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The Regulation of Embryo and Stem Cell Research in 
Australia: Licensing with a Restrictive Tilt 

Regulation of Human Embryo Research 
Generally 

The diversity of national policies on assisted repro
ductive technologies (ART)1 are reflected in the 
diversity of regulatory schemes in relation to 
human embryo research, including research to 
derive stem cells. 2 Broadly, human embryo 
research national regulation can be classified into 
three categories of strict, licensing or guideline 
schemes. The German Embryo Protection Act 
(Embryonenschutzgestz) reflects German attitudes to 
research and a highly protective view of human 
embryos.3 In 2002, the German Parliament allowed 
embryonic stem cell research but only on imported 
lines whilst maintaining its strict prohibition on 
cloning. 4 Other countries maintain bans on embryo 
research, such as Austria, Ireland and the 
Philippines. The United Kingdom was the first 
jurisdiction to introduce a licensing scheme.s The 
Human Fertilisation and Embryology Authority6 
licenses IVF clinics, sets standards for reproductive 
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See Bleiklie I., Goggin M. and Rothmayr C. (2003), 
Comparative Biomedical Policy: Governing Assisted 
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diversity of approaches can be gauged from a WHO 
Report Vayena E., Rowe P. and Griffin P. (2001), 
Current Practices and Controversies in Assisted 
Reproduction, WHO Geneva Report of a meeting on 
"Medical, Ethical and Social Aspects of Assisted 
Reproduction. There is a useful summary of interna
tional regulation of ART on the Health Canada web site 
http: I jwww. hc-sc. gc. ca/hl-vsjreprod/hc
scjgeneraljinternational-eng.php(visited 9accessed 17 
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procedures, gametes storage, success rate reporting 
and monitoring, but also licenses embryo research. 
These are areas of "under legislation"/ which con
tinue to rely on professional self-regulation and 
guidelines. The United States of America is usually 
classified in this category and has little statutory 
regulation. Although it has been argued that there 
are significant regulations through laboratory stan
dards, the NIH and FDA regulations and the 
Department of Health and Human Services poli
cies. 8 There are also few regulations on embryo 
research. 9 The USA has introduced restrictions on 
the use of public funds for such research leaving 
open the possibility of development in the private 
institutions.10 The President's Commission on 
Bioethics has described the regulatory landscape as 
a "patchwork, with authority divided among 
numerous sources of oversight".11 

Australia has a long record of regulation of assisted 
reproductive technology, including the world's first 
legislation, the Infertility (Medical Procedures) Act in 1984 

Studies Journal 30:441 and Robertson J. (2004), 
Reproductive Technology in Germany and the United 
States: An Essay in Comparative Law and Bioethics, 
Columbia Journal of Transnational Law 43:189-203. 

4 Heinemann T. & Honnefelder L., Principles in Ethical 
decision-making (2002) 16, Bioethics 530-543 at 541. 

5 Halliday S., A Comparative Approach to the Regulation 
of Human Embryonic Stem Cell Research in Europe 
(2004) 12, Med L R 40-69 suggests there are different 
models but essentially there are bans or licensing. 

6 Human Fertilisation and Embryology Act 1990 c. 37 
7 An expression used by the Noelle Lenoir cited in M. 

Casado (1996) , The Conflict Between Legal Interests in 
Clinical Genetics: Public Health Requirements and 
the Safeguarding of Human Dignity, Law and the 
Human Genome Review 4 :27. 

8 Adamson D. (2005), Regulation of Assisted Reproduc
tive Technologies in th~ United States, Fam LQ39: 727. 
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Kingdom and the United States, American Journal of 
Law and Medicine 31: 419-446. 
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problem in stem cell Research (2002) 16, Bioethics 544-556 

11 President's Council of Bioethics, Reproduction and 
Responsibility: The Regulation of New Biotechnolo
gies 204 at 75. 



in the state of Victoria. This Act also placed strict 
limits on research on human embryos. In 2002, the 
federal Commonwealth Parliament passed the 
Research involving Human Embryos Act, which establish
es a strict licensing scheme. This article considers 
this scheme. 

Background to licensing regulation in 
Australia 

Australia has had a long record of regulation of 
assisted reproductive technology, including the 
world's first legislation, in 1984 in the state of 
Victoria12 • Two other Australian States (South 
Australia13 and Western Australia14) adopted licens
ing systems for their ART programmes. The legisla
tion in all three States addressed prohibited prac
tices and embryo research15. The Infertility Treatment 
Act 1995 (Vic) did not prohibit research but has a very 
"restrictive tilt"16. Any embryo in Victoria used for 
the purposes of re-implantation17 or 'approved 
research'18 has to retain the capacity of that embryo 
to be re-implanted into a woman.19 This effectively 
barred the extraction of stem cells from an embryo. 
This "restrictive tilt" applied in Western Australia 
and South Australia also20 • In South Australia,. the 
approved research was not to be 'detrimental' to the 
embryo, 21 and, in Western Australia research had to 

12 The Infertility (Medical Procedures) Act, see Chalmers 
D., Professional Self-Regulation and Guidelines in 
Assisted Reproduction (2002) 9, Journal of Law and 
Medicine 414. 

13 Reproductive Technology Act 1988 (SA) ss.1o, 13-14. 

14 I:Iuman Reproductive Technology Act 1991 (WA) ss.15-
21, 27-41, 44-46. 

15 Section 52 Infertility Treatment Act 1995 (Vic).; Section 
24(4) Human Reproductive Technology Act 1991 (WA); 
section 1o(c) Reproductive Technology Act 1988 (SA). 

16 :pace Brownsword R., Regulating Human Genetics: 
New Dilemmas for a New Millennium (2004) 12, Med 
L R 14-39. 

17 Section 49 Infertility Treatment Act 1995 (Vic). 

18 Section 22 Infertility Treatment Act 1995 (Vic). 

19 Section 24 Infertility Treatment Act 1995 (Vic). 
20 For example, both States required that research could 

only be undertaken within a period not exceeding 
fourteen days from fertilisation. Reg 4 Reproductive 
Technology (Code Of Ethical Research Practice) 
Regulations 1995 (SA); section 14(1)(d) Human 
Reproductive Technology Act 1g91 (WA). 

21 Section 14(b) Reproductive Technology Act, 1988 (SA). 

22 Section 14(2) Human Reproductive Technology Act 1991 
(WA). 

23 ·Replaced with the Ethical Guidelines on the Use of 
Assisted Reproductive Technology in Clinical Practice 
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be 'therapeutic for that ... embryo' with 'existing 
scientific and medical knowledge indicat[ing] that 
no detrimental effect on the well-being of [it] is 
likely thereby to occur'. 22 

In the other States and Territories, National Health 
and Medical Research Council guidelines, Ethical 
Guidelines on Assisted Reproductive Technology, 199623, 

applied and were adopted by the Reproductive 
Technology Accreditation Committee of the 
Fertility Society of Australasia that formally accred
its these ART clinics. 24 These limited embryo exper
imentation to 'therapeutic procedures which leave 
the embryo, or embryos, with an expectation of 
implantation and development' (6.2) except in 
'exceptional circumstances'. (6.4). Research 
approval was required from a Human Research 
Ethics Committee25. 

At the Commonwealth level, the Human Embryo 
Experimentation Bill26 was introduced in the Senate in 
1985 and was referred to a Senate Select Committee. 
Their report27 recommended a national research 
licensing body for experimentation on human 
embryos. 28 Such a ~ationallicensing regime did not 
emerge until2002. 

Significantly, the Dolly announcement29 and set off 
a chain of national inquires into the puhlic policy 

and Research (2004) Part A-prohibitions ; Part B
guidelines on ART clinical practice; and Part C- ART 
research and research on embryos. 

24 See Szoke H. (1999), Regulation of Assisted Reproduc
tive Technology, in I. Freckelton and K. Petersen (eds.), 
Controversies in Health Care, Federation Press, at 243-
244. 

25 The HREC had to be satisfied about evidence of a likeli
hood of significant advance in knowledge or improve
ment in technologies for treatment as a result of the 
proposed research; the use of a restricted number of 
embryos; and consent to the specific form of research 
on the part of the gamete providers and their spouses 
or partners. These conditions were repeated essential
ly in Section 24(1)(a)-(c) the Research involving Human 
Embryos Act 2002(Cth). 

26 This was a private member's bill. 

27 Senate Select Committee on the Human Embryo Exper
imentation Bill1985, Human Embryo Experimentation 
in Australia (1986) AGPS (Chair senator Tate). 

28 Ibid Chapter 4, para. 4.25. 

29 Robertson, J., Human Cloning and the Challenge of 
Regulation (1998) 339, New England Journal of 
Medicine 119; Annas, G., Why We Should Ban Human 
Cloning? (1998) 339, New England Journal of Medicine 
No.2, 122. 
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and regulatory response to this event.3° The 
Australian government reacted also and referred 
the issue to the Australian Health Ethics 
Committee (AHEC), which produced a report31 rec
ommending endorsement of the UNESCO Declaration 
on the Human Genome and Human Rights. ·The AHEC 
report was referred formally to the Australian 
House of Representatives Standing Committee on 
Constitutional and Legal Affairs that in turn report
ed in the Human Cloning: Scientific, Ethical and Regulatory 
Aspects of Human Cloning and Stem Cell Research in 2001. 

This Report recommended unanimously that repro
ductive human cloning should be prohibited but 
recorded a 6 to 4 majority recommendation on per
mitting embryo research. However, there was 
agreement on the possible benefits of embryonic 
stem cell technology with the Report noting sub
missions describing stem cell research as 'the great
est and most exciting medical breakthrough' and 
'one of the, biggest breakthroughs in human medi
cine', promising 'very great potential benefits'.32 • 

This Report proposed a national licensing scheme for 
research on human embryos. Licences were to apply 
to "surplus" embryos from ART programs, subject 
to requirements33 and required the consent of all 
relevant persons.34 This nationally consistent 
regime would apply to the public and private sector 
and should display the features of accountability, 
enforceability, responsiveness, flexibility, practi
cality and consistency.3s Subsequently, in June 
2001, the Council of Heads of Australian Govern
ments Meeting agreed to develop nationally consis
tent legislation to prohibit human cloning of a 

30 See "Cloning Issues in Reproduction Science and 
Medicine" December 1998. A joint committee of the 
Human Genetics Advisory Commission and the 
Human Fertilisation and Embryology Authority. See 
also Macklin R., (2004) Cloning and Public Policy, in 
]. Burley and J. Harris, A Companion to Genethics, 
iBlackwell Publishing UK at 206-215. 

31 Australian Health Ethics Committee Scientific, Ethical 
and Regulatory Considerations Relevant to Cloning of 
Human Beings -16 December 1998 (a Report to the 
Commonwealth Minister for Health and Aged Care) 
Professor D. Chalmers was Chair of AHEC. 

32 See generally the House of Representatives Standing 
Committee on Legal and Constitutional Affairs, 
Human Cloning: Scientific, Ethical and Regulatory 
Aspects of Human Cloning and Stem Cell Research 
(2001) AGPS at paras 3.23-3.34. 

33 Ibid paras 12.41-12.44. 

34 Ibid paras 12.69-12.78. 

35 Ibid para 11.63. 
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whole human being,36 and at the meeting on s April 
2002 agreement was reached that the use of 
embryos surplus to ART requirements for embryon
ic stem cell research should be allowed, but only in 
limited circumstances and subject to strict regula
tion. 

The Research Involving Embryos and Prohibition of Human 
Cloning Bill37 was presented to the Commonwealth 
Parliament in 2002. The Prime Minister introduced 
the Bill and explained that the object of the Bill was 
to ban human cloning and other unacceptable prac
tices associated with reproductive technology and 
to regulate research involving the use of excess 
human embryos created by assisted reproductive 
technology.38 This bill was later split into two sepa
rate bills: one dealing with research, and one deal
ing with cloning, the Research Involving Embryos Bill 
(Cth) 2002 and the Prohibition of Human Cloning Bill 
(Cth) 2002 respectively. The Prohibition of Human 
Cloning Bill received unanimous support with 
many comments in the debates that cloning was an 
affront to human dignity. The Research Involving 
Embryos Bill, sfter a long and passionate debate39 
was enacted as Research Involving Human Embryos 
Act 2002. The legislation was a compromise 
between freedom in research4° and profound moral 
concerns about the status of the human embryo. 
The legislation, however, included significant 
restrictive tilts. 

36 This inelegant expression derived from the AHEC 
Report. This same expression was later used in the ban 
on human cloning introduced on an interim basis in 
Ss191A-191D Gene Technology Act 2000 (Cth). 

37 Originally, the Research Involving Embryos and 
Prohibition of Human Cloning Bill into the 
Commonwealth Parliament in 2002. This Bill was 
split into two separate Bills: the Research Involving 
Embryos Bill (Cth) 2002 and the Prohibition of Human 
Cloning Bill (Cth) 2002. 

38 Prime Minister Howard, Commonwealth, House of 
Representatives, Parliamentary Debates (Hansard), 27 
June 2002 at 4541. 

39 For references to the parliamentary debates and a 
fuller discussion of these arguments see D. Chalmers 
& D. Nicol, Embryonic stem cell research: can the law 
balance ethical,. scientific and economic values (2003) 
18, Law and the Human Genome Review Part 2 at 95-
101. 

40 In this respect see article 12 of the Declaration of the 
Human Genome and Human Rights, which states that 
'freedom of research, which is necessary for the 
progress of knowledge is part of freedom of thought. 
The applications of research . . . shall seek to offer 
relief from suffering and improve the health of indi
viduals and humans as a whole'. 
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Research on Human Embryos: The National 
Regulatory Framework41 

The Research involving Human Embryos Act was passed 
with a comfortable majorities in both Houses "'of the 
Commonwealth Parliament. The Act creates a 
Licensing Committee set up within the National Health 
Medical Research Council to administer a national 
licensing scheme for embryo research. The various 
States and Territories agreed to corresponding state 
legislation that enables the Licensing Committee to 
operate as a national body. 42 

The Act allows the use of "excess ART (IVF) 
embryos" to carry out approved research. Criminal 
offences apply when excess ART embryos are used 
without a valid licence. The legislation and guide
lines include broadly similar provisions dealing 
with embryo research and establishing a generally 
"restrictive tilt,"43 including: 
- Only surplus, "excess" ART embryos may be 

used; 
- The consent of the parties creating the embryos 

is required at 2 stages 
- The purposes of the research must be explained 

and mostly the research purposes are limited 
and require careful justification 

- The· research purposes must be approved by an 
Human Research Ethics Committee 

- The research is generally required to be reported 
and the research results published 

- National committees to license or approve the 
research and, in the case of licensing the power 
to impose conditions in the licence. 

41 On stem cells and regulation see D. Chalmers & D. 
Nicol, Embryonic stem cell research: can the law bal
ance ethical, scientific and economic values Part 1 and 
2 (2003) 18, Law and the Human Genome Review 43-53 
and 91-108; and, D. Chalmers, D. Nicol and B. Gogarty, 
Regulating Biomedical Advances: Embryonic Stem Cell 
Research (2002) 2 Macquarie Law }ournal31-59. 

42 Victoria: Infertility Treatment Amendment Act 2007; 
New South Wales: Human Cloning and Other 
Prohibited Practices Amendment Act 2007; 
Queensland: Research Involving Human Embryos and 
Prohibition of Human Cloning Amendment Act 2007; 
Tasmania: Human Cloning and Other Prohibited 
Practices Amendment Bill 2007; Western Australia: 
Human Reproductive Technology Amendment Bill 
2007. 

43 R. Brownsword, Regulating Human Genetics: New 
Dilemmas for a New Millennium (2004) 12, Med L R 
14-39. 
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Functions of Embryo Research Licensing Committee: A 
Licensing Commi ttee44 is set up within the 
National Health and Medical Research Council (s12) 
as a Principal Committee. The Licensing Committee 
grants licences to conduct research on excess 
human embryos in the private and public sector 
whose principal task (s2o). The functions of the 
Licensing Committee are prescribed and restricted 
to: 

- Consider applications for licences to use excess 
ART embryos; 

- Issue (subject to conditions) or not issue such 
licences; 

- Maintain a publicly available database contain
ing information about licences issued; 

- Monitor licensed activities and ensure compli
ance with the legislation through the appoint
ment of inspectors and take necessary enforce- . 
ment action, such as cancelling or suspending 
licences; 

- Report to the Parliament of Australia on the 
operation of the Research Involving Human Embryos 
Act 2002 and the licences issued under this Act; 
and 

- To perform such other functions as are conferred 
on it by the Research Involving Human Embryos Act 
2002 or any other relevant law. 

Approval by a Human Research Ethics Committee: At the 
first stage, an applicant for a research licence must 
present the research proposal to their Human 
Research Ethics Committee (HREC) in their institu
tion, (S23(3)(c)). The HREC must be satisfied that: 
- the embryos are excess to the needs of the couple 

in the ART program, 
- that all the consents have been obtained and 
- that approval has been given for the activity and 

project by the HREC. 

If the HREC approves, the application can be 
referred to the National Licensing Committee for 
consideration. 

Excess embryos for licensed research: A key feature of the 
Act is that only "excess ART embryos" rriay be used. 
The Act provides that the couple in an ART program 
must declare their embryos to be surplus to their 
needs, and consent to the embryos being classified 

44 see http:/ /WWW?.health.gov.aujnhmrcjembryojindex. 
htm 
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as excess under the terms of the Act. These embryos 
may be then used for research, in strictly limited 
circumstances. An embryo can only be "excess" if 
each responsible person (S 8) has authorised in writ
ing the use of the embryo for a purpose other than 
the ART treatment of the woman concerned (59 
(2)(a)). or has determined in writing that the 
embryo is excess to their needs (sg (2)(b)). 

Consent of parties: A major consideration for the 
Licensing Committee is the requirement for con
sent. The Licensing Committee must first be satis
fied (s21(3)) that all the required consents have been 
obtained from the parties. Consent under the Act is 
complex and must be read in conjunction with the 
relevant NHMRC Ethical Guidelines on the Use of Assisted 
Reproductive Technology in Clinical Practice and Research 
(2004) Part c- ART research and research on 
embryos. 

Consent is required at 2 stages. Section 24 (1) pro
vides that, before an excess ART embryo is used as 
authorised by the licence each responsible person (i.e. 
all those involved in provided the egg or sperm for 
the creation of the embryo and any spouses). As 
such, there must first be written authorisation or 
determination from the woman (and her spouse) 
that an embryo is an excess ART embryo (sg (2)). 
Secondly, there must also be consent from each of 
those people45 that the embryo may be used for an 
approved research purpose. In effect, the legisla
tion prescribes two separate consents. Consent 
forms in ART clinics had to be redrafted to reflect 
these two stages. In addition, the Licensing 
Committee drafted a guidance note on the consent 
requirements of the Act and the NHMRC guide
lines46. 

Licensing Committee considerations: Provided the Licens
ing Committee is satisfied that the relevant con
sents and HREC approval have been.obtained, the 
Licensing Committee may consider the application 
for a licence. The Act requires that the Licensing 
Committee has regard to the following matters in 
deciding whether to issue the licence (s21(4)): 

45 Potentially, consent may be required from four people 
(if the egg and sperm are provided by donors) for the 
particular use of the embryo (s24 (1)(a)). 

46 NHMRC licensing Committee Report to the Parliament 
of Australia Period 1 April to 30 September 2004 at 7. 
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(a) restricting the number of excess ART embryos to 
that likely to be necessary to achieve the goals of 
the activity or project proposed in the applica
tion; 

tb) the likelihood of significant advance in knowl
edge or improvement in technologies for treat~ 
ment as a result of the use of excess ART embryos 
proposed in the application, which could not 
reasonably be achieved by other means; 47 

(c) any relevant guidelines, or relevant parts of 
guidelines, issued by the NHMRC under the 
National Health and Medical Research Council Act 1992 
and prescribed by the regulations for the purpos
es of this paragraph; 

(d) the HREC assessment of the application men
tioned in paragraph (3)(c); 

(e) such additional matters (if any) as are prescribed 
by the regulations. 

In practice, the Licensing Committee's delibera
tions have concentrated with regard to paragraphs 
(a) and (b), namely, the issues of restricting the 
number of excess ART embryos and the likelihood of 
significant advancement in knowledge or improve
ment in technologies. Every licence issued so far 
has included a condition imposed by the Licensing 
Committee (S 24) about the numbers of embryos 
that may be used in the research. In addition, the 
Licensing Committee has developed additional 
guidance on how it treats the interpretation of the 
issue of "likelihood of significant advance". 48 By 
comparison, the UK Human Fertilisation and 
Embryology Authority originally approved research 
purposes which related principally to understand
ing of the causes of infertility, miscarriages, genital 
diseases, contraception and chromosome abnor
malities. These purposes were expanded to include 
research for the purposes of understanding the 
development of embryos, increasing knowledge of 
serious disease and the treatment of those dis
eases.49 

47 The Purpose of research criterion is important. In 
Japan: basic research only is allowed with a ban on 
reproductive use ofES cells. In the UK: infertility; mis
carriages; congenital diseases, contraception; gene/ 
chromosome abnormalities were the original purposes 
to which were added development of embryos; knowl
edge of serious disease; treatment of serious diseases 
{HFEA (Research Purposes) Regula-tions 2001). 

.48 NHMRC licensing Committee Report to the Parliament 
of Australia Period 1 April to 30 September 2004 at 8. 

49 Human Embryology $Fertilisc;l.tion Act (Research 
Purposes) Regulations 2001 UK. 
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The Act permits destructive research to be carried 
out on excess embryos. The Act originally distin
guished between research that damages or destroys 
the embryo and non-destructive research (SS 21(3)(b); 
24(1)(c); and 24(3). There was a requirement that 
only "excess" embryos in storage at a particular 
date. could be used for research that damages or 
destroys the embryo but this restriction was 
repealed and not continued5° 

Licence grants: The NHMRC Licensing Committee has 
issued 12licencesS1 since its inception. In summary, 
the following table of the LICENSED USE OF EXCESS 
ART EMBRYOS shows the use of excess ART 
embryos, as set at 30 September 2007. 

See Tabel on page 183 

At the time of writing the Licensing Committee is 
also considering three applications for SCNT 
licences. 

This Table above sets out both the number of 
embryos that were authorised for use under the 
Licence and the embryos that have actually been 
used. Concerns had been expressed during the Parl
iamentary Debates that the numbers in storage 
and available for research were around the 70,ooo 
figure. However, the actual numbers of embryos 
approved and used for research are substantially 
below the estimate of numbers of embryos available 
for research purposes. 

Prohibition Of Human Cloning Act (CTH) 2002: The 
Licensing Committee is also responsible for admin
istering the Prohibition Of Human Cloning Act. The LC 
monitors the restrictions created in the Act in the 
long menu of prohibited practices. These prohibi
tions are overseen by statutory inspectors and each 
carrying heavy criminal penalties. These offences 
are creating an embryo other than by fertilization (S 
l3) or other than for a pregnancy (S 14); mixing the 
genetic material of more than 2 people (S15); devel
oping an embryo outside the body of a woman for 
more than 14 days (S 16); using precursor cells from 
an embryo to create an embryo (S 17); creating heri
table alterations to a genome (S 18); removing a 
viable embryo from a woman (S 19); creating a 

so See Part 5 S 46 of the Act. 
51 Details of these licences can be seen in the quarterlt 

Reports to Parliament that can be accessed on line at 
the NHMRC site http:/ /www.nhmrc.gov.aujresearch. 
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chimeric embryo (created by combining human 
embryos and animal cells) (S 20) or placing an 
embryo in an animal (S21). In addition, there are 
offences in relation to theimport and export of 
"prohibited embryos." (S 22) and commercial trad
ing in human eggs, sperm and embryos (S 23). 
These offences carry a maximum penalty of1o years 
imprisonment, which may be supplemented with a 
monetary penalty. 

Monitoring and Offences: The Act establishes an inspec
torate and a system of monitoring not only of 
licensed research but also any possible breaches of 
the cloning legislation. The Actc creates a series of 
criminal offences relating to the use of excess ART 
embryos without a licence. The Licensing Commit
tee has a monitoring and compliance secretariat 
that carries out records audits of all licensed facili
ties; carries out on site monitoring inspections 
including inspection of the premises, documents 
and records; conducts final inspections before the 
expiry of the licence to ensure that all the licensing 
activity will be completed and appropriate arrange
ments are in place to ensure that the licence activi
ties cease. In addition, the Licensing Committee 
can undertake short notice inspections where there 
are immediate concerns that any activity ... This 
has only been carried out on one occasion. There 
are also provisions for unannounced inspections 
but this power has not been exercised as yet. 

The Licensing Committee also has powers under 
the Prohibition of Human Cloning Act to conduct inspec
tions or investigations for any alleged or suspected 
breach of the provisions of the Act. In 2005!6, the 
Licensing Committee Inspectorate followed up on 
reports in the press about the Raelian Sect that had 
reportedly conducted extra-terrestrial cloning pro
cedures. Perhaps, unsurprisingly, the investiga
tions found no conclusive proof of such procedures. 
On the other hand, in 2007/8 the inspectors were 
obliged to take seriously reports of the imputation 
of human gametes for commercial purchase. 
Australia, like other countries, has a clear no com
merce rule for human tissue including gametes. 
The investigation also concluded that the payments 
made were consistent with reasonable administra
tive charges. 

Somatic Cell nuclear Transfer and the Lockhart Report zoos: 
Under the terms of the legislation, a review was to 
be undertaken (S47). In late 2005, Justice John 
Lockhart of the Federal Court was appointed to 
undertake a review of the legislation. Over the next 
year, evidence was taken and submissions received 
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Licence Licence Licence Title Embryos Embryos used 
Number Holder Authorised to be in licensed 

used under activity up to 30 
licence September 2007 

309700 MonashiVF Use of excess ART 
embryos for trai~ing in 

175 0 

embryo biopsy 
309701 SydneyiVF Improvement in Sl2 (up to 670) 49 

laboratory conditions 
for embryo culture 

309702A Sydney IVF Effect of an additive on 128 (up to 170) 24 
Embryo culture 
analysis of growth and 
epigenetic 
programming 

309702B Sydney IVF Development of 220 (50 thawed 25 
methods for specifically for 
pre-implantation licence. 170 
genetic and metabolic transferred from 
evaluation ofhuman 309701 
embryos 

309703 SydneyiVF Development of human 50 50 
embryonic stem (ES) (50 thawed 
cells specifically for 

licence plus up to 
20 ICMs which . 
may be transferred 
from 309702A or 
309702B) 

309704 Melbourne IVF Development of testing 300 80 
procedures for 
unbalanced 
chromosome errors in 
human embryos 

309707 Monash Derivation of 200 46 
University ' embryonic stem cell 

lines from the human 
embryo 

309708 IV Australia A collaborative project 100 50 
between IVF Australia 
and the Diabetes 
Transplant Unit, Prince 
of Wales Hospital, to 
derive human 
embryonic stem cell 
lines for the treatment 
of diabetes 

309709 Melbourne IVF A collaborative project 200 97 
between Melbourne 
IVF Pty Ltd and Stem 
Cell Sciences Pty Ltd to 
derive human 
embryonic stem cell 
lines 

309710 Sydney IVF Derivation of human 100 22 
embryonic stem cells 
from embryos 
identified through 
preimplantation genetic 
diagnosis to be affected 
by known genetic 
conditions 

Total 2015 443 

JIBL Vol OS I 2008 183 



ARTICLES 

from a broad spectrum of the community including 
scientists, churches, community groups and IVF 
representatives. In broad terms, the Legislation 
Review52 concluded that the Licensing Committee 
was conducting the licensing procedure we'll and 
overall, the legislation was reflecting effectively 
the balance view of the parliament to allow 
research but with restrictions and monitoring. 

Two recommendations were of particular impor
tance to the Licensing Committee. First, the 
Legislation Review recommended that, in some cir
cumstances, it may be permissible to conduct 
research on live embryos. Embryos undergoing 
pre-implantation genetic diagnosis could not fulfill 
the consent procedures required under the Act. If 
they were considered unsuitable for transfer, they 
could not be licensed for approved research purpos
es and had to be discarded. It was argued that som'e 
of these embryos could be suitable for the develop
ment of specific disease stem cell lines for research. 
No licence has been issued for live, rather than 
frozen excess embryos. 

Secondly, the Review recommended the introduc
tion of licences for somatic cell nuclear transfer. 
This was a controversial recommendation but one 
which was consistent with the UK Human 
Fertilisation and Embryology Authority power to 
grant licences for such embryos. 

As noted above, the legislation originally included 
a requirement that any excess embryos had to have 
been in existence on the date of operation of the leg
islation. This, in effect, required that only frozen 
embryos could be used. The removal of this specif
ic provision was another enabling amendment 
allowing the introduction of both SCNT and the 
possibility of the use of live embryos. These provi
sions came into force in 2007 by amending legisla
tion.53 

52 Australian Government (2005) Legislation Review : 
Prohibition of Human Cloning Act 2002 and the 
Research Involving Human Embryos Act 2002 Reports, 
Canberra, 2005 (chair Justice Lockhart ). See Cooper. 
(2oo6) The Lockhart Review: Where now for 
Australia?, Journal of Law and Medicine 14 ; 27-44. 

53 Prohibition of Human Cloning for Reproduction and 
Regulation of Human Embryos Research Amendment 
Act 2oo6. 
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Conclusion 

Despite the promises of human embryo research 
and stem cells, the therapeutic applications of this 
research are still at a very embryonic stage of develop
ment.54 Secondly, there are scientific efforts to cre
ate stem cells from a embryoid bodies but, impor
tantly not from human embryos. Various proposals 
emerged during 2004 and the US President's 
Council on Bioethics considered one. 55 This :r>articu
lar proposal was later scientifically criticized 56 • 

Significantly, Shinya Yamanaka and colleagues in 
Japan, published the results57 of their induced 
pluripotent stem cells (IPS) from human fibrob
lasts. Under this procedure, the Japanese team 
have been able to produce successfully stem cells 
that also proliferate indefinitely from somatic cells 
without the need either for excess embryos or enu
cleated human or animal eggs as the medium for 
the growth of the SCNT type stem cells. These 
results were simultaneously published by the lead
ing Wisconsin team led by James Thomson 58 • It has 
been widely agreed that this procedure removes 
much of the moral objection to the use of excess 
embryos for the production of stem cells. 
Interestingly, this procedure would not require the 
approval of Licensing Committee, which has been 
often referred to colloquially in Australia as the 
"Stem-cell Licensing Committee". In fact, the leg
islation makes no provision for licensing stem cells. 

54 Ibid at 23-24. 

55 Dr. William Hurlbut, Stanford University proposed 
using DNA from a skin cell that had been treated to 
prevent the trophectoderm from developing into the 
outer layer of cells that form the placent. In this way 
the SCNT entity could never become a viable embryo, 
yet be a source of stem cells. (2004) 143 Bioedge3-6. 

56 Dr. Charles Jennings of the Harvard Stem Cell Istitute 
has argued the Cdx2 gene will not work on humans as 
on mice D. Melton, G. Daley and C. Jennings "Altered 
nuclear transfer in stem cells-A flawed proposal" 
(2004) 351 N ENGL J MED 2791-2793 with reply from 
Hurlbut in " (2005) 352 N ENGL J MED 1153-1154. 

57 Takahashi, K. et al., (2007). Induction of pluripotent 
stem cells form adult human fibroblasts by defined 
factors. Cell131:861-872 ; Takahasi, K. & Yamanaka, 
s., Induction of pluripotent stem cells from mouse 
embryonic and adult fibroblast cultures by defined fac
tors. Cell 126, 663-676 (2006) See also Goldman, B. 
Embryonic Stem Cells 2.0 Nature Reports Stem Cells. 
Published online: 1 May 2008. 

58 Yu, J. et al., (2007) Induced pluripotent stem cell lines 
derived from human somatic cells, Science 318, 1917-
1920 . ;Thomson, J.A. et al,. Embryonic stem cell lines 
derived from human blastocysts, Science 282, 1145-1147 
(1998). 
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The Licensing Committee is only responsible for 
licences sourced from excess embryos or, more 
recently, SCNT procedures. 

Finally, it is difficult to imagine· that the vast diver
sity and regulation around the world could lead to 
any form of integrated harmonisation. Some acad
emic authors have suggested that it may at least be 
able to enumerate some common meta-values such 
as the inherent dignity of the human person, the 
security of human genetic material, the quality of 

59 Knoppers B. and LeBris S. (1991), Recent Advances in 
Medical Assisted Conception: Legal, Ethical and Social 
Issues, Am J Law of Med 17: 329-361. 

6o See Deech R. (2oo6), Playing God: Who Should 
Regulate Embryo Research?, Brooklyn Journal of 
International Law 32: 321-338. These were l;mman dig-. 
nity, worth and autonomy; the welfare of the poten-
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services and the inalienability of the human per
son.s9 Similarly, Baroness Deech, former Head of 
the UK Human Fertilisation and Embryology 
Authority proposed five ethical principles derived 
from the work of the HFEA and public consulta
tion. 60 Unfortunately, it is generally assumed that 
harmonisation will generally mean pressure for 
regulations to move from restrictive to more per
missive. 61 There is little current likelihood of a 
more permissive tilt in Australia. 

tial child; safety of procedures used; respect for the 
status of the embryo; and saving lives through the use 
of these procedures. 

61 See McGleenan T., (1999) Reproductive Technology and 
the Slippery Slope Argument: A Message in Blood, in 
Hildt E. and Graumann S. (eds) Genetics and Human 
Reproduction Ashgate Publishers UK at 273-283. 
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