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PATE);TL\'G OF LIFE FO~\1S IN KENYA
\\'ITH SPECIFIC REFERENCE TO STEM CELL RESEARCH

CHAPTER ONE
PROPOSAL

1.0 Introduction

Todav in the me-diced field. there is a let of research being conducted on stem ells.

There is however a lot of controversy as to whether such research should be

patentable. This dissertation aims to analyse the meaning of patentability of an

invention. and thus whether stern cell research should indeed be patentable.

1.1 Research question

The focus or question that I will address in this dissertation is whether the results of

stem cell research should be patented in Kenya. The TRIPs agreement, of which

Kenya is a signatory. provides for patents in Section 5.

Article :27(2) thereof provides that

"Member states may exclude from patentability inventions, 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 ..." '

Article 27(3) provides:

"Members may also exclude from parentabiliry:
(a) Diagnostic. therapeutic and surgical methods for the treatment of humans or animals;
(b) Plants and animals other than microorganisms, and essentially biological processes

for the production of plants and animals other than non-biological processes.
However. [\ lembers shall provide for the protection of plant varieties either by
patents or by all effective sui generis system or by any combination thereof. .. "

Thus. the agreement gives member countries discretion on whether or not to

recognize inventions in the area of treatment of humans and animals, and also

development of plant and animal varieties using human intervention. These animal

and plant varieties that are developed through research are normally called life forms.

As a consequence of this provision, there has been a lot of debate, from all sectors in

•
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society, as to whether life forms should indeed be patentable. I will discuss these

arguments later in this dissertation.

In Kenya. life forms have been patentable since 1989 when the Industrial Property

Ad was passed. This Act was repealed by the 2001 Industrial Property Act. which

also provided for the patenting of life forms. One of the reasons for the enactment of

the Industrial Property Act in 1989 has been cogently summarised as follows:

"One of the rationales for the Industrial Property Act in 1989 was that Kenya had
plant innovations and the country needed protecrion.t"

The government had recognised the need to protect inventions by its various agencies

from exploitation by unauthorised third persons.

The current and very controversial debate as regards patenting of life forms is with

regard to stem cell research. The debate is whether Governments should allow stem

cell research, what sources should be used to obtain stem cells, and lastly whether the

results of such research should be patented.

B.A Robinson has defined a stem cell as follows:

"A stem cell is a primitive type of cell that can be coaxed into developing into most
of the 220 types or' cells found in the human body, for example blood cells, heart
cells, brain cells, among others.,·3

These cells are regarded as primitive because they are undifferentiated, and thus can

develop into any cell of tl.e human body, once provided with the appropriate

atmosphere. Some researchers regard these cells as offering the greatest potential for

the alleviation of human suffering caused by diseases. Scientists are particularly

excited about this area of research due to the perceived potential. It should be noted

that in many countries, especially developing nations, the rates of HIV infection have

•
1 Chapter 509, Laws of Kenya.

2 Dr Ben Sihanya, in his LLB IV class notes on Patents and Related Doctrines, 2005.

3 B. A. Robinson, Human Stem Cell Research at http://\Vw\V.reli~ioustolerallce.ondres-stem.htm. (Last
accessed on 12th September 2005).

•
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been particularlv high .. -\friCJI1 examples being South Africa and Botswana. Thus. it

has become more and more difficult to perform surgeries. This is because potential

JOi1C~'s of organs for transplants or blood for transfusions have greatly reduced as

their b ODJ or organs have been tainted with the HIV virus and are thus not u cable.

Stem cells rna. Oe the solution for this problem, as the requisite blood or tissues

t organs ) required for transfusions and transplants may be sourced from stem cells
j

.

"Over I00 million Americans suffer from diseases that may eventually be treated
!:10!"eerfectively vvirh stem cell, ('>1" even cured. These include hear; disease, diabetes.
and certain types of cancer.":'

Life forms are patentable in Kenya under the Industrial Property Act 2001.H01vel'er,

methods for the treatment of the human or animal body by surgery or therapy are

excluded from patentability under Section 21 (3) (c) of the Act. This may be

interpreted to mean that with regard to stem cell research, the methods of extraction

of these cells may be patentable in Kenya, but the use of these cells once extracted in

the treatment of diseases will not be patentable. I shall. in this dissertation, therefore

explore whet rer this position i.: Kenya should stand, or 'whether the Act should be

amended to provide fer the patenting, in addition, the methods of treatment using the

stern cells.

Potential sources of stern cells being discovered are:

1. The embryo.
2. The umbilical cord.
j. The spleen.

The nose
5. The human skin

However. there is a lot of controversy on the most appropriate source of these cells.

as some people ar~de that using embryonic stem cells (stem cells from the embryo) is

infact abortion. I shall discuss these issues thoroughly 1n Chapter 3.

.; As stated by Dr. Solomon SR \lcoke of Kenya Medical Research Institute (KEMRI) during an
interview at his office in KE\!RI OJ~ ~,h October 2005.

5 B. A Robinson. "Human Stem Ceil Research" at ht1p:i/www.religioListolerance.org!re~-<::tc:n.hllll.
(Last accessed on 12'h September 2005),
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1.2 Research Objectives

The specific objective of this research paper is to investigate and document reasons

why stem cell research should be highly encouraged in Kenya through grant of

patents.

1.3 Justification

Patenting life forms has been an ongoing debate for a long time, with arguments

being presented on why life forms should and should not be patented.

Today, as a result of many factors, such as poor eating habits, excessive drinking and

smoking, and so on. more and more people in the world today are in need of

transplants of the various organs of the body: heart, marrow and kidneys being the

most popular. However, there are very few donors of such organs particularly because

it is difficult to obtain first, a willing donor, and secondly, one whose body tissue

matches with the donees, and will thus not be rejected once the transplant has been

performed. HIV IAIDS is also taking its toll on the world population. Thus. many

organs cannot be used as a large number of potential donors have the virus or the

disease, and this renders their organs unusable.

It is thus very important for the Government of Kenya to look into alternative

measures to provide the requisite health care for their nationals. Stem cell research is

a very viable area that has great potential. Organs and tissues may be developed using

stem cells6
. There should therefore be patents granted for such inventions, to promote

further research that wil! help alleviate human suffering.

However, as stated earlier, there is controversy on the one of the best sources of stem

cells, that is the en....bryonic stem cells. It is argued by many moralists that use of

embryonic stem cells is infact abortion. The Government of Kenya, as it endeavours

to provide better health services to its nationals should keep this in mind, as Kenya is

a moral and religious nation.

6 KEMRI is beginning to look into stem cell research as a way of treatment of diseases, as stated by Dr.
S. R. Mpoke, a researcher at KEMRJ... •
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1.4 Hypothesis

The Government of Kenya should amend the Industrial Property Act 2001 by

providjr g for the patentability of the results of stem cell research. Further, an Act of
.

Parliament should be enacted to provide for research using human tissues or parts of

living persons. This is because the Human Tissues Act! makes provision with respect

to the use of parts of bodies of deceased persons, for therapeutic, medical education

and research purposes. There is therefore need for the enactment of a statute that

provides for the use of tissues or parts of living persons for the purposes mentioned

above.

1.5 Literature review

Several authors have provided arguments on stem cell research, both on why the

results stem cell research should be patentable, and also why it should not. Jayashree

Watal8 opines that biological material may be patentable in the European Union9
.

He writes:

"Biological material has been defined ... as any material contammg genetic
information and capable of reproducing itself or being reproduced in a biological
system. Even if such biological material has previously occurred in nature, it shall be
patentable if it is isolated by means of a technical process. and is of course new and
non-obvious."

He continues:

" ... An element isolated from the human body or otherwise produced by means of a
technical process, including a sequence or partial sequence of a gene, may constitute
a patentable invention ... Patent exclusions include precesses for human cloning, uses
of the human embryo for industrial and commercial purposes and processes for
modifying the germ line genetic identity of animals."

7 Chapter 252, Laws of Kenya.

8 Jayashree Watal, C:200 I) Intellectuol Property Rights in the WTO and Developing Countries Kluwer
Academic Publishers (I" Edition) pp 164-169.

9 Under the European Patent Convention .

.. •
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It is his vie« therefore that process patents should be granted for the extraction of

stern cells. but for ethical reasons 2. patent should not be granted for the method of

Various artic es have also been vritten on stem cell research, and particularly on the

potential sources of stem c l.s. The most contentious of these sources is the human

em ryo. with the church arguing that using embryonic stem cells is abortion. and

should thus parents should not be granted for such research. B.A Robinson1o and the

Catholic Church 1 i haw written concise articles on their reasons against embryonic

stem cell research.

Another position or point of 'ie\\' IS held by some scientists.l who believe that

embryonic stem cell research should be encouraged. It is their view that the human

embryo is no: a human being: it is just a mass of cells. In their view, it is wrong to

classify such a mass as a human being. It is therefore not wrong to use these cells.

Further. they argue thai the embryonic stem cells have the greatest potential to

develop fully into requisite organs. They therefore believe that embryonic stem cell

research should be encouraged. as it 'will help in the treatment of many diseases that

have defied conventional medicine.

In Kenya there is not much debate on patenting of the results of stem cell research.

This may be because there is not much research (documented and available for public

viewing) on stem cells. However. in many developed countries, particularly America

and Canada, there is a lot of such research, both by private companies and also by the

government.

10 B. A Robinson. "Human St,,"i11 Cell Research" at hIUl.::!\V\\~~:.:..~li!!iolistolerance.or!!!res-stem.hti11
(Last accessed on 12:" September 2005).

•

IIAmerican Cathol ic Organ ization. "Embryonic Stem Cell
hup: \\·.\'\.i\n-,~r:cilnC:H!J{)':C.'l!·~. (Last accessed on 12th September, 2005).

Research" at

I"For example the Stern Cell Research Foundation. at
hup.: \\ \\ w.stc.nce .1rcsL·::~·c> ;,)U :ll!ar i,);1. c'rg resourccs/htrn. (Last accessed on 12th September 2005) .

.. •
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It IS therefore important for Kenya's patent legislation to provide for stem cell

research. This is because although we as a country may not have such research being

conduc d, there will be technology transfer from developed countries to developing

ones of such research. In order to prevent infringement of such technology therefore,

there ought to be in place sufficient legislation.

Also, in the not too distant future, Kenyan scientists and researchers will begin stem

cell research 13. There is therefore need to have a sufficient legislative framework in

place.

1.6 Research Methodology

I will use both primary and secondary sources of material for my research. The

primary source will include interviews with the relevant authorities at the Kenya

Medical Research Institute (KE'vlRI), and the Kenya Industrial Property (KIPI),

while the secondary sources will consist of various articles that have been posted

on the internet on patenting of J ife forms and stem cell research as \\'e11 as

material in text books on the same.

1.7 Chapter Breakdown

Chapter 1: The Proposal

This shall be the introduction to the dissertation. It states the objective and

scope of the dissertation.

Chapter 2: Patents, patent rights and the bio patent debate

This chapter gives an introduction into what patents are and the rights

accruing to an inventor upon his being granted a patent. It will then delve into

the bio patent debate, highlighting the arguments that have been put forward

for and against the patenting of life forms.

13 As stated bv Dr. SR Mpoke, a researcher at KEMRI during an interview in his office at KEMRI on
7th October, 2005. , .
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Chapter 3: Stem Cell research

n this chapter. I shall discus in detail the various sources of stem cells that

have been discovered by researchers, I shall also discuss the various

arguments that have been presented on which are the most appropriate sources

of stem cells, This is because there is a lot of controversy and acrimony in the

use of stem cells derived from an embryo, Iwill therefore state the advantages

of using embryonic stem cells as well as the disadvantages.

Chaptcr u: Summary and Conclusions

In this chapter. I shall discuss whether or not Kenya should allow stem cell

research to be conducted. what would be the most appropriate sources of stem

cells, and proposed reforms to the Industrial Property Act to enable and

promote stem cell research in Kenya.

.. •
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CHAPTER TWO

PAT~TS, PATENT RIGHTS AND THE BIO-PATENT (PATENT
. OF LIFE FOR.MS) DEBATE

2.0 Introduction

In this chapter, I shall discuss what patents are, the rights that accrue to a patentee

once a patent has been granted to him by the patent office, and lastly I shall delve into

the Bio-patent debate. The purpose of this Chapter is to lay the foundation on which I

shall then discuss stem cell research in its proper context.

2.1 Patents and Patent Rights

2.1.1 Definition of Patents

A patent can be defined as a set of exclusive rights granted by a government to an

inventor or applicant for a limited amount of time (normally 20 years from the filing

date). It can be said to be a contract entered into by an inventor and a government.

The government promises to provide the exclusive rights to the enjoyment of his or

her invention in return for disclosing the invention to the general public.

The Kenya Industrial Property Institute (KIP I) describes a patent thus:

"Patents offer inventors monopolies on their creation for specific periods, and thus
providing incentives for research and development. Without the possibility of patent
protection. many people might not take the risks or invest the time and money
involved in devising and perfecting new producrs.?"

If the government did not encourage disclosure, a discovery could very well
be kept a secret forever.

2.1.2 Justification for the grant of patent rights

The reason for patent legislation has always been to -induce the inventor to disclose

knowledge for the advancement of society in exchange for a limited period of

exclusivity.

14 Kenya Industria! Property Institute (2005) A Guide to Patenting in Kenya, KIP], Nairobi, pp 1-30:, .

9



It has long been recognized that these rights are nothing more than tools to achieve

the public good.

The p: J1t system encourages inventors to share their ideas with the general public

through disclosure to the designated patent office (which in Kenya is the Kenya

Industrial Property Institute (KIPI)), and thereby advancing the general status of

technology. The advancement is accomplished by encouraging innovation through

giving the inventor the right of exclusive commercial use, and by encouraging

competitors to design around the invention. Thus, the knowledge of the inventor is

preserved for the benefi t of society and future generations.

P. Naranayan" described the importance of the patent system. He opines that the

exclusive rights granted to a patentee stimulate technical progress in four different

ways. First. is that it encourages research and inventions. Secondly it induces an

inventor to disclose his disco. cries instead of keeping them as a trade secret. Thirdly,

it offers a reward for the expenses of developing inventions to the stage at which they

are commercially practicable: and lastly, it provides an inducement to invest capital in

new lines of production that might not appear profitable if many competing producers

embarked on them simultanecusly.

However, patents do more than keep the creauve wheel spmrung. They are also a

means of technological exchange. Each patent document describes a new aspect of

technology in clear and specific terms and is available to anyone to read. As such,

they are vital resources for entrepreneurs, researchers, academics, and others who

need to keep up with developments in a particular field,

15 P. Naranayan (! 990) lntellectual Property Law Eastern Law House, India, pp 44 (1 st Edition) .

•
!.
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2.1.3 Early history of patents'"

The term "patent" originates from the term patere which means to lay open (to public

inspect o.n) and the term letters patent, which originally denoted royal decrees

granting exclusive rights to certain individuals or businesses.

The first letter of patent was granted to John Kempe, a Flemish weaver in 131l. In

1474, the Republic of Venice issued a decree in which new and inventive devices,

once t1 c) ;1:'~be; 1 pu: into practice, had to be COITUTIur:;..:.::t..:dIG the Republic in order

to obtain legal protection against potential infringers. England followed with the

Statute of Monopolies in 1624 under King James I of England. Prior to this time, the

Crown would issue letters patent providing any person with a "monopoly" to produce

particular goods or provide particular services. This power, which was to raise money

for the Crown, was widely abused. and the court began to limit the circumstances in

which they could be granted. Parliament eventually restricted the crown's power

explicitly through the Statute of Monopolies 162.1 so that the King could only issue

letters patent to the inventors or introducers of original inventions for a fixed number

of years. The Statute of Monopolies was later developed by the courts to produce

modern patent law; other countries soon adopted t1 is innovation.

Patent application and registration in Kenya is traceable to the Patent Registration

Actl7 (Repealed), Chapter 508 of the Laws of Kenya. This statute was enacted in

1962 and provided for the grant of patents in the United Kingdom, which were

subsequently registered in Kenya. The Registrar General, a department of the

Attorney General's office, carried out registration of patents in Kenya .

•

16 Labour Law Institute, Parents and patent rights at htn)"hvww.encvclopedia.labQ.r13\~:t:1Ik.c;omf(Last
accessed on 12th September 2005).

17 Chapter 508 Laws of Kenya (Repealed).

•
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The Industrial Property .--\ct.1S which was the law governing patents, was enacted in

1989.It was later revised in 2001. Prior to 1989, Kenya's patent law was essentially a

neo-colgnial issue and was based on the United Kingdom's patent system 19. Under

the Parent Registration Ordinance 1933. for one to obtain patent protection in Kenya,

one had to obtain a certified copy of letters patentes from the United Kingdom's

patent office. The Kenyan office only registered patents that had been granted in the

United Kingdom.

The history of patent lav, in Kenya has been summarized thus:

"Kenya h:1S a long history of intellectual property protection with the first patent
registered in 1912.Like other laxvs in Kenya, Intellectual Property laws are a heritage
of the colonial past. Indeed, until 1989, Kenya had a dependent patent system. In
!990 how ever. the Kenya industrial Property Office was created with the enactment
of the Industrial Property Act (Chapter 509 Laws of Kenya.) This signified a major
shift from the prior system where Kenyan authorities merely re-registered
Intellectual Property Rights granted in the United Kingdom.

With the creation of the \Vorld Trade Organization in 1995, and the coming into
force of the TRIPs agreement. all members of the World Trade Organization were
required to revise their national patent laws to conform to the requirements of TRIPs
and World Trade Organization guidelines. Kenya as a member of the World Trade
Organization and a signator- of TR1Ps was obligated to amend the Industrial
Property Act. This came into effect when the Industrial Property Bill was passed by
Parliament on 13th June 2001 ...:1

The current law governing patents is the Industrial Property Act, 2001.

2.104 Patentability

The United States' Patent Act of 1790, stated patents could be obtained for "any new

and useful art. machine, manufacture, or composition of matter, or any new or useful

improvement thereof"

•
13 Chapter 509, Laws of Kenya (repealed).

19 Dr Ben Sihanya, in his LLB IV class notes on Patents and Related DOCTrines,2005.

20 Hannington Odarne, Pan icia K imeri- Mbote and David Wafula (September 2003), Governing
Modern Agriculturat Biotechnology ln Kenya And Implications For Food Security, Institute for
Development Studies. ~VorkJng Papa 199. •
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Patents are normally granted for inventions, whether objects such as machines, or

processes. An invention has been defined under Section 21 of the Industrial Property

Act, 2 1 as a solution to a specific problem in the field of technology. An invention

may relate to a product or a process.

Section 21 of the Act also enumerates inventions that shall be excluded from patent

protection. They are:

a. Disco -eries. scientific theories and matheruati val rn thods

b. Schemes, rules or methods for doing business, performing purely mental acts

or playing games.

c. Methods for treatment of the human or animal body by surgery or therapy, as

well as diagnostic methods practised in relation thereto, except products for

use in any such methods.

This provision is to be distinguished form Article 27 of the TRlLS agreement

that provides that diagnostic, therapeutic and surgical methods for the

tr atment of humans or animals may be excluded from patentability.

d. Mere presentation of information.

e. Public health related methods of use or uses of any molecule or other

substance whatsoever used for the prevention or treatment of any disease that

the :-Iinister responsible for matters relating to health may designate as a

serious health hazard or as a life threatening disease.

Thus, any invention that does not f311within any of the above categories will

be regarded as an invention under the Act and hence patentable.

Section 22 of the Industrial Property Act states that an invention is patentable if it is

new, involves an inventive step, and is industrially applicable ..

.. •
,.;
"

13



In order to be patentable. an invention must meet the following criteria:

1. It must be novel,

~~
Section ~3(1) of the Act states tint an invention is new if it is not anticipated by prior
an,

Noveltv relates to whether the: invention in question existed at some prior time in one

form or another. or had been divulged to the public before the "inventor" filed his

An invention is not novel if there is a previously existing or divulged device or

process that includes all of the elements of the claimed invention,

In Van der Lely v. Bamford'", the patentee claimed a hay-raking machine in which the

rake-wheels were turned not by an engine but by contact with the ground, The patent

was held to have been anticipated by a photograph in a journal, which showed a hay

rake with this feature, and the invention was therefore held not patentable,

However, it must be noted that the disclosure of a prior invention will not amount to a

publication of a later invention if the former merely points the way that might lead to

the latter.

Cornish states:

"No system grants valid patents for inventions that are already known: that would be
to encumber the industry with constraints upon the use of information without any

l'
sufficient return .' ---

Further. one cannot obtain a valid patent in Kenya if his invention was made public

before he filed his patent application,

21 [1963] RPC 61. HL.

22 William Cornish (2003) Cases and Materials on Intellectual Property Sweet and Maxwell. London
pg. 148 (-(' Edition).

• ,
,I
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It has been reported=' that foreigners account for most of the applications to the

Kenya Industrial Property Institute. Many Kenyans are not aware of their rights as

inventors and the procedure for getting their rights protected. Thus, the "money

making machine", a machine that is used for irrigation of plants cannot be patented in

Kenya because it was released to the public for mass production before ~ patent

application had been made by its inventors."

There is however a grace period of 12 months (which is sometimes called a priority

date"). If it is disclosed publicly, one C2.n still file in Kenya within 12 months

following that grace period.

This position must be distinguished with that of the Paris Convention Treaty. Under

Article 4 of the Paris Convention Treaty, an inventor "vas given a priority date of up

to 30 months.

Disclosure may be to a single individual or to the world at large. As long as the

invention is already in the public domain, then it will not be granted patent protection.

In Fomento v . Mentmore, 16 the court held:

"On the contrary, if the information. whether ill documentary form or in the form of
the invention itself, has been communicated to a single member of the public \v ithout
inhibiting fetter, that is enough to amount to a making available to the public ... ·

In Catnic Components Y. C Evans & CO,27 Falconer J held that there was no

disclosure as all the persons to whom the inventor showed his drawings of an

invention-were bound by implied obligations of confidence.

23 Hannington Odame, Patricia Karneri- Mbote and David Wafula. (September 2003), "Governing
modem agricultural biotechnology in Kenya and implications for food security", Institute for
Development Studies, Working Paper 199.

24 As stated by the Librarian of Kenya Industrial Property Instimt~ (KIPI) during all interview in his
office at KIP I on iz" September 2005.

25 For example, Dr. Ben Sihanya in his teaching notes to LL. B IV on Patents and Related Doctrines,
2005.

26 [1956] RPC 87,CA.

27 [19~3] FSR 401.
•
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Identifying such "prior an" by the patent examiner is accomplished by a search of

existing printed literature (technical journals. published and issued patents. among

others) at predate the filing date of the particular patent application.

2. "Non-obviousness," "Inventive ingenuity", or "Tnven tive Step

Section 24 of the Industrial Prop rty Act slates:

"An invention shall be considered as involving an inventive step if, having regard to
the prior art relevant to the application claiming the invention, it would not have
been obvious to a person skilled in the art to which the invention pertains on the date
of the filing of the application or, if priority is claimed, on the priority date validly
claimed in respect thereof."

Even if an applicant's claim for an invention is technically novel, a patent can still be

denied to the applicant if the applicant's subject matter is obvious. The purpose of

forbidding patents on obvious technologies is to prevent a person from obtaining

exclusive rights to what is effectively already in the possession of the public.

Patents will therefore be denied for' inventions that are a combination of two already

known inventions. In Williams v. Nye,28 the plain-iff patented a machine for making

sausages that was in effect a combination of a mincing machine and a filling machine,

both of which were ir; the public domain. He brought an action for infringement

against the defendant. The defendant argued that the patent was invalid on the ground

that the alleged invention consisted simply in joining two well-known machines, and

therefore lacked an inventive step. The court held that the patent was indeed invalid

because all the plaintiff had done was to substitute one part of a machine with

another, and the overall function remained unchanged.

28 (1890) 7 RPC 62. CA ... •
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.xccordingly. obviousness asks the question whether all previously known technology

rel ted to the [mention would teach a "person having ordinary skill in the art"

relating ') the technical field of the invention. how to make the invention,

The standard of obviousness is a tricky question, and in deciding on whether or not to

grant a patent. a delicate balance must be maintained, This is because if the

requirements arc set very high. virtually nothing shall be patentable. Similarly, if the

requirements are very 10\\, all ki!l,~<: of trivial inventions can receive patents,

Oliver LJ. in iiindsurfing International v. Tabur c\.1arine29 laid down general

principles that should be considered by a court before granting a patent. Patent

examiners generally use these principles before granting a patent. They are:

a) The court must identify the inventive concept embodied in the patent.

b) It must assume the mantle of the normally skilled but unimaginative addressee

in the art at the priority date and impute to him what was, at that date,

common general know ledge in the art in question:

c) It must identify what. if any, differences exist between the matters cited as

being 'known or used' and the alleged invention;

d) It must ask itself whether, viewed without any knowledge of the alleged

invention, those differences constituted steps which would have been obvious

to the ski llecl man or whether they required any degree of invention.

In evaluating obviousness, it is necessary to evaluate the so-called subjective and

objective indicators of obviousness, Subjective factors relating to obviousness are, for

example. the scope and content of the prior invention as disclosed when applying for

a patent by the prior inventor. and also the differences between the current invention

and the prior invention.

:!s [1985] RPC 59. as quoted by William Cornish (2003) Cases and Materials on Intellectual Property
Sv.eer & vlaxwell. London. Pg. 163 (Fourth Edition).
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The objective factors of obviousness are commercial success of the invention

(inventions which will have a substantial demand in the market because of their

technica superiority or tendency to cut costs), long-felt need (whether it fills in a

niche or need in the society i11which men's minds were likely to have been engaged

upon a mode of remedying the pre-existing defecr'"), failure of others, unexpected

results (whether the invention was produced 'accidentally", that is, the invention was

not the goal of the inventor when he embarked on his experiments), and scepticism by

others(if while conducting Lis experiments, the inventor had, for example, been

ridiculed by fellow scientists, who scoffed at his efforts saying he was wasting his

time. If despite the criticism the inventor is able to invent something, then his work

ought to be patented, provided it meets all the requirements for patentabilityj."

One may obtain a patent fur an improvement to '- existing patented invention

although the original patent is still in force. In such circumstances, the original

patentee has to license the patent applicant to use his invention. Only then will the

patent office grant a patent for this invention.

3. Industrial applicability or utility

Section 25 of the Act states:

"An invention shall be considered industrially applicable if, according to its nature. it
can be made or used in any kind of industry, including agriculture, medicine, fishery
and other services."

The technology must be useful and have utility in commercial, industrial, trade, or

agricultural sectors32. "Useful" means the invention must be of some, even if small,

benefit.

30 William Cornish (2003) Cases and Materials on lntellectua] Property Sweet & Maxwell, London
Pg. 174 (Fourth Edition).

31 John R. Weiherall "United States Biotechnology Concepts"
http://www.cbdnca.·e.l!l!ish.discover/discover.html(Last accessed on 12th September 2005).

at

32 Dr Ben Sihanya in his LLB IV class notes on Patents and Related Doctrines, 2005 .
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·~ valid patent cannot be obtained for something that does not work or that has no

useful function. Thus. one cannot obtain a patent on an invention that is illegal or

immoral. For example. a machine useful solely for producing counterfeit money is

unpatentable.

4. Reproducibility

This relates to industrial applicability. A patent should be granted if the invention is

reprocucible". It. for example. a substance is produced in the laboratory while a

researcher is experimenting with certain chemicals of unknown amounts, he cannot

rush to the patent office applying for a patent. This is because although the invention

may be industrially applicable. it must be capable of reproduction. The invention in

this case is not reproducible because it was formed as a result of an "accident" in the

laboratory.

A very practical example of 1:1erules of patentability in Kenya is the Ozone Therapy

treatment for HIV/AIDS. The Ozone Therapy method of "treating" HIV/AIDS was

introduced in Kenya by Basil \Vainwright in the late 1990's.This therapy could not be

patented under the Kenyan Patent system because although it may have met the three

requirements for patentability discussed above, it is a method of treatment of the

human body. and such haw been expressly excluded from patentability under the

Industrial Property Act3';.

Professor Arthur ObeL who claimed to have discovered a cure for HIV/AIDS in form

of a drug. knO\\11 as "Pearl Omega··3), should have applied for a patent from the then

Kenya Industrial Property Organization (KIPO). If his "invention" met the four

33 Dr Ben Sihanya in his LLB IV class notes on Patents and Related Doctrine, 2005.

34 Judith Achieng ', "Health-Kenya: New AIDS treatment runs into trouble",
httn 1\\\\'.V.ae~is.com/ne\\s 'ips '19(r IPq7! I 04.html (Last accessed on 28th October 2005).

at

35 Judith Achieng. "l\c\\' AIDS treatment runs into trouble",
!!.liD· ·~I..~:-:.~"gl~.cS:L)nl..!.JS~\~:>jf'.:U.2~)-.I1)C)7.ll.04.htmI. (Last accessed on 28th October 2005) .

at
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requirements for patentability discussed hereinabove, then he would have been

granted a patent, and he need not have feared disclosing his invention and its contents

to the P arrnacy and Poisons Board. Once patented (and on approval by the Pharmacy

and Poisons Board). Obel would have been able to exploit his invention for the next

20 years withou: fear of infringement by other parties. As it stands, should the method

of making Pearl Omega leak out, then Obel would have no protection under patent

law.

2.1.5 Term of patent

Section 60 of the Act states that a patent shall expire at the end of twenty years from

the filing date of the application.

Likewise. Article 33 of the TRIPs agreement states that the term of protection

available for the protection of a patent shall not end before the expiration of a period

of20 years counted from the filing date.

Thus, if for example, a mousetrap patent is filed on January 1, 1996 and is issued or

granted on January 1, 2000, it will lapse 20 years from filing: January 1, ::)16.

However, if the inventor comes up with a second improvement and claims priori:y to

the first patent when filing the second patent on January 1, 1998, that second patent,

after grant, would lapse 20 years from the earliest claimed priority: January 1,20:6.

2.1.6 Who may be granted a patent?36

Patents are normally granted to four main groups of people:

1) Natural persons

A patent will be granted in respect of an invention, either to a single individual if

he is the sole inventor or to two or more people if they are co-inventors, as a result

of which they become joint owners of the invention.

36 Dr Ben Sihanya in his LLB IV class notes on Patents and Related Doctrine, 2005,
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Section .30 of the Industrial Property Act states that the right to a patent shall

belong to the inventor. Further. if two or more persons have jointly made an

invention the right [0 the parent shall belong to them jointly. The Act also states

that the right to a patent may be assigned or may be transferred by succession.

:2) Anificial or legal persons

These are mainly corporations or companies. An example would be where an

individual invents a \ay of manufacturing a product and instead of patenting it in

his o..vn name. he forms a company to be the owner of the patent, and responsible

for its exploitation.

Further, a company may own a patent when one of its employees invents a

product. For the employer (company) to own the patent, the invention must have

occurred in the course of. and within the scope of employment. It is usually an

express term in employment contracts that any invention occurring within the

course of, and in the SCOpeof employment, shall belong to the employer. This is

normally the case where an employee has been employed for the purpose of

research into an employer's product on how it can be improved.

An example would be the 01110 detergent. If a person has been employed in the

production unit of Unilever Kenya to research on how to improve it then the

patent of the improved 'Power Foam Omo Multi Active' detergent will belong to

the company (Unilever) and not the researcher.

However. an invention can be owned jointly in equal shares between an employer

and an employee where an invention results from the contribution of both the

employer an employee.

•
An example of this would be where an employee IS employed to assemble

vacuum cleaners. In the course of his employment, he may invent a new way of

manufacturing vacuum cleaners, which would be an improvement of the model he

has been assembling. Because he has not been employed in the manufacturing

•,,-
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unit where one of his duties is to research into new ways of manufacturing more

efficient vacuum cleaners. then the invention will no belong solely to the

empjover. It will belong to the employer and employee jointly because it was

manufactured using the basic design of the manufacturer.

Section 32 (1) of the Act states thus:

"Notwithstanding section 30 and in the absence of contractual provisions to the
contrary. the right to a patent for an invention made in execution of a commission or
of an employment contract shall belong to the person having commissioned the work
or to the employer.

Provided that where the invention is of exceptional importance the employee shall
have a right to equitable remuneration taking into consideration his salary and the
benefit derived by the employer from the said invention."

However. an employee is entitled to equitable remuneration, taking into account

the importance of the invention and the benefit derived by the employer from the

invention.

Further. if the employee makes the invention in his own time, and without using

the resources of the employer, then such invention shall belong solely to the

employee.

3) Assignees of inventions

A patentee may assign the whole or any part of the patent rights. The assignee

replaces the assignor and is entitled to his name being entered on the register of

patents as the proprietor of the patent. The assignee can thereafter exercise all the

rights of the proprietor of a patent.

4) The Government

Under section 17 of the Science and Technology Act37
, inventions made by

scientists in research institutions established under the Act are patented in favour

of the research institute and not the individual inventor. The government may

:;; Chapter 250. Laws of Kenya.

•
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however be said to be the owners of such inventions t ecause such institutions are

government agencies. Thus. inventions by Kenya Medical Research Institute

O,-E fRI) belong to the government.

Further. governments may 0\\ n patents when the rights of a patentee are assigned

to them. or when the governmer I acquires such rights by compulsory acquisition.

An example would be if malaria was to be declared a national disaster, and

pharmaceutical companies that produce malaria medicines are not producing them

in sufficient quantities. The Kenyan Government can begin manufacturing the

malaria medicines using the formula (formulae) owned by various companies. It

'will however be required to pay sufficient royalties to those companies.

2.1.7 Rights of a patentee

Section 53 of the Industrial Property Act provides for the rights and obligations of a

patentee. It provides that a patentee or owner of an invention has the following rights:

1. To be granted a patent upon the fulfilment of the requirements of the

Industrial Property Act.

2. After the grant of the patent. to exclude other persons from exploiting the

patented invention, as provided for in Section 54 of the Act.

3. To licence out the patented invention as provided for under the Act.

4. To receive royalties as in the case of compulsory licensing".

Section 5-1- provides for the rights of the owners of a patent. It states:

"( I) The owner of the patent shall have the right to preclude any person from
exploiting the protected invention by any of the following acts-
(0) When the patent has been granted in respect ofa product-
(i) Making, importing, offering for sale, selling and using the product; or
(ii) Stocking such product for the purposes of offering it for sale, selling or using the
product:

:;3 Dr Ben Sihanya in his LLB IV (2n05) class notes on Patents and Related Doctrines .

•
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(b) When the patent has been granted in respect of a process-
(i) Using the process; or
(ii) Doing any of the acts referred to in subsection (a). in respect of a product
obtained directly by means of the process.

-J The rights conferred on the owner of the patent under this section shall not apply
to acts by third parties necessary to obtain approval or registration of a product from
the Institute. for the purpose of cornmercialising the product after expiry of the
patent."

Hence, no person may prod Lice, sell or offer for sale, or even import a patented

invention without the patentee's authority.

However, these rights are not unlirnitedr'"

1. They only extend to conduct or acts done for industrial or

commercial purposes. This does not include acts done for scientific

research or experimentation. It will not be an infringement of a

patentee's rights if one pharmaceutical company uses the patented

formula belonging to another company to see whether that product

can be used for the treatment of a certain disease.

11. Compulsory licensing, or when the patents are mutually supporting

that it would be impossible to 'work one patent without infringing

another. This is the reason why in compulsory licensing, a

government must pay sufficient royalties to the owner of a

patented medicine because technically, the government IS

infringing the patentee's rights by producing a similar and more

affordable product for its citizens.

111. Under Section 56 of the Act, the rights of a pnor user limit a

patentee's rights.

IV. It must be noted that a patentee's right are limited to the claims

that he made under the patent application. A patentee is therefore

39 Dr Ben Sihanya Op. Cit.
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only protected for what he claimed when he was granted the

patent.

Thus. if in the patent application he claimed protection of a carpet

Hoover. but a different company invents a device that operates on

a similar principle to that Hoover, but is substantially different and

is used to assist doctors in suctioning blood during surgery, then

1he fi rst oatentce cannot c lai lT1 that the new in .ention infringes en

his patent.

In addition, a patentee has the following obligations:

a) To disclose the inver tion to the patent office, when applying for a

patent. The disclosure must be in a clear and concise manner, and if

possible. diagrams of the invention and how it works must be

provided. In addition, the applicant must indicate at least one method

of carrying out the invention.

b) If the applicant has applied to any other foreign country or jurisdiction,

and/or been granted such a patent, he must inform the patent office of

this.

c) The applicant must pay any requisite fees as he may be directed by the

patent office. for example for conducting searches.

d) To refrain from licensing or assigning his patent 111 a way that is

prohibited by Section 69 of the Act, for example one that is harmful to

the economic interests of Kenya.

The purpose of highlighting these rights and obligations is because they are

the same rich s that holders of bio patents have. It \¥ili therefore not be an

infringement of a patent if the Kenya Medical Research Institute (KE:YfRI)

uses a patented product such as a malaria drug, and conducts further research

on it in order to try and ge: a medicine that will help combat the new strains of

malaria. Similarlv. i I' the Kenya Azricultural Research Institute takes one of- ~ ...
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the varieties of soybeans. for which Monsant040 has been granted a patent, for

research and development purposes, then this will not be an infringement of

Monsanto' patent.

2.1.8 When to apply for a atent

In Kenya, patents are given to the first inventor to file an application. It is therefore

alwavs wise for an inventor to file a patent application as soon as he finishes his

invention. It is imperative never to advertise, display, or publish information

concerning an invention (for example by a doctor telling his fellow doctors about his

invention without informing them that such information is strictly confidential, and

must not be divulged to anyone) until a patent application has been filed.

The inventors of the "money making machine" should first have applied for a patent

over their invention before advertising it to the public, as discussed earlier. Public

disclosure of an invention before filing makes it difficult, if not impossible. to obtain

a patent. The only exception to this rule is when the inventor made the disclosure

twelve months prior to his making a patent application (priority date).

An applicant should ensure that before he applies for a patent, it meets all the

requirements outlined above as to novelty, inventive step, industrial application, and

reproducibility. This is because if the invention does not meet all the above

requirements, then he will have wasted his time and money, researching in that area,

and also in the filing and search fees that he will have paid to the patent office.

2.2 The Bio-Patent Debate (Patenting Of Life Forms)

2.2.1 Introduction

A debate that has been raging for quite a while, especially in developed countries, and

more recently in the developing countries, is whether Ilfe forms should be patented.

The argument has been whether genetically modified organisms (whether of a plant

40 A company ill the United States that has been doing a lot of research and development on many plant
varieties, and for which it has been granted patents.
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or animal origin) should be patented since such organisms are products of nature. It is

therefore argued that no one should be able to lay a claim on a specific plant or

animal just because they have made an improvement on it.

In this chapter. I will discuss generally the main arguments advanced for and against

bio patenting. However. as the main focus of the dissertation is stem cell research. I

wil! delve into the arguments for and against stem cell research in Chapters 3 and 4.

1.1.2 Origins 0 . Patents of Life Forms

The first landmark case on the patent of a life form was Funk Brothers Seed Company

\. Kale lnnoculant Company." A patentee had claimed a patent for a mixture of

bacterial strains which 'Aere used to infect plant roots, thereby aiding the plant in the

fixture of nitrogen. The United States Supreme Court held that naturally existing

products, even when combined in a new product, are not patentable. The court

concluded that the product \\ 3S a mere discovery of some handiwork of nature and

hence not patentable. Writing for the majority, Justice Douglas said:

"Patents cannot issue for the discovery of the phenomena of nature. The qualities of
these bacteria. like the heal of the sun. electricity, or the qualities of metals, are part
of the storehouse of knowledge of all men. They are the manifestations of laws of
nature, free to ail men and reserved to exclusiveiy no one. He who discovers a
hitherto unknown phenomenon of nature has no claim to a monopoly of it which the
law recognizes .. c\ Biotechnology product will comprise patentable subject matter
only if i: al1lOUIl[S to a none naturally occurring manufacture or composition- a
product of human ingenuity."

Patents of life forms began in earnest 111 1980 after the famous Diamond v

Chakrabarty': case. tile facts of which are outlined herein below.

4i 333 L.S J27 lI9.+8); Ulysess K. K Justin. Embryonic Stem (;.el! Patenting, the EU, Kenya and the
USA pp 49, 54.

J: United Stares Supreme Court (1980) 447 U S 303, I 00 S.Cr. 2204. Adapted from
hlti1:.\\\\'x:nln~L:ih_i.l.~~_CJI·: Diamond v. Chakrabartv-16june80.htm. (Last accessed on 12'h
September 2005')
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In 1972, the respondent, Chakrabarty, a microbiologist, filed a patent application,

assigned to the General Electric Co. The application related to Chakrabarty's

invention of a human made, genetically engineered bacterium capable of breaking

down multiple components of crude oil. Because of this property, which is possessed

by no naturally occurring bacteria, Chakrabarty's invention is believed to have

significant value for the treatment of oil spills. Chakrabarty's patent claims were of

three types: first, process claims for the method of producing the bacteria, second,

claims for an inoculum comprised of a carrier material floating on water, such as

straw, and the new bacteria; and third, claims to the bacteria themselves.

The patent examiner allowed the claims falling into the first two categories, but

rejected claims for the bacteria. His decision rested on two grounds: first, those

microorganisms were "products of nature," and secondly, that as living things they

were not patentable subject matter.

On appeal, the United States Supreme Court held that Chakrabarty's microorganism

plainly qualified as patentable subject matter.

It stated:

"His claim is not to a hitherto unknow n natural phenomenon. but to a non-naturally
occurring manufacture or composition of matter - a product of human ingenuity
"having a distinctive name, character and use." ... The patentee has prod ced a new
bacterium with markedly different characteristics from any found in nature and one
having the potential for significant utility. His discovery is not nature's handiwork,
but his own: accordingly it is patentable subject matter under 101."

The next landmark ruling on patenting of life forms of animal origin was the patent

granted to Harvard Medical School for the "oncornouse", commonly known as "The

Harvard Mouse Case. ,.-tJA mouse was developed by the Harvard Law School that had

been genetically engineered to can)' a cancer-causing gene. The patent was granted in

the United States. and eventually in other jurisdictions ·such as the European Union.

43 [1990] OJ. E.P.O 476, Tech Bd App [1991] E.P.O.R. 525 as cited in Doris Estelle Long and
Anthony D' Amato (2000) A Coursebook in Intellectual Property Law American Casebook Series,
Minnesota, pp 192-194 (I sr Edition).
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Three ethical issues were raised when the patent application was made to the

European Union Patent Office. First, was a basic interest of humanity to remedy

widesprild and dangerous diseases. Secondly, it was contended that if the patent was

granted, -there was a danger that the mice would escape and thus resulting in

unwanted genes being released into the environment. Thirdly was the issue of cruelty

to animals. It was contended that the last two aspects would justify regarding the

invention as immoral, and would therefore be unacceptable unless the benefits gained

outweighed the disadvantages. In the end, the courts decide that the benefits far

outweighed the disadvantages pointed out.

The European Patent Office stated:

"The present invention's usefulness to mankind cannot be denied. Cancer is one of
the most frequent causes of death in many countries of the world and also causes
severe suffering. Any contribution to the development of new and improved anti-
cancer treatments is therefore a benefit to mankind and must be regarded as valuable
and highly welcome to everybody. Legislation in contracting states allows animal
testing under certain restrictions and subject to administrative approval.

On patentability of the mouse, the court held that the invention was not

contrary to public order and morality as provided under TRIPs. The court held

thus:

"Exclusion from patentability cannot be justified merely because a technology is too
dangerous. There are many examples of inventions the patentability of which has
never been questioned which cannot be used without severe security measures. For
example work with certain pathogens is allowed under very limited conditions only,
and the release of material into the environment must be excluded by appropriate
measures: Patentable inventions may nevertheless arise from such work.

In the overall balance the examining Division concludes that the present invention
cannot be considered immoral or contrary to public order. The provision of a type of
test animal useful in cancer research and giving rise to a reduction in the amount of
testing on animals together with a low risk connected with the handling of animals
by qualified staff can generally be regarded as beneficial to mankind. A patent
should therefore not be denied." -14 •

44 [1990] OJ. E.P.O 476, Tech Bd App [1991] E.P.O.R. 525 as reported in Doris Estelle Long and
Anthony D' Amato (2000) A Course Book on Intellectual Property Law American Casebook Series,
Minnesota pp 192- I 94 (I st Edition).
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I shall now delve into the heart of these arguments, looking at both sides of the coin-

pro bio patenting and anii-bio patenting.

:1.:1.3 easons against bio patenting

2.2.3.1 ~loraUethical considerations, which question the interference of
humans with other life forms

The argument here is mostly by animal activists45
. They tend to question the human

being's authority in using animals for testing. They argue that human beings are not

superior to other animals. Further. they argue that in using animals for testing, they

cause these animals undue suffering and pain. In their view therefore, human beings

should stop research based on and using animals.

This was one of the main arguments raised in the Harvard Mouse Case.46 It was

argued by animal acti vists that to grant the patent would lead to cruelty of animals,

which should be avoided.

2.2.3.2 Blurring orwell known genetic distinctions

The argument here is that human beings. by patenting, will eventually blur the genetic

distinction between various organisms. For example, there have been reports of cross

breeding between mice and rats to produce 1'.:1tproducing mice, scientists are

experimenting to see whether a cow C~lJ1produce human milk proteins."

Rick \Veiss.J8 reports that scientists in Massachusetts are creating live ernbrvos by

combining CO\\ and human celIy

" Dinyar Godrej, "8 Things you should know about Patents on life" at
hn:L;\',\\'\~.ne~j!:T.01·~!isjlL2}-"()_~.!rremshrm. (Last accessed on 12th September 2005).

~(. [1990] 0 ..1. [PO 476. Tech Bd .App [1991] E.P.O.R. 525 as reported in Doris Estelle Long and
Anthony D' Amaro (2000) .-1 Course Book 017 Intellectual Property Law American Casebook Series,
Minnesota pp 192-194 (1st Edition).

~; Manfred Davidmann, "Creating, Patenring and Marketing of New forms of Life" at
http: "wwwsolbarzm.orz-. (Article last accessed on I st September 2005).

~s Organic Consumers. "LS Ruling aids Opponent of Patents for Life Forms ", at
hltr~~.':.':...~~Ls.J!~;i.:S,)1"'~llQJ:~.~'r~toxichnk.htrnl. (Article last accessed on 12th September 2005) .
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It may also be used to genetically design families: "Let's have a blond-hair, blue-eyed

boy. No girls please." This has been described as genetic discrimination, and which

may eventually lead to selecti __'e abortion by Ted Peters49. He argues that parents to be

may decide that they do not want any girls, and so if a scan is performed on the

pregnant mother and she is found carrying a girl, the pregnancy will be terminated.

Eventually, we shall have a new generation of animals that v....e don't even recognise,

which clearly were not part of nature and creation of the world. It is my opinion that

God never intended for a cow to produce human proteins. Cows and humans are

separate and distinct creations. Further, it is my contention that if cow and human

embryos were produced and cloned to a full creature, would such a creature be

protected under the constitution of a country because it is partly human? I think not!

It is further argued that this is new technology, something that the human race has

never seen before. It is argued therefore that by modifying genes, we might be

creating new problems for society, as the long-term consequences of such genetic

engineering are still unknown and these might be irreversible5o. Therefore, research

into this area should be slow and very carefully monitored by government agencies.

2.2.3.3 Religious concerns that humans are playing God

Religious individuals and organisations argue that by genetic engineering, humans

are playing God. They argue that God is the one true creator of life, and he should

be respected as such.

Their position has been aptly summarised:

"As the ultimate creator, God's job is regulated by some of the highest and strictest
standards in the universe. A few of the qualifications are listed in Job 38 ... The point
of this passage is that it takes an all-wise, all-knowing, just and unbiased God to fill
the shoes of creator, one will not be motivated by a millicn-dollar profit. I'd urge the

49 First Things, "Patenting Life: Yes" at hrtp:!/w~~~v.first.!hinQ~.com/index.hrml. (Article last accessed
on 12th September 2005).

50 For example Manfred Davidrnann, "Creating, Patenting and Making of New Forms of Life" at
http://wW\\·.solbaramorQ/artic!cs. (I ast accessed on l Zth September 2005).
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;0\ ernrnent to seriousl, reconsider patenting life forms. Otherwise, like Mary
Sheik:-'s "Frankenstein." you might be creating a monster.":"

In Kenya, when the Sunday Standard+ reported that scientists had succeeded for the

first time 'in creating embryos by fertilizing a woman's ovule in the laboratory with a

man's sperm, religious leaders warned that scientists were trying to play God,

For example, Anglican Bishop Alfred Chipman described the technique as an attempt

by scientists to "play God:,5:: Rev. Zablon Thamburi,54 former presiding Bishop of

the Methodist Church of KenY8, stressed that his church was not against science, but

that church leaders wanted to be sure that the process would not be misused,

2.2.3.4 Bio Patents promote unsustainable and inequitable agricultural
policies "

On December 10, 2001, the United States Supreme Court issued its opinion in JE.M

Ag Supply, Inc. Y. Pioneer Hi-Bred International, Inc,56 a case that dealt with

questions concerning the patenting of plants and seeds. The Supreme Court held for

the general assertion that all life fo1'111-are patentable under current United States law,

a position that has far-reaching implications for farmers and ranchers.

51Joy Adamson, ooA Spiritual Case against Patenting Life Forms" at
11:7;)"' rbhamacer.csm.uc.edu.Suxn Y'C hindu home.html. (Last accessed on l " September 2005).

52 Sunday Standard, October 122003.

).' Anglican Church. (2003) "In vitro fertilization" Anglican Journal
hrto:.'\\\ .•\\.ilrH.:I!Cill1iourJl"!.C'lPl·129~Q~':9rld()9-j1fm.l. (Last accessed on 11th October 2005).

at

51 Anglican Church. (2~O.3) "In vitro fertilization' Anglican Journal
ht1D:'\\"\"\\.mH!!ic3ni(1~.lrnilLcnll1 J ->9 IO\\orld09-html. (Last accessed on 11th October 2005).

at

:5 Council for Responsibl Genetics. "D~A. Patents Create Monopolies on Living Organisrns " at
;.l!!r:~:~\\"\2..-",(.\i_()llhb2S<t::n~';_,_\~I:~.(Last visited on J:2!h September 2005).

56 534 L'S 124 (200 I). as cited by The Centre for Rural Affairs, "Life Form Patenting and Large Scale
Agriculture: Implications and Recommendations. " at http://\-vw\v.cfra.oru.'resources. (Last accessed on
1sr September 200.5).
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Bio-patents would result in farmers abandoning their traditional seeds which they

used season after season, and instead buy genetically modified seeds because of their

perceiv~ advantages, such as being resistant to certain strains of diseases, or because
,-

they yield higher than the traditional varieties. However, these seeds are

disadvantageous in the sense that they are terminator seeds; they can only produce the

crop and not seeds for the next season.

Hope Shand and Pat Mooney state:57

"The 12.000-year-old practice in which farm families save their best seed from one
year's harvest for the next season's planting may be coming to an end by the year
2000. In March 1998, Delta ~ Pine Land Co. arid the US Department of Agriculture
(USDA) announced they had received a US patent on a new genetic technology
designed to prevent unauthorized seed-saving by farmers. The patented technology
enables a seed company to genetically alter seed so that the plants that grow from it
are sterile; fanners cannot use their seeds."

The result? Farmers are placed at the mercies of these multi-nationals, as they have

to purchase new seed every year. For animals, if a company holds a patent for a

specific breed. then every year that farmers' breed that animal and get new offspring,

they will have to pay a certain percentage to the company holding the patent. 58

In Kenya, when the Industrial Property Bill was still being debated in Parliament, it

was argued by some individuals that the Bill would result in serious implications on

national food security. Gichinga Ndirangu said thUS:59

··... The Bill's implications call for more than a bare fleeting glance. In particular,
small-scale farmers' ability to grow food through seed saving couid be severely
curtailed due to failure to protect indigenous and traditional knowledge systems .... In
most developing countries where small-scale farmers dominate food production,
such strong patent legislation will constrain food. Kenya's Industrial Property Bill
1999 opens up this gruesome possibility. Parliament's singular duty must be to

57Third World Traveller. "Terminator seeds threaten an end to
athtto://www.thirdmxldtraveller.coI1lTransllarional corps.Terminarorseeds ]'vlonsiHlto.html,
accessed on II tn October 2005). •

farming",
(Last

53 Centre for Rural Affairs, "Life Form Patenting and Large Scale Agriculture: Implications and
recommendations", at !mQ.;{'www.cfra.or'!/resources. (Last accessed on 12th September 2005).

59 Gichinga Ndirangu, "Patents: New Bill a threat to Kenyan national Food Security" at
http://www.gene.ch/genetlJ999!Jul!msg00017.html. (Last accessed on zs" October 2005) .
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protect food production b;. SIn;]11 scale fanners by specifically excluding food and
farming resources tram patenting.'

H;; continues:

"Poor rarmers. \1110produce SOn 0 of Kenya '5 food will be further marginalised given
their inability to afford expensive seeds while they loose out their inability to save
seed on accoun: of patent rights secured by the transnationals."

Action Aid country Director Thomas Joseph commenting on the Industrial
Property Bill 1999 said thus on patenting and food security:

"\\'e d!"C not conv inced that the Industrial Property Bill safeguards the interests of our
small scale farmers. In opening lip the scope for patenting products of
biotechnological processes, the Bill opens the doors to biotech transnational
corporations to exercise parent rights over seeds which will increase farmers'
dependence on the corporations and increase the cost of food production already
under pressure from a lack of domestic subsidy support.v'"

2.2.3.5 Patenting of life forms will increase costs

Activists against bio patenting argue that by granting of patents of life forms, the

costs will be raised, For farmers. as they purchase seeds, a certain percentage of the

cost will be royalties pay: ble to the patentee." Also, because of the added features of

the seeds, such as resistance to drought and pests, the average cost of the seeds will

increase. Further, majority of these seeds are hybrid seeds and therefore the farmer

cannot save part of the harvest as seeds for the next planting season, He will therefore

have to spend money each planting season to buy seeds,62

Similarly, for the livestock, the farmers will have to pay royalties every year to the

companies owning the patent for a particular breed of animals, 63

60 Gichinga '\dirangll, "Parents: ~elV Bill a threat to Kenyan national Food Security" at
http: '''\'.'\I.£ene.ch, !?enet 1999 Jui mS200017.html. (Last accessed on 28th October 2005).

61 Council for Responsible Genetics. "D~A Patents Create ~onopolies on Living Organisms" at
http:;" \\ I'.w.acronbioscience.orz. (Last accessed on 12'h September 2005),

G" Manfred Davidrnann. "Creating, Patenting and Making of New Forms of Life." at
l.rt:»: ,,\W\'.·.solhLi"<lillor2'uyticles, (Last accessed on 12th September 2005),

6, Anon. "Court Rules that i\lammals can be Patented" at htto:iiwww.liF.:.ca!nkisubratcs.l1rml. (Last
accessed all l s: S pternber ::!005).•• •
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It is estimated'r'for example that the cost of in vitro fertilization treatment in Kenya

will be $5.000 US. This is clearly way above what many childless couples in Kenya

can pay. Such treatment will therefore only be for the rich. Dr. Joshua Noreh, who is

the gynaecologist 111 charge of the first in vitro fertilization clinic, explained the

reason thus:

"This is a costly affair since we import all the machinery and even sometimes we
have to send the semen abroad for tests before insemination.'?"

According to Dr. Noreh. it costs approximately Kshs. 10,000.00 to test the sperm for

genetic diseases and a similar amount to check for infections such as HIV not

counting other peripheral expenses involved.

In Working Paper 199 by the Institute of Development Studies, the position has been

illustrated thus:

"Before the introduction of Plant Breeders Rights, Kenya Agricultural; Research
Institute as a public research organization was involved in breeding crop varieties
that were exclusively treated as public goods. This is likely to change with the
liberalization of the seed industry. which requires farmers to pay royalties for the
varieties they purchase ... Farmers will start paying for varieties that they have been
involved in nurturing instead of sharing benefits accruing from them.,,66

2.2.3.6 Enrichment of only a few individuals

Related to the above argument is that since the patents will be owned by only a few

multi-national companies. mostly from developed nations, profits obtained will not be

used for the benef t of the local country where the patented subject matter is being

Anglican Church. (2003) "In vitro fertilization" Anglican Journal
hrtn:!!ww\'\.an!2li:anjournal.com '12Q/ 10/world09-html. (Last accessed on 1 l th October 2005).

at

65 Charles Njeru "Kenya's test-tube baby still on course
http://w\V\V.aIIAf[ica.c~m.l!.~QIjes!:200509210779.html. (Last accessed on 28th October 2005).

at

66 Institute for Development Studies, Working Paper 199 September 2003: "Governing modem
agricultural biotechnology in Kenya and implications for food security" by Hannington Odarne,
Patricia Karneri- Mbore and David Wafula.
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use-d. but rather the money wil] be "shipped" back home. It has been estimated by

i\1anfred Davidmann that the Lnired States of America will gain $61 billion a year

from third world royalties."

A a result therefore. the rich become richer, while the poor become poorer because

of all the money they spend in purchasing these products.

2.2.3.7 Patents in science promote secrecy and hinder the exchange of
inform" tion()s

materials may actually be slowing innovation through delayed publications, increased

secrecy. increased transaction costs due to royalty stacking, and excessively broad

patents.I"

By patenting products of research, the free flow of ideas and information necessary

for co-operative scientific efforts is reduced. Scientific materials required for research

will become more expensive and difficult to purchase if one corporation OVil1S the

rights to the material. It is argued also that sometimes patents may be granted in a

specific area of research too early, especially in the medical field, and as a result

hinder any further researc h i11 that area.70

Humanity may therefore lose out on a possible cure of a disease.

6, Manfred Davidmann. "Creating Patenting and Marketing of New Forms of Life." at
h:tD.··.\\\I\.>l,ib:1r(l!:l.0L:o ....(Last accessed on Ist September 2005).

63 Council for Responsible Genetics. "D01A Patents Create Monopolies on Living Organisms". At
hltDJ!\V\\ w.ac.ionbioscience.ors. (Last accessed on 12th September 2005).

69 Donald J. Williamson and Stuart \1. Macleod, "Patenting of genetic material: Are the benefits to
socie y being realized?" at hrtu: \'\'\\cll1:1i.ca,'ct!i cOlltent!fuJ!!J67!.~jJ59. (Last accessed on 22nd
September 2005)

Dinyar Godrej, "8 Things you should know about Patents
hJ1P~:!.'!v\V.2L-'~::""inlnr2issu~3J'2s_h!JrC;n.IFl11. (Last accessed on 12th September 2005) .

on l'f: "ire. at
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2.2.3.8 First World patenting of Third World genetic resources represents
theft of community resources 71

Many )?pannaceutical companies send representatives (or bio-prospectors) to

communities in the third world to gain knowledge on how they cure certain diseases,

or deal with certain conditions. As most of these traditional healers are illiterate, and

definitely not materialistic. they pass on this information for free. The pharmaceutical

company then goes back home, makes a few modifications to the knowledge derived

and then applies for a patent, which they usually get.

These companies will make millions of shillings on the sale of such medicines, while

the source of this information gets nothing.

For example. the Neem tree, a native of the indian subcontinent, has a myriad of

applications in traditional Indian Ayurvedic and Tibetan medicine, agriculture, and

household use, as well as being symbolic as "Gandhi's favorite tree." Its usefulness is

known throughout India. The Latin name, Azadirachta indica, is derived from the

Persian for "free tree," as even the poorest families have access to its beneficial

properties. However, it is possible that Indian citizens will soon be required to pay

royalties on the products produced from the 0ieem, since a patent has been granted to

the U.S. Company W.R. Grace on a compound in the tree (azadirachtinv for the

production of a bio-pesticide, In 1993, over five hundred thousand South Indian

farmers rallied to protest foreign patents on plants such as the Neem, and launched a

nation-wide resistance movement. 72

Patents held by the industrialised world on resources from the developing world will

serve as a tool for the developed nations to accumulate more wealth from the already

•

71 Council for Responsible Genetics, "DNA Patents Create Monopolies on Living Organisms. " at
httn://w\Vw.actionbioscience.or!Z. (Last accessed on 12th September 2005).

ic Manfred Davidmann, "Creating, Patenting and Marketing of New Forms of Life" at
httn.z/www.solbaram.or z.'. (Last visited on I st September 2005).
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economically impoverished developing countries. Microorganisms, plants, animals

and even the genes of indigenous people have been patented for the production of

pharmaceuticals and other products. Multi-national corporations can make large

profits OIl their "discoveries." while depriving the communities that have fostered this

knowledge for centuries of the choice of how they would like to use their own

knowledge and native species.v'

This argument has been summarized thus:

..;-ui i~',J"\ .:~.ir~. l:"::~" f.muers have been custodians Of traornonal varieties adapted
to various climatic conditions and suitable for meeting food security needs.
Unfortunately. Plant Breeders Rights exclude the rights and traditional knowledge of
farmers and do not recognise them as key players and part and parcel of the breeding
process. Plant Breeders rights fail to appreciate the filet that the breeding process
begins at the farmers' level before moving to the laborarories.,,74

Other Examples.

In 1999 Larry Proctor. owner of a seed company POD-~ERS LLC, obtained a US

patent on Enola beans of a certain shade of yellow. POD-NER~ then began suing
<

Me. .ican bean exporters to the U'S for patent infringement on the yellow variety.

However. Mexican farmers had been growing them for generations, and were

therefore the losers. An international agricultural body is challenging the patent.75

In Brazil. which has some of the richest biodiversity in the world, large multinational

corporations have already patented more than half the known plant species. In Texas,

a company called Rice Tee took out the patents on Basmati rice (which grows in the

Indian and Pakistan regions) and has created a genetically modified Basmati rice,

while selling it as norma! Basmati and it was not against the law, either. In fact, four

-3 Manfred Dax idmann OJ). Cit,

;·1 Hannington Odame. Patricia Karneri- Mbote and David Wafula (September 2003) "Governing
modern agricultural biotechnology in Kenya and implications for food security", Institute for
Development Studies, Working Paper 199.

75 Dinyar Godrej, "8 Things you should know about Patents on life" at
hllL II '.1 ~cL1C\\ ilJ.L<.C! is'11-,,;}42.'<:'ll!:ii'J'olSl1lrD .. (Last accessed on 12th September 2005) .
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of the patents were withdrawn in June 2000, when the Indian government formally

challenged the patent 76

A 199 _hristian Aid report claimed bio piracy cheated poorer countries out of $4.5

billion a year. Today bio-prospectors working for biotech firms, pharmaceutical and

agribusiness giants are off to the far comers of the earth hoping to come back with the

(living) goods. 77

In 1995 the University of Wisconsin in the United States took out four patents on

brazzein, an extremely sweet tasting protein that researchers had isolated from the

berry of a plant growing in Gabon. The university has since granted licences to

exploit the patents to several biotechnology companies that hope to introduce a

brazzein-producing gene into fruit and vegetables to obtain products that taste sweet

but are less rich in calories. There are big profits in this, though not for small farmers

in Gabon. They know all about the plant. they have always used it and their way of

life and farming practices have helped to ensure its survival. Butthey will get nothing

at all out of the plans to exploit it.78

J. O. Odek " (now a Professor of Law at the University of Nairobi) reported in 1994

that the University of California and Lucky Biotech Corporation of Japan have been

granted patents for the sweetening proteins of two African plants, katernpfe and the

76 Anup Shah, "Food Patents-Stealing Indigenous Knowledge')" at
hrrp:!iwwvv.glob:llissues.or2jEnvlssuesiGEFoocVFoodPatents.asp. (Last accessed on 11th October
2005).

7° Dinyar Godrej, "8 Things you should know about Patents on life" at
hrto:/'\vww.newlllt.ot'!.!:.'is5ue349currenrs.htm. (Article last accessed on 12th September 2005).

73 Frank Sueret and Robert Ali Brae de La Perriere, "No Patents on Biotechnology Products: Africa
defies licences for life" at httpJ,ww\\.biorech-info.net/no patents.lmnl. (Last accessed on 11th
October 2005).

79 Odek, J.O. (1994) "Biopiracy: creating proprietary rights in plant genetic resources", Journal of
Intellectual Property Law, 2 (141), pp 141-181, as reported by Robert Lostergard, Matthew Tubin and
Jordan Altman "Stealing from the past: globalization, strategic formation and the use of intellectual
property in the biotechnology industry", at
hrtp:!iwww.Robcrtostcr!?:ard.usilinkcd%20files/stcalingpaSl.pdf, (Last accessed on 28th October 2005) .
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serendipiry berry, The plants have been used for centuries by African peoples for their

sweetening prop rties. The active ingredient in katernpfe, a compound called

thauruatin. is about :000 times sweeter than sugar, making it the sweetest substance

on the face of the earth. yet it is also calorie-free, The value of thaumatin and its

further development in consumer products is expected to be worth at least 5900

million J year.

Requiring d veloping nations to pay royalties to the wealthy industrial nations for

products derived from their own natural resources and innovation is robbery.

Developing countries are arguing that since the genetic resources were obtained from

them, then they should be the ones to be the greatest benefactors of any profits made.

2.2.3.9 Genetic resources are the common heritage of mankind

Activists against bio patenting also argue that genetic information is the common

heritage of mankind. and as such should not be placed in the hands of one individual,

but rather any benefits should be enjoyed by all humanity in equal proportion.

Reverend Eric Beresford has said:

''In England at the beginning of the industrial revolution, the Enclosure Act
transferred common land into the hands of wealthy landowners and drove hundreds
of thousands 0 f people from that land into the cities and into abject poverty, What we
are seeing tod:l~ is the enclosure of the global commons, We are watching the
biologica: and genetic herirage of the earth. a gift from God, which should be
available to all of LIS, pass into the hands of a small number of multinational
companies, This is not the purpose for which the Patent Act came into being. It is a
development that threatens profound and destructive consequences for all of us." 80

~\} Or~3nic Consumers Organization, "Patenting Life a

httT' \\ ".'.\\',Or;lan icconsuruers.orc. (Last accessed on 11th September 2005).

Dangerous Step" at
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2.2.3.10 Patenting of life forms encourages greed, a vice that should be
discouraged by society

Parents are granted for a minimum period of twenty years from the date of filing.

During this time, the inventor is given exclusive rights to make and sell his invention

at the price of his choice in order that he may financially benefit from it. It is argued

that the power to create life could very well land into the hands of the rich and

reckless, because realistically, money speaks louder than moral and ethical

responsibility. And in the case of gen tic Gig' neering, the potential for abuses is ripe.

Williamson and Macleod argue thus:

"In general, genetic patenting issues mirror those associated with commercialization
of research. Effort is placed disproportionately on discoveries that would maximize
profits to the inventor, by targeting large, potentially lucrative markets, rather than on
discoveries that would maximize benefit to society. This exacerbates existing
disparities in the availability of treatments across socio-economic and ethnic groups
within countries and between developed and developing countries. In addition,
research into genetic "solutions" may overshadow research into the roles of less
I but i ib di . ,81g amorous ut Important contn utors to isease prevention. '

Rev. Zablon Tharnburi, former presiding Bishop of the Methodist Church of Kenya,

stressed that his church was not against science, but that church leaders wanted to be

sure that the process would not be misused. He said:

"I am sure God supports scientific developments, but we oppose the
commercialization of the process.?"

2.2.3.11 Introduction of a foreign culture to farming communities

Patents are derived from the concepts of individual innovation and ownership. This is

a foreign concept to most fanning communities which emphasise on the sharing of

communi ty resources and the free exchange of seeds and knowledge'".

81 Donald J. Williamson and Stuart M. Macleod, "Patenting ef genetic material: Are the benefits to
society being rea! ized?' at http://v,ww.clllaj.ca:'c~i'colltent"full!l67 13/259.. (Last accessed on 22nd
September 2005).

Anglican Church, (2003) "In vitro fertilization" Anglican Journal
b.!!R:!\\\vw.anulicanjQlIrnal.comi I ')()/ J 0/world09-html. (Last accessed on 11th October 2005) .

82 at
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x lost farmers in Kenya currently utilize the traditional method of farming consisting

of saving seeds and exchanging them with neighbouring farms. If neighbouring farms

begin t buy the terminator seeds'", poor farmers who exchange seeds with these

farms will obtain sterile seeds from their crops. In effect, they will be forced to buy

terminator seeds as well.s:

Gichinga Ndirangu puts it thus:

"TI1~r~ i, aiso need [0 Ie~ isla:e against he introduction of terminator seeds whos
generic composition allows only a single reproductive cycle to increase farmers'
dependence on transnationals. The terminator seed poses a clear threat to natural
crops through cross pollination which could severely undermine food production.,·86

I believe that by patenting life forms such as seeds, communities will be hindered

from sharing left over seeds with their neighbours farmer whose cow is on heat

cannot go to her neighbour and borrow a bull so that the cow may be served. This will

be regarded as an infringement of the patentee's rights, and thus a criminal offence.

The result would be that the farmer has to pay a royalty to the patentee before they

can use the bull. This is a way of life impossible to many African communities.

2.2.4 Reasons For Patenting Life Forms

Although there are many and very convmcing arguments on why patents on life

forms should not be granted. I believe that there are also very important benefits that

will be gained by granting such patents. I shall discuss them herein below.

S3 Dinyar Godrej, "S Things : au should know about Patents on life" at
1m!):' \\\V\\" !lewillt.o;·,,·is,ue.:..\q currenrs.htm. (Last accessed on 12'h September 2005).

S~ Terminator seeds are those \IIlOSe genetic composition allows only a single reproductive cycle.

S5 Adapted from Rural Advancement for Farmers International, "Advantages and disadvantages of
terminator seeds", at httrr \\\\"\\.biotech-info.net/RAFI abandon.html. (Last accessed on 28'h October
:2005).

86 Gichinga Ndirangu, "Patents: New Bill a threat to Kenyan national Food Security" at
hIm:, \vw'.\'.9:ene.ch "e~et 1999 Jul I11S£OOO17 ,htl111.(Last accessed on 28th October 20Q.5).
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2.2.4.1 Reward for the scientist

It has been argued that patents are simply a reward for inventors for the work they

have do e. Just like any other employee or person is given a salary or other form of

reward for work Gone, so too should scientists be rewarded by being granted a

monopoly or exclusive rights for the exploitation of their "brain child." The lawyers

for Harvard University. when arguing for the grant of patent for the oncomouse, in

the Harvard Mouse Casei' stated that researchers need to be assured of a financial

reward for their work, thus promoting medically beneficial research.

2.2.4.2
patentability

The invention has met all the three requirements for

Another technical argument that may be advanced is t rat patents are granted for

inventions that are new, have an inventive step, have industrial utility and are

reproducible. They argue that as long as an invention has met all these requirements,

then issues of morality should not be considered. A patent should be granted.

It is further argued that majority of these inventions are really not for the detriment of

human life but for the improvement, and therefore should be granted (that is, they are

not against public order or morality.).

2.2.4.3 Financial gain for Governments

By allowing patents of life forms, scientists are able to exploit their patents and thus

become more financially "endowed." This advantage of patents can be highly

exploited by governments. Research Institutions can research and develop genetic

strains, or even organisms such as the Harvard oncornouse. As the results of such

research belong not to the scientists but to the research institutions, then the.
institutions, and thus the Government, will get a source of income through the

exploitation of these patents. In addi tion, for patents that may be owned by individual

87 [1990] 0.1. E.P.O 476. Tech Bd App [1991] E.P.O.R. 525; as reported in Doris Estelle Long and
Anthony D' Amato (2000) A Coursebook in lntellectual Properry Law American Casebook Series,
Minnesota pp 192-194 Q 51 Edition). •
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people. the Government will still be able to benefit highly through various taxes that

may be imposed on patentees for any royalties that they may receive.

2.2·AA Food Security

As argued earlier in thi s Chapter. patenting of life forms promotes research. Research

will thus continue to be done on so that drought and pest resistant seeds will be

developed. This wi 11 greatly assist the third world countries that are constantly

plagued with problems of food insecurity du to crop failure and also destn ction of

crops by pests. Food insecurity is a state in country when there is insufficient food to

cater for all its nationals adequately. with a surplus remaining for the next year.

In 2000. a pro-biotechnology group in Kenya formed a new lobby group called the

African Stakeholders Biotechnology Forum to popularize genetic engineering. They

argue that Kenya. with its countless problems raging from drought to famine. stands
ssto benefit if it adopts the technology."

Research has been conducted by the Jorno Kenyatta University of Agriculture and

Technology and the Kenya Agricultural Research Institute (KARl)) since 1995 on the

use of tissue culture techniques (biotechnology) to produce banana suckers which will

be used by Kenyan fanners. These suckers are to prevent the Kenyan farmers'

practice of using disease-infected sucker material for propagation, which results in

low yields of bananas and plantain. Laboratory-based micro propagation techniques

provide disease-free planting material. This results in increased banana productivity,

and hence helps achieve the goal of food security.

Dr. Florence Wambugu articulates this position:

"I am a passionate believer in the power of biotechnology to boost food production
and fight hunger and poverty in the developing world. As one of nine children
growing up on a small farm in Kenya. [ know that African farmers need more toois
for fighting plant diseases and overcoming other barriers to increased crop

S3 Adapted from an editorial report on the Nation, March 4th 2000 at
\,t~'.\\·,1('t!ink,d(: "C:l·Z·~il~I:l~~OO(J,html, (Last accessed on 28th October 2005).

•

44



production. I do not believe that biotechnology is a silver bullet for African
agriculture, but it is an indispensable tool that can have dramatic benefits. The
African continent, more than any other, urgently needs agriculrural biotechnology,
including transgenic crops, to improve food prcduction.v"

Dr Kilemi Mwiria, the assistant minister in charge of higher and technical education,

told scientists in a workshop said that Kenya's marginal lands could yield more and

boost the: country's food security if the technology was implemented well. He said

biotechnology, if embraced, could revolutionalize food productions in many

countries.9o

2.204.5 Preservation of the environment.

It has been argued that patenting of life forms will promote research. This will be of

particular importance in conservation of the environment. In Kenya, environmental

degradation is on the increase because of felling of trees, especially the indigenous

species. Biotechnology will help reverse these adverse consequences such as

desertification through tissue culture and cloning techniques. Florence Wambugu

explains it thus:

"Africa needs biotechnology to solve its environmental problems. and there is
unlimited public demand for agricultural biotechnology products and services, In
Kenya. the demand for tree seedlings reaches 1-1- million per :--('31', whereas the
country can only supply 3 million. a clear indication of the need for tissue-culture
and cloning techniques 10 curb deforestation and boost reforestation usmg
indigenous species threatened with extinction. These technologies are being
successfully used in South Africa."'!;

.
89 Dr. Florence Wambugu "Statement on Biotechnology in Africa" at
httP:/\\\\'\\'.bioOl)!'foodagiactioll,"'0030326.Jsl}. (Last accessed on 28th October 2005).

90 Adapted from The East African Standard, February 4th 2005.

9! Florence Wambugu "Why Africa needs Biotechnology" at b.!!.Q:hvww.agbioworld.or2ibiotech-
infoitopics/dcv-world/africa.html. (Last accessed on 28th October 2005).
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1.2.:- Conclusion

"Kenya's posinon on Genetic Engineering is hazy. and we are unsure whether

biotechnology should be fully or partly embraced. In 2000, the Kenya Agricultural

Research Institute. with the help of ?\lonsanto, a multinational research organization,

developed J modified potato. which the institution said was a major scientific

breakthrough for the agricuhural sector. However, the development did not go down

'.'.:::l -vith conservcticnists. who criticized it saying the country was not ready for

Genetically Modified Organisms CGMOs) as experts are still in the dark on their

effects on human health and on the environment. Currently, scientists are split on

whether Kenya should import or even grow GMOs, with some arguing that the use of

technology is inevitable if Kenya is to industrialize by the year 2020.92

The above is but a brief introduction of what a patent is, how it is granted end the

various rights of a patentee. In the next chapter, I shall narrow down the debate to the

area of stem cell research. an issue which is currently a being debated on, especially

in the medical field.

9~ Adapted from all editorial report on the Nation, March 4th 2000 at
hi\P: \n\\I·.!l::'.lii'k.d-.: e"r, z::i:d;-]~"J()(lO.h'.ml. (Last accessed on 28th October 2005). •
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CHAPTER THREE
STEIVICELL RESEARCH: POTENTIAL SOURCES OF STEM

CELLS, AND THE CONTROVERSY IN THE USE OF
EMBRYONIC STEM CELLS

3.1 Introduction
In this chapter, shall now narrow down the debate on stem cell research. I shall define

what stem cells are. and the various sources of stem cells, and the arguments against

the use of embryonic stem cells.

3.2 Definition of Stem Cells

B. A. Robinson93 has defined stem cells as a type of primitive cell that can be coaxed

into developing into most of the 220 types of cells found in the human body cell.

Scientists have found ways of developing these stem cells into most types of human

cells, such as blood, brain, heart tissue, nerve cells, bones, et cetera. They are

confident that they will lead to treatments of many diseases such as severe burns.

cancer, diabetes, heart disease, hepatitis, incomplete bladder control, leukaemia,

lupus, spinal cord injuries, and stroke. Researchers believe that stem cell research

shows promise to develop cures and/or new treatments for people world wide who

currentl- suffer from a wide range of diseases.94

Sources of Stem Cells

There are a number of sources of stem cells that are currently being investigated in

the medical field. These sources are discussed herein below .

•

93 B. A. Robinson, "Human Stem Cell Research: All view points" at www.religioustolerance.org;.res-
stem.htm (Last accessed on 12th September 2005).

9~ For example the "Coalition for the Advancement of Medical Research" in the United States, at
http://\Vw\V.ste!)lccllfllndin''.orl!t~1staction!. (Last accessed on 12thSeptember 2005) .
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3.3.1 Embryonic Stem Cells

Em ryonic stem cells are the unspecialised cells that form the basic building blocks

for all cW.the :220 specialized cell types in the human body. The primary sources for

embryonic stem cells are aborted foetuses and donated and unused embryos that are

created with sperm and egg and which are housed in vitro fertilization crVF) facilities.

These embry os are housed in these facilities to aid in research but more importantly

are used to enable vornen who cannot, for one reason or another, conceive in the

natural way. \Yhen a woman undergoes in-vitro fertilization, she is given medication

that causes her to produce perhaps two dozen mature ova. These are then fertilized,

usually by sperm provided by her husband. Two to five days after fertilization, two to

four embryos are implanted in the woman's womb. Hopefully, this implanted embryo

will then develop into a normal foetus and after nine months, a normal baby will be

born! 95

The rest of the embryos are deep frozen in liquid nitrogen for potential future use.

These are sometimes called "pre-embryos." They are smaller than a pinprick and

consist of a number of identical. undifferentiated cells.

Researchers remove some of these embryos from liquid nitrogen storage, thaw them

out. and allow them to mature to the blastocyst stage (the embryo when about three to

four days old). This consists of a collection of 100 to 30G undifferentiated cells (that

is they have not become specialized in any way, such as a mouth, arm or leg). The

stem cells (which are the inner mass of the cells) are extracted and treated with

chemicals to become specialized cell types, killing the embryo in the process. The

stem cells are then used to treat the patient's disease or replace dying tissue.96

95 Kenya Medical Research Institute (KEMRI) is currently researching on this method of conception.

Stern Cell Research Foundation, at
IHt~~~~v. "\,,';"il1c~l!rc~c;::r:c:l1F)lID.dat;()'l.orcr 'resources/resources.hrm (Last accessed on 12th September
200.5).
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It is argued by stem cell researchers that cells removed from embryos have two

extremely valuable properties:

First is t they can di vide for lung periods of time in the laboratory to produce more

stem cells.

Secondly, they can transform themselves into any of the cells present in the human

body (for example skin cells. liver cells, heart cells, and so on).

3.3.2 The outer lining of the umbilical cord (Neo Natal Cord Blood Cells)

In July :200.5l)~, the Cell Research Corporation in Singapore and its team of scientists,

headed by Chief Scientist Dr Phan Toan Thang, discovered that the outer lining of

the umbilical cord is a rich source of stem cells. Cell Research Corporation has

succ ssfully differentiated these stem cells that are found in the outer amniotic lining

of the umbilical cord into specific cells such as skin, bone, and fat. The potential to
~

form other cell types from these cord-lining stem cells is phenomenal and best of all.

they are acquired from the afterbirth (placenta) that is plentiful and routinely

discarded.

Another company in the Lnited States-Thermo Genesis- has researched extensively

on neonatal cord blood stem cells. This is because although they have similarities

with ernbrvonic and adult stem cells. they have some dramatic advantages. Like

embryonic stem cells, they can become several-and perhaps all-the different tissue

types; unlike both embryonic and adult stem cells, their harvest results in no donor

risk; they have the capacity for many cell divisions; and they cause less "graft versus

host disease". a medical condition in which the donor cells attack the tissues of the

patient" s body.

Stem Cell Research Foundation at
hltn:ii\\ v.w.stemce i!research found.u ion. erg. resources/resources.hrm (Last accessed on 12th September
2005).
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Philip H Coelho, one of the owners of Thermo Genesis." stated:

"The first patient to be treated with cord blood stem cells in 1988 today shows no
evidence of the Fanconi Anemia that he suffered from as a child. When he was diag-

sed. there was no bone marrow match, which is not unusual. Luckily, in his case,
there was a match using the cord blood stem cells from his mother's later pregnancy.
So far, more than 6,000 patients and 66 diseases have been successfully treated with
neonatal cord blood stem cells. CBS recently reported on a case in South Korea in
which a woman who had been paralysed for 20 years was able to take a few steps
after being treated with stem cells from an umbilical cord injected directly into her
spine."

Dr. Brent Davicson99 commented:

"Thousands of families have banked stem cells from umbilical cord blood in the
United States. While considerably more work is required, I believe that the
demonstration that these cells using the non-controversial umbilical cord blood stem
cells are able to differentiate into a broad range of tissues could prove to be a
significant scientific advance. I am particularly encouraged that these results provide
proof of principle for use in many common illnesses possibly affecting a large
portion of the popu lation." 100

3.3.3 Spleen 101

In 2004, researchers at the Massachusetts General Hospital discovered that the spleen

might be a source of adult stem cells that could regenerate the insulin-producing islets

of the pancreas. Members of the same team also reported that these potential adult

stem cells produce a protein previously believed to be present only during the

embryonic development of mammals.

The finding both SUPPOl1S the existence of these splenic stem cells and also suggests

they may be able to produce an even greater variety of tissues.

98 In a lecture organized by the Heritage Foundation, "Federal Stem Cell Research: What the Tax
Payers should know" held in June 2005. His presentation is available at
hr1p: f/www.heriwlle.or!!. "Research;Healthcare!wm749 .cfin. (Last accessed on Iih September 2005).

99 Division head of Obstetrics and Gynaecology at the Henry Ford Health System.

WO Ulysess K. K Justin, "Embryonic Stem Cell Patenting, the EU, Kenya and the USA" pp 205.

101 Stem Cell Research
b.lli2 :!.Iwww.stemcellresearchfoundation.or£lresources/resources.ht111.
September 2005).

Foundation, at
(Last accessed on 12 th
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Denise Faustrnan. the director of the .\lassachusetts General Hospital Immunobiology

Laboratory has said:

"There may be a previously undiscovered pocket of primitive stem cells in the spleen
that are important for hearing several types of damage or injury. If so, these cells
could hav e much broader therapeutic applications than suggested by our earl ier
work. \\'e know that ir ~.ou h,l\ e a major loss of blood. the spleen is turned on to
supplement the bone 111'-'!TO',1 in replenishing your blood supply, We may find that
the spleen kicks in to '1el~ II irh many more biological emergencies, What has been
considered a practically unnec ssary organ may actually provide critical healing
cells" 102

..t The Nose

In March 2005, Griffith CniYer5ltyl03 researchers'Y' claimed to have successfully

grown adult stem cells harvested from the olfactory mucosa, the organ of smeli in the

human nose. They demonstrated the cells could give rise not only to nerve cells but

also to heart. liver. kidney. and muscle cells. The research team, led by Professor

Alan Mackav-Sim. Deputy Director of the university's Institute for Cell and

Molecular Therapies, has spent the past four years developing the research that will

have potential clinical application in stem cell transplantation therapies and in

understanding the biology of diseases.

Professor 0.bcka\-Sin: said the discoveries highlighted significant advantages of

these adult stem cells over embrycr,ic stem cells. Professor Mackay-Sun said:

"Our experiments have 5110\\'11 adult stem cells isolated from the olfactory mucosa
have the ability to develop into many different cell types if they are given the right
chemical or cellula,' env.ronmenr These adult olfactory stem cells appear to have the
same ability as em-ryonic stem cells in giving rise to many different cell types but

102 Stem Cell Research Foundation.
(Last accessed on

at
12thhrtn: \\-\\,\\' stemce!l research ;~c'.!:!':.:~:oq.0:'2 resources.resources.htm.

September :2005). •

iv3 In the United Slates.

10·l Stem Cell Research
1~ttn:.' 'I \ I ~:lI.:c~~~DJ~~'.Ur.~':'iQ"LS.:.L1.911nd~lt iQIL9r:1.'r~s()urces/reso LIrees. h tm.
September 2005).

Foundation,
(Last accessed on

at
12th
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have the advantage that they can be obtained from all individuals, even older people
who might be most in need of stem cell therapies.

He continues:

Stem cells obtained from and transplanted into the same person would not be
rejected by the immune system. Another advantage of adult olfactory stem cells is
they are readily obtained from the nose and relatively easy to grow and multiply in
the lab. In a few weeks we can make plenty of cells for transplantation or for
studying their biology. We can get them from people with diseases and study the
biology of those diseases as they affect the stem cells or the differentiated cells
derived from rhem."I05

3.3.5 Human Skin

Researchers at "The Hospital for Sick Children" in Toronto, Canada, in November

200-1-showed that stem cells found in adult skin retain their embryonic capability of

making many types of cells. 106

Dr. Freda Miller101
, the study's principal investigator said:

"We think these stem cells are actually embryonic cells that go out into the skin
during development and then stay in reservoirs in hair follicles. These stem cells are
similar to a type of embryonic stem cell called a neural crest stem ce!l, and like
neural crest stem cells. are endogenous and multipotent in nature. These neural crest
stem cells generate the peripheral nervous system, and we are therefore now
confident that we can make neural and other types of cells from the stem cells found
in adult skin." 108

105 Stem Cell Research
11[1P: f,\nvw.stemce IiresearchfouJ1dar iOIl.or" 'resources/resources.htm.
September 2005).

Foundation at
(Last accessed on 12th

Foundation, at
(Last accessed on 12th

106 Stem Cell Research
hltp:i\\,\\"\v .s, e me", IIrese(1rch foulldation .or!! !resoll rces/resources. htm.
September 2005).

107 A senior scientist in Developmental Biology in the Sick Kids Research Institute and a professor of
Molecular and Medical Genetics and Physiology at the University of Toronto. She is also the Canada
Research Chair in Developmental Neurobiology.

108 Stem Cell Research
httD:i !w\\ w. steme!? I!resea feh foundation .onr/resources/resollrces.h nn.
September 2005).

Foundation,
(Last accessed on

at
12th
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Thereafter, in June :005. Researchers at Wake Forest University School of Medicine

in the United States su cessfully isolated stem cells from human skin, expanded them

in the I' oratory and coaxed them into becoming fat, muscle and bone cells, Anthony

I 1,.,0 I he seni I h . idA ta a ' ', W 10 was L e seruor researc 1e1'on t e proj ect Sa! :

"These cells should provide a valuable resource for tissue repair and for organs as
well because these cells are rai.en from a patient's own skin: there would not be
problems with organ 0: tissue rejection."!"

3.4 Debates on Stem Cell Research

There is currently a lot of debate about stem cell research. The debate is two pronged:

First is vhich cells should be used for stem cell research and treatment.

Secondly is whether the results of such research should be patented.

In this section. I shall deal with the first of these arguments, that is, what is the most

appropriate source of stem cells, both for research and eventually treatment.

The next Chapter shall deal with the patentability of this research.

3.4.1 Arguments against using embryonic tissue as a source of stem cells

3A.1.1 The embryo is a human being and should therefore not be used
for research.

This argument has been propagated mostly by the church. The Catholic Church has

been especially vocal on this iSSUe stating their position that the embryo is a human

be ing. although not fully developed ... \nd as such, they stale that the embryo should

not be destroyed. whether for research purposes or treatment.

The late Pope John Paul II in his 1995 encyclical The Gospel of Life wrote:

"Human embryos obtained in vitro are human beings and are subjects with rights;
their dignity and right to Ii fe must be respected from the first moment of their
existence. If is immoral to produce human embryos destined to be exploited as
disposable 'biological materiaL'"

•
109 The Director of the Wake Forest Institute for Regenerative Medicine.

110 Stem Cell Research
httnI\\ ww.sternce! lrcse~!I"Chfoundation.orz 'resources;resources. htm.
September 2005).

Foundation,
(Last accessed on

at
12th

III Professor Thomas A. Shannon "Stem Cell Research-How Ethics Gu~de Us" at
hEr: '" \'.\\ .~II11,~'·i;:~ln.:lth(lic .()r~ :\c\\~k~:.::·sell. Archive.asp, (Last accessed on 121h September 2005).
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Their position has been that if stem cell research has to be done, then there are other

sources of stem cells, from adults or from the umbilical cord of a child that has been

born. T e Catholic Church has no objection to research using these sources of stem

cells. They state that since these other sources are extremely viable and produce good

sources of stem cells then the human embryo should not be used as a source of stem

cells for research or even treatment. 112

1 1 'Dr. Kelly Holloway ~, who is a molecular and cellular pharmatologist and Patent
Attorney, opined thus:

"Today's medical technology enables us to affirm what we have known for decades:
that life does begin at conception. From conception, we are biologically alive. We
are genetically human, we are genetically distinct, and we are sexually distinct 00'"

A disabled woman at a Congressional hearing in the United States said thus:

"00 I want to see aaain' Dance azain? Hear like I once did? I do not want those
things at the cost of a~lY living person and I consider live embryos to be people." 114

It is thus argued that while a lot of good may come from such research, the end does

not justify the means. Curing of thousands of people does not justify the destruction

of others, even though they are just at the embryonic stage of development.

112 Emphasis mine.

113 During a conference sponsored by the Heritage foundation-vFederal Stem Cell Research: What the
Tax Payers should know" {held ill June 2005. She is a molecular and cellular pharmatologist and
Parent attorney in the United States. as well as the senior strategist at the Centre for Reclaiming
America and a founder of Science Ministries, Inc. Her presentation is available} at
httD:iiww\\'.herita~e.or~!Research!He(]lthc(]re.\vm749.cfm (Last accessed on 12th September 200S).

II~ B. A. Robinson, "Stem Cell Research" at htrp://www.religioustolerance.or£!emb-rese.htm. (Last
accessed on 12th September 200S).
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304.1.2 Abortion and commercial exploitation of women

Closely related to the first argument is that stem cell research will encourage abortion.

This i ecause embryos will stop being seen as human beings, but rather as objects

of research, a mass of cells with no identity. In this context, Professor Thomas A.

ShanJ1onll~ stated:

"A moral theologian whom I consulted said that opposition to federal funding on
stem cells from embryos created expressly for this purpose also reflects fear that
such approval may lead to direct federal funding for abortion ... because this
authorization coulu be used 35 ;;11 argument that embryos are not human persons."

Because there will be insufficient embryos obtained for the purpose of in vitro

fertilization (TVF). women will be asked to volunteer their bodies to be used for mass

production of embryos. This is possible by injecting a hormone into the body of a

woman so that her body will release more ova that will then be extracted from her

body.

T Jnfortunately. it is not the nch but the poor women in society who will volunteer

themselves for such purposes. Dr Kelly Hollowell i 16 said:

"More important than the dollars and tbe difficulty associated with therapeutic
cloning is that the process of harvesting a woman's eggs for stem cells places a
woman at risk. Specifically. super ovulation regimens for fertility treatments would
be used to obtain women s eggs. The risks associated with high-dose hormone
therapy are debated. but i'iere is a growing body of evidence that these practices,
whe» used for standard IVF (in vitro fertilization). can cause various problems.
These problems include memory loss. seizure, bone loss. lupus, joint pain. baldness.
stroke. brain damage. inf rtiliry, cancer, and death. And this is under the conditions
of IVF. not under the cond irions for which we would need to produce eggs in large
quantities for research purposes."

115 Professor Thomas A. Shannor , "Stem Cell Research-How Ethics Guide Us" at
h~tD:i \, '.\w.am~l'ic(:ncall]()1 ic .ol'!l.'\:ewslerters 'cu!Archiw.asp. (Lasf'accessed on Ith September 2005).

116 In a lecture organized by the Heritage foundation, "Federal Stem Cell Research: What the Tax
Payers should know" held in June ::':005, She is a molecular and cellular pharmatoiogist and Patent
attorney in the United States. as well as the senior strategist at the Centre for Reclaiming America and
a founder of Science Ministries. Inc. Her presentation is available at
hun:' \\\\'.\.hcrira~c.nrl! Rc~t;;tL£1i.t!,t:.il![hgl!:<,:\\m749.cfm. (Last accessed on 12th September 2005).
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3.4.1.3 Cost of extraction of embryonic Stem Cells, and the resultant
high costs of treatment

It has- been argued that while embryonic stem cells are extremely beneficial for

treatment, it is very expensive to extract them.
11-Dr. Kelly Holloway I states:

c •••• Specifically. the process requires women's eggs. To treat, for example, only the
17 million diabetes patients in the United States would require a minimum of 850
million to 1.7 billion human eggs. You can literally envision women becoming egg
factories. Collecting 10 eggs per donor will require a minimum of 85 million to 170
million women, and the total cost would be astronomical, at $100,000- $200,000 for
50 to 100 human eggs per each patient."

In Kenya, there is little publicly available information on embryonic stem cell

research, but for purposes of illustration of the costs that may be involved, we may

use in vitro fertilization treatment. It was reported by KEMRl118 'when it first began to

offer the treatment that the whole process of in vitro fertilization, from initial

screening, medical care, all the way to delivery of a baby.jor babies will cost
"

approximately Kshs. 400,000.00. However, incase the first attempt is not successful,

repeating the process will cost Kshs. 70,000.00. These high costs clearly marginalise

the poor, and treatment using embryonic stem cells may have the same effect!

3.4.1.4 Safety of treatment using embryonic stem cells

It has been argued that it is wrong to use embryonic stem cells because they tend to

produce tumours, they cause transplant rejection, and they sometimes form the wrong

kind of cells.

II? In a lecture organized by the Heritage foundation, Op. Cit.

us Kenya Medical Research J nstitute.

" •
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Dr Kellv Hollo\\ayI19 states:

"After 20 years of research. embryonic stem cells haven't been used to treat people
because the cells are unproven and unsafe. It will be a minimum of t O years before
treatments might be available. ~1I1':that is a very optimistic prediction."

Pl:ilip H. Coelhol20 also opines rhus:

"Embryonic stem cell lines are notoriously hard to obtain and maintain and it has
been reported that they have triggered malignant carcinomas in animals.
Knowledgeable researchers are cautious about expecting any clinical trials using

Others have argued that embryos are not human beings, and as such it is not wrong to

use them for stem cell research and development. They argue that embryos are just

undiiterentiated cells. This line of argument goes to the heart of the debate on when

life begins. and as a consequence whether abortion should be legalized, an area that is

beyond the ambit of this paper.

3.4.2 Reasons for use of embryonic stem cells

The main reaso: s for the use of embryonic stem cells are that

1. They can divide for 101g periods of time in the laboratory to produce more

stem cells.

2. Secondly, that they can transform themselves into an. of the cells present in

the human body (e.g. skin cells, liver cells, heart cells, and so on).

"" Thirdly. it is believed by some that life does not begin until the live birth of a

child.

119 In a lecture organized by the Heritage foundation, "Federal Stem Cell Research: What the Tax
Payers should know" held in June 2005. She is a molecular and cellular pharrnatolcgist and Patent
attorney in [he United States. as well as the senior strategist at the.Centre for Reclaiming America and
a founder of Science Minis.r ies. Inc. Her presentation is available at
l!t~D:\\\\\\.!i~xjl.~!.;;.eorgJSe~e.;lr.c:.hJj_G.lJtl:cre."I\"m749.ct111 (Last accessed on 12th September 2005).

1:0 In a lecture organized by the Heritage foundation, "Federal Stem Cell Research: What the Tax
Payers should kJ10\Y·· held in June 200S.His presentation is available at
liliJ!:/\\ \\·'.\.i:cri@!!e.o'·!!J{e~e~,\rch.'Hea':I:cJre.'wm749.cf!l1. (Last accessed on 12th September 2005) .
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In Dietrich v. Inhabitants of Northampton'r", the Massachusetts Supreme

Court reviewed a lower court decision regarding a fatal injury to a foetus: a

woman who was four to five months pregnant fell on a defective road in the

town of Northampton. The fall had precipitated the miscarriage, The Court

noted that no COHn had ever permitted an action to be maintained by an infant

who experienced injuries in his mother's womb and that the foetus, being an

appendage of the mother, had no locus standi to sue. The Court argued that at

the time of the injury, the foetus "vas part of the mother, and therefore the

mother could recover injuries for the foetus,

In Roe v. Wade, 1.?:7JaneRoe, a single 'woman in the Texas County, instituted a

federal action in March 1970 seeking a declaratory injunction that tile Texan

Criminal Abortion Statutes were unconstitutional. The COUli held that those

statutes were indeed unconstitutional. and abortion was hence legalized, The

court noted that there has always been strong support for the view that life

does not begin until live birth. The decision of the court in this case was based

in par! on the fact that the unborn have never been accorded recognition as a

full legal person.

In Re Estate of the late K. Ex parte [he Public Trustee, /23 the issue was

whether two embryos were indeed human beings for the purposes of

succession. The Court held that the common law has refused to confer legal

rights upon a human embryo unless and until it is born having a separate

1~1 138 1\la55, 14 (1884); LJ1Y5ess K. K Jusun, "Embryonic Stern Cell Patenting, the EU, Kenya and the
USA" pp 171.

122410 US 113 (1973): Ulysess K. K Justin, "Embryonic Stem Cell Patenting, the EU, Kenya and the
USA" pp 124.

123 (1996) 5 Tas R 365 at 373: Ulysess K. K Justin, "Embryonic Stem Cell Patenting, the EU, Kenya
and the USA" pp 176, •. •
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existence from its mother, and therefore has contingent or potential legal

rights which vests and become enforceable upon its live birth.

It is therefore the belief of many that since a foetus is not a human being, then

an embryo cannot be one either.

3.5 Stem Cell Research in Kenya

3.5.1 In Vitro Fertilization

There is a lot of research being conducted on in vitro fertilization (IVF). As discussed

earlier, in vitro fertilization is a procedure whereby eggs are taken from a woman,

fertilized in the laboratory using her partner's sperm, with the resulting embryos

being transferred back to her uterus, two to five days later. This transfer is to help the

embryo to develop normally. The technique is usually used to treat both women and

men who are infertile. But it is nor111:111)'the treatment of choice for a woman with

blocked fallopian tubes, the avenue through which the egg travels from the ovary to

the uterus. The first IVF baby, Louise, Brown, was born in July 1978 in EngJandJ2.J.

It was reported by Charles Njeru125that Kenya may soon celebrate her first test tube

baby. He reported that according to information received from Dr. Joshua Noreh, who

is the gynaecologist in charge of the first test tube baby clinic, of the women

receiving the treatment, one of them has reached her seventh month in her pregnancy

in October.

The remaining eggs that are not used for fertilization in the countries where stem cell

research is being conducted are the ones that would be used to conduct embryonic

stem cell research if it had began in Kenya.

124 Gatonye Gathura and Obote Akoko, The Sunday Standard, October 12th 2003.

Charles Njeru, "Kenya's first test-tube baby still on course",
IntD: '\\\\'\\".31 IA frica.com 'storics'''''00~09? !0729 ,html. (Last accessed on 28th October 2005) .

J 25 at
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KE;\IRl

There is currently no documented stem cell research being carried out in Kenya.

According 0 Dr. Solomon S. R l'"lpoke,126KEMRI is still at the proposal stage. He

however believes that it is an area of great potential. In his estimation, stem cell

research in Kenya may begin in the next year, once KEMRI obtains approval and

funding from the Government.

3.5.3 The Embryonic Srem CeH Bill for Kenya

Ulysess K. K Justin 127has done a lot of research on stem cells, and especially

embryonic stem cell research in various jurisdictions. He has published a draft Bill,

the Embryonic Stem Cell Bill for Kenya, in which he proposes or suggests rules

relating to the use of Gametes and embryos. He calls the Act The Gametes and

Embryos Act whose purpose, if passed by Parliament, will be:

.. An Act 0 parliament to make provision for the promotion of medical advances in
connection with human enbryos and any subsequent development of such embryos;
to increasing knowledge about the creation and development of embryos: or about
disease. or enable SUC!1 knowledge to be applied: to facilitating such knowledge
through the grant ~111dregulation 0 - patents and for connected purposes."

The main provisions of the Bill are:

1. The object of the Bill is provided for in Section 8, which is to address

concerns. including the increase of knowledge about the creation and

development of embryos. or about serious disease, or enable such

knowledge to be appl ieel III the treatment of infertility, increasing

knowledge of congenital diseases, miscarriage, more effective

methods of contraception, knowledge about the development of the

embryo; and enabling such knowledge to be applied in developing

treatment for serious disease.

11. In Section 6, the Bill provides for the patentability of inventions

containing biological material or a process by means of which

12j A researcher at KE\iRI. Op. Cit.

•

60



biological material is produced, processed or used, provided they meet

the three basic requirements of novelty, involve an inventive step and

are ihdustrially applicable.

111. In Section 9, rl e Bill provides for the use of excess embryos removed

from an adult's bod- to be used for someone else's pregnancy, for

culturing of embryonic stem cells, and for the performance of

scientific research.

IV. Section 10 provides for the establishment of the Kenyan Medical

Association Research Council Embryo Research Licensing Committee

whose main functions are licensing as provided under the Act and to

review information about embryos. The Section also enumerates the

membership of the Committee.

v. The Bill also provides for the licensing system, enumerates rules

governing scientific research with embryos outside the human body,

prohibited use of Embryos and gametes outside the human body, and

also for various offences.

The Bill was published in :::005 and also has an explanatory memorandum where he

explains what Stem Cell research is, as well as the various sources of stem cells (both

adult sources and embryonic stem c lis as discussed in this chapter), and their

advantages and disadvantages.

He explains in great detail the value of the embryo in stem cell research, and the

various moral. religious and ethical concerns raised by various people and

organizations. Once presented to members of parliament (if at all), then this nation

will be one step in the right direction-towards enacting an Act of Parliament that will

provide for stem cell research.

C A lawyer in Kenya. and-the drafter of [he Embryonic Stem Cell Bill for Kenya. •
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3.5A Critique of the Embryonic Stem Cell Bill

In 1:1\ opinion. members of Parliament should not pass this Bill in its current form.

The regu atory structures (the Kenya Medical Association Research Council

Licensing Committee) are acceptable. but embryonic stem cell research and hence its

licensing under the Act. in my view. is not acceptable. I believe that life begins at

conception. and embryos are therefore living beings that deserve protection, just like

infants. from the legislature.

In Davis v. Dal'i/:!8, a divorce suit involved the battle for disposition of seven frozen

embryos of a couple that had att mpted to bear a child through in vitro fertilization. In

answering the question when human life begins, the court concluded that it was at the

point of conception.

The United Nations Resolution A-RES-3 7-i29 states:

"Every form of life is unique. warranting respect regardless of its worth to man, and,
to accord other organisms such recognition, man must be guided by a moral code of
action."

The Resolution is a plea that life forms, other than those falling within the traditional

concept of human, are worthy of moral status.

The Bill should therefore be amended to provide for stem cell research using the

various other sources described above.

3.6 Conclusion

As discussed above. there is J. lot of excitement in the medical field because of the

discovery of stem cells that can be used to treat a number of diseases, The next

chapter shall discuss stem cells in relation to patentability, that is, whether the results

of stem cells should be patented in Kenya. •

128 Tenn. 1992 842 SW 2d 588.597; Ulysess K. K Justin, "Embryonic Stem Cell Patenting, the EU,
Kenya and the USA," pp 178.

129 World Charter for ~..:ture. adopted on the 28'11 of October 1982, as quoted by Ulyst;.ss K. K Justin.
"Embryonic Stem Cell Patenting. the EU, Kenya and the USA' pp 186.
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CHAPTER FOUR
PATENTABILITY OF THE RESULTS OF STEl\1 CELL

RESEARCH

4.1 Introduction

This being the last Chapter, I shall delve into the debate on whether the results of

stem cell research should be patentable. Various arguments have been raised, both for

and against it, which I shall discuss. I am of the opinion that they should be patented,

subject to some legislative regulation, and I shall therefore give recommendations on

the regulatory mechanisms.

4.2 Reasons why the results of stem cell research should not be patented

In this segment, I will enumerate reasons against the patenting of the results of stem

cell research. In the next one, I will present reasons why patents should be granted,

despite the reasons enumerated below.

4.2.1 The patents will raise the costs of treatments, and therefore less
accessible

The biotechnology industry claims that patents are necessary so that innovative, life-

saving treatments will be developed. In reality however, parents will grant exclusive

or monopolistic rights to the patentee. Thus, in order for the methods of treatment to

be available to others, they will have to pay royalties. The costs of treatments will

thus be even higher than they are already. I am of the opinion that the result of

granting such patents will. in effect, be a way of shutting out millions of people. who,

although in need of the treatment will not be abJe to afford it. Any treatment using.
stem cells will be for the rich. This is morally and ethically wrong .

.. •
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In Kenya for example. cost of I\'F treatment for people in Kenya has been estimated

at S5.000 US.l30 This can be used as an indicator of how expensive treatment using

stem cell r > earch would be.

In June 2001 Myriad Genetics Laboratories in Ontario, Canada, declared that

hospitals in several pro v inces were violating its patent on a test of genetic

susceptibility to breast cancer. \tlyriJd demanded that all testing be conducted in its

laboratory in the United States at a cost of about US$2500, almost 5 times what is

currently being charged. However. other provinces either stopped using the test or

quietly went on as usual. In September :::001 the Ontario government announced that

it would challenge pri vate companies' rights to patent genes and to control, and profit

tram. diagnostic and medical .reatrnents using the patent. 131

~,2,2 Commodirification of the human body132

There are fears that patenting of the results of stem cell research wijl eventually lead
~

to the cornrnoditificarion of the human being. Human beings may lose rights to parts

of their bodies in favour of a research institution.

For example. in Moore v. Regents of University of California+' 1976 a leukaemia

patient named John ;\1ooreI3
-! had surgery at the University of California to remove

his cancerous spleen. The University was later granted a parent for a cell line called

"1\10." removed from the spleen. which could be used for producing valuable proteins.

Anglican Church. (200.3) "In vitro fertilization"
hrtn: \\\\\\.:lI1:.>.!iCall;Ollrllcli.cOIll i 19·W\\orldOC)-(ltml. (Last accessed on 11th October 2005).

130 at

131 Donald J. Williamson and Stuart :VI. \lacleod, "Patenting of genetic material: Are the benefits to
socier. being realized?" At l.!..t!.JL'/\.\\\\'..c-m:!.ca.'c(Yj/colllemifull:167!3l2S9. (Last accessed on 22nd
September :WO.5)

•
13: Eric Beresford. "Patentinz Life ·0 Dangerous Step" at http://w\',·\v.or!!aniccOn5ulllers.or,,/ (Last
accessed on 12th September :W05,1.

133 793 P. 2d ~79 (Cal 1990) cert. Denied III S. Ct. j 388.

13" Council for Responsible Genetics. ··DNA Patents Create Monopolies on Living Organisms" at
tllL'-_ \'1\ '.\act iO~ll:~-,Dscj.=Jl£~:.\.:.'.:g.(Last accessed on 12th September 2005)., .
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The long-term commercial value of the cell line was estimated at over one billion

dollars . Mr. Moore demanded the return of the cells and control over his body parts,

but the Ca ifornia Supreme Court decided that he was not entitled to any rights to his

0\\11 cells after thex had been removed from his bodv.. .

If ownership has been granted to strains of genes, then this trend will continue, even

to the entire body of a human being.13~ Scientists may one day be able to "create" a

human being. just like they were able to clone the famou sheep "dolly". The problem

is that because that individual will be the result of the inventiveness of a scientist, the

scientist will be vested with ownership. In my opinion, the individual will thus be a

slave of its creator, having no constitutional protection, as they are not really a human

being-a product of nature. but are the product of a laboratory.

4.2.3 The duration is too long

The Industrial Property Act 200 I, as well as the TRIPs Agreement on Intellectual

Property, provides that once a patentee has been granted a patent, then he will be

protected for 20 years. I believe that patents should be granted for stem cell research.

On the other hand. however. I am concerned that the period of protection of a patent

is too long. If the goal and purpose of stem cell research is to get methods of

treatment for diseases is the treatment of diseases that have defied other conventional

treatments, then to provide protection for ~O years (minimum) is way too long. For

[his reason. I believe that patents shot ld not be granted for the results of stem cell

research.

4.2..1 Common good of humanity

If the purpose of stem cell research is to alleviate human suffering, then such research

should not be patentable. Infact. it should be free for use by any hospital in the world

j35Ted Peters "Patenting Life: Yes" at httD:I/www·.firstthin2:s.com'index.html. (Last visited on 12th
September 2005).

•
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for the treatment of their patients. A doctor is a professional, whose primary purpose

and goal should always be trying to heal the human body and not make money.

4.3 Reasons for patenting the results of stem cell research

4.3.1 Medical purposes

The most compelling reason in my VIew why bio patenting should continue with

regard to stem cell research is that it offers hope for the treatment of many diseases.

Scientists are finding treatments for diseases in genetic structures of many organisms.

Thus, it is to the advantage of humanity that bio patenting is continued. Many

research companies (for example, the lawyers for Harvard University, when arguing

for the grant of patent for the oncomouse, in the Harvard Mouse Case'i" stated that

researchers need to be assured of a financial reward for their work, thus promoting

medicaliy beneficial research) undertake research projects because they believe that

should they will produce a genetic strain that meets the requirements for patentability,

that such results shall be patented and they will be able to exploit the patent for their

financial benefi t.

Thus, it would be to the benefit of mankind that bio patenting should continue.

Scientists, with the motivation of the possibility of a grant of a patent, will continue

research for the cure of many diseases. Thus patients with cancer, Alzheimers, and

other debilitating diseases may one day get a cure.

As earlier discussed in Chapter 3, stem cells can be used to develop an;" of the 220

cells in the human body. Today, the medical field, many potential organs that have

been donated for transplants are being rejected because of the presence of the

HIV/AIDS virus. Others are rejected due to incompatibility between the organ of the

donor and the donee. Stem cell research is a possible ~ay out. By using the stem cells

136 [1990] 0.1. E.P.O 476, Tech Bd App [1991] E.P.O.R. 525 as reported in Doris Estelle Long and
Anthony D' Amato (2000) rI Course Book on Intellectual Property Law American Casebook Series,
Minnesota pp 192-194 (1 SI Edition).
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of either the patient or a donor, it may be possible to develop or "grow" the requisite

organs. and thus the standard of life of such patients will be greatly enhanced. 137

4.3.2 Financial gain

As discussed earlier in Chapter 2, there is great potential for financial gain, both for

the individual inventor and the government. This is due to the exclusive rights of

exploitation. manufacture and sale granted to a patentee for the period of 20years.

Although final cial gain is not be the primary consideration to promote research into

stem cells, it is still a consideration non-the less, and should be taken into account.

4,4 Summary and Recommendations

In summary, the legislature should always take the following into consideration when

dealing with stem cell research'r":

a. Every human being. however conceived or created, is unique and deserving of

protection.

b. Every human being has the right to individual autonomy, that is, that his or her

bodily integrity must not be invaded or compromised by others.

c. No person or entity has the right to enslave, own, or control any human being.

regardless of the stage of biological development.

d. Any organism that is genetically human is a human being. Thus, an embryo is

a human being. albeit not fully developed.

The following are my recommendations as regards stem cell research in Kenya.

1) Appropriate Source of the stem cells

As discussed earlier in Chapter 3, there has been a lot of acrimony and heated

debate against the use of embryonic stem cells. Kenya is a moral and very spiritual.
country, and its people strongly believe in the sanctity of life. Sections 158- 160 of

13; As discussed with Dr. Mpoke. a researcher at KEMRI, Op. Cit.

1;3 Paige Cunningham. "The Right to Parent a Human Being: Fact. Fiction, or Future Possibility?" at
hn!2~\\\\~'::.,.cbhd.\l!.:~r.:s~~" (Last accessed on 12th September 2005). •
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the Penal Code !39 crirninalize procunng abortions. Section 158 states that any

person who assists a woman with child to procure an abortion is guilty of an

offenc . Section 159 of the Act provides that any woman who tries to procure an

abortion is guilty of an offence. and Section 160 of the Act provides tbat any

person who unlawfully supplies drugs or instruments to procure an abortion is

guilty of an offence.

Section 71 of the current Constitution provides for the right to life. It provides:

""\:0 person shall be deprived of his life intentionally ... "

It does not however provide for where life begins. However, the Proposed New

C . . fK I-lO A . 1 "':; ., honstitution 0 'enya , rtic e .L provices t us:

..~I) Every person has the right to life except as may be provided for in an Act of
Parliament.
(2) The life a/a person begins at conception.
(3) Abortion is not permitted except as may be provided for ill an Act of

Pcrlinment."

The proposed new Constitution was drafted by the Constitution of Kenya Review

Commissioners went round the country collecting the views of Kenyans on what

they wanted the new Constitution to be like. The fact that Article 35 of the

Proposed Ne\\ Constitution is in the draft indicates that this position is what the

majority of Kenyans wanted.

Many people will therefore be against embryonic stem cell research, because as

discussed earlier. to extract the requisite cells the embryo will be destroyed, IS

destruction of life. The role of Government is the protection of human life and not its

destruction. The right to life by each individual member of the society is clearly

provided for under the Kenyan Constitution.

In Yasmin v. lvfuhoiJllnei':! the late Madan J discussed the function of the court to

safeguard the interests of infants and the unborn.

139 Chapter 63, Laws of Kenya.

uo I' 'G S 10 t '" L~r.enya azette LlPP •• men :...0. \I.). •
i,
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He said thus:

"This COLIrT is especially endowed with jurisdiction to safeguard the interests of the
inf nrs. The court is the parent of the infant ... The welfare of the infant is paramount
and is clear ro the he311 of the court .... All infants fall within the ambit of the
Guardianship of Infants Act and he court is charged with the sacred duty of ensuring
that heir interests remain paramo nt and are fully preserved."

Stem Cell Research is a relatively new area in Kenya, as evidenced from the progress

discussed in Chapter 3 on in vitro fertilization. As such, there has been no ruling from

the courts on th legal status of the ernbrvo. However, in my opinion, the court should

accord the human embryo the same protection as an infant, and thus forbid the use of

ernbrvos in stem ce 11research.

Some scientists in developed countries, as discussed in Chapter 3, also argue that

"the end justifies the means", meaning that embryonic stem cell research should be

continued and enhanced. as it is one of the areas with a lot of potential in finding

treatment of human diseases. This however, as discussed in Chapter 3, IS a verv

controversial debate.

In The WARF dpplicm!Oi7.1.l: \\-ARF was responsible for developing the first

technique to isolate human embryonic stem cells in 1984, and holds a Patent over the

technology in a number of jurisdictions. The application concerned a claim disclosing

the methods of preparing Embryonic Stem Cells from essential primate cells. It was

accepted. but not demonstrated in the application that this method could enable the

production of embryonic stem cells. Moreover, the sole method of production of the

stem cell cultures that was described involved the use, and destruction of the

embryos.

The Examining Division rejected all claims which could be extended to the human

embryonic stem cells as invalid on the grot nds of immorality The main message of

this ruling is that the moral concerns goes far beyond parenting itself. It implies that

!~I (1973) EA 370. as quoted by Ulysess K. K Justin in his article on the Embryonic Stem Ceil Bill for
Kenya (Unpublished).

1~2 Ulysess K. K Justin. '~mbr:onic Stem Cell Patenting, the EU, Kenya and the USA" JlP 37.
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the mere use of embryos in the research and development of an invention is sufficient

to bar the patentability of that invention. The Division pointed out in their ruling that

ernbryoni stem cells derived from human embryos are not patentable.

This should be approach or' the Kenyan courts and legislature.

Dr. Kelly Hollo\\ell1.f3 said:

"Todavs medical technology enables us to affirm what we have known for decades:
that life does begin at concebrion. From conception, we are biologically alive. We
are genericaiiy human. we are gc.ietically distinct, and \YC are sexually distinct."

Medicine has proved that an embryo is a human being. It may not be fully developed,

but a living being non-the less. Therefore, use of embryonic stem cells should not

only be highly discouraged, but infact criminalized with very heavy sanctions.

2) Compulsory Acquisition

Admittedly, costs of medical treatment may, and most probably will, rise. The costs

that will result should not l e a hindrance to medical care. The; Government can

compulsorily acquire such methods of treatment and provide the services at a cost

that is affordable to her citizens .. After all, one of the primary responsibilities of a

government is to provide affordable health care for its citizens, and this is why

Charity Ngilu. the minister for Health campaigned so hard for the passing of the

National Social Health Insurance Fund Scheme Bill in 200:3.

By using the taxes collected form the citizens, some of this money can be apportioned

to the health sector so that this money offsets a certain amount of the medical fees.

Individuals will thus be indirectly contributing to the provision of treatment of their

sick neighbour.

143 In a lecture organized by the Heritage foundation, "Federal Stem Cell Research: What the Tax
Payers should know' held in June 2005. She is a molecular and cellular pharmatologist and Patent
attorney in the United States, as well as the senior strategist at the Centre for Reclaiming America and
a founder of Science Ministries. Inc. Her presentation is available at
llilp: \\\\\2Jlcr:[~:!!':.Oi·-' R>c~trch. Hea.!,1:c.:m::\\1ll749.cflll. (Last accessed on 12th September 2005) .
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3) Amendment of the Industrial Property Act, and enactment of a new Act

Section _ (3)(c) of the Industrial Property Act, 2001 provides that methods of

treatment of the human body as well as diagnostic methods practised in relation with

the same shall not be protected by the patent regime in Kenya.

This section can be interpreted in two ways in relation to the patentability of stem cell

research. Firstly, it may be argued that both the method of extraction of the cells. as

well as the final results of the cells are not patentable.

In the alternative, it may be argued that since the Act says" ... methods for treatment

of the human or animal body by surgery or therapy, as well as diagnostic methods

practised in relation thereto ... ,- are not patentable under the Act, the Act may be said

to disallow patentability of the stem cells once they have been extracted. The method

of extraction may still be patentable.

Therefore, to avoid any doubts or confusion, the Industrial Property Act, 2001 should

be amended to expressly allow for the patentability of the method of extraction of

stem cells. Only the method of extracting the cells should be patented and not the

final result (the stem cells).i-+-+Research aimed at obtaining and isolating elements

valuable to medicinal production should be encouraged by the patent system.

To patent the final result (the extracted stem cells) would be disastrous to society,

and especially the people of developing nations. This is because medical care would

be unaffordable. Not only would they be forced to pay for the extraction of the cells,

they would also have to pay for the final tissue that will have been developed for that

particular disease. Not many hospitals would be able to afford to provide such

medical services. and so treatment derived from th; results of stem cell research

would only be for the wealthy.

l~~ A similar view is held b:: Henry Robertson, "Patenting Products of Nature" at
l.llw\\ \\\u!l"Ccns.urgS-JJ..n)-,,~'\Jl_tDll· (Last accessed on 12th September 2005).
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This position is supported in the case of The New Zealand Leukaemia Patent Casef./5

wher the question for determination was whether a patent may be granted for a

method of treating of a disease or illness in human beings. The court held that it was

unwilling to break new ground by granting such a patent. It was felt by the court that

patenting of such methods was a matter that was best left in the hands of parliament.

In addition. as stem cell research is a complicated process requiring clear guidelines,

it would be advisable to have a new Act of Parliament devoted entirely to stem cell

research. Such an Act should set in place clear regulatory guidelines on which stem

cells should be used. There is currently no act of Parliament dealing with the use of

human tissues from living beings for research and therapeutic purposes. The Human

Tissues Act1
.J6 makes provision with respect to parts of bodies of deceased persons.

There is therefore need for Parliament to enact another statute that will make

provision for the use of tissues of living people.

4) Regulation of stem cell research

As stem cell research is a very specialized field even in the medical profession, a

specific Board given the mandate to deal with stem cell research should regulate

research into stem cells. Hence. before a patent is granted to an individual or

organisation, the Board should approve it. Further, the investigative powers should be

vested in the Board that is they should be charged with the responsibility of

investigating cases of non-compliance with the regulations on stem cell research.

KIPI, 1~7 should be vested with the powers of prosecution, that is, any cases of non-

compliance should be reponed to KIPI who will then begin prosecution proceedings

against the infringer.

145 In the COUll of Appeal of New Zealand. 1982 (1983) FSR 593.

146 Chapter 252, Laws of Kenya.

147 Kenya Industrial Property Institute. established under section 3 of the Industrial P!operty Act...
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5) Grant' of funds

Research into other potential sources of stem cells should be encouraged. The

Government s11o<.11dgrant fi.nds IO institutions like the Kenya Medical Research

Institute (KE\IRl) to aid in research in the area of stem cells. Funds are necessary as

extraction and experimentation of stem cells is an expensive venture.

6) Consultation with stake holders

Stem ceil research is a new and undeveloped area 111 Kenya. Therefore, the

Government should involve and consult all stake holders before embarking on the

process. This will lead to its acceptability and reduce acrimony. This is very

important, particularly if the Government decides to embark on embryonic stem cell

research, where the Church is likely to be opposed.

While discussing Genetically Modified Organisms (GMOs)148, Dr.T'atricia Kameri-

_1botel~9 said:

"Most governments are not consulting widely with stakeholders before accepting
GMOs for agricultural purposes. Indeed in some countries the debate is still at the
level of cio we or do we not need biotechnology? This ignores the fact that there are
already biotechnology activities ongoing in these countries"

4.5 Last Word

Although there is still a lot of research and experimenting that needs to be done

before stem cells can be used in the treatment of human diseases, I believe that it is an

area of great potential in curing many of the diseases that people are suffering from.

The Government or Kenya should th refore fully support KEMRI once it begins

research on stem cells. Many developed countries are benefiting a lot financially from
•

I~S Emmanuel Koro "Africa Lacks Adequate Expertise to tackle Bio Technology" at http://www.
\Vorldbank.ar" 'dt'voutreach. winterO I !doCll!l1cnt.asp. (Last accessed on zs" October 2005).

1~9 Then the deputy director for the African Centre far Technology Studies (ACTS) an~ lecturer at the
University of. .airobi. faculty of Law in an interview in Kenya by Immanuel Koro, Op. Cit.

"..
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STem cell research, So should Kenya, and this can only happen if there is adequate and

appropriate goodwill from the Government.

•
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