4 October 2006

Submission to

The Australian Senate Community Affairs
Committee

- Legislative Responses to Recommendations of the
Lockhart Review.

From

The Life Office
Catholic Archdiocese of Sydney

Prepared by

Dr Brigid Vout MBBS MBioeth
Executive Officer, Life Office
Polding Centre, 133 Liverpool St
Sydney NSW 2000

Ph (02) 9390 5290
lifeoffice@sydney.catholic.org.au



mailto:lifeoffice@sydney.catholic.org.au

Executive summary

The Catholic Church is a well known advocate for respect and protection of the human
embryo. As science clearly demonstrates that human embryos are complete, though
immature, human beings, justice requires that embryonic human beings are protected
by law in the same way that other human beings are.

At the same time, institutionally and individually, Catholics make a substantial
contribution to health care and medical research. As the sponsor of the oldest and
largest network of healthcare institutions in the world and being the largest non-
government provider of healthcare in Australia, we recognise the potential benefits of
biotechnology to the health and wellbeing of the Australian and International
community.

Therefore, the Catholic Church supports biomedical research and therapy which is
undertaken within an ethical framework which respects human life and dignity at every
stage and in every condition. In so doing, we join other Christian denominations,
major religious traditions and many people of good will of no religion who propose
that medical and scientific research should be at the service of human life and dignity.

To this end, the Life Office opposes any expansion of destructive human embryo
experimentation as both unethical and scientifically unnecessary. In particular, we
oppose the intentional creation of research human embryos, whether by in vitro
fertilisation, human cloning or other currently prohibited practices.

This submission recommends that legislative responses to the Lockhart Review should
NOT:

e Allow any expansion of destructive human embryo experimentation for ART
research and stem cell research through amendments to the Research Involving
Human Embryos Act 2002 and Prohibition of Human Cloning Act 2002,

e Allow the creation of human embryos, by any means, for any purpose other than
attempting to achieve pregnancy in a woman;

e Allow changes to the definition of human embryo which would define an embryo
as commencing existence at a later point in time.
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1. Introduction

The Life Office of the Catholic Archdiocese of Sydney is grateful for the opportunity to
make a submission to The Australian Senate Community Affairs Committee, Legislative
Responses to Recommendations of the Lockhart Review.

The Life Office is an agency within the Catholic Archdiocese of Sydney, established to
extend the research, policy and educational activities the Church undertakes in life and
related issues. Currently there are some 589,000 Catholics in the Archdiocese of
Sydney, constituting 32.3% of the general population living within the geographical
boundaries of the diocese. Over one million Catholics live in the greater Sydney area.

2. The Lockhart Committee Recommendations
2A. General comments

In 2002 the creation of human embryos for the purpose of research or therapy was
banned by Federal Parliament without a dissenting voice. Now, less than four years
later, the Lockhart Committee has recommended that this ban be lifted without a
dissenting voice, and despite the fact that the great majority of the 1000 written
submissions to the Committee were opposed to expanding destructive embryo
research and permitting the creation of research embryos by human cloning and other
forms of reproductive technology.

The majority of the Lockhart Recommendations contravene basic ethical and
community standards governing research involving human beings. The Lockhart
Report proposes a radical departure from a range of international declarations and
covenants, notably the 2005 United Nations Declaration on Human Cloning, which calls
on all member states to ‘prohibit all forms of human cloning inasmuch as they are
incompatible with human dignity and the protection of human life’ and Article 18 of
the European Convention on Human Rights and Biomedicine which also specifically
forbids the creation of embryos for use in research.!

The Lockhart Recommendations are also out of proportion to scientific developments
and expectations in this area. @ While some commentary on this appears in this
Submission, this case has been well made in the Analysis of Advice on Developments in
Assisted Reproductive Technology and Related Medical and Scientific Research,
prepared by mpconsulting for the Department of the Prime Minister and Cabinet, June
2006.

2B Proposals to allow the creation of human embryos for research or therapy.

The Life Office opposes the logic and recommendations of the Lockhart Report which
seek to loosen current restrictions on destructive human embryo research, and in
particular, any move to overturn the legal prohibition of the creation of human
embryos, by any means, for any purpose other than attempting to achieve pregnancy



in a woman. We strongly reject the recommendations 15-17, 20-27, 30 and 42 ' for
the following ethical and scientific reasons.

(i) Ethical considerations
Submissions from the Catholic Archdiocese of Sydney have previously noted that the
law should educate, protect and regulate biotechnology on the basis of the following

reasoning and objective ethical principles.

1. That human life is always a good and human beings are to be valued
precisely because of the kind of entities they are. All human beings are equal

! 15 Research involving fertilisation of human eggs by human sperm up to, but not including, the first cell
division should be permitted for research, training and improvementsin clinical practice of ART.

16 Testing of human oocytes for maturity by fertilisation up to, but not including, the first cell division or by
parthenogenetic activation should be permitted for research, training and improvements in clinical practice of
ART.

17 Certain interspecies fertilisation and development up to, but not including, the first cell division should be
permitted for testing gamete viability to assist ART training and practice.

20 An expert body should formulate objective criteria to define those embryos that are unsuitable for
implantation.

21 Fresh ART embryos that are unsuitable for implantation, as defined by the objective criteria, should be
permitted to be used, under licence, for research, training and improvementsin clinical practice.

22 Fresh ART embryos that are diagnosed by preimplantation genetic diagnosis (according to the ART
guidelines) as being unsuitable for implantation should be permitted to be used, under licence, for research,
training and improvementsin clinical practice.

23 Human somatic cell nuclear transfer should be permitted, under licence, to create and use human embryo
clones for research, training and clinical application, including the production of human embryonic stem cells,
as long as the activity satisfies all the criteria outlined in the amended Act and these embryos are not implanted
into the body of awoman or allowed to develop for more than 14 days.

24 In order to reduce the need for human oocytes, transfer of human somatic cell nuclei into animal oocytes
should be alowed, under licence, for the creation and use of human embryo clones for research, training and
clinical application, including the production of human embryonic stem cells, as long as the activity satisfies
al the criteria outlined in the amended Act and these embryos are not implanted into the body of a woman or
allowed to develop for more than 14 days.

25 Creation of human embryos and human embryo clones by means other than fertilisation of an egg by a
sperm (such as nuclear or pronuclear transfer and parthenogenesis) should be permitted, under licence, for
research, training and clinical applications, including production of human embryonic stem cells, aslong as the
research satisfies al the criteria outlined in the amended Act and these embryos are not implanted into the
body of awoman or allowed to develop for more than 14 days.

26 Creation of human embryos using the genetic material from more than two people, or including heritable
genetic alterations, should be permitted, under licence, for research, training and clinical applications,
including production of human embryonic stem cells, as long as the research satisfies all the criteria outlined in
the amended Act and these embryos are not implanted into the body of a woman or allowed to develop for
more than 14 days.

27 Creation of embryos using precursor cells from a human embryo or a human fetus should be permitted,
under licence, for research, training and clinical applications, including production of human embryonic stem
cells, as long as the research satisfies all the criteria outlined in the amended Act and these embryos are not
implanted into the body of awoman or allowed to develop for more than 14 days.

30 The NHMRC should develop ethical guidelines for the use of embryos that are unsuitable for implantation
for research, training and improvementsin clinical practice (see Recommendations 20-22).

42 The import or export of ethically derived viable materials from human embryo clones should be permitted
after approval by the appropriate authority.

4



in dignity and this dignity is intrinsic and does not depend on any accidental
characteristics such as maturity or presently exercised capacities.

2. Respect for the dignity of every human being gives rise to the recognition of
the so-called ‘sanctity’ or ‘inviolability’ of human life and a series of human
rights. While respecting human life and rights is a duty of every individual—
including research scientists—protecting human life and rights is especially a
duty of the state and an irreplaceable condition for ensuring the common
good of all. The International Convention on the Rights of the Child provides
that “the child, by reason of his or her physical and mental immaturity, needs
special safeguards and care, including appropriate legal protection, before as
well as after birth”.’

3. Science confirms that human embryos are complete, though immature,
human beings. Ethics requires that all human beings be treated with respect
for their human dignity and that their basic human rights be observed.
Sound research ethics therefore concludes that the destruction of human
embryos for experimental, commercial or therapeutic uses is gravely
unethical. As the World Medical Association’s Declaration of Helsinki (2000)
points out: “in medical research on human subjects, considerations related
to the well-being of the human subject should take precedence over the
interest of science and society.”

The Catholic Church has consistently opposed any form of destructive human embryo
experimentation for these reasons. Now we are deeply concerned by the Lockhart
Committee’s advocacy for the creation and destruction human embryos for
experimentation. This would expand the pool of human embryos at risk of destruction.
It would also take society beyond the designation of a group of living human beings
(excess ART embryos) for research, as is currently allowed, to the more objectionable
stage of creating a group of living human beings solely for the purpose of exploitation
as biological material. This would embody the ultimate form of commodification of
human life. It could radically alter societal attitudes towards human dignity, equality
and community. As an editorial in The Lancet declared in 2001: “...the creation of
embryos solely for the purpose of producing human stem cells is not only a
unnecessary but also a step too far.”

Additionally, the Lockhart Committee makes recommendations which would expand
the range of ways in which human embryos are created, such as human cloning, the
mixing of animal and human gametes, and the creation of hybrid embryos by
introducing the nucleus of a human cell into an animal egg. These procedures are also
incompatible with human dignity, as well as our shared and valued societal
understanding of the human nature, procreation and family.

We specifically reject any distinction between ‘therapeutic’ and ‘reproductive’ cloning
as arbitrary and misleading. A cloned human embryo, it must be remembered, is a
living human being. It is human in kind, possessing a human nature, and therefore,
innate human dignity. As such, all cloning is reproductive if it results in a new living
human being. Ironically, cloning is never genuinely therapeutic if it results in the
destruction of the living human being so created. In many ways, therefore,
‘therapeutic cloning’ is a more serious violation of human dignity than ‘reproductive
cloning’. ‘Reproductive cloning’ would usually at least involve the intention to nurture



the life of the human clone through the prenatal stage and beyond. ‘Therapeutic
cloning’ is characterized by the intention to create life in order to use and destroy it.

We also reject the logic of the Lockhart Committee that:

“...the moral significance of such a cloned embryo is linked more closely to its potential
for research to develop treatments for serious medical conditions, than to its potential
as a human life.” (Lockhart Report, p. xvii)

This reasoning departs radically from the widely held understanding that the moral
significance of embryonic human beings is derived from what they are - very young
human beings. These embryos do not gain or loss their humanity on the basis of how
or why they are created. Yet the Lockhart Report suggests that a human embryo only
counts as ‘someone’ if it will be nurtured and brought to birth. Otherwise it’s just
‘something’ to be studied in the lab, used for drug testing, dismembered to obtain
stem cells, and ultimately destroyed. This attitude towards early human life is
inherently illogical and unjust.

We also disagree with the Committee where they suggest:

Furthermore, the production and destruction of such an embryo is not dissimilar to the
production and destruction of excess ART embryos, which is permitted by the legislation
and widely accepted by society. Thus to permit one (production and destruction of ART
embryos) but not the other (production and destruction of nuclear transfer and other
bioengineered embryos) would be inconsistent and appear to attach more importance to
the treatment of infertility than to the treatment of other diseases and conditions that
could be helped as a result of this activity. (Lockhart Report, p. xvii)

It is misleading for the Committee to justify the creation and destruction of human
embryos for research by conflating this with the creation of excess human embryos for
reproductive purposes (ART). Creating embryos for reproductive purposes is radically
different to creating embryos for research. Even though couples undergoing ART know
that some embryos may be destroyed in the ART process, this is not something that
they intend and want. The likelihood that some embryos will perish is accepted as a
regrettable, but unavoidable side effect of ART.

Research ethics is very clear about the relative roles of human subjects and animals in
experimentation. Both the Nuremberg Code and the Declaration of Helsinki stipulate
that any allowed experimentation involving human subjects should be capable of being
supported by the relevant research literature and preceded by corresponding humane
work in animals if necessary. Serious doubts exist about whether the rationale behind
proposed research is scientifically plausible and sufficiently validated by corresponding
studies in other species. "’

(ii) Scientific considerations

As well as there being serious ethical objections to the creation of human embryos for
research, there is also no compelling scientific case for these practices. Embryonic
stem cell research remains beset by serious scientific problems such that there are still
no therapeutic uses of embryonic stem cells in human patients. As one scientist has
explained in The Lancet:



Techniques for culturing human embryonic cells have advanced...but an increasing
appreciation of the hazards of embryonic stem cells has rightly prevented the
emergence or immediate prospect of any clinical therapies based on such cells. The
natural propensity of embryonic stem cells to form teratomas, their exhibition of
chromosomal abnormalities, and abnormalities in cloned mammals all present
difficulties. ¥

Meanwhile, scientific developments continue to point to the fact that adult stem cells
show similar, if not greater potential for the development of cell-based therapies than
embryonic stem cells. Adult stem cells have been found in almost every major body
tissue type, constituting a source of ‘ready-made-to-order’ replacement cells for
damaged tissues. Y Stem cells with very similar properties to embryonic stem cells
have also been found in human cord blood, placenta and amniotic fluid. ' In fact,
there is now evidence of a substantial body of adult stem cells which are capable of
transdifferentiation to become other types of cells. * The Catholic Archdiocese of
Sydney has been pleased to offer a substantial grant to support a research team led by
Professor Alan Mackay-Sim at Griffith University, Queensland which has shown that
adult stem cells from the human olfactory mucosa are able to give rise to new nerve,
glial, liver, heart, kidney and muscle cells. * In his summary, the principle researcher
states that:

It is often argued that adult stem cells would not be as useful as embryonic stem cells
for stem cell therapies. This new research turns this argument on its head.”

It is estimated that there are currently over 80 therapies and around 300 clinical trials
underway using adult stem cells." The therapeutic potential of adult stem cell
technology is augmented by the fact that adult stem cell therapies pose less threat of
tumour formation and genetic instability. Autologous adult stem cell transplantation
also overcomes hurdles associated with immune- incompatibility.

There is still no evidence that stem cells can be readily obtained from a cloned human
embryo, let alone be used for a treatment. Experience in mammalian cloning to date
has shown that genetic disorders and non-viability are the most likely results for these
embryos and so for any stem cell derived from them.* The cloning of human embryos
to obtain stem cells for therapies is likely to be too impractical for routine clinical use
and prohibitively expensive. ** The Chairman of the Royal Society Working Group on
Stem Cells and Therapeutic Cloning, Richard Gardner doubts whether ‘therapeutic
cloning’ will ever be:

...a procedure that becomes widely available...There are concerns about the efficiency
and elaborateness of the procedure, and it’s going to be very time-consuming and very
expensive. ™

Other practical (and ethical) problems surround the fact that many of these procedures
depend upon the invasive ‘harvesting’ of eggs from women * placing women at risk of
instrumentalisation and exploitation. As one scientist explains in The Lancet:

...in practice the specific issues of the source of oocytes used for any embryos created
for the purpose of research is a major problem, in view of the well documented
imbalance between needs and supply in egg donation. If there is a limited number of
oocytes available should they preferentially be allocated to reproduction? Potential
abuse of vulnerable women who might be enticed to sell their oocytes for research is a
grave concern as it has been for several years in gamete donation.*



Alternatively, many scientists think that developments in adult stem cell research and
therapy will overcome the need to create human embryo clones and extract matched
human cells for research and cell replacement therapies.*

2C Proposal to redefine the human embryo.
The Committee’s attempt to redefine the ‘human embryo’, Rec 28, should be rejected.

A human embryo is a discrete entity that has arisen from either:

(a) the first mitotic divison when fertilization of a human oocyte by a human sperm
is complete; or

(b) any other process that initiates organised development of a biological entity
with a human nuclear genome that has the potential to develop up to, or
beyond, the stage at which the primitive streak appears;

While the current definitions in the Acts are far from ideal 2, the proposed definition
arbitrary assigns a later stage in human development, the first cellular division, as the
moment when the embryo comes into existence. An alternate view is that the new
human entity that we call an ‘embryo’ comes into existence when the first cell is
formed by the fusion of the human oocyte and human sperm. The later process of
mitosis that occurs in order to replicate that first cell (the first cell division) happens in
an already existing unicellular organism. The cell division is not the beginning of the
new entity (the embryo), but something that occurs in an entity which already has a
completed human genome and which is already organised for further development.

The intended effect of the new definition is to allow the creation of human research
embryos by the fertilization of eggs with sperm, but to conceal this by not defining the
resulting unicellular human being as an embryo. Although the Report does not appear
to recommend lifting the prohibition on creating embryos by fertilization of eggs with
sperm for research use, (Rec 12), the proposed definition of the embryo facilitates the
subsequent recommendation that research involving fertilisation of human eggs by
human sperm up to, but not including, the first cell division should be permitted for
research, training and improvements in clinical practice of ART (Rec 15). In reality,
therefore, the Report merely shifts the point at which the new human being is called an
embryo to a later stage in development (the first cell division, rather than the
appearance of the two pronuclei) to allow the creation, and subsequent research with
unicellular human organisms formed by fertilisation of human eggs by human sperm.

The Committee noted that changing the definition of a human embryo to a slightly later
stage in the fertilisation process (the first cell division) would allow much of the research
described above to occur without breaking the law, while still maintaining a very broad
definition of an embryo in line with all the community views expressed to them during
the reviews. (Lockhart Report, p. 167)

Essentially, this definition would remove the embryo, for the first 16 hours or so of
development, from the scope of any ethical or legal regulation.

2 “Human embryo means a live embryo that has a human genome or an altered human genome and that has
been developing for less than 8 weeks since the appearance of 2 pro-nuclel or the initiation of its development
by other means.”
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The second part of the proposed definition is also problematic because it is open to
the interpretation that an embryo that is never to be transferred to the uterus of a
woman lacks the ‘potential’ to form a primitive streak (a developmental event which
depends upon implantation). There is a possibility, therefore, that this part of the
definition would allow an interpretation that a cloned embryo was only an embryo if it
is to be implanted, placing unimplanted cloned embryos completely outside any ethical
or legal regulatory framework. The second part of the proposed definition at least
needs the qualification: “...potential to develop if placed in a suitable environment.”

2D Proposals to expand the power of licensing committees

We oppose recommendations 50 and 51 which seek to reinforce a ‘regulatory approach
to legislation’. * Unelected licensing committees should not be authorised to make
binding rulings on the interpretation of an Act, or the regulations made under that Act,
when these matters touch upon crucial public issues of protection for human life and
dignity. This represents a dangerous encroachment upon the Court’s and elected
parliamentary representative’s rights and responsibilities.

3. Comments upon current Bills and Draft Bills

The Prohibition of Human Cloning for Reproduction and the Regulation of Human
Embryo Research Ammendment Bill 2006 amends the Prohibition of Human Cloning
Act 2002 and the Research Involving Human Embryos Act 2002 consistent with the
recommendations of the Lockhart Committee. As such, our critique of the Lockhart
recommendations has direct application to this Bill. We additionally note that:

- The Bill employs the misleading and illogical distinction between cloning for
therapies/research and cloning for reproduction. As we have previously noted, all
human cloning involves the ‘reproduction’ of another human being.

- The Bill replaces the current legislative definition of the human embryo with the
definition proposed by the Lockhart Report (3). In addition to already outlined
scientific and ethical deficiencies, this is problematic because despite the Bill’s
explanatory memorandum attributing this definition to the NHMRC, this
‘proposed’ biological definition has only been made available as a discussion
paper prepared by a NHMRC Working Party and not formally promulgated. The
formal position of the NHMRC continues to be stated in the Ethical Guidelines on
the Use of Assisted Reproductive Technology in Clinical Practice and Research,
developed by the Australian Health Ethics Committee (the body with statutory
responsibility for developing ethical guidelines for medical research). The new

%50 The Licensing Committee should be authorised under the Prohibition of Human Cloning Act to give binding
rulings on the interpretation of that Act, or the regulations made under that Act, on condition that it reports
immediately and in detail to the NHMRC and to parliament on such rulings.

51 The Licensing Committee should be authorised by the Research Involving Human Embryos Act to give
binding rulings and to grant licences on the basis of those rulings for research that is not within the literal
wording of the Act, or the regulations made under the Act, but is within their tenor, on condition that the
Committee reports immediately and in detail to the NHMRC and to parliament on any rulings it gives, or any
licencesit grants, in that way.



proposed biological definition of the human embryo, is therefore, in conflict with
existing guidelines.

- The Bill’s redefinition of the human embryo allows them to adopt the tactics of the
Lockhart Committee and claim to prohibit the creation of a human embryo for a
purpose other than achieving pregnancy in a woman (12) and creating or
developing a human embryo by fertilisation that contains genetic material
provided by more than two persons (13), when it actually allows embryos to be
created by fertilisation for non-reproductive purposes so long as they are
destroyed before the two cell stage.

The Somatic Cell Nuclear Transfer (SCNT) and Related Research Amendment Bill
2006 (exposure draft) also seeks to amend the Prohibition of Human Cloning Act
2002 and the Research Involving Human Embryos Act 2002 to ‘capture’ the ‘scientific
recommendations of the Lockhart Review’ (Draft Explanatory Memorandum). Our
previous comments also apply to this Bill, but we draw the Committee’s attention to
the use of the term ‘somatic cell nuclear transfer’ in the title of the Bill, and the
following passage from an editorial in the scientific journal, Nature:

...the (International Society for Stem Cell Research) decided to formally adopt the term
‘somatic cell nuclear transfer’ to describe the procedure in which an adult cell nucleus is
transplanted into an egg to produce embryonic stem cells. This procedure had been
called ‘therapeutic cloning’ to distinguish it from ‘reproductive cloning’, which would
use the same technique in an attempt to make a baby. But the work is far from yielding
any therapies, and scientists realised that the word ‘cloning’ was generating public
concern. So they decided to adopt a more technical term less likely to stir up strong
emotions.™

4. Conclusion

The Catholic Church operates in a pluralist environment here in Australia and
understands that not all of her morality will be adopted by the state as law. The Church
will remain, however, a vigorous defender of the life and dignity of every human being.

While we welcome the possibility that advances in biotechnology could improve the
health and wellbeing of our community, this will be best achieved by ethical research
which embodies respect for embryonic as well as adult human subjects.

The Prohibition of Human Cloning for Reproduction and the Regulation of Human
Embryo Research Ammendment Bill 2006 and The Somatic Cell Nuclear Transfer
(SCNT) and Related Research Amendment Bill 2006 (exposure draft) fail to protect and
uphold the dignity of nascent human life.

We recommend that current federal and state legislation in this area is NOT subject to
any amendments that would allow:

e Expansion of destructive human embryo experimentation for ART research and

stem cell research through amendments to the Research Involving Human
Embryos Act 2002 and Prohibition of Human Cloning Act 2002.
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e The creation of human embryos, by any means, for any purpose other than
attempting to achieve pregnancy in a woman;

e Changes to the definition of human embryo which would define an embryo as
commencing existence at a later point in time.

Thank you, again, for the opportunity to make this submission. | would be pleased to
discuss this issue further should that prove useful.

Dr Brigid Vout MBBS MBioeth

Executive Officer, Life Office
Polding Centre, 133 Liverpool St
Sydney NSW 2000

Ph (02) 9390 5290
lifeoffice@sydney.catholic.org.au
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