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The Lockhart Review: Where now for
Ausiralia?

Donna Cooper”

In 2005 a Legislation Review Committee, known as the Lockhart Review,
undertoock a review of the Commonwealth legisiation reguiating human
embryo research. The report thaf emanated from the review was released in
December 2005. If the report recommendations are implemented by the
Federal Government, Australlan scientists will be permitted to create human
embryo entities currently known as “human embryo clones” by the process
known as somatic cell nuclear transfer to develop stem cell lines for research
purposes. Many argue that stem cells have the potential to be developed into
valuable medical therapies that could assist with, or cure, serious diseases
such as Type 1 diabetes and Parkinson’s disease. This arficle analyses the
evidance presented to the Lockhart Review and the reporf recommaernidations.
it assesses where the Lockhart recommendations would place Australia in
terms of worlgwide embryc research. If is argued that the Federal
Government should fully embrace the recommendations so that Australia can
progress stem cell research to its fullest potential,

INTRODUCTION

Sweeping reforms to liberalise the present regulatory climate in relation to human embryo research
have been recommended by a Commonwealth Legislation Review Committee which undertock a
review of the Research Involving Human Embryos Act 2002 (Cth) and the Prohibition of Human
Cloning Act 2002 (Cth)." If the recommendations of the Review Committee, known as the Lockhart
Review, are implemented by the Commonwealth Goventment, scientists will be permitted to creafe an
embryo entity currently known as a “human embryo clone™ for research purposes by the process of
somatic cell nuclear transfer (SCNT), also known as “therapeutic cloning“‘3 Scientists use these
entities to extract embryonic stem cells and, in the process, the embryos are destroyed. The creation of
embryos via SCNT is currently illegal in Australia; however, it is permitted in such countries as the
United Kingdom, Singapore and South Korea.*

"LLB (QIT), LLM (QUT); Lecturer, Member of Health Law Program, PhD Candidate, Facuity of Law, Queensland University
of Technoiogy. The author wouid like 1o thank Professor Derek Morgan for his comments an an earlier version of this article.

Correspondence 100 doooper@gutedu.an,

! Bach Act had provided that it was required to be independently reviewed by 19 December 2005, The review was commissioried
by the Commonwealth Minister for Aging, the Hon Julie Bishop MP, who at that time had portfolio responsibility for haman
cloning and stem cell research. The Committes was made up of six members with backgrounds in taw, medicine, science and
cthics and was chaired by the late Hon John S Lockhart AO, QC. Details of the Conumitiee are available at
http:/iwww.lockharireview.comau/public/content/ViewCategory.aspx tid=2  viewed 22 Janwary 2006, The Committee was
required (o report tw the Council of Australian Govemments {COAG) by 19 December 2005. AL a COAG meeting on
{0 PFebruary 2006 it was agreed that Senior Olficials would report fo the next COAG meeting in June 2006, See
http:ffwww.coag gov.an/mestingy/ H0206/index.htm viewed 12 June 2006.

2 “Human embryo clone” is defined in the Prohibition of Human Cloning Aer 2002 (Cth), s 8(1), as “a homan embryo that is 2
genetic copy of another Tiving or dead human, but does not include a human embryo created by the fertilisation of a human egg
by human sperm”. '

HvSomatic cell nuclear transfer”, also referred to tn this article as “nuclear transfer”, s defined as “moving the nueleus and its
genetic material from a somatic cell to another cell {usuaily an egg cell from which the genetic material has been removed)™:
Legistation Review Committee, Legislation Review, Prohibition of Human Cloning Act 2002 and Research Involving Hwnan
Embrves Act 2002: Reports {December 2005) (Legisiation Review Committee Report), Glossary, p 232: see huep://
www, Jockharireview.com.an viewed 7 February 2006

*Legislation Review Commitice, Legisiarion Review of Australic’s Prokibition of Human Cloning Act 2002 and Research
Involving Humen Embryes Act 2002, issues Paper (August 2003) (ksstes Paper) p 25,
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The Lockhart recommendations do not extend as far as the current United Kingdom position
which permits the creation of human embryos, either by fertilisation or by SCNT, for research
purposes.” The Review Committee was of the view that the in vitro creation of embryos by
fertilisation should remain restricted to assisted reproductive technology (ART) treatment® for family
creation.” However, ART embryos left over when a couple have completed their family would
continue (o bé cligible for donation to research, providing that the creating couple give informed
consent.” In addition, a new legislative definition of “embryo™ was suggested, which would place it at
a slightly later stage in the fertilisation process.” This would enable much valuable research into the
improvement of ART procedures to occur, which has previously been illegal, Scientists wouid be
permitted to study the fertiiisation of human eggs by human sperm up to, but not including, the first
cell division for the purposes of research, training and improvements in the clinical practice of ART*

Other practices which the Lockhart Review recommended be legalised in Australia and currently
permitted in the United Kingdom include the process of cyloplasmic transfer’' and the creation of
cmbryos through parthenogenesis.'” The Lockhart recommendations also encompass some of the
issues being contemplated in a current review of the United Kingdom legislation, the Human
Fertilisation and Embryology Act 1990 (UK), such as haman nuclear transfer into animal egg
cytoplasm, purely for research purposes.’® The Review Committee also suggested that, as is the case
in the United Kingdom, a national stem cell bank should be established and suggested that the
Australian Stem Cell Centre at Monash University would be an appropriate forum.'* The Committee
was confident that legislative prohibitions on developing SCNT embryos for more than 14 days and on
their implantation into & human would alleviate community concern that the legalisation of nuclear
transfer would lead to such embryos being used for reproductive cloning.™

3 Human Fernlisarion and Embryology Act 1990 (UKY, Human Fertiliserion and Embryoiogy (Research Purposes) Regulations
2001 (UK).

5+ Assisted Teproductive technology™ is defined as “the application of Izboratory or clinical technigues {0 gametes or embryos for
the purposes of reproduction”™ Legisiation Review Committes Reporl, n 3. Glossary, p 247. The primary methods of ART
procedures used in Australia which reselt in human embryos are in vitro fertilisation (IVF} and intracytoplasmic sperm injection
(ICSH): Bryant 1, Sultivan BEA and Dean JH, “Assisted Reproductive Technology in Australia and New Zealand 20027, Assisred
Reproductive Series, No 8 (Austzalian Institute of Health and Welfare, National Perinatal Statistics Unit and the Fertility Society
of Austraiia, 2004) p 1,

7egistation Review Commitiee Report, n 3, Recommendation 12, p 166.
*|egislation Review Commitiee Report. 1 3, Recommendation 14, p 167.
Legisiation Review Committee Report, i 3, Recommendatien 28, p 174,
19 epistation Review Committee Report, n 3, Recommendation 15, p 168,

U Lepistation Review Committee Report, n 3, Recommendation 19, p 168, “Cytoplasmic transfer” is defined as “injecting
cvtoplasm from the egg of a healthy woman into the egg of another woman o assist conception or to correct defects™
Legislation Review Committee Report, n 3, Glossary, p 248,

121 egisiation Review Committee Report, r 3, Recommendation 25, p 172, “Parthenogenesis™ is defined as “the development of
an otganism from an unfertilised egg cell ... Since a female parent is, in essence. cloning herself, parthenogenesis always
produces female offspring™: Legistation Review Committee Report, n 3, Glossary, p 251. On 10 Juse 2003 the Human
Ferilisation and Bmbryology Authority (HFEA) of the United Kingdom granted a licence to the Roslin Institute to enabie
researchers 10 creafe human embryos through parthenogenesis from donated human eggs.

3 Legislation Review Committee Report, n 3, Recommendation 24, p 172. Currently i the United Kingdom animal eggs are
permitted to be fertilised with human sperm and the process is “only allowed under licence for testing the fertility or normality
of sperm and the reselt must be destroyed when the test is complete and no later than the two cell phase”. See Human
Fertitisarion and Embryalogy Act 1990 (UK), Sch 2, s 1(1)(f}; United Kingdom Department of Health, Review of the Human
Fertilisation and Embryology Act, A Public Consuftarion (Depurument of Health, 2005) au [9.31): see hitn/lwww.dh govuk/
Consultations/ClosedCopsnltations/ClosedConsultationsArticle/fs/enfCONTENT ID=41 238638 chk=zv3del viewed 7 February
2006. The public consultation process of the review closed on 25 November 2005,

“egistation Review Commitiee Report, n 3. Recommendations 47, 48, p 181,

> Legislation Review Committee Report, 1 3, Recommendations 2-11, pp 163-165.
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The Lockhart Review: Where now for Australia?

The Lockhart Review conducted an extensive consultation process throughout Austratia.'® The
Review Committee conciuded that Australians hold a variety of views about the status of
pre-implantation embryos. Submissions revealed that some groups strongly objected to destructive
embryo research on the grounds that an embryo is human life and that such research interferes with
the sanctity of such life. Other sectors of the community clearly supported stem cell research due to its
potentiaf to assist with, or cure, many serious medical conditions. The Review Committee found it
impossible to reconciie these conflicting views. It found common ground, however, in general
community support for medical research, such as stem cell research, that has the potential to assist
many Australians suffering from serious diseases and infertile couples wanting to have children,

This article critically analyses the key recommendations of the Lockhart Report and examines the
implications for Australian research. It first addresses the background to the Review and the existing
legislation. The evidence presented to the Lockhart Review, summarising some of the primary policy
arguments, is then analysed and the relevant recommendations discussed. It is suggested that the
recommendations should be fully implemented (o enabie Australian researchers Lo realise the potential
of stem cell research. Such an approach would also place Australiz in a competitive position in terms
of worldwide human embryo research. An everview of the position in liberal jurisdictions such as the
United Kingdom is discussed to assist in determining how the Lockhart Report recommendations
could now be implemented,

THE BACKGROUND TO THE LOCKHART REVIEW

The Lockhart Review Committes was charged with investigating whether developments in ART and
stem cell research since 2002 [iustiﬁed amendments o update the Commonwealth legislation and the
relevant customs regulations.'’ It was also required to assess the potential benefits of stem celt
research in the treatment of diseases and whether research developments could justify legalising the
nuclear transfer process. In conducting the review, the Review Committee was directed to take into
account economic implications and current community standards, together with investigating the need
for and viability of a national stem cell bank.' :

To put this review in perspective, it is instructive to briefly discuss the background @ the
Prohibition of Human Cloning Act 2002 (Cth) and the Research Involving Human Embryes Act 2002
(Cth). This legislation currently permits research to be performed on embryos left over from ART
procedures, fermed “excess ART embryos™.!¥ The legisiation originally prescribed that only excess
ART embryos created prior to 5 April 2002 could become the subject of medical rescarch,” However,
the tegislation also provided that the provisions containing this time restriction would be automatically
repealed on 5 April 2005.%!

in 2001, prior to the drafting of this legislation, the issues surrounding human embryo research,
including the creation of embryos by nuclear transfer, were investigated by the House of

1$The Committee considered 1,035 written sabmissions and heard oral evidence from [0Y people around Australia: Legislation
Review Committee Review of the Human Cloning Act 2002 and the Research Involving Embryes Act 2002, “Lockhart Review
Supports Strong Regulation of Research Involving Human Embryos”, Press refease, [9 Decessber 2005, p 1.

Y Cystams (Prohibited Exports) Regulations 1938 (Cth) and Customs (Prohibited Imports} Regulations 1956 (Cth).

" Research Tnvolving Embryoy and Prohibition of Human Cloning Bill 2002 {Cth.), Pt 6, Div 1, Revised Explanatory
Memorandum,

19 Research fnvolving Human Embrvos Act 2002 {Cth), 5 9.

20 had heen considered more ethically sound to permit research on exisling embryos that would be likely to be disposed of at
the end of the permissible storge period: Research Involving Human Embryas Acr 2002 {Cth), s 24(3)(b), 24(1)(c} and 24(3).
Clinics can store embryos for five years. and couples then have the option to renew their consent to storage for a further five
vears: National Health and Medical Research Council, Australian Health Ethics Committee, Erhical Guidelines on the Use af
Assisted Reproduciive Technology in Clinical Practice and Research (September 2004} at [8.8] (NHMRC Ethical Guidelines):
see hup//www.nhmre.gov.au/publications/syngpsesfeSGsyn.htm viewed 7 February 2006. Victorian legislation allows embryes
10 be stored for five years, bul longer on application to the Infertility Treatment Authority: Inferiility Treaiment Act 1995 (Vic),
5 5264,

2 Research Involving Human Eminyos Act 2002 (Cih), s 46,
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Representatives Standing Commitiee on Legal and Constitutional Affairs. As a resuit, a report was
- . . - A .
presented fo Commonwealth Parliament making various recommendations.” This report was known

as “the Andrews Report™.*

The Andrews Report revealed that its Standing Committee members were divided on the issue of
whether the creation of embryos via the SCNT process should be permitted in Australia. 1t noted that
a majority of the Standing Commiltee supported this process being legalised, primarily on the basis of
the potential For such research to develop stem cell therapics 1o treat various diseases.” A minority of
the Committee were opposed to such research due to concerns about the ethics of the destruction of
human embryos for research, particuiarly as, at that time, the potential benefits of such research were
highly speculative. These Committee members considered that it was unnccessary (o perform research
on embryonic stem cells as there had been considerable progress made towards developing adult stem
cell therapies, but no reported success with embryonic stem cell therapies. Such adult stem cell
therapies also had the advantage of being compatible with the patient and did not involve the ethically
controversial destruction of human embryos.*

As the potential of embryonic stem cell research was unclear and there appeared fo be a sufficient
supply of stem cells being derived from excess ART embryos, the Standing Committee reached a
consensus to recommend # three-vear moratorium on the legalisation of nuclear transfer, with the issue
to be reviewed at the conclusion of that period. The Committee reasoned that there was simply no
need for further embryos to be created through the SCNT process, particularly considering the ethical
objections of many Australians presented in the many submissions it had considered.®® It was thought
that a future committee could assess whether Australian research needs had changed and whether
embryenic stem celi research had progressed to such a point that the creation of embryos through the
SCNT process could be justified.”” Pursuant to the Standing Committee Report, in 2002 the Council of
Australian Governments (COAG) agreed to mtroduce consistent legislation throughout Australia. The
Prohibition of Human Cloning Act 2002 (Cth) and the Research Involving Human Embryos Act 2002
(Cth} ensured a more consistent national approach.” The States and Territories subsequently passed
legislation which mirrored these Commonwealth provisions.*”

225, diament of the Commonweakh of Australia, House of Representatives Standing Committee on Legal and Constitetional
Affairs, Human Cloning: Scientific, Ethical and Reguiatory Aspects of Human Cloning and Stem Cell Research { August 2001)
(the Andrews Report).

B or a discussion of the Andrews Report in the context of human reproductive cloning, see Little K, “Human Reproductive
Cloning: An Analysis of the Andrews Repert” { 2002y 21 (1} Monash Biocethics Review 79,

2 Andrews Report, n 22 at [7.109].

25 Andrews Report, n 22 at [7.112517.115}, Stem celi therapies can be custom-made for & particular patient. The stem cells are
extracted from SCNT embryos created using the patient’s own celis a¢ the somatic cefls. This pravides an opporiunity to obtain
a precise maich for the patient of whon the human embryo clone is & copy. It i thought that treatiment of such a patient wilh
their maiched stem cells weould prevent immune rejection problems: kssues Paper, n 4, p 1L

26 Andrews Report, n 22 at [7.1071-{7.119]. The Standing Commitiee cited evidence presented by Professor Trounison and Robert
Kiupacs, the general masager and chief executive officer respectively of ES Cell international Pty Ltd.

27 Andrews Repost, n 22 at [7.122]-[7.1251, [1242].

% 4 national scheme was needed since the Commonwealth did not have the constitutional power to Tegislate with respact o all
organisations or persons who might be involved in embryo research. Although most embryo resesarch is conducted by fertitity
clinics which are trading corporations, State legislation is needed to reguiate the activities of individuals, higher sducation
institutions and State government agencies. The Commonwealth relies on the head of power in s 51{xx} of the Commonwealth
of Australio Constiitian Acr 1900 {Cth), giving it jurisdiction to legistate with respect o foreign corporations and trading or
financial corporations formed within the Timits of the Commonwealth.

P Part 2A and s 166 (and refevant provisions of Pt 1) of the amended Infertilizy Treatment Act 1995 (Vi) B 48 and relevant
provisions in Div 1 of Pt } of the amended Human Reproductive Technology Act 1991 (WAY Human Clening and Embrye
Research Act 2004 (ACT); Research trvolving Human Embryos (New Sourh Wales) Act 2003 (NSWY;, Human Cloning and
Other Prohibited Praciices Act 2003 (NSW); Research Involving Human Embryos and Prohibition of Human Cloning Act 2003
Q1Y Research Involving Higman Embryas Act 2003 {8A); Prohibition of Human Cloning Act 2003 (8A); Human Cloning and
Ehther Prohibited Pracices Act 2003 (Tas), Human Embryonic Resemch Regulation Act 2003 (Tas).

© roevwBOOK CO. 30 {2006} 14 JLM 27




The Lockhart Review: Where now for Ausiralia?

Prior to this national approach, Victoria, Western Australia and South Australia had their own
legislation regulating rescarch on embryos, However, each jurisdiction varied in how “embryo” was
defined and consequently in the practices that were permitted in refation to embryo research.™ In all
three States, destructive research on embryos was illegal. This State position conflicted with the
national ethical guidelines which permitled researchers to apply to the National Health and Medical
Research Councit (NHMRC) for a licence to conduct destructive research on excess ART eml::ryos,_3 !
Other States, which had enacted no specific legisiation, however, were also subject o the national
ethical guidelines.™

THE CURRBENT LAWS

The current regulatory scheme to which ART clinics and scientists are subject consists of this
Commonwealth, State and Territory legisiation, in addition o ethical guidelines. ART treatment
centres are required to be accredited by the Reproductive Technology Accreditation Committee
(RTAC) and, to be eligible for such accreditation, they need to comply with the NHMRC Ethical
Guidelines™ and the Code of Practice of the Fertility Society of Australia,™

The combined effect is that, in Australia, embryos cannot be created purcly for rescarch purposes
either by SCNT oy by fertilisation. The creation of embryos using nuclear transfer techaiques, termed
“human embryo clones™, ™ is currently illegal, as is using such an embryo for human reproduction, a
practice referred o as “reproductive cloning™.*® ART clinics are permitted o create human embryos in
vitre via such procedures as in vitro fertilisation (IVE), only for the purpose of achieving pregnancy in
a woman.”’ A further restriction is that clinics are not permitted to develop a human embryo outside
the body of a woman for more than 14 days.™®

The Prohibition of Hunan Cloning Acr 2002 (Cil) also probibits other practices such as creating
embryos containing the genetic material of more than two people,” and altering the gerome of a cell
so that the aiteration is heritable by descendants of the human whose cell was altered.”® Legislation
currentiy prohibits the importing or exporting of SCNT embryos, and prohibits the importing into
Anstralia of stem cells derived from SCNT embryos and other prohibited embryos, produced overseas.
However, stem cells derived from excess ART embryos can be imported. The exportation of limited
quantities of Australian produced stem cells is also permitted,*’

Often in the course of fertility treatment, the number of embryos created exceeds the reproductive
needs of the couple in guestion. These extra embryos can be frozen or cryopreserved for use in

* Infertilicy Treamient Act 1995 (Vicy, Human Reproductive Technology Aet 1991 {(WA); Reproductive Technology (Code of
Ethical Research Proctice) Reguletions 1995 (SA), reg |, repealed. For o detatied discussion see Magri 5, “Research on Human
Embryos and Cloning: Difficulties of Legisiating in a Changing Environment and Mode! Approaches to Regulation” {2005) 12
FLM 483 at 486.

3 Research Involving Embryos and Prohibivion of Human Cloning Bill 2002 (Cth), Revised Explanatory Memorandem, p 27.

* In all States and Territorfes, publicly funded institutions snd private clinics registered with the Fertility Society of Australia
were reguired to comply with the NHMRC Ethical Guidelines, n 24,

¥ Research imvolving Human Embryos Act 2003 (Cth).

MThe Fertility Society of Australia Reproductive Technclogy Accredittion Committee, Code of Practice for Centres Using
Assisted Reproductive Technology {revised April 2002): see htpilfwww fsaau.comiise viewed 7 February 2006,

3 Prohibition of Human Clening Act 2002 (Cth), ss 9 and 13,

* Prohibition of Human Cloning Act 2002 (Cthy), s 10, it s alse aniawful to develop an embryo that has been created by a
cloning procedure: Prohibition of Hunan Cloning Act 2002 (Cth), 5 13,

T Profubition of Human Cloning Act 3002 (Cth), 8 14(1); NHMRC Ethicat Guidelines, n 20.
* prohibition of Human Cloning Acr 2002 {Cth), s 16,
3 Prohibition of Human Cloning Acr 2002 (Cth), s 15,
% Prohibirion of Human Cloning Act 2002 (Cth, s 18,

*! Legislation Review Commitee Report, n 3, p 127, Customs {Prohibited Imports) Regulations 1936 (Cih), reg 3, Customs
{Prokibited Exporis) Regulations 1958 {Cth), Sch 6. Export of stem cells is permitted provided that the volume of the container
is less than 50 ml
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subsequent ART treatments.*? When the couple has completed their family, they will usually have
embryos lefl over that are excess to their needs. ™ These embryos can be stored up to a maximum of
£0 vears,* after which time the legislation requires that they must be removed from storage.** At that
time, the couple must decide whether to donate them to another infertile couple, donate them (o
research or have them destroyed.*® :

The Research Involving Human Embryos Act 2002 (Cth) regulates the use of such “excess ART
embryos” and permits destructive research to be performed, subject to strict regulation. The Embryo
Research Licensing Committee of the NHMRC®” oversees the granting of licences to approved ART
clinics to conduct research on excess human embryos.® To obfain a licence, the clinic must show that
it has put the necessary protocols in place and has obtained research approval from the institutional
Human Research Bthics Committee (HREC). When deciding whether to grant a licence, the Licensing
Committee must be satisfied that the proposed tesearch is likely o contribute to a “significant advance
in knowledge or improvement in techuologies for weatment ... which could nol reasenably be
achieved by other means”.*” 1t also must be convinced that the research proposal restricts the number
of excess ART embryos to the minimum number required to achieve the desired research goals.™

In general, it is illegal to export ART embryos. However, an application can be made to the
Minister of Justice and Customs if, eg. a couple who have been undergoing ART treatment are moving
overseas and wish to take their embryos with them for further treatment.” These provistons are in
force until 31 July 2006 and formed part of the terms of reference of the Lockbart Review.” The
import of ART embryos is permitted for reproductive use,

Subsequent to the creation of embryos via an ART process, some couples will also take advantage
of a procedure known as “pre-implantation genetic diagnosis” (PGD). This process is available to
couples who are seeking to avoid the implantation of an embryo which has a genetic disorder.>® At the
conclusion of this process, embryos rejected due to genetic defects are destroyed.™ They do not fall
within the current legislative definition of “excess ART embryos™ as they are not left over at the
comclusion of ART treatment when a couple has compieted their family.™ However, many scientists
believe that these embryos are potentially valuable rescarch tools, to assist scientists to learn more
about the relevant disease and how o treat it

The creation of embryos via SCNT has been the most ethically controversial in terms of human
embryo research. Apart from the existing Commonwealih legislation preventing SCNT, Australia

2 Bryant, Sullivan and Dean, n 6 at 1,

“IThere are & significant number of cyropreserved embryos held in storage al any one fime and eligible for donation. For
example, as of 31 December 2002 there were 92,541 such embryos in storage in Australia and New Zealand: Bryant, Sullivan
and Dean, 0 6, p 12,

M NHMRC Ethical Cuidelines, n 20 at [8.8.1].
45 NHMRC Ethical Guidelines, » 20 at [8.8.2].

*For 4 discussion of couptes choosing to donate their embryos [0 tesearch, see Kovacs G, Breheny S and Dear M, “Embryo
Donation at an Austzalian University Tn-vitro Fertilisation Clinie: Issues and Queomes™ (2003) 178 (3) MIA 178,

7 Research Involving Human Embryos Act 2002 (Cth), 5 13

48 Research Iwvolving Human Embryos Act 2002 (Cth), 5 20,

* Research Involving Human Embryos Act 2002 (Ch), 5 21 ()b},

W gesearch Involving Human Embrvos Act 2002 (Cthy, 5 21,

5t Customs (Prohibited Exports) Regularions 1958 (Cth), reg 7.

52 Customy {Prohibited Exports) Regularions 1958 {Cth}, reg 7; Issues Paper, n 4. p 21,

3 NHMRO Ethical Guidelines, n 20 at [12.1). PGD is available to “detect serious genetic conditions, w improve ART outcomes
and, in rare circumstances, 10 select an embryo with compatibie tissue for a sibling”.

M ockhart Review Committes, Submission 509, Pera, Trousson et al, Monash University. p 5 ses htps/
wwiw. Jockhartreview.com.au/public/content/ ViewCategrory.aspx Zids=14 viewed 7 February 2006 (herealter LRC 509, Monash
University).

33 Research Involving Hwnan Embryos Act 2002 (Cth), s 9.

©® LAWBOOKCO. 32 (2008) 14 JLM 27



The Lockhart Review: Where now jor Austraiia?

voted, on & March 2005, as part of the United Nations General Assembly, in favour of the United
Nations Declaration on Human Cloning. The terms of the Declaration do not define “human cloning”.
However, the Declaration sefs out that “Member states are called upon to prohibit all forms of human
cloning inasmuch as they are incompatible with human dignity and the protection of human life™. 1t
is not clear whether this provision covers reproductive cloning or therapeutic cloning or both types of
cloning. As a result, several countries at the forefront of stem cell research voted against the
Declaration, as it could be interpreted to prohibit SCNT. Among these countries were the United
Kingdom, Scuth Korea and Singapore.®’

A REVIEW OF THE EVIDENCE PRESENTED TO THE LOCKHART REVIEW

A criticaj analysis of some of the conflicting arguments raised in the submissions presented to the
Lockhart Review, and of the underlying theoretical justifications for these policy positions, can assist
with an understanding of the Review recommendations.

Numerous submissions to the Lockhart Review supported lifting the current ban on SCNT and
continuing to allow all excess ART embryos to be eligible for donation o research,®® Researchers
reported that the recent lifting of the reguirement that only embryos created prior to 5 April 2002
could be donated to research has meant that scientists now have access to & greater number of embryos
which will enable the creation of more stem celf lines. Concern was expressed that, if access to excess
ART embryos was again restricted, the number of available embryos would deplete rapidly due to the
legal storage time limits.” Some researchers also called for embryos with genetic conditions that are
discarded after pre-implantation genetic diagnosis to be made available for research.”’ These
submissions argued that embryos found (o have a genctic disease, such as cystic fibrosis and
Hunsington's disease, are currently never frozen and are simply destroyed. They pointed out that stem
celi lines could be created from such embryos which would enable research into the cause and
development of cerfain genetic discases and how they can be prevented or treated.”’

The overriding theme of the many submissions in support of destructive embryo research was the
potential for stem cell research {o benefit the farge number of Austrafians currently suffering from
sericus diseases? Many submissions from refatives of people suffering from such conditions
supported this view.”® A clear example was previously provided to a Senate committee in 2002, that
100,000 adults and children with Type 1 diabetes in Australia, requiring insulin injections to stay alive,
could potentially benefit from stem cell research.®

Embryonic stemn cells possess a quality known as “pluripotency”, not possessed by adult stem
cells, which potentially enables them to become any type of cell.*® This means that they may have the
potential to treat any condition in which a patient’s celis are damaged or diseased. There are

56 The vote was B4 for, 34 against and 37 abstentions: see “Ad Hoc Committes on an Tnternational Convention against the
Reproductive Cloning of Human Beings™ at http:/fwww.un.ore/law/cloning/ #2004 viewed 21 November 2005.

57The United States voted in favour of the Declaration: Official Records of the United Nations General Assembly, 59th Session,
82nd Plenary Meeting: see hitn//daccessdds un.org/doc/AIINDOC/GEN/NOS/260/35/PDE/AN0526035 pdfOpenElement viewed
21 November 2003,

S Bor example, LRC 509, Monash University; LRC 308, SpinaiCure Australiz: LRC 356, Stem Cell Ethics Australia: see
hitp:Hwww lockhartreview.conLau/public/content/ ViewCategorv.aspa 7id=22 viewed 10 October 2005,

S LRC 509, Monash University, p 4.

SYLRC 509, Monash Universily; Legislation Review Committee Report, n 3, pp 168-169.

Y RO 509, Monash University, p 5.

92 For example, LRC 819, Sydney TVRE

2 Confidential submissions LRC 412 and LRC 216, quoted in Legisiation Review Comanittee Report, n 3, p 61,

% The Senate, Community Afairs Legisiation Committee, Provisions of the Research Involving Embryos and Prohibizion of
Human Cloning Bl 2002 {October 2002) pp 48-51.

5% <pruripotent” is defined as the “ability of 2 single stem cell 1o deveiop into many different cell types of the bady, including cell
types from all three germ layers (endoderm, mesoderm and ectoderm)™: Legislation Review Committee Report, n 3, Glossary.
p 250 :
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indications that stem cell therapies may be developed to assist with, or cure, seripus conditions such as
Type 1 diabetes, Parkinson’s disease and spinal injury.® Tt s anticipated that therapies developed from
stem celis harvested from SCNT embryos will be custom-made for a particular patient using the
patient’s own cells, ensuring that the cefl therapy is unlikely to be rejected by the patient’s fmmune
system.

The evidence presented to the Review Committee, along with a literature review, showed thal, as
was the case in 2001, successful medical therapies have not vet been fully developed from embryonic
stem cells. However, the research is now indicating strong potential towards the development of
successful therapies in the future.%” One researcher reported:

My experience, relaling to research that is being done al the Diabetes Transpiant Unit and from

reviewing the literature, has left me with no doubts that human embryonic stem cells are extraordinarily

valvable and have the potestial in fime 0 bring great benefits to our society. Although the therapeutic

potential will most likely be seen over the long term, the advances that are currently being made in

basic rescarch are significant.®®

It is, however, clear that the public benefit that embryonic stem cell research holds, particularly
therapies derived from SCNT, is hard to ascertain as, at present, scientists are looking into a crystal
ball of possibilitics, Some submissions from the scientific community called for more public funding
to be directed at adult stem celf research and fess at embryonic research, as they considered that adult
stemn celis have demonstraied greater promise.”” Others questioned whether stem cells created via
SCNT wilt ever achieve the potential of therapeatic applications, as the faci that stem cells therapies
would be “custom-made” for the patient may subsequently mean that the cost of such therapics is
prohibitive.”™

Other submissions argued that, although it could take up to 10 years before existing rescarch is
realised in medical treatments, this should not be a reason for prohibiting such research.’ ' was also
pointed out that stem cells derived from SCNT can initially be used o prepare models for research on
the development and function of different cell types and the features of certain cellular disease states.
This enables scientists to study the way that diseases progress and potentialiy how to prevent or freat
them.™ Some submissions aiso argued that ciiss:ase-sgeci‘ﬁc stem cell lines can also be of benefit (o the
pharmaceutical industry when screening new drugs. ?

A key factor put forward in support of a more liberal legisiative environment for stem cell
research was economic considerations and the perceived need to stay competitive with overseas
countries such as the United Kingdom, the United Siates, Singapore and South Korea which are now
taking the lead in this area.”® Tt was arpued that, although Australia was once considered a world
leader, its scientists have now been relegated to a “second tier”™ bejow sesearchers in other countries.”
Another concern was that a resirictive environment means that Australia cannot benefit from the

6 fssues Paper, n 4, p 11: Robersson JA, “Human Einbryonic Stem Cell Research: Ethical and Legat 1sgmes”™ (2001) 2 (1) Noture
Reviews: Cenetics 74.

571 egislation Review Commitiee Report, n 3, pp 40-53.

% Oeal svidence, Justin Lees, Diabetes Transplant Unit, Prince of Wales Hospital, Sydney, LRC 441; Legisiation Review
Committee Report, n 3, p 50,

| egislation Review Commitiee Report, n 3, p 47

TLRC 985, Centre for Worldwide Studies, p 5. See also Wertheim M, “Clones, Stem Cells and the Future of Medicine™ (2002)
23 (8) Australian Science 23 a1 27.

7! Legisiation Review Committee Report, n 3, p 63.
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economic potential of such research, such as in attracting international private investment.”® Some
submissions expressed a fear that emiinent Australian scientists, along with research investment, will
be tempted overseas into less restrictive jurisdictions and pointed out that Australia had already lost
some of its scientists to countries such as Singapore.”” This was described in one submission as “the
loss of intellectual and creative capital”.”™ Concern was aiso expressed that the current restrictions on
the SCN'T" process and the importation of SCNT embryos and stem cell lines into Australia has meant
that Aus%ga]ian scientists have been unable to participate in, or further develop, certain types of
research.

In contrast, the key assertion presented in submissions against any form of embryonic stem cell
research was the concern that such research is unethical as it involves the destruction of the embryo
itself and that this raises “right to Hfe” issues.® It was stated that “it is inconsistent with the dignity
belonging to human beings to freeze them, call them ‘excess’ as if they were an assembly line product,
and use them for destructive purposes™.®’ Regarding the potential for stem cells derived from SCNT
embryos to create medical therapies, one submission stated that “human beings are not to be treated s

custorn made repair kits for other diseased bodies”.*

These contentions were based on two fundamental principles:

»  that an embryo is “human life”, as fertilisation begins the process of life and that such & being
should be protected by society from the time that it comes into existence;> and

«  that to allow embryos to be nsed in research treats them as a product or unit of commerce, 4
position that has been described as “the commoditisation of children”.™ There was a concern that
by allowing excess ART embryos to be used as what was termed “laboratory material, we are

establishing human embryos as a resource, the demand for which may continue and increase”. ™

There was also concern that to permit SCNT would lead Australia down the path of human
reproductive cloning.® However, an alternative argument that has previously been raised is that a
more reasonable stance would be to acknowledge that the divide between SCNT, also referred to as
“therapeutic cloning”, and the practice of “reproductive cloning” is clear and that it is not necessary fo
prevent SCNT and refinguish all of the medical benefits that it may offer, merely to address concerns
about reproductive cloning.®”

Another key contention was that embryonic stem cell research is unnecessary as research on adult
sters cells can achieve the same resulis® This argument ts premised on the basis that, to date, no
successful stem cell therapies have been developed from embryonic stem ceils. However, adult stem
cells have already been used to treat human diseases, eg by the use of bone marrow transplants. Such
submissions argued that adult stem cells can also be derived from the patient, avoiding any problems

764 RC 930, Queensland Government, p 7, LRC 396, Stem Cell Ethics Avstralia, p 6.

TTLRC 509, Monash-Univers'zty; LRC 308 SpinalCure Australia, p 3, LRC 396, Stem Cell Ethics Australia, p 6.
S LRC 450, AusBiotech Ltd, p 8. .
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of rejection when reintroduced into the patient’s body,” The Review Committee noted that one United
States research group has reported having success in making tailor-made embryonic stem cells;
however, this research had not been published in peer-reviewed lteratare at the time the Lockhart
Report was reeased.””

The fact that the SCNT process is very resource- and labour-intensive was also raised. For
exampie, Professor Alan Mackay-Sim stated that the process is “a fong and laborious procedure” and
that his team had createc over 40 adult stem cell lines.”’ However, he conceded that such advances in
acuit stem cell research should not mean that researchers are prevented from exploring the potential of
embryonic stem cell research.” Other submissions argued that it is wo early to determine whether
adull stem cell research will be capable of developing therapies to treat some affiictions, such as spinal
cord injuries, and that scientists shouid have access to both types of research in order fo fully develop
the range of possible medical therapies.”

Concerns were also expressed that the development of stem cell lines would require a supply of
human eggs and that this could lead to the “manipuiation and exploitation of women in order to obtain
eggs”® Some submissions also raised fears that couples engaged in fertility treatment may be
encouraged by ART clinics to donate their embryos, when they otherwise would have maintained them
in storage for tater reproductive use. Others respondents pointed out that there are currently sirict
ethical guidelines reguiating the donation of excess ART embryos (o research which couid be mirrored
in the ethical requirements for egg donation to the SCNT process.” A submission from Sydney IVF
suggested that egg donation for stem cell therapies could be managed as organ donation is currently. If
the patient was female, her own ooctyes could be used to develop a stem ceil therapy. If the patient
was a male or female not of egg-producing age, a relative, Triend or stranger coutd choose to donate
their eggs for the creation of such a therapy.”

In support of a less restrictive environment was the contention that Australia purports o uphold
the principles of a liberal democracy, and that liberal values support the contention that couples
engaging in ART procedures should have the freedom to choose the fate of their own genetic
material 7 Tt follows that the creating couple should decide whether 1o donate their excess ART
embryos to stem cell research, regardless of the disapproval of some sections of the community. This
view was expressed in the submission from SpinalCure Australia®™ which quoted recenl surveys
carried out by the ACCESS Infertitity Network that revealed that almost 60% of IVF couples were
* prepared to donate their excess embryos to research.”™ The submission also quoted surveys carried out
by Biotechnology Australia showing that the percentage of Australians who support the use of excess
ART embryos in medical research has increased from 53% in 2002 to 65% in 2005.'"%

¥ RC 217, Professor Alan Mackay-Sim, Deputy Director, Bskitis Instinnte for Ceil and Molecular Therapies, Griffith
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93LRC 509, Monash University; LRC 308, SpinalCure Australia.

941 RC* 419, Queensiand Bioethics Centre and Archbishop Bathersby and the Archdiocese of Brisbane.

95 WHMRC Ethical Guidelines, n 20; LRC 246, National Civic Counctl; Legislation Review Committee Report, n 3, p 65
¥ RC 819, Sydney VR, p 9.

%7 B a1 discussion of libershism, including the emphasis on individual rights, see Botiomley S and Parker S, Law in Context
2nd ed, Federation Press, Sydaey, 1997) pp 22-38.

941 RC 308, SpinalCure Austealia, p 4.
FLRC 308 SpinalCure Australia.
0T RC 308, SpinaiCure Australia

& LawsBOOK CO. 36 (2006} 14 JLM 27



The Lockhart Review: Where now for Austraiia?

This argument that liberal ideals should be upheld was also used to contend that ART couples
should be able to transport their embryos overseas, without having to obtain the approval of the
Minister for Customs, as is currently required.'”® For example, the submission from Sydney TVF
called for the fifting of the current tight restrictions on exporting human embryos, which were referred
to as an “interference with a couple’s dominion over their reproductive intentions™, "%

There was much support among the scientific community for a national stem cell bank.
Submissions spoke of the benefits of ensuring that scientists would bave maximum exposure 1o a large
variety of stem cell lines and that such lines would be of international quality. It was thought that a
stem cell bank would ensure the most efficient use of available embryos and prevent scientists from
creating the types of stem celt lines that are already in existence.”™ Such submissions also requested
a lift on the ban of importing, and of the restrictions placed on the exporting, of stem cells im order
that research can progress. It was argued that such stem cell lines could come from approved
internattonal stem cell banks.'™ Ouc submission stated: “The cxchange of information and matertals
between laboratories is the lifeblood of science, and is essential in order for experiments to he
replicated.”'®?

Although submissions made to the Lockhart Review contained many conflicting policy positions,
the Review Committee basically resolved this conflict by adopting a utilitariun approach. The
Committee reasoned that whether sections of the community were of the view that the creation and
destruction of a human embryo for research purposes was morally right or wrong, it was demonstrated
that the research is overwhelmingly for the public benefit, and it therefore should be allowed to
progress.'* The Committee therefore rationalised that the good that stem cell research may have the
potential to provide shouid prevail over the many ethical and practical concerns of various sectors of
the Australian community. It concluded:

The social and moral value that some communities attach to the human embryo needs to be balanced

against the social and moral value that other communities attach to the treatment of disease and o
helping people to have a famity.'"”

As a result of this approach, the Lockhart recommendations reveal that the Review Committee
has taken a very progressive and pragmatic approach towards Australian human embryo research.

THE RELEVANT RECOMMENDATIONS OF THE LOCKHART REVIEW REPORT

The key recommendations of the report are that the creation of embryos by nuclear transfer should be
legalised and that all excess ART embryos, not just those created prior to a particular date, should
continue to be available for donation to rescarch. The Review Committee also recommended that
public education and consultation be conducted in the areas of embryo research so that the general
community can understand the proposed legislative amendments.'™

The Review Committee acknowledged that many submissions raised ethical concerns with the
creation and Gestruction of human embryos for research purposes. However, the Commitiee was of the
view that the strongest objections from the community were that the legalising of the creation of
SCNT embsyos wouid lead to the practice of reproductive cloning.'" It agreed that the reproductive

WU RC 218, Adrianne Pope, Fertility Society of Australia and Monash IVE It was also sybmitted that the current requirements
make the process of obtainmg approval to transport embryes overseas “very slow and cumbersome”.
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cioning of humans was ethically unacceptabic and that there were safety issues associated with such
technology.''® However, the Committee was satisfied that Australian scientists had no intention of
engaging i reproductive cloning and that if the praclice continued to be illegal this would ensure that
it would not occur.

The Lockhart Review recommended that the creation of embryos by the nuclear transfer process
be permitted, under licence, “lo create and use human embryo clones for research, training and clirical
application, including the production of human embryonic stem cells™."! This recommendation was
on the proviso that it would be illegal to implant the resuiting embryos ingo the body of a woman or to
develop them in vitro for more than 14 days.'"”

The Committee was of the view thai all excess ART embryos should continue to be available for
donation fo research, provided that the couple provide informed comsent. The Comimitiee
recommended (hat the use of such cmbryos “continue to be permiiied, under licence, for research,
training and other uses to improve the practice of ART”.!'* As there was evidence that there had been
more cxcess ART embryos donated than there were research projects (o wtilise them, the Committee
suggested that a register of excess ART embryos be established to ensure the most efficient use of such
a valuable resource.’' The Review Commitiee was also of the view that embryos rejected through the
pre-implantation genetic diagnosis process should be permitted o be used in research, and for training
and clinical practice, rather than being discarded. It was considered that ethical guidelimes nceded to
be established in this regard,'"?

Another important recommendation was that the definition of “embryo” be amended in both the
Prohibition of Human Cloning Act 2002 (Cth) and the Research Involving Human Embryos Act 2002
(Cth) to ensure that the starting phase of an embryo would be defined at a later stage than is currently
provided for in the legislation, and to include embryos created other thau by fertilisation, eg, by the
nuclear transfer process. The Committee was concerned that many important research practices were
currently itlepal due to the eariier starting phase of the definition of “embryo”, eg, research on the
culture and maturation of immature eggs, termed “in vitro maturation of coeytes™.''® The Commitiee
reasoned that adopting a definition of “embryo” at a slightly later stage of the development process
would enable much valuable research to occur which was not currenily legal.

The current legistative definition provides that the starting point of an embryo is the appearance of
two pro-nuclei.’!” Submissions made to the Review Committec highlighted that this has prevented any
research requiring experimental fertilisation of an egg with sperm because, once the two pronuclei are
visible, according to the definition, an embryo has been created and the creation of an embryo for
research purposes is not permitted.''® This definition has also prevented a range of research to
improve ART processes such as the testing of sperm quality and fertilisation research.''® Further, the

1L epiglation Review Committee Report, n 3, p 55,
I egislation Review Committee Report, & 3, Recommendation 23, p 172,
M2 ] eislation Review Committee Report, n 3, Recommendation 23, p 172,
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definition of “human embryo clone” currently includes parthenogenetically activated oocytes, which
renders the creation of such an entity illegal, preventing rescarch on activated oocytes. '™

The Review Commitiee considerad that a better starting point for a human embryo was when the
maternal and paternal chromosomes align and a new genetic entity is formed,'”! lermed
“syngamy”.'?* The Review Commiltee concluded that, as this is difficult to pinpoint, the definition
should refer to the first cell division. The following amended definition of “human embryo™ was
proposed:

A hunan smbryo is a discrete living entity that has a human perome or an aliered human genome and

thal has arisen from either:

(i) the first mitotic ccil division when fertilisation of a human oocyte by a human sperm is complete;
or

(ii} any other process that initiates organised developinent of a biological entity with a human nuclear
genome or alfered human nuclear genome that has the poteatial to develop up te, or beyond,
14 days

and has not vet reached cight weeks of developmesnt.'”

The Review Report also suggested that human embryos should be permitied to be created by
other scientific methods. It recommended that all nuclear and pronuciear transfer methods (including
transfer of stem cell nuclei) should be permitied, under licence. | also suggested that parthenogenetic
activation of oocytes be permitted to allow oocyte maturation research.'> The report also canvassed
recommendations that the creation of embryos using the genetic material from more that two peogic
shouid be legalised, along with the creation using precursor cells from a human embryo or fetns.' It
was also of the view that eytoplasmic transfer (including transfer of mitochondrial DNA) be permitied
for research on mitochondrial diseases and to improve ART treatment.'*®

It was considered that the current process of HREC then NHMRC, Embryo Research Licensing
Committee approval, to obtain a licence 10 conduct embryo research, should continue. It was
suggested that the Licensing Committee powers be widened (o inciude the consideration of licences
for nuclear transfer and the other processes which would be legalised, if the recommendations are
implemented. 1t was also considered that the Licensing Committee should have increased powers (o
exercise discretion when considering research proposals which do not fit squarely within the
legislative guidelines, so that constant legiskative amendments are not required.*” It suggested that the
Licensing Committec be given the power to make binding rulings on the interpretation of legistation
and the ability to grant licences on the basis of those rulings, providing regular reports to the NHMRC
and Commonwealth Parfiament.'*®

The Review Commitice was of the view that ART consumers should be able t© more easily
transport their embryos out of the country if they were moving and wishing to continue their ART
treatment. 1t also recommended that the import and export of ethically derived human embryo clones
and human embryonic stem cell lines should be permitted, provided that approval had been abtained
from the relevant aathority.'™ This was on the basis that there continue to be a prohibition on any
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trade in human gametes or embryos.”™ The Committee was also of the belief that a national stem cell
bank would be an effective way to progress medical research, as it would provide scientists with a
wide variety of stem cell lines, the ability to be aware of the types of siem cell lines already in
existence, and would also improve quality contral."!

For many sectors of Australian society these recommendations are controversial, It is therefore
interesting to compare the approach of the Lockhart Review to that of overseas jurisdictions. It is also
of henefit to examine where the recommendations, if adopted, would position Australia in terms of
worldwide human embryo research.

WHERE WOULD THE LOCKHART RECOMMENDATIONS POSITION AUSTRALIA?

Around the world, it could be argued that the most permissive approach in relation to embryo research
is to aliow the creation of embryos by both fertilisation and nuclear transfer, Tor research purposes.
This is the current position in the United Kingdom, Belgium and China.'™ The next most liberal
position could be said 10 be where the country permits the creation of SCNT embryos for research, but
restricts the creation of embryos by fertilisation to ART procedures 1o assist couples to have children.
I these countries excess ART embryos can be donated to research, provided that the creating couple
gives informed consent. This is the approach contemplated by the Lockhart recommendations. It is
also the approach in countries such as Singapore and South Korea.™*

The next most liberal position could be described as the situation where the country only permits
research on excess ART embryos and does not permit the creation of “human embryo clones™ by
nucicar transfer. There is no restriction on when the ART embryos were created or when the stem cells
were derived. This is the current situation in Australia. A more restrictive position is where research
can only occur on embryonic stem cell lines derived from excess ART embryos already in existence.
For example, in the United States, federal funding can only be obtained where the stem cells were
derived prior to 9 August 2001.'* This was previously the position in Australia when research was
only permitted on excess ART embryos created prior to 5 April 2002. An even narrower position is in
countries such as Italy and Iceland where research is only permitted on excess ART embryos for the
purpose of improving ART processes. Overall, the most extreme position is that no rescarch on any
embryos or on existing embryonic stem cell lines is permitted: this is the position in countries such as
Austria.

Although the United States has a restrictive approach in relation to federaily funded research,™? it
should be noted that States such as California'*® and New Jersey'®” have enacted legislation that
permits SCNT. One of the most liberal jurisdictions, the United Kingdor, has permitted the creation
of embryos via SCNT since 2001."* Scientists in the United Kingdom use eggs which would
ordinarily be disposed of by ART clinics, as they have failed to fertifise when mixed with sperm, and
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donated oocytes, in the SCNT process. A United Kingdom research team has recently achieved the
creation of embryonic stem cell lines from nuclear transfer."**

South Korea had been thought to be the world leaders in stem cell research, having reported in
2004 that they had become the first research team in the world to create an embryonic stem cell line
through SCNT.'*® In 2005 it was reported that this research team had successfully produced
tailor-made stem ceil lines.'® However, these research results have recently been discredited.™**

Although the Lockhart recommendations would not take Australia as far as the position in the
United Kingdom where embryos can be created by both fertilisation and SCNT for research purposes,
they would place Australia alongside or ahead of this jurisdiction in some respects, such as with the
suggested change to the definition of “embrye”, referring to the first cell division. This would permit
research 1o take place while the egg is being fertilised. The current definition of “embryo™ in the
Human Fertilisation and Embryology Act 1990 {UK) inclodes human eggs “in the process of
fertilisation”. The effect is to restrict scientists conducting research during fertilisation. Therefore
some of the research that would be legalised by the Lockhart recommendations is not currently able 1o
take place in the United Kingdom." '

The United Kingdom is currently undertaking a review of this Act. Several issues being examined
have arisen because the Act was passed in 1990 when some of the technology used today was not even
envisaged. For example, the Act does not currently inciude in its definition of “embryo” entities
created by SCNT, as this technology was not available in 1990. The United Kingdom courts have
ruled that the legislative definition of “embryo™ applies to all human embryos, whether created by
{ertilisation or by SCNT."** However, the United Kingdom review is currently ooking at whether the
iegislative definition should be amended to provide clarity.!*® The Lockhart recommendations wou'd
ensure that a SCNT embryo is included in the Australian legislative definition of “embryo”. ™

The United Kingdom review is also looking at whether there should be legislative amendment to
permit the creation of embryos via SCNT specificaily for therapeutic purposes, such as the creation of
medical stem cell theragies. which is currently not explicitly provided for in the legislation."*’ The
Lockhart Report has covered this by providing that the creation of embryos by nuclear fransfer can
occur for “clinical application” in addition to the purposes of research and training."*®

The creation of embryos for research by SCNT is currently permitted in the United Kingdom:
however, the legislation does not permit the use of SCNT techniques on embryos after they have been
created. This has implications for research into mitechondrial diserders which cause many inherited
diseases.'?® The Lockhart recommendations state that SCNT should be permitited under licence “to
create and use human embryo clones for research™ which appears to address this issue.”™”

The Lockhart Committee also suggested that, in order to reduce the need for human oocytes,
nuclear transfer of haman somatic cell nuclei into animal oocytes be permitted, under licence, for the
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creation of embryos for research, training and clinical application, including the production of human
embryonic stem ceils."! This issue is currently being discussed in the United Kingdom review as, at
present, the only permitted practice 3s the mixing of human sperm and animal eggs for testing the
fertility or the normality of human sperm.’™

In the United Kingdom, the Human Fertilisation and Embryology Act 1990 (UK) established the
Human Pertilisation and Embryology Authosity {HFEA)."”? For a research team to conduct research
involving the creation of embryos by nuclear transfer and the extraction of stem cells, they must
obtain a licence from the HFEA.'™ Approval from an external research ethics committee is also
required before the application can be considered. The permitted purposes for obtaining a licence (o
conduct rescarch involving SCNT or excess ART embryos are more explicitly defined than in the
current Australian legislation, To obtain a licence in the United Kingdom, the proposed research must
fall within one of the following permitted research activitics:
e promoting advances in the treatment of infertility;
e increasing knowledge about the causes of congenital disease;
e increasing knowledge about the causes of miscalviages;
»  developing more effective techniques of contraception; :
+  developing methods for detecting the presence of gene or chromosome abnormalities in embsyos

before implantation; >
e increasing knowledge about the development of embryos;
«  increasing knowledge about serious disease; or
»  enabling any such knowledge to be applied in developing treatments for serious disease.
Further, to obtain a Hcence an applicant must also:
o justify the use of human embryonic stem cells rather than adult stem ceils;
s provide detailed information about the fate of the stem ceils throughout the research process; and
»  provide a sample of all cell lines to the United Kingdom Stem Celi Bank.

The United Kingdom Stem Cell Bank was established in 2002, hosted by the National Institute of
Biological Standards and Control (NIBSC). The bank provides a repository for human stem celf lines
and also ensures the quality of stem cell lines for use in research and therapy. It has established a
central point for the dissemination of research results and research best practice,””’ Two
Australian-derived stem celf lines have been accepted by this United Kingdom bank.'®

156

The Stem Ceil Bank is uitimately controlled by the Medical Research Council which has a draft
Code of Practice for the use of human stem cells, including embryonic siem ceils, The code provides
that “human embryonic stem cell lines are only used by hona fide research groups for justified and
valuable purposes that reflect the requirements of the HFEA regulations”. These are:

o research that increases the knowledge about the development of embryos or has the jong-term
goal of helping to increase knowledge about serious diseases and their treatment;
e basic cell research that underpins these aims; and

151 egislation Review Commiitee Report, a 3, Recommendation 24, p 172,

'52 The. result of the mixed gametes must be destroyed when the test is complete and no laer than the two-cell stage: Human
Fertilisation and Embryalogy Act 1990 (UK}, Sch 2, 5 H{1IXF.

5% Buman Ferelisation and Embrvology Act 1990 (UK}, 5 5.
54 Human Fertilisation and Embrvology Act 1990 (UR), s 9.
55 mhuman Ferilisation and Embryology Act 1990 (UK}, Sch 2, s 3(2).

156 The last three purposes were added in 2001 by the Human Fertilisarion and Embryclogy (Research Purposes} Regulorions
2001 (UK.

'57 It i overseen by a Steering Committee and is administered by a Mansgement Committee comprising members from research,
academia, health care bodies, regulatory bodies and o lay member see United Kingdom Stem Cell Bank at
htp/fwww.akssemeeilbank ormal/Overview.tml viewed 7 February 2006.
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»  development of cell-based therapies for clinical trials in respect of serious human diseases. 159

The Code of Practice does not reguire ressarch ethics approval for research conducted on
established embryonic stem cell ines; however, it does expect (but not explicitly require} scientific
peer review of such research.

The regulatory position in the United Kingdom provides Australia with an existing example of
how human embryo research, particularly the issuing of licences to create SCNT embryos, can be
effectively regulated. Australia can also look to its own experience with the issuing of licences for
research on excess ART embryos and the requirements of other jurisdictions. For example, i
Australia, to obtain a licence to use excess ART embryos for research, the application must
demonstrate that the research “could not be reasonably achicved by other means™ than the use of such
embryos and that the sumbers of embryos used is limited to those required for the research
outcome.'® In Belgium, embryos can be created both by both fertilisation and by SCNT for research
purposes, However, (o obtain permission to create embryos by fertilisation, the research team must
demonstrate that their project cannot be carried out on excess ART embryos.'®" In The Netherlands,
surplus ART embryos can be created for research; however, the research must be important to
medicine and approved by a Central Committee on Research Involving Human Subg'ects. Further, it
must be shown that the rescarch aims can only be met by the use of such embryos, '*

It is clear that Australian legisiators can benefit from examining the overseas experience. It is
particularly helpful in assessing what the way forward for Australia should be m terms of amendments
to the existing Commonwealth legislation regulating stem celt research.

SUGGESTED FUTURE APPROACH

The Lockhart submissions highlight the concerns of Australian researchers that, without access to
sufficient stem cell lines and to the SCNT process, this country is falling behind many of its overseas
competitors in its progress in stem cell research. Submissions from some State governments aiso
expressed concern as to the economic implications of such a restrictive research environment,' Other
submissions, particularly from the scientific commanity, representative organisations and relatives of
patients, focused on the future promise that embryonic stem cell research holds for the development of
successful medical therapies. In contrast, therc were countless submissions objecting to such research
on the grounds that it is clearly unethical and involves harm to human life,

It is argued that Australia is a liberal democracy and, as such, should uphoid liberal values in
relation to these issues. Couples participating in ART procedures should have the freedom to choose
the fate of their excess embryos, including whether to denate them to stem cell research. They shouid
atso have the reproductive freedom to transport their embryos overseas, without having unnccessary
bureaucratic restrictions imposed upon them.

Australia should follow the pragmatic lead of the United Kingdom and an overall approach
premised on the liberal philosophical theory of utilitarianism shouid prevail. That is, the potential
benefit 10 countless Australians of stem cell therapies should be accorded more weight than the
objections of some sectors of the Australian community, which are often premised on individual
religions values. Australia is a secular society consisting of people professing adherence to many
different religious and moral values. Although successful embryonic stem cell therapies have yet to be
develoP&d, it is clear that there is the potential for such treatments to be developed in the foreseeable
future.

'59 Medical Research Council, Code of Praciice for the Use of Human Stem Cell Lines ut {8.1.1]: see hupyfwwwanre ac uk/
pdl-public-stem cell code of pragtice junc2003.pdf viewed 7 February 2006.

5 gesearch wolving Human Embryos Act 2002 (Cth), 5 214}

'8! Law on Embrye Research Act 2003 (Belg), s 4(1).

162 Ebryos Act 2002 (Neth}, s L1.

18 REC 930, Queensiand Government; ERC 1016, New South Wales Minister for Science and Medical Rescarch.
4T RC 396, Stem Cell Ethics Aungtralia.
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Many submissions to the Lockhart Review strongly favoured Australia taking a more progressive
approach in relation to embryo research, as is currently the case in jurisdictions such as the United
Kingdom.’®® Such submissions contended that the legal position in this country achieves a fair balance
between assuring the community that reproductive cloning will not occur, while also permitiing a
more liberal research environment so that reaf progress towards embryonic stern cell therapies can be
made.*®® This has meant that scientists in the United Kingdom have been conducting valuable
research, such as research on mitochondrial diseases, that would not currently be legal in Australia.'®’

The Lockhart Report has suggested that legislation could prescribe the specific requirements that
would have (o be satisfied before a licence (o create SCNT embryos for research could be issued. At
present, an Australian research application to use excess ART cmbryos must display “a significant
advance in knowledge or improvement in technologies for treatment”. It is now open to the Australian
Parliament to more clearly define the legisiative requirements for SCNT research, as has been the case
in the United Kingdom. The Research favolving Human Embryos Act 2002 {Cth) couid be amended o
set out the specific research aims that would need to be addressed by eligible projects. Such aims
could accord with the areas of research considered to have the highest priority in terms of the
anticipated benefit to the community. The legisiation could also provide that a licence could only be
issued when the proposed research could not be effectively conducted on aduit stem cells or excess
ART embryos. 1t could also restrict the number of embryos permitted to be created to those strictly
necessary to fulfil the goals of the research project. A further requirement could be that a sample of ali
resultant stem celt lines be provided to an established national stem cell bank.

Australian scientists have made it clear that they are not inierested in pursuing human
reproductive cloning and are only interested in the nuclear transfer process for the potential medical
benefits it can bring to many Australians: This process is currently permitted in such countiies as the
United Kingdom, some States of the United States, Singapore, South Korea and Belgium. There is real
concern in the scientific community that Australia “has lost some of its biotechnology lead in stem cell
science to countries that do not ban nuclear transfer”.'® We now must place such an important issue
in the hands of (he Parliament to draft legislation that allows stem cell research to progress to is
fullest potential, while ensuring that the research is conducted in a manner that can provide the most
effective benefit to our community.

5 ] RC 450, AusBictech Lid; LRC 396, Stem Cell Ethics Australia
1657 RC 459, AusBiolech Lid, p 5.

'S United Kingdom Department of Health, n 13 a1 [9.21].
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