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SANCTIONING STEM CELL PATENTS ON THE
BASIS OF MORALITY: LESSONS FROM EUROPE
AND THE USA
Arwyn Singh®

Introduction

The mim of this paper is twofold: firstly, 1o discuss and examine the morality
element in the patenting of human stem cell based inventions. snd secondly, 10
discuss its path with recommendations made in the light of the uncertainties
surrounding the subject matter, What lessons can Malaysia take from Europe and
the US in luying foundations for the journey towards atiaining its objective of
developing Malaysia into an industrialized country by the year 2020 in this era of
rapidly evolving iechnology?

Biotechnological discoveries involving stem cells, with much commercial
potential, huve generated huge interest and controversies in the sphere of public
health and morality, Programming genes to grow into a fully functioning heart,
creating artificial life and other DNA forms that can survive in space and assist in
¢leaning up oil spills in the oceans, the production of synthetic food, the fight
against Dengue fever, suving and reviving extinet species, are some of the possible
outcomes resulting from such research. As the creation, operation and mierpretation
af the patent system are linked to moral standards, patent law has provided a forum
for raising moral questions. Various moral spproaches are used in assessing the
expression of moral values by differont writers.' These approaches provide some
puidelines in assessing the expression of moral values, although they contradict and
promote different values, rights and obligations.
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The ongoing controversy surroundin # the research on the embryonie stem
cells results in heated debates, The rapidly evolving technology, which holds hoth
peril and promise, has divided public opinion as can be scen from the briefs aof
patent lawyers, biotech industry representatives: 58 wall s ethical, religious and
green groups. There is a need 1o find an acceptable pathway for the promation of
these discoveries that has the promise of improving human welfare.

Recent Developments

In May 2010, at the ). Craig Venter Institate? in Rockville, Maryland, the
rescarchers created the first life form entirely with man-made DNA_ ' Venter and
his team of scientists made a copy of a bacterium's entire genome and transplanied
it into a related organism, where it functioned normally, The synthetic genome
created is almost identical to that of 8 natural bacterium, This self-reproducing semi-
synthetic micro-organism made in the laborstory, controlled by man-made genetic
instructions with the aid of a computer, giving rise to a new life form is a gigantic
step in the emerging field of synthetic genomics. According to experts, scientists
have been altering DNA piccemieal for many  years, producing genetically
engineered plants and animals, but the ability to craft an entire organism and the
ereation of an artificial life offers & new power over life.! Venter wiants o patent
methods for making synthetic organisms. He and his research team are based ut the
non-profit J. Craig Venter Institute bu they recently started a company o
commercialize the work. The filing of such patent applications would give his

Venter 1s one of the scientisis who developed fast DNA decoding bechmiques that helped
bring the Human Genome Project o an early conclusion 10 years ago.

E Pennisi, *Synthetic Genome Brings New Life to Bucterium’, [2010] {9981 ) Science
31E, 058 {hr:p-Jm'mv.nu:nmnug.nrg.-':grn:nutmt.-‘rulr.-'}lﬂ.“sqmIHSE} igcessed ()
August 2010; Thomas H Maugh 11 and Shari Roan, "Artificially created cell called o
scientific feat’ [2000],  Los Angeles Times (Los Angeles, 20 May 2010)
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company, Synthetic Genomics Tn:.. exclosive nghis o methods for making
synthetic organisms. These are concems arising from his future monopoly in this
field of technology which would dominate the industry,

The work provides a blueprint for making organisms that would open the
door 1o the manufacturing of vaccines, now drugs, better fuels, sources of food,
manufacturing DNA  and other possibiliies which had not been previously

envisaged.

Also the stance taken by the UK government in 2008" on the use of
“human admixed embryos” involving human and snimal genetic matenals has
added huge excitement and concern on embryonic stem cell research.’ However, the
above accomplishments will stir controversial questions of morality and public

safety nbout artificial life form.
Embryvonic Stem Cells - Recognition

The patentability of human embryonic stem cells is a highly controversial matier,
The humnn embryos that are destroyed as & result of stem cell research have
aftracted much controversy with regard 1o the moral or ethical status of the embryo.
For this reason, scientists are working to find new sources of materials to produce
human embryonic stem cells deemed vital for research purposes. For instance, two
research teams, one of which was headed by Professor Shinya Yamanaka and the

* IDNA is the code that tells cells when ond how (o make proteins, the building blocks of
all life forms. Venter and his collcagues are researching ways 10 command cells o make
pubstances such as efficient binfuels. The creation of a cell whase genome is completely
unider humnn contral is a crucial step towards achieving those ends

*  Catharine Paddock, *Britain To Go Ahead With Human-Animal Embryos for Research®

[2008] Medical News Today <hiip:/www medicalnewsiodny. comiuriclesT | 370.php=

mccessed 10 Augusi 2000

Kmiciowicz Zosin, “Regulator gives green hight 1o wsing humsn-animal embrvos” (2007)

7619 British Medical Journal 335, 53]
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other by James Thomson reported in 2007 & method to generate human embryonic
stem cell-like cells by reprogramming adult human skin cells with o cocktail of
transcription factors, without the need of a human egg or embryo, * This
breakthrough can lead 1o the production of patieni specific embryonic stem call
lines that could potentially be used for cell replacoment therapies. Initially there
WETE Some Conoermns reluting to the risk of possible cancer, but the research team has
made progress to deal with this problem.”

Also the use of human admixed embryos will gid in overcoming the
shortage of embryonic stem cells, Human-wiimal hybrid creation is desirable
because insufficient cell material from completely human sources is available.
Public opinion is finely divided, with people generally opposed o such research
unless it is likely to lead to medical advances," Changes are outlined in the UK
Human Fertilization and Embryology Act 2008 which amended the UK Human
Fertilization and Embryology Act 1990 % i view of medical technology
developments and changes in public ethical attitudes with respect 10 both human
fertilization and stem cell research. This Act permits the creation of hybrid embrvos
for the purpose of stem cell production subject to certain restrictions, which can in
turn be used to develop new medical treatments for various medical disorders. The
Act created the Human Fertilization and Embryology Authority which allows
women to donate their eggy for research purposes provided that there are safeguards

Laurs Bonetta, *Furopean Stem Cell Patests: Taking tl !
Syt aking tlye Mom| High Rogd® {2008) 132
‘Researchers get closer to safe stem cell treatments’, AFF (14 Februury 2008)
"ﬂlt‘q:'m e :.-'-"lfp?u-;:ng!!.mnﬂmiclm'hl #qh!jh.ﬁltlpdlcﬂvﬁ‘rﬂﬂ-l]mh-ﬁg}ﬂ'ﬂﬂchﬂ- accossed
Ogust L0040,
" David A Jones, "What does the British i
: - public think aboul h . 1 hyb
;r:‘ur:.rnﬂ?' {2009) 35 Journal of Medical Ethics 168-170. W, e
ber 1o Schedule 3 of the Human Fertilization and Embryology Act 2008 on *Consent to
Use or Storige ufﬁﬂrp:bq Embryos or Humon Adinixed Embryos’.
The Human le_fmuun und Embryology Act 1990 onginally laid down the prohibition
on buying ar selling of gametes and embryos. Donmtion of eggs motivated by the desire
to be financially rewarded through some form of remuneration may be o reality which
may be seen as exploiting poorer women,
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in place to ensure the women are p?upcri}' informed of the risks of the procedure,
and are properly protected from coercion,”

The stands taken by some countries will be looked al to appreciate the
ethical concerns on the patentability of embryonic stem cells,

Few of the jurisdictions’ laws prohibit discarding of human embryos that are
surplus to use for purposes of in vitro fertilization. The UK Human Ferulization and
Embryology Act 2008 compel discarding of preserved embryos in accordance with
the Act when permission to retain them under the Act expires. The Act does not
define the status of the embryo but allows the creation of embryos for research

purposes by permitting research until day 14.”

The European Group an Ethics in Science and New Technologies,” which
is an advisory group to the European Commission, on the issue of sources of stem
cells made its position clear through two reports. In November 2000, it reported on
ethical aspects of human stem cell rescarch and concluded that research should first
proceed with the use of spare embryos, foetal tissues, and adult stem cells, rather
than by creating embryos for this purpose,'” In May 2002, it reported that only stem
cell lines which have been modified thereby ncquiring charactenistics for specific

" 1 s also refermed fo as HREA. 1t is UK's imdependent regulator oversesing the use of
gametes and embryos o fertility  treatment  and  research.  The HFEA

licenses fertility chinics and centres carrying out in vitro fertilization (TVF), other assisted
cunception procedures and human embryo research. Detailed mformation available at
<hitp:/rwww.hiea, gov.uk/egg-and-sperm-donors. htmi>

" Section 3 of the 1990 Act also prohibits placing in & woman anything other than human
embryos of gametes, and placing embryos in amimals. Licensing is regulated by Schedule
2 which allows HFEA diseretion in determination of appropriate research activity,

" The Group is a neutral, independent, pluralist and multidisciplinary body. Its tsk 1= to
examine ethical questions arising from science and new technologies and on this basis to
issue Opinions to the European Commission in connection with the preparation and
implementution  of Commumity legislation  or  policies.  Also refer i <

& hittp:/ec.europa.eu/european_group_ethics/index_en hitm=.

" Anme MeLaren and Gdran Hermeren, *‘Ethical Aspects of Human Stem Cell Research
and Lise’ [2000] EGE Report No.l S<hitpe/curapn.ew.int'comm//european_group_ethics >
pccessed 12 Adigust 2010,
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industrial applicabon will satisfy the legal requirements for patentability and this
report was criticized by some patent sutharities.” The Group did not make any
ethical objections to patentability involving human stem cells, brespective of their
SOUTCE,

In Europe, various regulations and approaches are in place on the use of
human stem cells for research,”” The German Fedoral Constitutional Coyrl has
given some degree of recognition by stating that under the national Basic Law, the
life of the unbom has value,” but not necessarily 1o impair nghts to therapeutic or
cugenic abortion. Germany has given the green light to restricted imports of
embryonic stem cells from other countries.™ lly, Ausirin, Portugal, Luxembourg
and Ireland provide some degree of recognition w embryo proteciion whereas the
Crech Republic, Switrerland, Poland and Norway have madequate domestic laws
governing embryonic stem cell research. In Sweden, research with embryonic stem
cells is allowed, but therapeutic cloning is not™' Spain is rapidly advancing into
regenerative medical research and has provided new regulatory framework for such
research to take place.™ Interestingly, the most liberal approach is found mn the UK,

Linda Nielsen and Peter Whittker, “Ethical Aspects of Patenting Inventioms Involving
Human Stem Cells” [2002] EQE Report No. 16 <hitp:/ec.curopi.cw/enropenn
_iroiip_ethice'publications/index_en him> ncoessed 12 August 2010
Marianne Minkowski and Cithers, ‘Human stom cell research: scientific uncertantios and
ﬂl'll.lnkll dilemmas’ [2001] European Science Foundation, 1-8
'Chﬂpif-rww“'-ﬂﬂfﬂm'mb-ﬂdﬂ#Ih-:dlﬁiil-ﬁcitli:cﬂfﬂ-cllﬂ[m'btﬂ!E-P'r.'l||l:}'-'hl.|.]'l'hIl'L—
stem-cell-research-scientific-uncertainties-and-ethical-dilemmas html - > peoessed 10
August 2010,
H'l.il.-'J :::g:rh:ﬂpilrlrzn_*ulrth: Federal Constitutional Coart on Aborton” [1993] Disch Med
DEhenss A1k VI2T-H1  <hitpyfsww.nchi 1)

ioraserg - PG T P b nlm. nih gov/pubmed/ 83441 60=
F. I '

Em-rgn:,' suthorises  stem  cell imports' BBC (London, 30 funuary 2002y
<hitp://news bbe co.uk2/hi/europe/ 1791365 stm> sccessed U Augest 2010,
L _"-’I:IgET. “Germany dithers over stem cells, while Sweden fives mreen light® [200] |
Science, 294 <http//web.ebscohost com/ehost'delail Pvid=4& hid=112&sid=af 5 fhafe-
c13a-4325-90T]-
08 fee92dide s dlsessionmyer | 10&bdata=InNpdGLZW hved A i
mﬁﬁﬁ‘iﬁl H:IEM&AN-SEFE-'}‘M} al:'crf;:l & August Ei?:ft S

. wvit, Jusn los Belmonte, *Stem Cell Research in Spain:

Windmills' [2009] 4 Cell Stem Cell 6. 483.486 ﬂmF:.fJﬂwa;ﬁmm—:rﬁ
cellinbstracy/S | 934-5909(09)00225-2> nccessed 10 August 2010 '
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where the first human embryo research licences have been granted and therapeutic
cloning has been approved by Parliasment. The bulk of the relevant law in the UK is
contained in the Patents Act 1977." Amendments were made to the 1997 Act by the
Patents Act 2004

In Malaysie, the Patent Act 1983 does not expressly exclude inventions that
imvolve human biological materials, Non-patentable mventions arc listed under
Section 13 (1) (b) of the Act which excludes the patentability of planl or animal
varieties or biological products for the production of plants or animals, other than
man-made living microorganism, micro-biological processes and the products of
such microorganism processes. Section 31 incorporates the element of “public order
and morality™ for the grant of patents. Research on human adult stem cell is allowed
and research on stem cells derived from foctal tissue obtained from legally
performed termination of pregnancy is also allowed. In relation to stem cell
therapies, it is vital to obtain permission from the Ministry of Health which lays
down the procedures to be followed for such therapies.” Syariah laws also play a
part in a multirecial country like Malaysia with regard to intellectual property as
well as moral rights. There are several similanties between intellectual property
under man-made law and intellectual property in [slamic law on the prohibition of
infringement of intellectual property nghts and the protection of ideas and creativity
from being copied by others.™ With the rapid development of technology and the
influx of contentious patent applications, Malaysia will have to be prepared to face

T 5 Mayor, *United Kingdom grants first human embryo rescarch licenses™ [206011] BMJ,
324, 564 <hitp-/‘www.bmj.comicgi/contentiextract324/T337/561/a> accessed 10 Augus)
2010

* 1t iz the moin law that covers palents ond 15 agdinst the granting of patenis for an
invention the commercial exploitation of which would be contrary to public policy or
muorality - Section 1 (3]

M palaysian Medical Council Guidelines 002/2009 on Stem Cell Research and Stem Cell

% Therapy<hitpy/foww mmc_gov. my'v L idocsMWMMC_Guideline (K01 -
2008 Dreaft_ Stem_Cell - 040909 Print_Version2.pdf> accessed 1 September 2010.
® Halira A Shukor, "Cultivating Intelléctunl Property Protection Awareness Within A
Resenrch Envitonment' (2009) 5 MLIA 34, 3,

-

4 HLR HELP LAW REVIEW 47

the challenge of narrowing the gap between the national snd the Syariah laws,
keeping in mind the religious sentiments of the various commuinities,

Nature of Patent Protection and the Morality Criterion

Patents are national rights and are recognized by the country which issued the
patent. The local couns will decide an the validity and infringement of the patent.
However in the case of the member states of the European Union, the patent may be
granted for & group of countries within Europe. Some countries have similar
legislation as a result of the Paris Convention for the Protection of Industrial
Property of 1883, the Berne Convention 1886 and the Patent Cooperation Treaty
(PCT) where countries entered into multilateral arrangements which allow member

states to enforce their own laws. Malaysia acceded to the PCT in 2006 enabling it 1o
make cross-horder filing easier,

The scope of patents in both the UK and throughout Europe in the early
days of biotech patenting had, by and large, been governed by the European Patent
Convention 1973 (EPC).”" Regarded as the effective pacemaker for patenmt law
throughout  Europe, it explicitly excludes from patentability certain lypes of
inventions, the exploitation of which would be conirary to public policy even
though they satisfy the usual conditions of putentability.™ The paterting of uses of
human embryos in Europe for industrial and commercial purposes is expressly

i)

The EPC provides the necessary legal framework for the i

granting of European patents
through & procedure before the European Patent Office. In the UK. (he revised version
of the Eutopean Patent Convention (EPC 20000 is implemented by sections 1-5 of the
Patenis Act 2044 -:hlp:-'-'wu.-.upu.gu'r.uk:pm-typ:af::-m—pumnw-lwz-'p-luw-guidnnmﬂ.rpu
low-changes btm> accessed | & August 2010,

8 -
Article 53 {a) of the Evropean Patent Convention does not allow the grant of patents in

respect ol inventions the poblication or exploitation of which would be contrary to “ordre

]:I1.'||:|-I.||:. ar morality. nor may it be granted in respect of plant or animal varieties or

:Escnt!ally biological processes for the production of plants or animals

ihltp:-'-r;'l'i'i;i;-tpu.nrg:'pltﬂntw']nllr-"lu:gnl-l:a.ti-'hlml-'epc.'lﬂlfﬂjn'ﬁ'u:ﬂ.html-‘- accessed B
HgLIs! .
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prohibited by Article 53{a), a1thuu;h no specific reference is made 1o stem cells™
The European Patent Office { EPO) adopted a narrow approach in the interpretation
of Article 53{a) concerning the application of morality criterion, as it will only be
invoked in “rare and extreme cases™. " The EPO revised the EPC resulting in the
exclusion from patentability of certain inventions, imter efia, uses of human
embryos for commercinl exploitation and human cloning, Vanous other tests
adopied by the courts hive given the narrowesl interpretation 0 the morality
eriterion, ' For example, the patent will have 1o be “abhorrent to the overwhelming
majarity of the public”, ™ or a “weighing up™' or a contravention of the “totality of

o5

the accepted norms”,

Amidst the uncertainty prevailmg ot thal tme, the Biotechnology
Directive”” on the legal protection of biotechnological inventions adopeed by the
European Union in 1998 achieved a degree of harmonization across Europe, It laid
down a number of exclusions and takes the stance that the homan body at the
various stages of its formation, processes for cloning human beings and for
modifying the germ-line genetic idennity of human beings, will not qualify as
patentable inventions.” The directive has been fully implemenied by the EPO inio
the EPC and requires member states to protect biotechnological inventions.

The European patent system 15 nol the oply ong jo moorporate & morality
exception, although it has wken upon itsell 0 more responsible role Indis

8 Famnley, P Morey-Nase and 1) Sternfeld, 'Biotechnology — a challenge o the patent
svstem’, [2004] Science Direct 15 <www.sciencedirect.com > accessed 10 August 2010

" The Edinburgh Patent - Opposition Decision in relation 1o European Patent 0 695 351
<hhp wuww elkfife.comiview _article phpTid=T0> accessed |2 August 2010,

Y Peter Dirahos, ‘Biotechnology Patems, Markets and Morality® (1999) EIPR 21{9), 44]-
449,

' Hormone Relaxin OJ, EPO &/1995, 399; 8ze (n 31),

. Harvard/Onco-mouse [1990] EPOR, 513; See (n 31),

- Y Genetics Systems'Glutamine synthetase inhibitors | 1995] EPOR, 366; See (n 311,

% Also known as the Biotech Dircctive 98/44/EC.

" Poragraphs 3(a)-(e) of the Patents Act 1977, Schedule A2 incorporates the key provistons
af the Bintech Directive and declires that there mre areas which are not patentable
inventions by virtie of being contrary to morality,

e | o |
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Argentina, Bolivia, Pery, Brazil, New Zealund, the Philippines and China are some
of the countries which mcorporated the morality exceptions to patentability.”” The
lew in Europe was influenced by the cases decided in the US. The landmark
decision of the LIS Supreme Court in the 1980 case of Chakraberty ™ played a part
in moulding the law. According to this case, inventions could not be excluded from
the patenting process merely because they involved living organisms. In the UK.
the decision of the WARF patents case on the patentability of embryonic stems cells
given by the highest appeal board of the EPO, the Enlarged Board of Appeal (EBA)
is of significance.™ The EBA ruled that the method for obtaining stem cells
resulting in the destruction of the primate embryo is prohibited by the European
Patent Convention. However, embryonic stemt cell research in and of itsell is not
prohibited for patentability, *

T David Thomas und Georgina A Richard, ‘The Importance of the Morality Exception
E?:EE: European Patent Convention: The Oncomouse Case Continues’ (20041 26
Digmpndd, Commistioner of Patenty and Trodemarks v Chakrabarsy | 1980] 447 LS, 206
USPQ 193< http:/idigital-law-online infocases 206PQ 193 him > accessed 20 August
200,

This case arose from an application which was filed previously by the Wisconsin Alumni
R«t?enn:h Foundation (WARF) based on research carried out by James Thomson of the
University of Wisconsin on the derivition of humar stem cell lines. The U5, Patent and
Trademark Office previously ruled on the moral and ethical implications of the said
research,

Robert Finn, “New guidelines on the patentability of embryonic stem cell patents in
Europe’ (2009) 27 Nature Biotechnology 4, 338-339 <hitp://web_cbscohost com/ehost/
dntnit'i"vid—1ﬁ¢hid=lﬂ?&jiﬂ%!ﬁftﬂﬁ'i—i{dd#%ﬁﬁ#ﬂ?ﬂlEmmdmnm‘

| 14&bdata=aNpd GUIZ Whve OIbG 2200 3d% 3 dedh=a h& AN=37347519> nccessed
200 Auguse 2070,
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The law is far from mﬁlud::m the extent to which the stem cells or human
embryos are patentable, There is some degree of co-operation and harmonization
amongst member states of WTO "' and they are under an obligation to comply with
TRIPS ¥ in relation to the burden of proof in civil proceedings when process
patents are infringed.

Benefits of Granting Patents for Stem Cell Innovations

The granting of palents (o profect inventions in ks era of rapid soientific and
technological advancemenis is necessiry Lo stimulate research and innovations, By
unduly restricting patents, it will hinder innovation and block research.’ If such
protection is nol provided by patents, industry and other inventors will be
discouraged from undernking the risk, investment and necessary research o make
the advances in the modern experimentation of siem cell technology. The Tiberal
attitude in some of the European Union member countries in approving patent

applications encourages researchers to conduct their work in those countries.

Although the patenting of biotechnological inventions has proven 1o be
controversial from the start, biotechnology tools and techniques opened new
research avenoes in refation to public health, This kind of research will be very
helpful in the onderstanding of human development and the treatment of human
diseases. ™ Its potential, infer alia, to cure many devastating diseases and helping in

"' World Trade Organization,

 Anticle 34 of the Agreement on Trade-Related Aspects of Intellectual Property Rights
{lzo referred to ns the TRIPS Agreement) is & major international arrangement regarding
the treamment of all intellecoual property. It established a minimum level of harmonised
inteljectual property law to be adopted by all members of the WTO

* Qaura Bonetts, ‘Furopean Stem Cell Patents: Taking the Mora! High Road’ (2008) 132
Cell 4,516

R Massirt, “Stem cells - o new frontier in 215t century medicine’ (20013 7 Med Sci Moanit,

1121-2 '

e
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the fight against cpidemics such as the Dengue fever® has maised new hope in
society. It is submitted that scientists should be given the legal framework to camy
out the necessary research for the good of mankind.

Scientists have overcome moral objections to carrying out research which
involves the destruction of human embryos. They have been able to obiain approval
not. only o use spare embryos but aiso 0 create embryos for research purposes.
There exists a vast moral difference between producing human embryes with the
purpase of destroying them to obtain stem cells, and destroving spare or abandoned
human embryos. A large number of frozen embryos are produced through the use of
in vitro fertilization process. The frozen embryos, if not used for implantation, will
have 1o be destroyed according to law or in accordunce with the wishes of their
owners. Researchers are in favour of donating such embryos for research purposes
when the legal time-limit on storsge approaches. This prevents the destruction of
the embryos. Some réscarchers feel that it would be immoral not to take advaniage
of such embryos because if those embryos are not used for research purposes, they
will be destroyed as required by law.

Opposition to Embryonic Stem Cell Research

The controversy over the advantages and disadvantages of this research is pursued
tirelessly by the two redically opposed groups - these who advocate total respect for
human embryos and those who do not. Opponents to such research argue in favour
of protecting and respecting human 1ife which begins at conception and believe that
human embryos must be treated with respect. The strong opposition stems from the
source of which the human embryonic cells are obtained because it requires early
human embryos 1o be destroyed in order to obtain embryonic stem cells, Producing
stem cells for commercial purposes and extracting stem cells from aborted foetus

" Tami Dennis, ‘Dengue fever now scems to be our discase too”, Los dnpeley Times (Los
Angeles, 21 May 2018) <hug:/latimesblogs latimes. com/booster_shots 2010005/ dengue-
fever-now-seems-to-be-our-disease-too himl= accessed 20 August 2010,

L——
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further complicated the issue. Even ITI-E early embryo cannol be dismissed 08 n mere
“loose collection of cells" but may can be claimed as the beginning of a new human
life which contuins all the genetic information and the capacity 1o differentiate and
develop into a someone rither than a something, provided it is given a suitable nest

and supplied with warmth and nutrition.*

In relation to the morl status of the human embryn, different views are
expressed. Some constder the embryo as a life-saving tissue while others feel that it
opens the doors 10 mampulete life on a previously unatiaimable scale even for
commercial gain. [ is subnutted that human embryos must be trested with respect
and such o conclusion s shared by many scientists;, a wide sector of the generl
public and international groups such as the Coalition of Americans for Research
Ethics."’

On many occasions, ethical requiremenis are side tracked for financial gun.
Such & profit motive is also reflected in the premature publication of research W
attract investors.” This can be seen in the case of the cloning of human embryos by
Advanced Cell Technology which was criticized by scientisis because it showed
little experimental progress and advanced no new ideas.”” Such publications are

written more for commercial and political reasons rather than for scientific pains.

As @ research subject, the human embryo is vulnerable, defenceless,
unprotected and remaing a1 the mercy of the law makers as research subjects. The
value of human embryos depends on the reasons for which they have been created

" Stephen Crespi, 'The Human Embryo snd Patent Law -A Major Challenge Ahead”
(2006) 2E(11) EIPR 375,

" Also referred to as TARE, this group clearly rejects the destruction of human embryos
fior research and promotes severnl allenatives {o embryonic stem cell use.

™ L Robers, ‘The Rush to Publish® (1991) 251 Science 4991, 260-263
fehitp:/'www scicncemag org'eglpdf cxtract/251/4991 260> nccessed 24 August 2000,

* Harold Varmus, *The weakness of science for profit® [2002] (1) The Oncologsst 4.5
<http:!itheoncologist.alphamedpress org/cgi'content/ full7/1/4> - sccessed 24 August
200, T
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and the changing circumsiances. For example, human embryos become more
valuable when they are created for reproductive and fertility purposes. Little value
is accorded o such embryos when they are created for research purposes ofien by
controversial procedures,

Conclusion

The mmin issues in the LS revolve around the breadth of the patents and how they
are bemg licensed whereas the main issue in the UK and Europe is centred on
marality.™ It is undeniable that there still exists uncertamty with regard to the laws
on patenting surrounding embryonic stem cell research. The different laws on the
subyject matter in countries operating within relaxed regulstory framework fail 1w
give clear guidance on the stams of the human embrvo. Tt is submitted that the
embryt should not be treated as a commodity or & resource for research purposes as
15 the practice in some countries. It degrades menkand to see so many govermments
urning a blind eye o the misuse of embryos. IT left unchecked, such unacceptable
commercialization, monopolization and experimentation which breach all moral
barriers thereby giving soienfists more power over life, may stir fear and lead 10
dangerouns situations. 1t 15 submitted that progress cannot be made at any cost no
matter how imporiant the innovation may be without addressing the inherent ethical

protigms,
Recommendations

In order to achieve meaningful progress across the European Union, the LS and
Malaysia, the patent regime should be reformed along with the restructuring of the
patent proceedings. Recommendations are made with the aim to improve the patent
regime. Some of these recommendations, if aken into sccount, will benefit
Malaysia in bridging the gap between patents and morality. Malaysia, a country
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with different cultures will be able to overcome ethical hurdles by observing the
strengths and weaknesses of other nations. The following are the recommendations:

Omly methods for the extraction the human stem eells which do nol destroy
the actuzal embryo should be given recognition by law. Such approaches are
justified and accepted by religious groups and other interested parties who
miny view this as a more humane and dignified form of research. In August
2010, Cambridge University scientists created liver cells from human skin
using a technology thal bypasses the need to use human embryos thus
avoiding the kind of intense political and ethical rows over embryonic slem

cells.”’

Patents should only be granted to innovations with proven medical benefit
claims that comply with nationa! laws, This will prevent commercial
exploitation by fraudsters operating m the field of stem cell research, who
are making profits from unauthorized and unsafe stem cell therapies.” In
Malaysia, the BioSafety Act 2007, gazetted on 30 August 2010, 15 3 step in
the right direction towards profecting human health from the possible
adverse cifecis of unsafe biotechnological products. The establishment of
the National Biozafety Board is provided by the Act o regulate the refease,
imporiation, exportation and contained use of living modified organism
with the objectives of protecting human, plant, animal health, the
environment and biological diversity. The Act also provides for the
establishment of the Genetic Modification Advisory Committee 1o provide
scientific and technical advice 1o the Minister or the Board and to make
recommendations on application for approval,

#!' K Honey, *Applying stem cell technalogy 1o liver diseases” [2010] Journal of Criminal

gation,  <htipsd'www curekalert.org/pub_releases/ 201 0-08 fjoci-asc0823 10 phpe=

- accessed 30 August 2010, _
¥ ‘Siem cells in China; Wild East or scientific feast?” The Ecomomisr (London, 14 January

2010) 74,
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Enforcement 15 necessary to curb unbawful malpractices such as the practice
to advertise and offer unproven stem cell therapies by companies because of
the relaxed policies.™ The judiciary can play 8 part by imposing the
maximum penalty for breaches of the relevant statutes,

It is recommended that the relevant Acts and regulstions be amended 1o
stipulate a compulsory cthical cvaluntion in the patent application process
with the possible inclusion of a two tier prohibition clause for highly
contentious pitent applications.™ In Malaysia, the extent of the exclusion
of contentious patent applications under section 31 of the Patents Act 1983
on the basis of “public policy and marality™ is yet 1o be seen,

Legally established bodies should play 8 dominamt role in dealing with
controversial patent applications. In Maleysia, the Intellectual Property
Corporation of Malaysia (MyIPO), the Mimsiry of Health, the National
Fatwa Council on Stem Cells and other relevant bodies are encouraged 1o
act boldly and not to appease parties for political gains. To discharge their
roles, such bodies should be compnsed of members representing the various
stakeholders, ethnmic and  religious pgroups so0 a5 1o make s
recommendations credible and acceptable o socety. The laws should also
stipulate compulsory professional training for the perspns involved in the
patent process.

In order o resolve serious controversies surrounding  patenting  of
embryonic stem cells and cloming, the matter should be resolved by a two-
thirds majority in Parlisment after necessary consuliation with experts and
interested parties.

1

i,
* The European Biotechnology Directive and the EPC is i good model 1o follow
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g Proven and effective intemational laws on the $lbject matter should be
taken into account in the enactment of future regulations and guidelines so
a5 1o ensure uniform laws. In addition 10 the Patent Cooperation Treaty
(PCT), Malaysia is encouraged 1o be a party to the remaining intermational
treaties and keep itself up to date in this fast expanding field of Intellectual
Property. A unified stand on human rights will provide a framework and the
ethical legal space for continuing dialogue, which in um will lead to
progress and the much needed harmonization and reconcilistion between

——H= R

There are bound to be challenges in the future and the patent system will
continue to expenence criticism. It will take commitment and co-operation on the
it of e T T m———— ——
to bridge the gap between patents and morality.
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