent examiner and the PTO

Board of Appeals rejected a patent application for an

invention on the basis that it was a living thing and 

thus not patentable subject matter under section 101 of

the Patent Act. The question before the U.S. Supreme

Court was whether a live, genetically-engineered micro-

organism qualified as either a “manufacture” or a

“composition of matter” in the context of the Patent Act. 

A five-person majority of the Court decided that such 

a micro-organism was patentable under the Act.163

Chakrabarty, a microbiologist, made three different patent

claims: (1) process claims for the method of producing the

bacteria, (2) claims for the inoculum comprised of a carrier

material floating on water, such as straw, and the new
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bacteria, and (3) claims to the bacteria themselves.164 The

patent examiner allowed the first two claims but rejected

the patent claim for the bacteria itself on the basis that

micro-organisms are products of nature and that living

things are not patentable subject-matter under section 101

of the Act.165 Section 101 of the Patent Act 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 therefore, subject to the condi-

tions and requirements of this title.

Chakrabarty appealed the examiner’s decision to the 

PTO Board of Appeals. The Board concluded that, since

Congress had extended patent protection to certain 

asexually reproduced plants in the 1930 Plant Patent Act,

section 101 of the Patent Act was not intended to cover

living things such as laboratory created bacteria.166

The case was appealed to the U.S. Supreme Court. It

considered the question before it to be one of statutory

interpretation of section 101 within the context of the Act.

The Court noted that “composition of matter” has been

construed in accordance with common usage to include

“all compositions of two or more substances and… all

composite articles, whether they be the results of chemical

union, or of mechanical mixture, or whether they be

gases, fluids, powders or solids.”167 A majority of the

Court noted that the legislative history of the Patent Act

supports a broad construction, and cited from the 1952

Committee Reports on recodifying the Act where

Congress stated its intent that statutory subject matter

“include anything under the sun that is made by man.”168

The majority was quick to point out, however, that there

are limits to what can be patented under section 101. It

noted that the courts have held that the laws of nature,

physical phenomena, and abstract ideas are not patentable.

A new mineral discovery in the earth or a new plant

discovered in the wild is not patentable, neither would

have been Einstein’s discovery that E=mc2. Quoting from

case law, Burger C.J., writing for the majority, noted that

these discoveries are “manifestations of… nature, free to

all men and reserved exclusively to none.”169

In the majority’s opinion, the living genetically altered

micro-organism clearly qualified as patentable subject-

matter. The majority noted that the micro-organism was

not a naturally occurring organism, but rather was a

manufacture or composition of matter a product of

human ingenuity with a distinctive name, character and

use. The invention had the potential for significant utility,

i.e., the breaking down of crude oil.170

The argument that living things are not patentable under

the Patent Act because Congress passed the 1930 Plant

Patent Act and the 1970 Plant Variety Protection Act to

specifically patent plants was rejected by the majority.

Chief Justice Burger noted that two factors had led to the

view that plants were not patentable under the Patent Act.

First, in 1889, the PTO rejected a patent claim on a fibre

found in a plant fearing that it would lead to patents on

the trees of the forest and the plants of the earth, which

would be unreasonable and impossible. Second, it was

considered impossible to provide a sufficient written

description of plants to satisfy the requirements of the

Patent Act.171

The majority concluded that there is nothing in the

language or the history of the 1939 and 1970 statutes to

suggest they were enacted because section 101 of the

Patent Act was not capable of including living things.

Burger C.J. noted that it is Congress and not the courts

that define the limits of patentability, but once Congress

has spoken:

… it is the province and duty of the judicial depart-

ment to say what the law is… we perform our duty in

construing the language Congress has employed. In

so doing, our obligation is to take statutes as we find

them, guided, if ambiguity appears, by the legislative

history and statutory purpose.”172 Chief Justice

Burger noted that in this case there is no ambiguity
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since the subject-matter statutory provisions were

drafted in broad language to fulfil the constitutional

and statutory objective of furthering the progress of

science and the arts in order that society may realize

the attendant social and economic benefits.173

Burger C.J. made reference to the risks and fears raised by

the petitioner with respect to the granting of patents on

living genetically altered organisms. He noted that the

Court has been asked to weigh these concerns in making

its decision regarding patentability. He wrote:

… we are without competence to entertain these

arguments — either to brush them aside as fantasies

generated by fear of the unknown, or to act on

them. The choice we are urged to make is a matter

of high policy for resolution within the legislative

process after the kind of investigation, examination,

and study that legislative bodies can provide and

courts cannot. That process involves the balancing

of competing values and interests, which in our

democratic system is the business of elected repre-

sentatives… the contentions now pressed on us

should be addressed to the political branches of the

Government, the Congress and the Executive, and

not to the courts.174

In the majority’s view, the risks and concerns raised about

patenting genetically altered living materials were matters

for Congress and Congress, as the elected body, is respon-

sible for investigating, balancing the competing interests,

and amending the statute if necessary.

Ex parte Allen175 followed on the heels of Chakrabarty,

supra and Ex parte Hibberd,176 in which the Board of

Patent Appeals concluded that non-naturally occurring

man-made multicellular plants were patentable under

section 101 of the Act. Ex parte Allen dealt with whether

a non-naturally occurring genetically altered strain of

polyploidy oysters (a living multicellular organism) 

was patentable under section 101 of the Act. The 

Board of Patent Appeals held that it was patentable, 

but unfortunately the Board’s decision remains 

unpublished.

Shortly after the decision in Ex parte Allen, supra, the PTO

issued a notice which stated that:

The Patent and Trademark Office now considers

nonnaturally occurring non-human multicellular living

organisms, including animals, to be patentable subject

matter within the scope of 35 U.S.C. 101… An article

of manufacture or composition of matter occurring in

nature will not be considered patentable unless given

a new form, quality, properties or combination not

present in the original article existing in nature in

accordance with existing law… A claim directed to or

including within its scope a human being will not be consid-

ered to be patentable subject matter under 35 U.S.C. 101.

The grant of a limited, but exclusive property right in 

a human being is prohibited by the Constitution.

Accordingly, it is suggested that any claim directed 

to a non-plant multicellular organism which would

include a human being within its scope include the

limitation “non-human” to avoid this ground of rejec-

tion… Accordingly, the Patent and Trademark Office

is now examining claims directed to multicellular

living organisms, including animals. [emphasis added]

This statement of policy by the PTO was challenged by

nine plaintiffs, including the Animal Legal Defence Fund,

on the basis that the new rule or policy had been issued 

in a manner that contravened the public notice and

comment requirements. The case, Animal Legal Defence

Fund v. Quigg,177 was dismissed by the Court of Appeals

for the Federal Circuit on the basis that the plaintiffs

lacked standing.

Amgen v. Chugai178 dealt with appeals and cross appeals

involving issues of patent validity, infringement and

inequitable conduct regarding two patents. Amgen Inc.,

owned the patent over purified and isolated DNA sequences

that encode erythropoietin (“EP”), as well as host cells
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transformed or transfected with a DNA sequence.179 EP is 

a protein consisting of 165 amino acids which stimulates 

the production of red blood cells and thus is a useful thera-

peutic for the treatment of persons with anaemia or blood

disorders resulting from defective bone marrow.180

One of the issues before the U.S. Court of Appeals was

whether Amgen’s patent was valid or whether there had

been a prior invention.181 In reaching its decision, the

Court made the following classic statement:

[a] gene is a chemical compound, albeit a complex

one.182

Commentators suggest that this is the more appropriate

way to treat DNA for purposes of patent law rather than

to view it as a source or presenter of information.183

The U.S. PTO has issued patents over human DNA

sequences, human cell lines, viruses, embryos, fœtuses,

embryonic stem cells, animal cell lines (combining animal

and human genes), multi-cellular transgenic animals, and

human-animal chimeras.184

Reports to Government

In 1987, the U.S. Office of Technology Assessment issued

a report entitled New Developments in Biotechnology:

Ownership of Human Tissues and Cells.185 The Report 

was requisitioned by two committees of the House of

Representatives. It analyzed the economic, legal and

ethical rights of the human contributors of tissues and

cells, and of the researchers and physicians who obtain

these materials and undertake research to turn them into

commercially valuable products.186

The Report pointed out that any biomedical research and

development using human materials rarely results in a

profit-making product. In addition, any final product is

most likely the culmination of human materials derived

from “several individuals.”187 A calculation of the

contribution made of any one individual to the final

commercial product would be at best speculative.188

With respect to property rights, the Report noted that a

patent issued by the U.S. government assigns exclusive

rights to the patent holder and thus, the patent itself is

considered personal property. The Report examined the

various elements or property interests in the human body

currently recognized by the law, such as the sale of

replenishable bodily materials. It concluded that since no

area of law definitively sets out the rights of individuals

who donate bodily materials for academic or commercial

research and since neither the common law nor legislation

specifically addresses these questions, it is up to the judi-

ciary to “handle emerging legal questions” by reference 

to principles and precedents developed for other circum-

stances, including the law of cadavers, the law of organ

transplantation and the law of blood and semen sales.189

In 2004, the U.S. President’s Council on Bioethics released

a pre-publication version of its report entitled, Reproduction

and Responsibility: The Regulation of New Biotechnologies.190

The Report focused on biotechnology and assisted human

reproduction, human genomic knowledge, and human

embryo research. It contained a set of policy recommenda-

tions with respect to biotechnology for the U.S. President,

but fell short of recommending federal oversight and

regulation of these activities, in part because of the 

very controversial nature of the issues and the lack of

consensus in American society.191

The Report noted that to date patents have been issued in

the U.S. for modified human tissue and cell lines, as well 

as human DNA molecules. In the view of the authors, the

grant of a patent created “a quasi property right” and the
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notion that a person might own a part of another person

raised “deep worries.”192 The Report also made reference

to the positive aspects associated with a patenting regime,

especially the fostering of continued research, which has

the potential to ultimately benefit the public. It recom-

mended that Congress permanently amend the patent laws

to prohibit the patenting of human embryos, or a human

organism at any stage of development, and that Congress

enact restrictions on the patenting of human gametes. 

It made no recommendations, however, regarding the

patenting of other human bodily materials.193 (Note that

none of the recommendations have been implemented.)

The UK

In the UK, a patent application can be made to the national

patent office (“PO”) and/or to the EPO, by virtue of the

UK’s membership in the European Patent Organization. If

the applicant only seeks patent protection in the UK, then

he or she is only required to apply under the UK Patents

Act 1977 (as amended by the Patents Act 2004).194 If,

however, the applicant desires patent protection in a

number of European countries, then it may be more effi-

cient to apply to the EPO for a European patent.195

The UK Patents Act states in section 1 that to be patentable

an invention must be new, involve an inventive step, be

capable of industrial application, and not otherwise

excluded under subsections 2 and 3. These subsections

exclude from patentability: (1) a discovery, (2) an invention

which would encourage offensive, immoral or antisocial

behaviour, and (3) any variety of plant or animal or any

biological process for the production of animals or plants

(excluding micro-biological processes or their products).

The phrase in section 1(2) “among other things” has been

interpreted to mean that the list of excluded subject matter

is not exhaustive and can be added to through case law.196

The European Patent Convention197 has been ratified by the

UK. A European patent is generally to be treated in the

UK, or any other signatory to the Convention, in the same

manner as a patent granted under domestic patent legis-

lation. In effect, a European patent creates a series of

parallel national patents, which are treated as if they orig-

inated from each national patent office of the designated

state.198 The Convention established the European Patent

Organization which administers the EPO and an

Administrative Council. The task of the European Patent

Organization is to grant European patents through the

EPO, which is supervised by the Administrative Council.

To be patentable under the Convention, an invention must

be new, capable of industrial application, and involve an

inventive step (article 52). Article 52 lists those items that

are not considered inventions, including discoveries and

presentations of information. In addition, surgical

methods for treating the human or animal body, as well as

therapy and diagnostic methods performed on the body

are not patentable as inventions. However, substances or

compositions used in these methods are patentable.

At the time of writing, the UK’s Human Tissue Bill is currently

before the House of Lords. Section 1 of the Bill would

authorize certain activities related to the body of a deceased

person or to excised bodily materials from a deceased or a

living person, such as storage and use. In order to undertake

certain activities, such as research using bodily materials, the

researcher would have to obtain a licence and ensure that

the proper consents have been obtained (s. 16(2)(c) and (e)

and Schedule 1, Part 1, s. 6). The Bill would establish the

Human Tissue Authority which has responsibility for

licensing, preparing codes of practice and enforcing the Bill.

Section 32 of the Bill prohibits commercial dealings in

human material intended for transplant. The Bill does not,

however, contain any provisions to explicitly prohibit the

payment of consideration in exchange for human bodily

materials donated for research purposes. Furthermore,

there does not appear to be another statue in the UK that

expressly prohibits the payment for donations of human

materials for research purposes.

Case law

In 1926, Commercial Solvents v. Synthetic Products199

approved the first grant of a UK patent for a bacteriological
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process which used live bacteria to produce acetone.200

Although Commercial Solvents confirmed the validity of a

patent over a bacteriological process, the UK PO continued

to refuse to grant patents for living organisms themselves,

such as plants or bacteria.

In General Electric Co., Ltd.’s Application,201 the

Superintending Patent Examiner rejected an application

for a patent over a process for artificially inducing muta-

tions in micro-organisms using electric shock treatment.

The rationale being that the process resulted in “artificial

mutants of living organisms not specifically associated

with manufacturing processes” and thus the process

claimed was not considered an invention within the

meaning of s. 101 of the UK Patents Act.202 In reaching 

his decision the Superintending Patent Examiner wrote:

I feel that the [Patent] Office, on the whole, has acted

liberally in construing “manufacture” to include

living matter, even though of a low order… I feel…

that this should be the limit of construction of

“manufacture” in this field, for I think that it is

straining the term too far to include therein artificial

mutants of living organisms not specifically associated

with manufacturing processes.203

The appeal was dismissed by the Patents Appeal

Tribunal. In reaching its decision, the Tribunal observed:

This appeal illustrates one more facet of the difficult

problem of the content of the expression “manner 

of manufacture” and is in part made more difficult

because of the employment in the process of living

organisms. A long established Patent Office practice

has prevented the acceptance of claims directed to

the treatment of the more advanced forms of life, 

a practice applied substantially by rule of thumb

methods, derived from a time when the many grada-

tions of living forms were not as fully appreciated as

is now possible… In consequence Hearing Officers

have apparently been disposed to seek some dividing

line by which a division between higher and lower

forms of living matter could be drawn with precision

and thus to render the “rule” more convenient of

application.204

In the Tribunal’s opinion, there was no advantage in

adopting any other test than what is provided in the Act.

The Tribunal held that the process disclosed was not a

manner of manufacture and thus was not patentable.205

The approach of the UK PO had been that a “manufac-

ture” could not include living things or methods

involving the treatment of living organisms. In 1973,

however, the High Court in American Cyanamid v. Berk

Pharmaceuticals, Ltd.206 held that the subject-matter of the

patent, a process using mutant strains of Streptomyces

aurerfaciens to produce the antibiotic tetracycline, was an

invention under the Act. The Court was urged to adopt

the position that the Patents Act was not of “sufficient

breadth” to cover a process involving a micro-organism

and if such protection was to be granted over this process,

it was up to Parliament to pass new legislation.207 The

Court, however, rejected that argument and held that the

process at issue was a process intimately associated with

trade and manufacture.208 The UK PO has since issued

patents over microbacterial strains, mutants and isolates

of naturally occurring strains.

Kirin Amgen Inc. v. Hoechst Marion Roussel Ltd.209 dealt

with questions of patent infringement and patent validity

under the UK Patents Act and the EPC. In 1984, a patent

was granted to Kirin Amgen for:

… a DNA sequence for use in securing expression in

a prokaryotic or eukaryotic host cell of a polypeptide

product having at least part of the primary structural

configuration of that of a erythropoietin to allow
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possession of the biological property of causing bone

marrow cells to increase production of reticulocytes

and red blood cells and to increase haemoglobin

synthesis or iron uptake.210

As noted in the U.S. case Amgen, supra, EP is a protein

that serves to regulate the body’s production of red blood

cells, which transport oxygen from the lungs to every

tissue in the body. The inventor identified and located the

nucleotide sequences that codes for human EP and, using

genetic engineering techniques (recombinant DNA tech-

nology), produced substantial amounts of EP.211 EP is

important for use in both diagnosis and the treatment of

human blood disorders. The U.K. and EPC patent was

granted over both the process and the product.212

One of the issues before the Court of Appeal concerned

the manner in which the inventor’s work had been

patented. The Court referred to article 5 in the Directive

which states:

1. The human body, at the various stages of its

formation and development, and the simple

discovery of one of its elements, including the

sequence or partial sequence of a gene, cannot

constitute patentable inventions.

2. An element isolated from the human body or

otherwise produced by means of a technical

process, including the sequence or partial

sequence of a gene, may constitute a patentable

invention, even if the structure of that element 

is identical to that of a natural element.

3. The industrial application of a sequence or a

partial sequence of a gene must be disclosed 

in the patent application.

The Court noted that the EPO allows claims for products

defined in terms of a process of manufacture; however,

the product still must meet the criterion of patentability.

Hoechst maintained that to be valid, the invention must

be new and, in the case of a product-by-process claim, 

the claim can only be new if the product itself is new. 

In this case, Hoechst argued that the product was an 

“old article.”213

The Court noted, however, that the Directive permits claims

to biological elements as long as they are “isolated or other-

wise produced by means of a technical process even if the

structure of that element is identical to that of a natural

element.”214 In the Court’s view, the Directive clearly

intended to cover biological elements such as polypeptides

produced by a process. The Court of Appeal concluded

that the patent was valid and had not been infringed.

Reports to Government

In July 2002, the Nuffield Council on Bioethics (the

“Council”) issued a discussion paper entitled, The ethics 

of patenting DNA: a discussion paper.215 The Council was

jointly funded by the UK Medical Research Council, the

Nuffield Foundation and the Wellcome Trust. In 2000, it

convened a group of experts (academics, lawyers, ethi-

cists) to discuss the various ethical and social issues

related to patenting DNA with the objective of producing

a discussion paper, conclusions and recommendations,

and ultimately fostering further discussion.216 The Paper

provides a detailed review of the patent system, explains

human DNA and patenting, provides case studies, under-

takes a discussion of the issues, and arrives at conclusions

and recommendations to modify the patent system and to

mitigate, what the authors considered, the “deleterious

effects of patents” already granted.217

The Paper concludes that, with respect to the patenting of

human genes, there is an insufficient degree of both “inven-

tiveness” and “utility” to warrant the grant of a patent. In

the future, the granting of patents over genes should become

the exception rather than the norm.218 The Council notes

that the description of an association between a gene and 

a human disease is in reality a discovery. It writes that:

… allowing property rights to be asserted over all

uses, or even all diagnostic uses, of DNA sequences in

relation to diagnostic tests gives inventors too great a
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monopoly in the light of the contribution and inven-

tiveness of their product, may hamper innovation and

may not, in fact, satisfy the legal criterion for patenting

… [and] if left unchanged, will have a deleterious

effect on the development and use of such tests.219

The Council recommends that the U.S. PTO, the EPO

and the Japan Patent Office examine ways to more

stringently scrutinize patent applications over DNA

sequences for use in diagnosis.220 It also recommends

that these three patent offices consider limiting the scope

of product patents, which assert rights over naturally

occurring DNA sequences, to only the uses specified in

the patent claims.221 The Council also recommends that

the granting of patents over gene fragments or partial

sequences (such as an SNP or an EST) as research tools

be discouraged.222

Australia

The Australian Constitution grants authority over intellec-

tual property, including patents, to the Commonwealth

Parliament. Pursuant to this authority, Parliament enacted

the Patents Act 1990 (Cth) and the Patents Regulations 1991

(Cth) to govern patenting.

The Act establishes a Commissioner of Patents who 

has authority to grant a patent, upon application and

examination by the Patent Office (“PO”). IP Australia, 

a branch of the Department of Industry, Tourism and

Resources, has developed a Patent Manual of Practice and

Procedure (the Manual) to assist patent examiners in

applying the Act and Regulations. An applicant can apply

for either a standard or an innovation patent. The latter

form of patent would be granted for inventions and

would have to meet the requirements of the TRIPS

Agreement.223

Under section 18 of the Patents Act 1990, an invention may

be patented if it: (1) is a manner of manufacture, i.e.,

appropriate subject-matter for a patent, (2) is novel,

(3) involves an inventive step, (4) is useful, and (5) has not

been secretly used in Australia prior to filing for patent

protection. Section 18(2) excludes from patentability both

human beings and the biological processes for their

creation. This section has not yet been judicially inter-

preted and thus its scope remains uncertain.224 The

Manual, however, provides that the following are

included in section 18(2): (1) human beings, fœtuses,

embryos or fertilized eggs, (2) methods of in vitro fertiliza-

tion or cloning methods for creating a human being, and

(3) wholly biological processes (beginning with fertiliza-

tion and ending with birth) to create a human being. The

Manual also provides that section 18(2) does not apply to

human genes, tissues and cell lines and thus they can be

patented. Whether section 18(2) applies to human stem

cell lines and stem cell technologies is not clear and this

has been the subject of debate.225

Standard patents may be granted for plants and animals

and for the biological processes that result in their

creation.226 Section 18(4) provides that microbiological

products and processes are patentable.

An application for a standard patent can be refused 

where the Commissioner of Patents considers it would be

contrary to law (s.50 (1) (a)). The Manual suggests that the

Commissioner’s discretion under this provision should 

be exercised only in the clearest of cases, and only where

the “use” of the patent would be unlawful and there is 

no alternative lawful use described in the application.227

In Australia, genetic materials and related technologies

are currently treated as “inventions” for which patent

protection can be granted under the Act. The term

“invention” is defined in the Act as:

Any manner of new manufacture the subject of

letters patent and grant of privilege within section 6

of the Statute of Monopolies, and includes an alleged

invention.
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On July 13, 2004, the Australian Deputy Commissioner 

of Patents decided a patent application for a culture

medium and a method of growing pre-blastocyst human

embryos.228 The Deputy Commissioner rejected the claim

to the method of growing pre-blastocyst human embryos

on the basis of section 18(2) of the Patents Act 1990. It

excludes human beings and their biological processes 

for generation from patentability.229

The applicant argued that a human being was created at

fertilization and since the method claimed was subsequent

to fertilization, it was not subject to section 18(2) of the

Act.230 The Deputy Commissioner considered that the

method of generation claimed by the applicant was one 

step on the path to generating a human being. The term

“process” in section 18(2) applies to biological processes

from fertilization to birth as long as it is related to the gener-

ation of a human being. These processes include: fertilizing

an ovum, cloning at the 4-cell stage by division and cloning

by replacing nuclear DNA (reproductive cloning).231

Case law

The Australian courts have held that to determine the

meaning of “invention,” a policy-oriented approach

should be adopted. In National Research Development

Corporation v. Commissioner of Patents,232 the issue before

the Commissioner was whether a process for killing

weeds could be considered an “invention” for the

purposes of the Patents Act 1990. The High Court noted

that in determining whether a process or a product is

patentable, it would be a mistake to limit one’s thinking

that manufacture was limited to the notion of producing

only tangible goods either by hand or machine. Instead,

the Court noted that the word “manufacture” is not

intended to be literally applied to a question of

patentability, but is simply a “general title” in the Statute

of Monopolies for the entire category under which all

grants of patents made in accordance with principles of

patent law must be subsumed.233

The Court held that the correct question to ask was whether

this is a proper subject of letters patent according to the

principles developed for the application of section 6 of the

Statute of Monopolies. This, in the Court’s view, was a very

different question. A review of those principles demon-

strated that what comes within the term “manufacture” 

has evolved over time. The Court cautioned against giving

the term an exact meaning:

To attempt to place upon the idea [manufacture] the

fetters of an exact verbal formula could never have

been sound. It would be unsound to the point of folly

to attempt to do so now, when science has made such

advances that the concrete applications of the notion

which were familiar in 1623 can be seen to provide

only the more obvious, not to say the more primitive,

illustrations of the broad sweep of the concept.234

The Court concluded that for an “invention” to be a

“manner of manufacture,” it must belong to the useful arts

rather than the fine arts, it must provide a material advan-

tage and its value to the country must be in the field of

economic endeavour.235 With respect to the case before it,

the High Court concluded that it was dealing with “a

process producing its effect by means of a chemical reac-

tion” resulting in a weed-free, or comparatively weed-free

condition of the farm land and as such, it is properly

described as a process.236 The Court allowed the appeal

and held that the process is properly the subject-matter of

a patent under the Australian Patents Act 1990.237

The distinction between an invention and a discovery 

has arisen in the area of patent applications over genetic

sequences. IP Australia’s Manual noted that it is not

possible to distinguish between a discovery and an 

invention. This issue first arose with respect to patent

applications for micro-organisms. In Ranks Hovis

McDougall’s Application,238 the Commissioner of Patents

had to decide whether a genetically altered micro-organism
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was a discovery or an invention. In holding that the micro-

organism was an invention, the Commissioner noted:

An objection that a claim to a new microorganism,

being something living, is not a manner of manufac-

ture is based, in my opinion, on too restricted a view

of the meaning of manufacture in section 6 of the

Statute of Monopolies.239

Since the decision in Ranks Hovis, the Australian PO has

granted patents on newly created micro-organisms.240

The courts in Australia have had few opportunities to

consider whether genetic materials and technologies fall

within “manner of manufacture.” IP Australia’s Manual

provides that the building blocks of living matter, including

human DNA, which have been identified and copied from

their natural source and reproduced synthetically as unique

materials for a specific industrial use are not to be consid-

ered as discoveries for the purposes of the Act.241 The

Manual also provides guidance on the difference between a

discovery and an invention in the case of gene patents:

The discovery of a micro-organism, protein, enan-

tiomer or antibiotic in nature can be claimed in its

isolated form or as substantially free of (perhaps,

unspecified) impurities. Also, a gene can be claimed

as the gene per se (as long as the claim does not

include within its scope the native chromosome of

which the gene forms part) or as the recombinant or

isolated or purified gene.242

Reports to Government

In 2002, the Australian government, concerned with the

rapid advances in human genome research and genetic

and related technologies, referred a number of questions

to the Australian Law Reform Commission (“the ALRC”)

for inquiry and report. The terms of reference required

the ALRC to, for example, examine and report back on

“… the impact of current patenting laws and practices

including licensing related to genes and genetic and

related technologies on the conduct of research and its

subsequent application and commercialisation.”243

The ALRC’s report, entitled Genes and Ingenuity: Gene

Patenting and Human Health (the “Final Report”), was

submitted to Parliament on August 31, 2004. In preparing

the Final Report, the ALRC undertook extensive public

consultations through the release of an “issues and

discussion” paper for public comment.

The Final Report is quite comprehensive, covering topics

that range from an overview of the history of patents to

the patentability of genetic materials and technologies to

challenging and enforcing patent rights. The terms of

reference asked the ALRC to suggest changes that might

be required of the Australian patent regime to address

any problems, “… with the aim of encouraging the

creation and use of intellectual property to further the

health and economic benefits of genetic research and

genetic and related technologies.”244

In chapter 22 of the Final Report, the ALRC notes that there

is some evidence that gene patents may, in the future, have

an adverse effect on healthcare. The concern is that the

exclusive licensing of patents over medical genetic tests

will result in adverse effects with respect to cost, access,

quality of the test, and innovation with regards to the

development of new or improved testing techniques.245

The Final Report considers that one of the single most

important concerns is the effects on research of patents on

genetic materials or technologies that are used as research

tools.246 This is especially the case with respect to patents

over research tools such as ESTs and SNPs and other

isolated genetic materials. Some research tools may be

categorized as “foundational” or “upstream” research

tools. The following statement included in the Final

Report captures the concern with patents over founda-

tional research tools:

The area covered by these patents is at the cutting edge

of research. The owners have the power to limit or

extend the amount of research done. By their selectivity

Chapter 6: Human Rights and Patenting

A Brave New World: Where Biotechnology and Human Rights Intersect

6–29

239 Ibid. at 3918.
240 Abitibi, supra note 200, at 5.
241 ALRC, supra note 223, at 129.
242 Ibid. at 129.
243 Ibid. at 9-10.
244 Ibid. at 28-29.
245 Ibid. at 605.
246 Ibid. at 355.



in granting licences, they may slow, or even halt, the

discovery of further beneficial mechanisms.247

The Final Report recommends changes to the PO practice

with respect to some research tools, such as ESTs. In addi-

tion, if these problems cannot be resolved by exercising

current remedies, reform options to the address the

impact of these patents would have to be undertaken. The

Final Report notes that problems could be addressed

through the use of the compulsory licensing and Crown

use and acquisition provisions of the Patents Act 1990.248

Proposal 13-1 of the Final Report states that principles

and guidelines should be developed by the Australian

Research Council and the National Health and Medical

Research Council to ensure that the public interest in

encouraging commercial exploitation of inventions is

balanced with the public interest in the wide dissemina-

tion of important research tools.249

6.4.3 Canada

The Patent Act

Section 91(22) of the Constitution Act, 1867 assigns

Parliament the exclusive legislative authority for “Patents

of Invention and Discovery.” In 1870, the federal govern-

ment passed it first Patent Act. It authorized the creation

of the Patent Office (“PO”), which is an agent of Industry

Canada. The PO is part of the Canadian Intellectual

Property Office (“CIPO”). The CIPO is responsible for

patents and other forms of intellectual property, including

trade-marks and copyright.250

Canadian patents may be granted by the Commissioner of

Patents for new inventions (process, machine, manufac-

ture, composition of matter), or any new and useful

improvement of an existing invention. In order to be

patentable, the invention must be new (first in the world),

useful (functional and operative), and non-obvious to

someone skilled in that area.251 Patents will not be

granted for a scientific principle, a method of doing

business, a computer program or a method of medical

treatment.252 The Commissioner will not grant a patent

for a “higher” life form, such as a seed, whole plant or

animal. Since 1982, however, the Commissioner has

granted patents over “lower” life forms, such as 

micro-organisms, fungi and single cells.

The Patent Act, unlike the EPC, the European Directive,

and the UK Patents Act, does not contain an ordre public

and morality exception to patentability. Previous versions

of the Canadian Act contained a provision which

exempted from patentability inventions for illicit objects.

It was removed as part of a package of legislative amend-

ments intended to bring the statute into compliance with

the provisions of the NAFTA.253 As a result, Canadian

patent law does not provide the Patent Commissioner

with discretion to exempt on the basis of morality.254 The

Act does, however, require that the grant of a patent be in

accordance with the law. Section 40 provides that where

the Commissioner is of the view that an applicant is not

“by law” entitled to be granted a patent, he or she must

refuse the application.

Case law

In 1982, the Canadian PO faced a similar claim to that

considered by the U.S. Supreme Court in the 1980 case 

of Chakrabarty, supra. In Abitibi,255 the Commissioner of

Patents was asked to grant a patent over a genetically engi-

neered life form, i.e., a mixed fungal yeast culture system.

In Abitibi, the Patent Appeal Board noted that the patent

examiner had granted a patent to Abitibi Co. for the

process biodegrading spent sulfite waste liquor from the

manufacture of wood-pulp, but had refused to grant a

patent for the product a microbial culture system acclima-

tized to spent sulphite liquor and having five principal

fungi components. The application for a patent over the

product was rejected because “living or viable matter”

was not considered patentable since it could not be
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considered either a “manufacture” or a “composition of

matter” under section 2 of the Act.256

The Appeal Board reviewed the relevant case law from

other jurisdictions dealing with the patenting of living

materials. The long-standing approach of the PO had

been that living materials were not patentable. The deci-

sion in Chakrabarty, supra, however, was now seen as

casting uncertainty on that position, since the U.S. Court

concluded that the terms “manufacture” and “composi-

tion of matter” could extend to micro-organisms as

products of “human’s ingenuity having a distinctive

name, character and use.”257

The Appeal Board noted that technological advances have

led patent offices around the world to alter their interpre-

tation of statutory subject-matter in order to adapt to the

new industrial realities. The Board recommended that the

patent examiner’s objections to patentability of fungi prod-

ucts be withdrawn. It recognized that the decision would

have far reaching impacts, extending patentability to:

… all micro-organisms, yeasts, moulds, fungi,

bacteria, actinomycetes, unicellular algae, cell lines,

viruses or protozoa; in fact to all new life forms

which are produced en masse as chemical

compounds… and are formed in such large numbers

that any measurable quantity will possess uniform

properties and characteristics.258

The Board observed that there were no reasons for distin-

guishing between life forms when deciding the issue of

patentability. It did, however, note that whether higher

life forms, such as animals and plants, should be patented

is debatable. In any event, it doubted whether an inventor

of a higher life form could reproduce it at will and in a

consistent fashion, since more complex life forms tend to

have less consistency between individual members. If,

however, an inventor was able to achieve consistency and

all the other criterion of patentability were met, then the

Appeal Board could not see why such an invention

should be treated any differently.259

In Pioneer Hi-Bred Ltd. v. Canada (Commissioner of

Patents),260 the Supreme Court of Canada was asked

whether a new variety of soybean plant was patentable.

The PO Examiner had refused Pioneer Hi-Bred’s applica-

tion for a patent over the plant, the pod and the seed. The

reasons for refusal were based on the Examiner’s view

that the new plant did not fit within the definition of

“invention” in section 2 of the Patent Act and on the 

PO practice of considering as non-patentable a process

and a product that is a new genetic strain or variety of

plant or animal.261 Pioneer Hi-Bred appealed to the Patent

Appeal Board which upheld the Examiner’s decision and

noted that the new plant variety did not qualify as a

“manufacture.”262

The Federal Court of Appeal ruled against Pioneer Hi-

Bred finding that the new plant variety did not fit within

the term “invention” in section 2 of the Act and that

Pioneer Hi-Bred had not met the disclosure requirements

of the Act.263 The Supreme Court examined whether a

new variety of soybean produced through artificial cross-

breeding qualified under the Patent Act as an invention.

The Court stated that the real issue is whether a form of

life can be patented.

Pioneer Hi-Bred argued that the level of human interven-

tion required to create this new plant variety allowed it to

qualify for patent protection. The Court disagreed, holding

that since the intervention by Hi-Bred did not in any way

alter the soybean reproductive process, which follows the

laws of nature, the process could not be the basis for a

patent. Furthermore, the Supreme Court agreed with the

Court of Appeal that Hi-Bred’s depositing of seeds was

not sufficient to satisfy the requirements of disclosure

under the Act. Finally, the Court noted that since the

Patent Act does not contain any provisions relating to

biotechnological inventions and new forms of life, the

new soybean plant variety is not currently patentable.264
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In Harvard College v. Canada (Commissioner of Patents),265

the Supreme Court of Canada was asked to determine

whether the words “manufacture” and “composition of

matter” in s. 2 of the Patent Act were broad enough to

include higher life forms. Harvard College applied for a

Canadian patent on both the process used to create its

oncomouse and on the mouse itself. The Patent Examiner

issued a patent for the process but refused to issue a

patent for the oncomouse, on the basis that it was not an

invention under the Act. Harvard College appealed the

Examiner’s decision to the Commissioner of Patents, who

upheld the decision. The Trial Division of the Federal

Court dismissed the College’s appeal. The Federal Court

of Appeal, however, allowed the College’s appeal. The

Commissioner of Patents appealed the decision to the

Supreme Court of Canada.266

The five member majority of the Supreme Court con-

sidered that the key to the patentability of biological

materials, including human materials, was to be found in

the Act’s definition of “invention.” Using the principles of

statutory interpretation, the majority considered that the

terms “manufacture” and “composition of matter” were

not capable of including animal and plant life.”267

Justice Bastarache, writing for the majority, was of the view

that the oncomouse could not easily be considered either a

‘manufacture’ or a ‘composition of matter’.”268 These terms,

used to define “invention,” were not broad enough by the

majority to include higher life forms. In the majority’s view,

human and animal life were more that mere compositions

of matter. Furthermore, the majority opined that a patent

over a higher life form would represent a significant

increase in the scope of patent rights because higher life

forms reproduce on their own, without human intervention,

and any patent would thus be extended to the progeny.

This increase in scope would not have been in keeping with

the scope of patent rights granted in other fields.269 The

majority concluded that Parliament did not therefore intend

the patenting of higher life forms.

An alternate view of the legislative scheme respecting

patentability is found in the dissent. It interpreted the

legislative scheme as permissive rather than restrictive.

Justice Binnie, writing for the dissent, pointed out that

Parliament, in 1993, indicated that value judgements have

no place in decisions regarding patentability when it 

did not take the opportunity to amend the Patent Act to

grant discretion to refuse patents on the basis of ordre

public or morality. If an invention meets the criterion of

patentability, i.e., useful, non-obvious and novel, the

Commissioner must grant a patent. Justice Binnie noted

that all of the distinctions or “proposed dividing lines”

between different life forms for the purpose of deter-

mining whether a “composition of matter” is an invention

and thus patentable, are misguided. Neither the Act nor

the jurisprudence respecting patentability contemplated 

or provided a distinction between higher and lower life

forms. Thus the distinction was merely an “invention of

the PO,” to narrow the definition of ‘invention’ to reflect

policy positions.270 This view of the legislative scheme

confirmed that decisions respecting patentability made on

the basis of morality or ethics have no place under the Act.

The dissent considered that section 40 of the Act was 

the only provision under which the Commissioner was

granted discretion to reject a patent application. Binnie J.

noted that the phrase “by law” in section 40 refers to

more than just the Patent Act and would presumably

include other legislation, as well as the Charter and the

common law. He pointed to the common law principle

that people cannot own other people to resolve the ques-

tion of whether a human being could be considered as a

patentable “composition of matter” for the purposes of

the Act. If that principle was not sufficient, he suggested

relying on sections 7 and 15 of the Charter. In his view,

this question would not even arise under the Patent Act

since it is addressed by these other laws. 

The dissent held that:

… the extraordinary scientific achievement of altering

every single cell in the body of an animal which does

not in this altered form exist in nature, by human
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modification of the genetic material of which it is

composed, is an inventive ‘composition of matter’

within the meaning of section 2 of the Patent Act.271

Justice Binnie noted, however, that a patent does not give

the inventor carte blanche to practice the invention free

from government imposed regulatory controls.272 The

dissent considered that the oncomouse was patentable

subject matter.273

It is interesting to note that both the majority and

minority in Harvard Mouse observed in obiter that a fertil-

ized, genetically altered mouse egg would be patentable

subject matter.274 The majority considered it an invention

under the Patent Act, while the dissent would presumably

have found it to be patentable subject matter unless 

otherwise excluded under section 40.

The case of Monsanto Canada Inc. v. Schmeiser275 involved

questions of patent infringement and scope. In 1993,

Monsanto was granted a patent for genetically engineered

genes and for cells containing those genes which when

inserted into plants, such as canola, increased their toler-

ance to herbicides containing glyphosate. Fields planted

with canola seed containing the patented gene could be

sprayed with glyphosate herbicides, which killed any

weeds, while leaving the canola plants undamaged.

Farmers wishing to grow Roundup Ready Canola had to

obtain a licence from Monsanto. Under the licence, the

farmer could use the seed to plant a single crop and could

sell that crop for consumption, but only to a purchaser

authorized by Monsanto. The farmer could not sell or

give the seed to a third party, or save the seed for

replanting or inventory.276

Mr. Schmeiser never purchased Roundup Ready Canola.

His farm was located in an area of Saskatchewan in which

five farmers had switched to Monsanto’s genetically

modified canola. In 1998, Monsanto obtained a court

order to conduct tests on Mr. Schmeiser’s canola crop.

The results showed that 95 to 98 percent of his 1,000 acres

of canola crop was composed of Roundup Ready plants.

Mr. Schmeiser claimed that the seeds had simply blown

onto his land from the adjacent farms. The seeds grew

into plants from which he collected the seeds and used

them to replant his fields the following year.

The trial judge found that Monsanto’s patent was valid.

With respect to patent infringement, the trial judge found

that Mr. Schmeiser knew or ought to have known that he

had saved and planted seed containing the patented gene

and cell, and he had sold the resulting crop. In other

words, Mr. Schmeiser had infringed Monsanto’s patent.

The Federal Court of Appeal confirmed the trial court’s

finding with respect to Mr. Schmeiser’s infringement of the

patent, but did not comment on the patent’s validity.277

The case was appealed to the Supreme Court of Canada.

A five member majority of the Court adopted an

expanded view of the Patent Act’s legislative scheme with

respect to questions of infringement. It is interesting to

note that the majority in Monsanto was composed of some

of the same members who had been part of the dissent 

in Harvard Mouse. The majority identified the following

issues: (1) whether Mr. Schmeiser’s acts of saving, planting,

harvesting and selling the crop containing the patented

gene and plant cell constituted a “use” of Monsanto’s

invention contrary to the Patent Act, and (2) whether

Mr. Schmeiser used the patented invention in commercial

or business interests.

The majority decision was coauthored by Chief Justice

McLachlin and Justice Fish. The majority stated that it

would decide the case by applying the established princi-

ples of patent law to the facts before it.278 At the outset,

the majority noted that it was not concerned with the

scope of the patent granted to Monsanto nor with ques-

tions as to the wisdom of patenting genetically modified

cells and genes, rather those were matters falling within

the purview of Parliament. Although the majority

expressly stated that its decision was not with respect to

the scope of Monsanto’s patent,279 its approach of applying

patenting principles established in the manufacturing
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context to biological materials arguably had the effect 

of expanding the scope of the patent for the purposes 

of infringement. The majority applied the following

principle:

[W]here a defendant’s commercial or business activity

involves a thing of which a patented part is a significant

or important component, infringement is established. It

is no defence to say that the thing actually used was not

patented, but only one of its components.280

By applying this principle to the facts of the case, the

majority found that Mr. Schmeiser’s unlicensed collecting,

saving, planting of the seed (containing the altered gene),

and his harvesting of the resulting crop (containing the

patented gene and cell) to his advantage constituted 

“use” and thus an infringement of Monsanto’s patent.281

Monsanto’s patent covered processes, including the

method of regeneration, the chimeric genes, and the

modified cells. Monsanto was not seeking a patent over

the whole plant. The majority noted that “… a defendant

infringes a patent when the defendant manufactures,

seeks to use, or uses a patented part that is contained

within something that is not patented, provided the

patented part is significant or important.”282

In this case, the majority found that the patent covered

the cells and genes that compose the entire plant. Thus,

infringement through use is possible where the patented

invention is part of, or composes, a broader unpatented

structure or process. This expansive rule was based on the

principle, established in the patent and manufacturing

context, of ensuring that a patentee cannot be deprived,

even in part or indirectly, of his or her legal right to the

full enjoyment of the monopoly. The application, by the

majority, of this patent rule/principle to biological mate-

rials could be viewed as expanding patent protection

from unlicensed use to a higher life form, i.e., a plant,

when it is substantially composed of a patented invention,

i.e., patented cells.283

Schmeiser had argued that the application of Monsanto’s

patent should be narrowly construed based on the

majority decision in Harvard Mouse since the plants

reproduce on their own, through the laws of nature.

Propagation of the plant without a licence cannot therefore

be a use by others because the plants are living things

growing and reproducing without human intervention.

The majority rejected this argument, noting that although

other jurisdictions have adopted provisions to distinguish

between unpatentable naturally occurring DNA sequences

in the human body from patentable isolated DNA

sequences, Parliament has not enacted a comparable statu-

tory scheme to narrow the scope of patent construction.284

The majority stated that the restrictive approach adopted

by the courts in the UK to exclude from patentability the

naturally occurring form of DNA sequence in the body’s

cells was based on a regulatory scheme for which there

was no equivalent in Canada.285

A final view of the Act’s legislative scheme respecting

infringement can be found in the partial dissenting

opinion written by Justice Arbour. The dissent consid-

ered that the central issue was whether a patented

product (the gene or the cell) extended patent protection

to the unpatentable object into which it was incorporated,

i.e., the canola plant.286 It is interesting to note that three

of the four person dissent in this case had formed part of

the majority in Harvard Mouse, supra. It comes then as no

surprise that the dissent advocated a restrictive approach

to the scope of the patent for infringement purposes. The

dissent narrowed the scope of Monsanto’s patent by

limiting its application solely to the laboratory.

In Justice Arbour’s view, the patent over the chimeric

gene and cell did not extend patent protection to the

unpatentable plant which contained them.287 The dissent
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considered that a patent would be invalid if the claim

encompassed subject matter that was not patentable, in

this case, a whole plant.288 Monsanto’s claims were found

to be valid because they fell short of claiming patent

protection over the whole plant, i.e., a higher life form

incapable of patent protection.289 The difficulty being that

the plant can propagate without human intervention.

The dissent considered that the patent claim over the

plant cell ceased to apply once the cell containing the

chimeric gene was placed in growth medium to begin

regeneration in the laboratory.290 Arbour J. acknowledged

the difficulties encountered in trying to fit self-replicating

biological materials within the confines of the Patent Act

and considered that they warranted adopting a novel

approach.291 The dissent restricted the scope of the patent,

for infringement purposes, by holding that it was valid

only for the genetically modified chimeric genes and cells

in the laboratory, prior to regeneration.292

The dissent concluded that Mr. Schmeiser had not

infringed Monsanto’s patent by saving, planting, or

selling seed from the plant, since the patent did not

extend to the plant itself.293 Despite this restriction, Justice

Arbour noted that the patentee would still control the use

of the seed and could prohibit the saving of seeds from

the plants through the licensing powers granted to them

under the Act.294

Reports to Government

THE STANDING COMMITTEE ON HEALTH

In 2001, the House of Commons Standing Committee on

Health, while reviewing the proposed Assisted Human

Reproduction Bill, recommended in its report back to

Parliament that: “The Patent Act be amended to prohibit

patenting of humans as well as any human materials.”295

This recommendation was not adopted by Parliament.

THE CANADIAN BIOTECHNOLOGY ADVISORY
COMMITTEE

The Canadian Biotechnology Advisory Committee (the

“CBAC”) is an arms-length advisory group to the federal

government. It is composed of scientists, academics,

physicians, ethicists, and stakeholders. The mandate of

the CBAC is to provide advice to the government on

policy issues associated with the ethical, legal, social,

regulatory, economic, scientific, environmental and health

aspects of biotechnology.

In 2002, the CBAC released its report, entitled Patenting of

Higher Life Forms and Related Issues.296 The key issue

addressed by the Report was whether Canada should

permit the patenting of plants, seeds, and animals. It also

examined the patenting of biological material generally.297

The Report provided the federal government with thirteen

recommendations. In arriving at its recommendations, the

CBAC consulted with key non-governmental organiza-

tions, scientists and industry, as well as with the public

through roundtable discussions held across the country 

in the spring of 2001 and through written input.298

The Report observed that in Canada there could be existing

legal limits on a patentee’s ability to exploit their invention,

especially where that invention may pose risks to human

or animal health or to the environment. Some of these 

legal limits are found in competition law, criminal law, the

Assisted Human Reproduction Bill and in regulations governing

product safety.299 The position of the PO is that patents will

not be granted for “higher life forms,” which it describes as

“multi-cellular differentiated organisms (plants, seeds and

animals).”300 This position is primarily what led to the

challenge in Harvard Mouse, supra.

The Report suggested that questions of the patentability 

of higher life forms, such as the human body, should be

dealt with by Parliament. In the CBAC’s view, a patent 

on the human body would indicate a lack of appropriate

respect for the subject-matter of the patent: it would

engage the universal principle of basic human dignity.

The Report emphasized one aspect of the principle of
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human dignity human beings are not commodities. It

suggested that even if the granting of a patent on a

human being was not a violation of human rights, the

patentee’s “exclusive right to make, use or sell an

invented human would almost certainly violate the

Canadian Charter of Rights and Freedoms and the Canadian

Human Rights Act.”301

With respect to the rights of the inventor to patent protec-

tion, the Report noted that this position ignores the real

purpose of patent rights. Patent rights are best viewed as

tools to achieve public good. The CBAC quoted Mr. Justice

Jackson of the U.S. Supreme Court who in 1945 stated:

The primary purpose of our patent system is not

reward of the individual but the advancement of 

the arts and sciences. Its inducement is directed to

disclosure of advances of knowledge which will be

beneficial to society; it is not a certificate of merit, 

but an incentive to disclosure.302

If Canada decided to issue patents over higher life forms,

the Report recommended that Canada’s Patent Act be

amended to prohibit the patenting of human bodies at all

stages of development. This exemption would, however,

only apply to patents claimed over the whole human

body. The Report was careful to point out that such an

exemption would still permit the granting of patents for

sperm, ova, organs, human genes, cell lines and stem

cells, since it is unlikely that such a patent would grant

the patentee complete control over a human body

containing that sequence or cell. However, it cautioned

that this issue has never been addressed under the law.303

The Report recommended that higher life forms, i.e., plants,

seeds and non-human animals, that meet the patentability

criterion of new, useful and non-obvious be recognized as

patentable.304 However, this recommendation must be read

together with the other recommendations in the Report,

since they place limitations on patents for biological inven-

tions, including protections for farmer’s privilege, innocent

bystanders, research and experimental use exceptions. The

CBAC’s rationale for imposing such limits was the unique

reproductive nature of biological inventions and the fact

that they can contain personal information. An unrestricted

patent in a higher life form would grant to the patentee

rights that could inhibit other useful activities, such as

other research.305

The Report discussed the social and ethical considerations

that arise when researchers and clinicians obtain biolog-

ical materials from individuals. It recommended that the

federal and provincial governments in Canada develop

policies and practices that encourage the sharing of bene-

fits reaped from research involving genetic material. The

Report stated:

… we recommend that… the benefits of medical and

pharmaceutical research based on human genetic

material (including its commercial exploitation) be

shared with the groups or communities who provided

the material. All bodies (public, private and corporate)

involved in funding research and/or establishing

guidelines or codes of conduct for the ethical conduct

of research should ensure that benefit-sharing 

is addressed.306

In addition, the Report recommended that the PO issue

guidelines on the patentability of biological materials.307

A few of the CBAC’s recommendations were implemented

by the government, but none of the major recommenda-

tions discussed above have been implemented to date.308

In 2004, the CBAC issued an advisory memorandum to

the federal government entitled “Rationalizing Patent

Law in the Age of Biotechnology.”309 One of the stated
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purposes of the memorandum was to alert the govern-

ment to issues of immediate importance and to provide

recommendations to assist decision-makers in developing

an effective course of action. The CBAC recommended:

The Federal Government should move quickly to

review the Patent Act in light of the combined effects

of the decisions of the Supreme Court of Canada on

the patentability of the “Harvard mouse” and on the

extent of the rights of a patent-holder of a modified

cell in the recently-decided Monsanto Canada Inc. v.

Schmeiser case.

The CBAC memorandum restated the same twelve

recommendations found in the CBAC’s 2002 report.

The Provinces

In 2002, the province of Ontario released its report entitled

Genetics, Testing & Gene Patenting: Charting New Territory in

Healthcare.310 The Ontario Report was endorsed by all the

provincial and territorial premiers at their meeting in

January 2002. It referenced the Standing Committee’s

recommendation to amend the Patent Act, but did not

endorse it.311 The Report recommended instead a compre-

hensive review of the Act and put forward a number of

suggested amendments, including the introduction of an

opposition period, additional infringement protection for

healthcare providers, tightening utility requirements and

restricting broad-based patents.312 It noted that genetic

materials are unique and can have multiple research uses.

It suggested that granting patents over “concepts” or

general, non-specific utilities in the area of genetic mate-

rials could be problematic since it can eventually impede

research and development. The Ontario Report recom-

mended tightening the scope of patents granted for

genetic material by requiring that specific uses of sub-gene

and stem cell patents be identified in the application and

patent grant.313

It also recommended the addition of a provision to the Act,

similar to an ordre public and morality provision, to limit

patents on processes or procedures that are deemed contrary

to Canadian morality or ethics. In addition, it recommended

the addition to the Patent Act of an exclusion from

patentability medical diagnosis using genetic materials.314

The Report also recommended replacing the current

‘methods of medical treatment’ exclusion from patentability,

created by the common law, with a provision stating that 

a patentee cannot bring an action for infringement against 

a medical practitioner for providing medical services,

including both treatment and diagnosis, to patients.315 It

noted that adopting this approach, similar to that provided

by a recent amendment to the U.S. Patent Act, would protect

medical practitioners while still allowing the full patenting

of genetic testing technologies.316

6.4.4 Academic Literature and Commentary

There is scant literature on the topic of human rights and

patents over human bodily materials and the literature

that does exist is mostly from the U.S.

Cyril R. Vidergar explores issues arising from the

patenting of human materials in an article entitled,

Biomedical Patenting: Permitted, But Permissible?317 Vidergar

is concerned that the lack of provisions in the U.S. Patent

Act exempting human or human-derived materials from

patentability may eventually cause Congress to legislate

to ameliorate any potential threats to human dignity and

autonomy.318 He views bio-piracy (the taking of genetic

material without a subject’s knowledge) as impacting on

constitutionally guaranteed rights under the 13th and

14th amendments, since it results in non-consensual

commodification. He concludes that persons residing

outside the U.S. are similarly protected from biological

commodification under international laws and human

rights treaties, such as the U.N. Convention on Biological

Diversity, to which the U.S. is a signatory.319 Vidergar

notes, however, that despite these treaties and laws, the

U.S. patent regime protects property right’s claims to

human materials derived without consent outside U.S.

jurisdiction. He is concerned that there is no forum that
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would allow for the redress of what he terms “these

potential violations of human autonomy.”320

He is also concerned with the effect biomedical patents

may have on healthcare. For example, the inventor of 

a cell line that contains a particular gene may prevent

others from similarly isolating an expression of that gene.

Patentees may also charge exorbitant licensing fees for 

the use of their biomedical inventions, thus limiting the

patients who can access a patented treatment or diag-

nostic to only those with a certain income level.321

Stacey Kincaid writing in Oh, The Places You’ll Go: 

The Implications of Current Patent Law on Embryonic Stem

Cell Research,322 notes that in the U.S. a patent has been

granted (Patent 6,200,806) to the University of Wisconsin’s

Wisconsin Alumni Research Foundation (the “WARF”)

over a method of isolating embryonic stem cells, as well

as the stem cells themselves. She notes that this patent 

is the only one of its type in the world. The WARF has

also applied for patents in Europe.323 The isolated and

patented stem cells have subsequently been developed

into six distinct types, including: blood, liver, muscle,

nerve, bone and pancreas cells.324

Kincaid refers to concerns with stem cell patents as essen-

tially “ethical” and concludes that they arise because of

the moral or special nature of the human embryo from

which they were derived. She notes that some critics

oppose the granting of these patents because they are

patents over “life.” She concludes, however, that these

objections are largely “political in nature.”325

R. Stephen Crespi provides a critique of the UK Nuffield

Council Report (discussed earlier), in Patenting and Ethics:

A Dubious Connection.326 He notes that the Council believes

that gene patents should be considered differently from

other patents because of the issue of “ownership.”327

In Crespi’s view, the Council’s Report erroneously

equates a gene patent with gene ownership. He notes 

that a researcher who invented novel biological material

would own it, regardless of whether he held a patent over

it or not. Patent rights are different than ordinary prop-

erty rights. A patent gives the patentee a right to exclude

others from making, selling or using his or her invention

for a time period fixed by law. In a legal action for patent

infringement, the patentee does not assert that he or she

owns the defendant’s material, unlike a case of theft. If

the defendant is found to have infringed the patent, he or

she would most likely be required to pay damages to the

patentee by, for example, an accounting of profits. This

penalty for patent infringement is not in any way related

to ownership of the infringing material.”328

In the context of genes, Crespi notes that a person with a

patent over DNA “owns” only the right to petition the

court to stop other’s unauthorized use of the isolated

form of the claimed DNA.329

Crespi also discusses the Nuffield Report’s assertion that

“genes are essentially just information” and thus “the issue of

patenting them [is] very different from that involved in the

isolation of other chemical compounds.”330 In Crespi’s view,

this categorization of DNA would not stand up to legal

analysis. He makes reference to the American case of Amgen

v. Chugai331 for the “classic statement” from the Court that “a

gene is a chemical compound, albeit a complex one.”332

There is no shortage of academic commentary high-

lighting moral and ethical concerns with the practice of

patenting human genes. Some commentators start from

the position that the human genome is the “common

heritage of humanity.”333 This position is supported by

the UNESCO Declaration on the Human Genome and Human

Rights. Patents on human gene sequences are criticized

because they are thought to grant exclusive rights over

this common heritage to a limited number of entities.334
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Other commentators are concerned that allowing patents

on human genes will engender a lack of respect for

human dignity. Patents, by bringing the human body and

its parts to the market, lead to the commodification and

objectification of the human body. Commodification and

objectification have been described as:

Commodification refers to the association of some-

thing or some practice with attitudes that ordinarily

accompany a certain subset of commercial transac-

tions. Objectification similarly refers to the act of

treating someone, or something, as a commodity, but

what is disturbing is not so much the exchange of

money as it is the notion that a subject, a moral agent

with autonomy and dignity is being treated as if it

can be used as an instrument for the needs or desires

of others without giving rise to ethical objections.335

The central concern being that the patenting of human

biological materials, along with the associated transformation

of these into routine objects of commerce, leads to a change in

people’s attitudes toward life and living organisms.336

There are some commentators who argue from a property

perspective. For them, genes can be conceptually divided

into two distinct entities: the DNA sequences themselves,

and the genetic information they contain. The legal status

of these two entities has not yet been settled in law. It is

thought that the characterization of genes as either prop-

erty, human beings, or some other legally recognized

entity, will have enormous implications.337 “These include

symbolic and psychological implications that go to the very

root of how human beings view themselves.”338 If genetic

material is characterized as part of or as an extension of the

human being from which it originated, then the law

pertaining to persons could be held to regulate and protect

the material. On the other hand, if the genetic material is

characterized as property, then the law of property would

most likely be found to regulate and protect it.339

It has been argued that patents over genes are incompat-

ible with respect for an individual’s self-determination

(the right to make choices about how to live) because they

grant ownership rights over parts of human beings.340

Furthermore, self-determination is fundamentally linked

to self-ownership (the right to choose how one’s body is

used) and thus granting a patent over genetic material 

is likened to allowing parts of people to be owned by

others.341 This argument has been criticized for confusing

intangible intellectual property rights, in the form of

patents, and physical property rights.342

6.4.5 Discussion

Under the Patent Act, the Commissioner must grant a

patent if the “invention” meets the criterion of newness,

non-obviousness and usefulness. In Harvard Mouse, supra,

the five person majority upheld the PO’s distinction

between higher and lower life forms for the purposes of

patentability, despite the fact that no such distinction

exists in the Act.343

The dissent rejected the distinction and would have

allowed the patent over the oncomouse.

A more recent case suggests that the members of the

Supreme Court remain divided in their approach to ques-

tions of patentability and infringement with respect to

biological materials. The majority in Monsanto, supra, held

that the patent only applied to the chimeric gene and the

plant cells into which the gene was inserted. However,
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since the gene and cells were in every part of the plant,

any uses made of that plant would infringe the patent. 

As a result of the decision, the entire plant (a higher life

form) is effectively protected from unlicensed use by the

patent over its composite cells and genes. The dissent

would have restricted the patent solely to uses in the

laboratory since the plant, a higher life form, is capable 

of propagating on its own.

The Courts decision in Monsanto, supra, arguably means that

Harvard’s oncomouse, which is substantially composed of

patented genetically altered genes, would also be protected

from unlicensed use. As a result of Monsanto and Harvard

College, higher life forms, although not patentable subject

matter, would be the subject of patent protection from the

unlicensed use of the plant or oncomouse.

If in the future, the Canadian courts reversed and adopted

a more expansive approach to the scope of patentability,

and rejected the distinction between higher and lower 

life forms, concerns with the inability to exempt certain

biological materials from patentability under the Patent

Act might force the issue before Parliament.

6.4.5.1 Could the grant of a patent over excised bodily
materials raise any human rights issues?

Advances in biotechnology in the area of science and

medicine will continue to push the existing boundaries 

of patentability and will most likely result in patented

inventions using human materials in ways not yet

contemplated. It is possible that some of these patented

inventions will raise human rights issues, especially if the

patent limits a person’s autonomy and self-determination.

It is possible to grant a patent for the process of isolating

and characterizing a human cell, such as a liver cell. No

one else, including the donor, could use or patent that

particular cell, arguably even for a different use, without

first obtaining a licence from the patentee. Could the

grant of such a patent raise any human rights issues?

The following hypothetical is used to illustrate some of the

issues that may arise. The hypothetical may be considered

by some as mere “science fiction,” but in fact much of the

science described is within the realm of possibility today. 

Jane Doe fully and freely consents to donate her liver

cells for research purposes. The researcher success-

fully isolates and uses Jane’s cells to invent a cell line

with the potential to develop cures for individuals

with cirrhosis of the liver. The researcher applies for

and is granted a patent over the process (isolation,

characterization and expression) and over the

resulting cell line. Five years later, Jane Doe develops

serious liver disease. Her physician would like to

isolate Jane’s liver cells and have a personalized cure

developed for Jane.

Her physician requests a licence from the patentee in

order to use the patented process to successfully isolate

Jane’s cells, but the patentee refuses to grant the requisite

licence.344 If her physician proceeds, without a licence, 

the patentee has a right under the Patent Act to bring an

action in court against the physician and possibly against

Jane for patent infringement. In addition, the patentee

may seek an injunction restraining Jane and her physician

from using the patented process (sections 54(1) and

57(1)(a) of the Patent Act). Jane and her physician believe

that the inability to use the patented process to success-

fully isolate her cells to possibly create a life-saving

therapy engages Jane’s human rights.

Relief under the Patent Act

Under section 19, a government may seek authorization

from the Patent Commissioner to use the patented inven-

tion, which includes a patented process. However, the

authorization to use obtained by the government under

section 19 is not transferable. Moreover, the government

must establish that it made attempts in the past, over a

reasonable period of time, to obtain authority to use the

patented invention from the patentee, unless it establishes
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that the use is required because of national emergency or

extreme urgency or where the use required is a public

non-commercial use (s. 19.1). It is possible that the

government could make a good argument that Jane’s 

case is one of “extreme urgency” and thus succeed in

obtaining a licence from the patentee.

In addition, under section 65 of the Act, the Attorney

General of Canada or any person may apply to the

Commissioner alleging that the patentee has abused his

or her exclusive rights and ask for relief under the Act,

but only after the expiration of three years from the date

on which the patent was issued. This provision presents a

less attractive option for Jane and her physician because

they must wait the requisite three years to apply.

Finally, under the research exemption, a researcher could

be commissioned by Jane to study the patented process

without first obtaining a licence from the patentee. The

researcher would hopefully be able to design his or her

own method of successfully isolating the cells and

creating a cure for Jane. The research exemption presents

another option, but once again it requires time to study

the patented process and hopefully to succeed in

inventing an equally successful one. 

A Human Rights Challenge

Jane believes that the ability of the patentee to prevent her

from accessing a possible cure engages her right to health,

liberty and security of the person. Jane could look to

international human rights instruments for relevant

human rights standards.

With respect to a right to health, the most relevant human

rights instrument is the ICESCR, specifically articles 12

and 15. Article 12 provides a fundamental right to the

enjoyment of the highest attainable standard of health. It

contains the most important recognition of the right to

health in an international convention.345 The U.N.

Committee’s Commentary on article 12 suggests that the

right to health contains both freedoms and entitlements.

The freedoms include the right to control one’s health and

body, and the right to be free from interference.346 These

articles and any relevant commentary could be put before

the Canadian courts to inform their interpretation of the

Charter and of the Patent Act. 

In addition, the ICESCR provides a right to benefit 

from scientific progress in article 15, paragraph (1)(b).

Committee Commentary on this article suggests that the

fundamental human rights of the person should prevail

over the rights of the patentee set out in article 15, para-

graph (1)(c). As noted earlier, there is scant academic

literature or commentary on this provision. The Committee

of the ICESCR is currently preparing a draft Commentary

to assist States Parties in their interpretation of the article.

The Committee of the ICESCR has made it clear in the past

that there is a distinction to be made between fundamental

human rights and intellectual property rights, which are

the product of instrumental and temporary regimes

created by the State. One could argue that article 15

imposes an obligation on States to adopt an approach to

intellectual property rights which ensures the primacy of

human well-being. Fundamental human rights which are

timeless should trump intellectual property rights, which

are generally of a temporary nature and which can be

revoked, licensed or assigned to someone else.

An argument could be made that an exception to infringe-

ment should be recognized to allow Jane and her

physician to use the patented process to extract and

isolate her liver cells, without a licence, on the basis of

medical necessity. The patent is preventing Jane from

accessing a possible medical cure that would possibly

enable her to enjoy the highest attainable standard of

health: she is unable to submit to a personalized cure 

that could return her to optimum health.

6.4.5.2 Could the grant of a patent over a process for
isolating excised human materials engage any human
rights under the Charter?
The Charter

The Charter provides Canadians with certain guaranteed

rights and freedoms. It applies to all government actions

such that legislation and regulations must be Charter

compliant. This includes all levels of government in
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Canada: federal and provincial (including municipal), and

would most likely include the actions of a government or

Crown agent, depending on the circumstances.

In those instances where the government action has been

found to infringe a Charter-protected right or freedom, 

the government must establish that the infringement is

prescribed by law and must justify the infringement

under section 1 of the Charter, which states:

s. 1 The Canadian Charter of Rights and Freedoms guar-

antees the rights and freedoms set out in it subject

only to such reasonable limits prescribed by law 

as can be demonstrably justified in a free and 

democratic society.

Section 1 allows the government to justify an infringe-

ment of individual rights as being a reasonable limit in a

free and democratic society on the basis of broader soci-

etal concerns or objectives, where the infringement is

prescribed by law.

The most relevant human rights interests raised by the

hypothetical are those provided in section 7 of the Charter.

It states as follows:

s. 7. Everyone has the right to life, liberty and secu-

rity of the person and the right not to be deprived

thereof except in accordance with the principles of

fundamental justice.

Under section 7, the government may deprive a person of

his or her right to life, liberty and security of the person,

but only where the deprivation is in accordance with the

principles of fundamental justice. The principles of funda-

mental justice operate to qualify the rights in section 7.

The Supreme Court of Canada has held that the principles

of fundamental justice are found in the tenets of the legal

system and are legal principles about which there is a

high degree of societal consensus.

If the courts find that the government deprivation is not

in accordance with the principles of fundamental justice,

the inquiry may end there without the court going further

and asking whether the government could justify the

deprivation under section 1 of the Charter. The courts may

consider that the infringement of section 7 is so egregious

that it could not be justified under section 1. On the other

hand, the courts may look to the government for argu-

ments justifying its limit on a guaranteed human right.

The onus is on the government under the section 1

inquiry to establish that the deprivation or limit is

prescribed by law and is justified in a free and democratic

society.

The two inquiries are based on different considerations.

The Supreme Court has noted:

… despite certain similarities between the balancing

of interests in ss. 7 and 1, there are important differ-

ences, Firstly, the issue under s. 7 is the delineation of

the boundaries of the rights and principles in ques-

tion whereas under s. 1 the question is whether an

infringement may be justified… Secondly, it was

affirmed that under s. 7 it is the claimant who bears

the onus of proof throughout. It is only if an infringe-

ment of s. 7 is established that the onus switches to

the Crown to justify the infringement under s. 1.

Thirdly, the range of interests to be taken into

account under s. 1 is much broader than those rele-

vant to s. 7… [b]ecause of these differences, the

nature of the issues and interests to be balanced is 

not the same under the two sections.347

In the past, section 7 was viewed as applying solely in the

criminal and quasi-criminal law context. The Supreme

Court of Canada, however, has held that the rights under

section 7 are not confined solely to these areas of the law.

In B. (R.) v. Children’s Aid Society of Metropolitan Toronto,348

the Supreme Court of Canada held that the liberty inter-

ests of the parents were engaged under section 7 of the

Charter when the state intervened under statute to grant

wardship of a child to the Children’s Aid Society in order

that the child could receive a blood transfusion. 
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Lamer C.J. stated in New Brunswick (Minister of Health and

Community Services) v. G.(J.)349 that:

… s. 7 is not limited solely to purely criminal or penal

matters. There are other ways in which the govern-

ment, in the course of the administration of justice,

can deprive a person of their s. 7 rights to liberty and

security of the person, i.e., civil committal to a mental

institution.350

In Blencoe v. British Columbia (Human Rights Commission),351

the Supreme Court building on its decisions in B(R) and

G(J), stated that “… there is no longer any doubt that s. 7

of the Charter is not confined to the penal context.”352

It may be engaged in non-criminal law cases where the

state action directly engages the justice system and its

administration.353

In Chaoulli v. Quebec (A.G.),354 three members of the

Supreme Court held that s. 7 was engaged despite the 

fact that the case considers issues arising outside both the

criminal justice system and the administration of justice.
355 It remains to be seen whether this broadening of the

application of s. 7 outside the criminal and administration

of justice context by three members of the Court continues

or will be restricted to circumstances similar to that 

of Chaoulli.

With respect to the hypothetical, the first question is

whether there is a government action that could deprive

Jane of her section 7 right to life, liberty and/or security

of the person.

An argument could be made that there is government

action. Patents are granted by the Commissioner of Patents

who is appointed by the Governor in Council and who

exercises the delegated powers and perform the duties

conferred on him or her by the Act. The Commissioner acts

in reliance to a statutory power, i.e., the Patent Act, and thus

the Charter would most likely apply to the Commissioner’s

actions, including his or her decisions regarding patents.

Peter W. Hogg notes that the Charter will apply to:

… actions taken by the cabinet, by individual minis-

ters and by public servants within the departments of

government,… including Crown corporations and

public agencies that are outside the formal depart-

mental structure, but which, by virtue of a substantial

degree of ministerial control, are deemed to be

“agents” of the Crown.356

One could argue that the grant of a patent by the

Commissioner under the Patent Act is an action that is

subject to the Charter. However, the act of issuing a patent

to an inventor for a process to isolate human cells is

unlikely to engage any Charter rights. The patent only

applies to the process of successfully isolating Jane’s cells.

Arguably, problems arise for Jane only in those instances

where the patentee refuses to grant a licence to allow her

physician to use the patented process to isolate her liver

cells. Is the patentee’s decision not to issue a licence to

Jane’s physician subject to Charter scrutiny? 

One might argue that the patentee’s decisions with

respect to licensing are not controlled by government.357

On the other hand, could an argument be made that the

patentee’s licensing decisions are government since they

are made in reliance on a statutory power and thus

subject to the Charter?

The grant of a patent under the Act provides the patentee

with exclusive rights to use, make or sell the invention. In

addition, the Act provides that if the invention is made,

used or sold without the permission of the patentee (in

the form of a licence-to-use), the patentee may apply 

to court for damages relating to patent infringement.

Although the statute provides certain rights to the

patentee and a remedy when those rights are infringed,

any licensing decisions on the part of the patentee are not
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made in reliance on a statutory power. The patentee’s

licensing decisions are not for the most part subject to

government control (only when the patentee has abused

his or her patent rights may s. 65 of the Act be engaged).

The patentee’s licensing decisions are not made on the

basis of a delegated statutory authority.

In the hypothetical, Jane’s inability to successfully isolate

her liver cells results directly from the patentee’s refusal

to issue a license to Jane and her physician. The patentee

is arguably a private entity whose licensing decisions 

are for the most part free of government control. In

conclusion, Jane could likely not challenge either the

government or the patentee on the basis of a deprivation

of a Charter right.

The analysis and conclusion, however, would be different

if the patent was held by a government department. In

that case, the refusal to grant a licence could be character-

ized as a government action, which would be subject to

Charter scrutiny.

Under the hypothetical, there may be one successful

argument that Jane could make regarding the Charter.

Although the decision by the private patentee respecting

the granting of licences to use a patented invention would

not likely be considered government action, a court

ordered injunction, one of the remedies available in a

dispute between private parties under the Patent Act, may

be found by the courts to be government action subject to

Charter scrutiny.

Peter W. Hogg suggests that, based on Supreme Court

jurisprudence, if the court order was issued to resolve a

matter between two private parties, and if it was based

solely on the common law, it would not be considered

government action and thus the Charter would not apply.

However, if the court order was issued in a purely private

dispute that was governed by statute law, then the Charter

would apply to the order.358

If Jane and/or her physician decided to proceed and

infringe the patent by undertaking an unlicensed extrac-

tion and isolation of her cells, the patentee could exercise

his or her statutory rights in court, and seek damages and

an injunction. The court-ordered injunction is one remedy

available under, and governed by, the Patent Act for the

resolution of private disputes. The injunction could be

considered government action subject to Charter scrutiny.

Jane could argue that the courts must, prior to issuing an

injunction, first subject it to Charter scrutiny. She could

argue that the injunction would prevent her and her

physician from devising a possibly lifesaving medical

therapy and thus would engage her Charter right to

liberty and to security of the person.

In R. v. Morgentaler,359 Chief Justice Dickson, writing for

himself and Justice Lamer, stated:

… that state interference with bodily integrity and

serious state-imposed psychological stress, at least in

the criminal law context, constitute a breach of security

of the person.360

Justice Wilson, writing one of the majority opinions and

speaking for herself, agreed with the Chief Justice and

with Justice Beetz, noting that “… the right to security 

of the person under s. 7 of the Charter protects both the

physical and psychological integrity of the individual.”361

Beetz, J., writing for himself and Justice Estey, was of the

view that “… the constitutional right to ‘security of the

person’ must include some protection from state interfer-

ence when a person’s life or health is in danger… [but]

section 7 cannot be invoked simply because a person’s life

or health is in danger… [t]here must be state intervention

for ‘security of the person’ in s. 7 to be violated.”362

In Rodriguez v. British Columbia (Attorney General),363 Justice

Sopinka, writing for the majority, noted that the right to

security of the person “… can be seen to encompass a
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notion of personal autonomy involving, at the very least,

control over one’s bodily integrity free from state interfer-

ence and freedom from state-imposed psychological and

emotional stress.”364 Note, however, that both Rodriguez

and Morgentaler, supra considered the right to security of

the person in the criminal law context.

In R. v. Parker,365 the Ontario Court of Appeal was asked

whether prohibitions under two federal statutes regarding

the cultivation and possession of marihuana violated

section 7 Charter rights to security of the person and 

to liberty.366 The respondent, Parker, alleged that the

prohibitions interfered with his health and therefore his

security of the person and liberty interests.

The Court of Appeal noted that Morgentaler, supra, is the

leading case where medical treatment and the criminal

law intersect. In that case, state interference with bodily

integrity and state-imposed psychological stress, at least

in the criminal law context, constituted a breach of secu-

rity of the person. This view of the right to security of the

person is consistent with the view espoused in Rodriguez,

supra and G(J), supra.367

The Court of Appeal relying on the Supreme Court’s com-

ments in Morgentaler, supra and Rodriguez, supra held that:

… deprivation by means of a criminal sanction of

access to medication reasonably required for the

treatment of a medical condition that threatens the

life or health constitutes a deprivation of security of

the person… Depriving a patient of medication in

such circumstances, through a criminal sanction, also

constitutes a serious interference with both physical

and psychological integrity.368

And later in the decision:

… the constitutional right to security of the person

must include some protection from state interference

when a person’s life or health is in danger… There

must be state intervention for “security of the

person” in s. 7 to be violated. If a rule of criminal 

law precludes a person from obtaining appropriate

medical treatment when his or her life or health is 

in danger, then the state has intervened and this

intervention constitutes a violation of that man’s or

woman’s security of the person. Security of the person

must include a right of access to medical treatment for a

condition representing a danger to life or health without

fear of criminal sanction. If an Act of Parliament forces a

person whose life or health is in danger to choose between,

on the one hand, the commission of a crime to obtain effec-

tive and timely medical treatment and, on the other hand,

inadequate treatment or no treatment at all, the right to

security of the person has been violated.369 [emphasis

added]

If Jane and her physician ignore the court-ordered injunc-

tion and choose to create the medical therapy, they risk

being held in contempt of court, with the possibility of

imprisonment and/or a fine. Jane’s choice is between, 

on the one hand, potential loss of liberty in order to

receive medical treatment and on the other hand, inade-

quate or no treatment at all. An argument could be made

that Jane’s right to security of the person would have

been engaged.

In G(J), supra, Chief Justice Lamer, writing for the

Supreme Court, stated:

… the restrictions on liberty and security of the

person that s. 7 is concerned with are those that occur

as a result of an individual’s interaction with the

justice system and its administration. In other words,

the subject matter of section 7 is the state’s conduct in

the course of enforcing and securing compliance with

the law, where the state’s conduct deprives an indi-

vidual of his or her right to life, liberty, or security of

the person ... however, s. 7 is not limited solely to

purely criminal or penal matters. There are other

ways in which the government, in the course of the
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administration of justice, can deprive a person of

their s. 7 rights to liberty and security of the person,

i.e., civil committal to a mental institution.370

It could be argued that although the hypothetical does not

engage the criminal justice system, the injunction would

be issued as a result of Jane’s interaction with the justice

system and its administration. Section 7 of the Charter

would thus be engaged.

The courts might agree that Jane’s section 7 Charter rights

to liberty and to security of the person would be violated

by a court-ordered injunction. The courts would then

proceed to the next stage of inquiry under section 7 and

determine whether the state deprivation would be in

accordance with the principles of fundamental justice. This

step requires the identification and definition of the rele-

vant principles of fundamental justice by the complainant.

At this point in time, it would be highly speculative to

consider what such principles, if any, may be relevant.

If the courts determine that the deprivation was in accor-

dance with the principles of fundamental justice, then it

would be considered constitutional. If, on the other hand,

the courts conclude that the deprivation was not in accor-

dance with the principles of fundamental justice, a Charter

deprivation would have been made out by the complainant.

The courts may conclude that the state would be unable to

justify the deprivation under section 1 of the Charter, or it

might look to see whether the state has justified the depri-

vation as a reasonable limit prescribed by law in a free and

democratic society.

The courts faced with such a compelling situation might

create a common law exemption or defence to patent

infringement similar to what has been proposed by legis-

lators in the U.S. (an extension of the medical treatment

defence). The courts might design the defence to allow

licensed physicians and heath care facilities to use the

unlicensed process when undertaking a medically

necessary activity.

Although the hypothetical dealt with the patenting of a

process, the same analysis would apply if the patented

subject matter was an isolated human gene. It is important

to note that this analysis is based on hypothetical facts. It

is possible that with different facts before it, the courts

would undertake a different analysis. In the case where

the patentee was a government department, the dispute

would no longer be between two private parties, but

would directly implicate an action, the refusal to license,

by government and would be subject to Charter scrutiny.

6.4.5.3 Could the grant of a patent over a genetic therapy
that self-replicates within the human body engage any
rights under the Charter?

The following hypothetical is provided to assist with the

analysis and discussion:

Jane Doe discovers, after genetic testing, that she

carries the gene for a late-onset disease, Huntington’s

chorea. Researchers have recently developed a

process for delivering an engineered gene to replace

the Huntington’s gene, via a retrovirus (a type of

vector), in all of the body’s cells, including her germ

or sex cells. The researchers patent the healthy DNA

sequence, but not the delivery process since it is 

a form of medical treatment and as such is not

patentable. Once inside Jane Doe’s body, the

engineered gene knocks out and replaces the

Huntington’s gene in all her cells.

Jane decides to have a child. She wonders however,

whether the process of reproducing whereby she

would pass the genetically engineered healthy gene

to her offspring would violate the patent. The

patentee claims that it would and that Jane would

first require a licence from the patentee before she

could reproduce. Would such a patent engage Jane’s

human rights?

As noted earlier, a patent grants to the patentee the right

to exclude others from using, making or selling the inven-

tion. The nucleus in Jane’s cells, including her ova or eggs

contains the patented gene. It could be argued that, by

reproducing, Jane has “used” or “made” the patented

gene without first obtaining a licence from the patentee

and thus she would have infringed the patent. 
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The same arguments and analysis would apply to this

situation that applied with respect to the first hypothet-

ical. Assuming the patentee is a private entity and not a

government entity, it is unlikely that the Charter would 

be available to assist Jane.

If Jane proceeded to reproduce and her offspring inher-

ited the genetically-altered gene, what would be the

patentee’s options? The patentee could seek a court

ordered injunction prohibiting Jane and her offspring

from reproducing without a licence. Jane would argue

that the Charter is engaged because the court-ordered

injunction would be a resolution to a private dispute 

that is governed by legislation (the Patent Act), and thus

qualifies as a government action.371

It is highly unlikely that a court would issue such an

injunction. First, it could be argued that under interna-

tional human rights instruments, persons have a right to

reproductive autonomy (see the arguments in Chapters 2

and 3). These human rights instruments would be intro-

duced to assist the Canadian courts in their interpretation

of the Charter and of the Patent Act.

In addition, as noted earlier, the jurisprudence under s. 7

of the Charter suggests that the right to liberty and secu-

rity of the person include the right to reproductive

autonomy. It is unlikely that the courts would issue an

injunction preventing a person from reproducing. This

would most likely be a case where fundamental human

rights (Jane’s right to reproduce) would trump intellectual

property rights (the rights of the patentee).

6.5 Does the Patenting of a Human In Vitro
Embryo Raise any Human Rights Issues?

(Note: in this section the term “in vitro embryo” is used 

to describe the fertilized human egg from the moment of

fertilization to the fœtal stage, which begins eight weeks 

post fertilization) 

6.5.1 International and Regional Instruments

International Human Rights Instruments

The ICCPR provides the following in article 8, 

paragraphs 1 and 2:

Article 8

1. No one shall be held in slavery; slavery and the

slave-trade in all their forms shall be prohibited.

2. No one shall be held in servitude.

Article 8, paragraphs (1) and (2), are considered to guar-

antee some of the most fundamental human rights:

freedom from slavery and servitude.372 Slavery occurs

when one person owns another such that the former can

totally exploit the latter with impunity.373 Article 8, para-

graph (1), prohibits slavery. Article 8, paragraph (2),

prohibits servitude which is a broader concept than

slavery. It includes other forms of egregious economic

exploitation or dominance by one person over another, 

as well as slavery-like practices.374

The Human Rights Committee (the “HRC”) has expressed

concerns with the practice of “bonded labour” in India as

a possible violation of article 8. Bonded labour is a prac-

tice where a debtor pledges either his or her personal

services, or the services of someone they control (often a

child), as security for the debt.375 The HRC has expressed

deep concerns with other activities, including the traf-

ficking in women for the purposes of prostitution and

child labour and prostitution, which violate article 8. State

Parties are responsible for protecting all persons within

their jurisdiction from article 8 abuses by private bodies,

as well as by the State itself.376 Canada, as a party to the

ICCPR, is obliged to comply with its provisions. Although

the provisions of the ICCPR could not form the basis of

an action in a Canadian court, they could be cited to
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support a particular interpretation of the Charter or of

domestic legislation, such as the Patent Act.

Trade Agreements

Canada is a member of the WTO and thus must comply

with the provisions of the TRIPS Agreement. In the event

of a dispute and non-compliance, Canada could face

possible retaliation in the form of trade sanctions.

Article 27, paragraph (2), allows members to exclude 

from patentability certain subject matters in order to

protect ordre public or morality within their territory, as

long as the exclusion is not made merely because the

exploitation is prohibited by law. It states:

Members may exclude from patentability inventions,

the prevention within their territory of the commer-

cial exploitation of which is necessary to protect ordre

public or morality, including to protect human, animal

or plant life or health or to avoid serious prejudice to

the environment, provided that such exclusion is not

made merely because the exploitation is prohibited

by law.

According to European law, the term “ordre public” encom-

passes the protection of public security and the physical

integrity of individuals as part of society, as well as the

environment.377 The EPO Guidelines for Examination

notes that ordre public is linked to “security reasons, such

as riot or public disorder, and inventions that may lead to

criminal or other generally offensive behaviour.”378 The

EPO also must examine the morality of the commercial

exploitation of a particular invention. It must establish

whether an invention would be so morally abhorrent that

its patenting would be inconceivable to the public. The

term “morality” encompasses all of the accepted norms

which are deeply rooted in a particular culture.379 It

should be noted, however, that a marketing prohibition by

a Member State cannot be used to justify its exclusion from

patentability on the grounds of ordre public or morality.

There must be a connection between the State law

prohibiting marketability and ordre public or morality.380

There is of course no requirement for WTO Members to

follow the European approach as set out above. Members

have the flexibility to determine which situations are

covered by the phrase public ordre and what constitutes

morality in their particular community.381

Regional Instruments

Although Canada is not a member of the Council of

Europe, it has observer status. The human rights instru-

ments adopted by the Council are thus not binding on

Canada. The instruments and how they have been inter-

preted may, however, be used by the courts to inform their

interpretation of the Charter, as well as domestic legislation.

Article 18, paragraph (1), of the Convention on Human Rights

and Biomedicine382 provides that where research is permitted

by law on an in vitro embryo, that law must ensure its

protection. Article 18, paragraph (2), prohibits the creation

of a human embryo solely for research purposes.

The European Parliament and the Council’s Directive383

provides in article 6, paragraph (2)(c), that the use of 

in vitro embryos for industrial or commercial purposes

cannot be patented because their commercial exploitation

would be contrary to ordre public or morality. In also

provides in article 5, paragraph (1) that the human body

at any stage of development and formation, including the

sequence or partial sequence of a gene, does not consti-

tute a patentable invention.

The Organization of American States (the”OAS”) is a

regional organization with membership from South and

Central American, the Caribbean, the U.S. and Canada. It

is a regional agency within the meaning of Article 52 of

the U.N. Charter. In 1969 the OAS adopted the American

Convention on Human Rights (the “Convention”).384 Canada

is neither a signatory to nor has it ratified the Convention.
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Article 4, paragraph (1), of the Convention states:

Every person has the right to have his life respected.

This right shall be protected by law and, in general,

from the moment of conception. No one shall be

arbitrarily deprived of life.

This article qualifies the protection of the unborn with 

the phrase “in general.” The Travaux Préparatoires to the

Convention notes that there was strong opposition by

some members to a proposal to delete the phrase “in

general.” There was concern that the right to lawful abor-

tion, which exists in some States, might be compromised.

A majority of the Members States, however, were of the

view that article 4 should protect the life of the unborn

since they consider abortion a crime.385

6.5.2 The Law in Other Jurisdictions

The U.S.

The U.S. Patent Act does not provide an exhaustive list 

of subject matters that are not patentable. As long as the

invention is a new or useful process, machine, manufac-

ture or composition of matter, it may be patented. The

U.S. Congress considers this list of subject matter to be

quite broad and to include “anything under the sun that

is made by man.”386 The courts have, however, excluded

certain things from patentability, including the laws of

nature and natural phenomena, including a mineral in 

the earth and a plant in the wild.387

In the report entitled Reproduction and Responsibility: 

The Regulation of New Biotechnologies,388 the President’s

Council on Bioethics notes that there is no provision in

the Patent Act that expressly provides for the considera-

tion of morals in determining patentability. The Report

notes that to date patents have been granted over modi-

fied human tissues and cell lines, as well as human DNA.

It points out that the prospect of future patents over

human gametes and embryos raises ethical concerns.389

The Council notes that, for one thing, since the patent

would create a quasi-property right in another, or in a

part of another, a patent over a human embryo would 

be deeply troubling.390 The Report recommends that

Congress amend the patent laws to prohibit the patenting

of human embryos and restrict the patenting of human

sperm and ova.391

State law

There is at least one state, Louisiana, that assigns legal

rights to the human in vitro embryo from the moment of

conception. The Louisiana Civil Code protects the in vitro

embryo and deems it to be a juridical person who can sue

and be sued, until such time as it is transferred into a

woman’s womb.392

Case law

On February 6, 2005, a Cook County judge in the state of

Illinois ruled, in a case involving a mistakenly discarded

in vitro embryo, that the embryo was legally a “human

being.”393 The couple were experiencing infertility and

sought the assistance of a fertility clinic. After successful

treatment, the couple believed that their in vitro embryo

had been cryopresserved by the Center for future repro-

ductive use. However, when the couple returned two

years later to undergo further fertility treatments, with 

the in vitro embryo, they discovered that the Center had

mistakenly discarded their embryo.394

The couple sued for damages claiming that the Center’s

disposal amounted to a case of wrongful death. The claim

was rejected by two judges prior to the ruling by Judge

Lawrence which found in favour of the couple. Judge

Lawrence wrote:

Philosophers and theologians may debate, but there

is not doubt in the mind of the Illinois legislature

when life begins. It begins at conception.395
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At the time of writing, the lawyer for the Center was still

considering a response to the decision. A number of

commentators were of the view that the judge had

misrepresented state law and had relied on language

from an invalidated state abortion law.396

The UK

The UK Patent Act397 provides in section 1(3) the ability to

exclude from patentability “… an invention, the commer-

cial exploitation of which would be contrary to public

policy or morality.” The UK Human Fertilisation and

Embryology Act398 was recently amended to allow the

creation of human in vitro embryos solely for research

purposes.

The UK is obliged to follow the Directive. The UK PO

recently issued a practice note confirming that it will not

grant patents over processes for obtaining stem cells from

human embryos since it believes that these processes are

excluded from patentability by the Directive’s prohibition

of the uses of human embryos for industrial or commer-

cial purposes.399 Furthermore, the PO will not grant

patents over human pluripotent cells because of their

potential to develop into an entire human body.400

6.5.3 Canada

It is unclear whether the Commissioner of Patents would

grant a patent over a human in vitro embryo at the single-

cell stage of development. PO practice provides that

higher life forms, i.e., seeds, plants and animals (multi-

cellular organisms), are not patentable subject matter.

Both the dissent and majority opinion in Harvard College,

supra, considered in obiter that a genetically modified

fertilized mouse egg (a unicellular mouse embryo) would

likely constitute patentable subject matter.401 If faced with

a patent application for a unicellular or pronuclear human

in vitro embryo,402 the Commissioner may consider the

central issue to be whether a unicellular organism can be

considered a “higher life form” for the purposes of the

Patent Act.

The dissent in Harvard College, supra, and, to some extent,

the majority in Monsanto, supra,403 noted that that ques-

tions of patentability, patent infringement and, to some

extent, scope are to be resolved by the application of

established principles of patent law, not principles of

morality or ethics, which are matters more properly left to

Parliament. Although section 40 of the Patent Act requires

the Commissioner to reject a patent application if he or

she believes that it would contravene the law, there is no

law in Canada prohibiting the patenting of a human in

vitro embryo.

The majority in Harvard College, supra, also commented 

in obiter that it saw no reason for altering the line drawn

by the PO between higher and lower life forms for the

purposes of patentability.404 Justice Bastarache stated:

… I see no reason to alter the line drawn by the

Patent Office. The distinction between lower and

higher life forms, though not explicit in the Act, is

nonetheless defensible on the basis of common sense

differences between the two.405

In Canada today, the common law has thus drawn the

patentability line between higher and lower life forms.

The question as to whether certain human biological

materials will be patentable depends in part on the Patent

Commissioner’s determination as to whether they are a

higher or a lower life form. For example, a pronuclear

human in vitro embryo might be considered a lower life

form and thus patentable because it is a single-celled
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entity. On the other hand, the Patent Commissioner might

find that it falls within the category of a higher life form

and thus is not patentable. There may, however, be unan-

ticipated consequences to a finding that a pronuclear

human in vitro embryo is a higher life form, such as impli-

cations for the use of human in vitro embryos in projects

of research or implications on the reproductive right of a

woman to terminate her pregnancy.

The Assisted Human Reproduction Act (the “AHR Act”)

applies to sperm, eggs and to fertilized human eggs

(including unicellular or pronuclear embryos) that are

created for reproduction. The AHR Act also applies to

supernumerary multicellular or pronuclear in vitro

embryos donated and used for research purposes.

Questions of patentability, however, are not addressed in

the legislation since those would be beyond or outside its

legislative scope. Its primary objective is the health and

safety of both women using reproductive technologies 

to create a child and of any children born as a result of

those technologies.

Case law

There is no case law directly on point. However, in Daigle

v. Tremblay,406 the Supreme Court held that a fœtus is not

a person with legal rights under the Quebec Charter, but

did not address the issue under the Canadian Charter. In

Morgentaler, supra, Justice Wilson, writing one of the

majority opinions and speaking for herself, noted that the

state’s interest in protecting the developing fœtus would

only become “compelling” at some point in the second

trimester of pregnancy. Until that point in the develop-

ment of the fœtus, the woman’s right to liberty under 

Charter gave her absolute authority to decide whether

to abort.407

6.5.4 Discussion

The analysis and discussion relates to the following

hypothetical situation:

Researchers at a prominent university in Canada

have invented a process to insert the gene for a type

of bowel cancer into a pronuclear human in vitro

embryo and to chemically suspend its further divi-

sion and development. The embryo can be used in

research to test pharmaceuticals in order to find a

cure for bowel cancer. The research was approved

and licensed by the Assisted Human Reproduction

Agency of Canada under the Assisted Human

Reproduction Act.

The researchers have applied to the Patent Commis-

sioner for a patent over the process and the genetically

altered pronuclear in vitro embryo. Would the grant

of such a patent raise any human rights issues? 

In the hypothetical situation, the human embryo is being

used solely for research purposes and, under the AHR

Act, would be prohibited from further use in reproduc-

tion. The text of the Charter generally refers to rights-

holders as either “everyone” or “person.” The courts have

held that these terms include both human beings and

corporations (fictional persons), depending on the right in

question. Under the common law, an in vitro embryo is

not considered to be a person (human being) with legal

rights, until it is born alive.

“Fœtus” is the term given to the implanted embryo when

it reaches the eight week stage of development within a

woman’s uterus. If a fœtus is not a person with rights

under the law and the state has no compelling interest 

in it, it is unlikely that the courts would find that a pro-

nuclear in vitro embryo is a juridical person with rights.

On the other hand, one could argue that when the embryo

exists outside a woman’s body, there is no need to balance

the rights of the woman with the rights of the developing

embryo. For example, the Louisiana Civil Code grants the

in vitro embryo legal rights, until such time as the embryo

is transferred into a woman’s womb. It is at the point of

transfer that the two sets of rights could come into conflict

and thus the embryo ceases to have any legal rights.

In the future, if Parliament or the common law assigned

the pronuclear human in vitro embryo legal status and

rights, the grant of a patent over a pronuclear in vitro

embryo may engage human rights, such as liberty and

security of the person. In addition, it might raise human
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rights issues related to ownership and slavery that are

specifically set out in provisions under the ICCPR.

The dissent in Harvard College, supra opined that, under

section 40 of the Patent Act, the Commissioner of Patents

could refuse to grant a patent over a human being on the

basis of the Charter. The current legal position, however,

is that a human embryo is not a human being capable of

possessing legal rights and thus would not qualify for

protection under the Charter. If the genetically altered

pronuclear in vitro embryo met the Patent Act’s definition

of an invention, i.e., a manufacture or a composition of

matter, and the criterion for patentability, i.e., non-

obvious, new and useful, the Commissioner could likely

not rely on the Charter or any existing Canadian law to

refuse a patent application under section 40 of the Act.

The Commissioner might characterize the pronuclear

embryo as a higher life form and thus not patentable.

Such a ruling, however, might have far reaching unanti-

cipated consequences. It might have implications for

women’s reproductive autonomy rights and for research

on supernumerary human in vitro embryos.

6.6 Conclusion

One could argue that the dissent in Harvard Mouse, supra,

was correct in its interpretation of how questions of

patentability were to be addressed under the Patent Act’s

legislative scheme. Nowhere in the Act is there a reference

to or a provision providing a distinction between higher

and lower life forms for the purposes of patentability. The

Act, when read as a whole, lends strong support to the

argument that the patentability of subject matter should be

determined on the basis of the definitions and criteria set

out in the legislation. This means that there is no room

under the Patent Act for moral and ethical questions

relating to the patentability of certain animal and human

materials. If Parliament is concerned with what the

Commissioner patents under the Act, it has the authority

to make the necessary amendments to the Act.

The courts have made it clear that judges are not well

placed to address these issues. These are matters best

addressed by officials who represent and are accountable

to the public. In recent years, there have been calls for

Parliament to amend the Act to clarify the patentability 

of certain biological materials in Canada, such as human

in vitro embryos. The CBAC has issued two reports to

Parliament suggesting a number of amendments to the

Act, but Parliament has remained silent.

The apparent absence of political will to address these

difficult questions, coupled with a possible expansion of

the scope of patentability, arguably may result in the

granting of property rights over excised human materials

that differ little from the same materials in the human

body. The rationale for denying property rights to indi-

viduals over their excised bodily materials may no longer

be defensible when biotechnology companies can attain

such rights with minimal inventive effort. 

The impact on human dignity is difficult to predict. Some

would argue that the ability to sell and profit from excised

bodily materials will enhance their subjective feelings of

self-respect and self-worth. Others would be concerned

that the commercialization and commodification of the

human body, as the site of the soul and personhood, 

will de-value and cheapen life and ultimately, diminish

human dignity. Although human dignity is not a free-

standing human or constitutional right, it is the

underlying value of most of the fundamental human

rights at the international level and domestically in 

the Charter.

Intellectual property rights in the form of patents were

designed to grant to the inventor a monopoly to capitalize

on his or her invention. Patent rights allow the patentee to

exclude others from using, selling or making the patented

invention in return for disclosing information about the

invention to further knowledge within society. This social

bargain works well when the invention is inanimate

materials, e.g. metal or plastic. One can argue, however,

that when these same patent rights apply to processes

involving or to human biological materials and genetic

therapies, the unrestricted ability to exclude all others

from using, making or selling may be too broad and may

no longer serve the best interests of society.

The chapter illustrates that, in order to engage human

rights under the Charter, government action must be

implicated. It is unlikely that the grant of a patent by the
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state would engage any human rights since it only

provides the patentee with a right to exclude others from

using, making or selling the patented invention. In the

case of patented human biological materials, it would

require the presence of a number of facts before one could

argue that human rights are engaged.

The hypothetical scenarios were designed with the objec-

tive of raising human rights issues. The likelihood of 

such scenarios occurring is impossible to predict. While 

it is possible to conclude that the patenting of human

biological materials raises serious ethical and moral

concerns, because the Charter only applies to government

action it requires the patentee’s assertion of his or her

rights under the Patent Act to engage the Charter. It is

clear that reliance on the Charter to deal with the ethical

and moral issues that will continue to arise from the

patenting of human biological materials is problematic.

The time has come for Parliament to amend the Patent Act

to exempt certain human biological materials that society

considers unpatentable.
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