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While some are proponents of restrictive legislation, others have argued that there is too much legislation
for ART and cite existing legal choices for women in relation to human reproduction which respect
individual autonomy. It has been argued that where genuine, informed decision-making occurs and there
is a process for legitimate ethical review, that restrictive laws make little sense. In some cases restrictive
legislation denies access to appropriate treatment for couples that have no other means of forming their
families. History reveals that governments can make ill informed, expedient decisions, which are not
necessarily in the best interests of their citizens. Italy provides a sobering example. Legislation is difficult
to repeal and in a high-tech, rapidly evolving area such as ART, even the most well intended legislation
could quickly prove obsolete.

In Australia, crucial to achieving good outcomes in the regulation of ART has been the involvement
of patients in legislation, accreditation and policy, working in partnership with health care providers, the
media and members of parliament. This has ensured transparency and quality in service delivery. Itis also
appropriate, as it recognises that ultimately it is patients who must live with the consequences of policy
and treatment decisions.
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1. Introduction

Most people take for granted their ability to have a child. Some choose not to
but most of those who try to have a child have no difficulty in achieving that goal.
However, for between 13 and 24 per cent of couples who would like to have a child
but are not able to, it can be a very painful experience and one difficult to manage [7,
12,16].

Infertility is an extremely isolating experience. This is exacerbated because infer-
tility and the death of a child are taboo subjects. As a society we have difficulty in
dealing with these sad experiences. Infertile people need medical and social choices
to help them deal with infertility. Some pursue adoption and for over 30 years,
Assisted Reproductive Technology (ART) has provided IVF and related treatments
as another way of overcoming infertility and childlessness.
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2. Thelimited recognition of infertility as a disease or medical condition

Governments worldwide have been reluctant to acknowledge that infertility is a
disability or medical condition. In most countries infertility treatment is viewed
as an elective procedure and therefore not worthy of reimbursement. For example,
in Bangladesh, infertility is considered a curse that brings couples bad luck and
the possibility of treatment is unknown to the majority. The need to have access
to health care is balanced against the need for governments to responsibly manage
scarce resources and to distribute them justly and equitably for the good of the
whole community. The challenge for consumers of infertility services is to persuade
governments that infertility is a medical disability which causes suffering and as such
is worthy of inclusion in their national health plan. This is one of the objectives
of the International Consumer Support for Infertility (iCSi), which brings patient
leaders together to discuss common interests and concerns. There are also national
patient associations in many countries, which provide support for infertile people and
advocate for access to affordable infertility treatment.

3. Theemergence of patient support networkswor ldwide

Like any life crisis, infertility can be best understood by those who have experi-
enced it. Therefore, self help groups play an invaluable role, as there is comfort in
speaking with someone who really understands. It can ease the feeling of isolation.
Many infertility self help groups have been established around the world since the
early 1980’s. These groups seek to provide information to infertile people, their
families and friends and also to government, media and the medical and scientific
community. The International Consumer Support for Infertility (iCSi) is a global
family of patient leaders from support associations in more than 39 countries in all
world regions.

The ESHRE patient leader forum (EPLF) has also been established within the
European Society of Human Reproduction and Embryology (ESHRE) to:

— Provide a place in the scientific community for patient leaders to feed back issues
from their home country;

— Provide a place for ESHRE members to communicate with patient leaders so
they can better understand the needs of their patients and

— Provide opportunities for patient leaders and health care professionals to work
in partnership to create opportunities to address government threats to access to
affordable, safe health care.

Governments internationally have enacted restrictive legislation, which in some
cases has compromised safe health care and the wellbeing of infertile people and their
families. The legislative changes in Italy in recent years provide a sobering example.
In this ultra conservative climate it is crucial that infertile people and their health care
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professionals work in partnership to ensure that governments understand the suffering
that infertility causes and the need to provide equity of access to safe, effective health
care to overcome infertility. In Australia, we have been fortunate to see the benefits
of patients and providers working in partnership to persuade governments to provide
reimbursement and greater equity of access to infertility health care services.

One initiative of the EPLF has been to meet with individual members of the Eu-
ropean Parliament to emphasise the need for affordable access to ART as a proven
treatment to help couples trying to conceive. Another initiative has been to estab-
lish the Assisted Conception Taskforce (ACT). ACT is an international, independent
group of patient representatives and healthcare professionals from 22 countries with
a specialist interest/expertise in conception difficulties. ACT aims to provide edu-
cation, advice and support to couples experiencing difficulties conceiving by raising
awareness of the issue with government, media and the wider community.

4. Equity of accessto ART

The United Nations Declaration of Human Rights recognises that, “Men and
women of full age, without any limitation due to race, nationality or religion, have
the right to marry and found a family” [20]. This is supported by the European
Convention on Human Rights, which guarantees respect for family life and the right
to found a family [5].

It can be argued that these provisions create a positive right to access Assisted
Reproductive Technologies (ART) to achieve this goal, one taken for granted by
fertile people in the community. For those who need medical assistance to form their
families, infertility causes immense suffering. For those who finally remain without
a child after many years of treatment, infertility can be a life long disability.

The objective of a health system is to deliver health care to all those in need.
However, in some Western countries, the limitless demand for health care can often
not be met due to the scarcity of resources to service it. This has been exacerbated
by an aging population and costly advances in technology which have exceeded our
ability to pay for them. Therefore, the need for rationing or micro allocation of
health resources becomes apparent. No system of allocating limited resources at the
level of the individual patient can work without resorting to notions of utility. While
rationing is a necessity, it is important that the system used to decide who gets health
care be one that promotes equity of access between people with health needs.

Many criteria are used in deciding which patient will receive health care. Ithas been
argued, as in New Zealand, that determining an initial eligible pool of patients based
on substantive standards and procedural rules is preferable to the decision making
process being left to the final selection of an individual for a particular procedure [1].
However, this process does not remove the possibility of value judgments impacting
on selection. Governments in some countries that reimburse ART treatment, such
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as Austria, France and the United Kingdom, impose age criteria. Israel is currently
debating this issue.

Methods of rationing that introduce notions of utility can use medical or social
criteria. The use of social criteria is necessarily subjective, arguably immoral and is
contrary to the principle of individual autonomy. However, it is difficult to see how
those making decisions about rationing resources can avoid such judgments. Value
judgements can be made based on an individual’s past and potential contribution
to society or in the case of ART, on old fashioned prejudices masquerading as new
ethical dilemmas [19].

For example, there has been discussion about whether it is ethical to allow single
women, lesbian or homosexual couples access to ART. Many believe that this is
morally wrong, arguing that it is preferable for a child to be raised within a stable,
heterosexual relationship. Whatever our personal views, those who argue that the
traditional concepts of family should be maintained, fail to recognise a different
reality. An Australian government statistical report found that 69% of households
had no children, 32% of households comprise two persons, 19% had two or more
children and that 13% of households had one child. Marriage rates continue to fall,
divorce occurs in more than 40% of marriages and 27% of births were to single
women [10]. These figures demonstrate the diversity of family arrangements.

Itisimportantto distinguish the question of public funding from that of legal access
to services, where people without a medical dysfunction could pay for services needed
because of social choices made.

Decisions about who will access health care resources can be complex and dif-
ficult. The scarcity of resources available to meet the needs of everyone seeking
them compels health professionals and governments to make decisions about which
individuals should have priority access to them and we are mindful that there is “very
little distance between policy and politics” [15].

5. Theimpact of legislation on ART treatment

While some are proponents of restrictive legislation, others have argued that there
is too much legislation for ART and cite existing legal choices for women in relation
to human reproduction which respect individual autonomy. These include contracep-
tion, abortion, where it is permitted (the father has no say), tubal ligation and tubal
reversals. There is only intervention when the child is at risk as in adoption [8].

However, the Canadian Royal Commission took an opposing view, which claimed
that, “Given rapidly expanding knowledge and rapid dissemination of technologies,
immediate intervention and concerted leadership are requirettizens in provinces
with insufficient regulation may suffer harm” [13].

Fertile people have been free to determine their own meaning of family and to live
their lives accordingly. Where there is no evidence of detriment to the child, there
appears to be no need for society to interfere in these arrangements.
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Adherence to the “best interests of the child” principle while laudable can be
difficult to apply in practice. It would be difficult to argue that it would be in the
best interests of a child not to be born at all. In South Australia, the Reproductive
Technology Act requires that a couple seeking assisted conception must demonstrate
that they have no outstanding criminal charges or a history of an offence that was
sexual or violent in nature. It also states that a couple must have no disease or
disability which could interfere with their capacity to parent a child. De Lacy argues
that “while plausible, such requirements are extraordinary and unjust, and are likely
to be both ineffective in protecting the welfare of children and harmful to individuals
in the long term”. She identified the assumptions on which these requirements rest.
Firstly, that “a parental history of a crime of violence will result in the child being
exposed to violence” [3]. Secondly, that parents who have had a child removed from
their care have been proven to be abusive or neglectful which does not account for
children removed from care for reasons other than poor parenting.

The requirement about a disability that could interfere with the capacity to parent,
offers no parameters with which to make that judgement. Given that reproductive
medicine is called upon to intervene in situations of infertility caused by disease and
disability, this presents a paradox for practitioners. This is supported by Douglas
who argues that instituting a ‘fithess to parent’ code is “difficult enough to apply
in cases concerning children who are in existence, let alone those who are only a
twinkle in the doctors’ eye and it is open to many different assessments, depending
on the person making the judgement.” [4]. De Lacey asserts that judgements are
being made about a child who does not exist, when clients who do exist and to whom
the practitioner owes a fiduciary duty, are being refused treatment, which may not be
in their best interests, leaving a practitioner vulnerable to an accusation that she may
have acted in an ethically questionable manner [2].

Sometimes, specific treatments such as egg donation and surrogacy are prohibited.
Surrogacy is not new. One of the earliest recorded instances of surrogacy appears in
the Bible in the book of Genesis [6]. However, both these treatments are forbidden
in some countries such as Denmark, Germany, Norway, Switzerland, and the state of
Queensland in Australia.

Surrogacy is permitted under Buddhist law but questions may arise about family
ties and also legal and moral issues. While Jewish law does not forbid surrogacy,
guestions about the status of the child are raised when one woman is not of the
Jewish faith [14]. When traditional surrogacy is used, the resulting Jewish child
belongs to the donor of the sperm but this question remains unresolved in the case
of IVF surrogacy. In the case of Islam, the practice of surrogacy is not permitted.
In New Zealand, the Maori culture @fhanau (extended family) sanctions informal
surrogacy arrangements. There is no evidence in the literature to suggest that in the
vast majority of such arrangements there is any detrimental effect on the child or the
other parties involved.

Current law in most countries recognises the woman giving birth as the legal
mother, even where she has no genetic link to the child. This leaves the genetic
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mother no option but to apply to adopt the child to secure legal parentage and leaves
the woman who gestated the child in the position of needing to give a child up for
adoption, that she never intended to raise.

The Australian Capital Territory (ACT) introduced a fresh approach with the
Substitute Parent Agreements Act 1994, making it the only jurisdiction where specific
legislation has been enacted to allow non-commercial IVF surrogacy. The Act
prohibits commercial surrogacy but does not prohibit the facilitation of pregnancy
where there is a non-commercial agreement. Children have been born through IVF
Surrogacy in the ACT since 1994, with full knowledge and contact between the
children and the women who gave birth to them. There has been no evidence of harm
done to any party, except by inadequate legislation with unintended consequences,
which left the children being raised by their biological parents but not recognised as
such in law.

In 1996, the Chief Minister of the introduced thetificial Conception (Amend-
ments) Bill. Its purpose was to allow biological parents to obtain legal parentage of
a child born to another woman as the result of a surrogacy arrangement. The Bill
imposed five conditions including that at least six weeks and no more than six months
must have elapsed since the birth and the birth parents were required to have agreed
freely and with full understanding of what was involved. Both genetic and birth
couples were required to have received assessment and counselling from a service
other than that which carried out the IVF procedure and the biological parents were
required to be residents of the ACT.

After lengthy public discussion, the Bill was passed in August, 2000 and provided
for the ACT Supreme Court to issue a parentage order to allow the biological parents
to be recognised as the legal parents of the child. The effect of the Act has been
to ensure that the courts, known for their conservative approach, retain control of
judging what are the best interests of the child. Primarily, it provides certainty to any
children born as permitted under the Act, as to his/her parentage, thus allowing their
best interests to be served. Importantly, it ensures that the wishes of the gestational
mother are considered in any application for a parentage order. It has also humanely,
provided closure for the biological parents who may have undergone many years of
medical treatment in order to have a child and who have lived with uncertainty from
the outset.

The question is whether particular legislation will necessarily protect citizens
from harm and where it is considered necessary, what degree of protection should be
imposed by the law in a society where most citizens are free to make a multitude of
choices about their lives or health care, including reproduction. In Australian States
free from restrictive legislation, there has been no evidence that consumers or society
have been disadvantaged. It can be argued that where genuine informed decision
making occurs and there is a process for legitimate ethical review, restrictive laws
make little sense and in some cases deny access to appropriate treatment for some
couples who have no other means of forming their families. History has demonstrated
that governments can often make ill informed, politically expedient decisions, which
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are not necessarily in the best interests of their constituents. Furthermore, legislation
is difficult to repeal. Even the most well intended legislation in a high-tech, rapidly
evolving area such as ART, can quickly prove obsolete.

Australia is the only country in the world with unrestricted access to public reim-
bursement for ART treatment. Crucial to securing this coverage has been the genuine
involvement of consumers in all components of regulation, legislation, accreditation,
and policy development. The inclusion of a consumer representative on the Federal
Council of the Fertility Society of Australia (FSA) and on the Reproductive Technol-
ogy Accreditation Committee (RTAC), ensures that consumers have access to reliable
information about treatment outcomes, possible drug side effects and the quality of
service provided by individual clinics. Despite the initial scepticism of the govern-
ment, RTAC has demonstrated that self regulation can work. Access to government
funded drugs used in treatment in Australia is provided only to those clinics which
have been accredited by RTAC. The availability of counselling is a requirement of
accreditation, as is provision of detailed, written information on treatment, prior to
its commencement. Clinics must demonstrate compliance with guidelines laid down
by the National Health & Medical Research Council, the Australian Health Ethics
Committee and a code of practice, together with relevant statutes in some States. To
gain approval to conduct research or undertake new treatment with ethical considera-
tions, individual clinics must apply to their local Institutional Ethics Committee. This
ensures that the concerns of the community are addressed and that the interests of
consumers are protected. In those states with regulatory authorities, their personnel
accompany the RTAC team on clinic site visits in order to examine the clinic’s state
licence renewal. Benefits of self regulation include its flexibility as it is more able to
respond to emerging scientific advances and allow for a greater degree of autonomy
for consumers in the decision making process.

It also removes the need to rush to legislation every time a new procedure becomes
available. In some countries, this has resulted in strange anomalies, such as:

— allowing sperm donation but not in an IVF cycle (Norway and Sweden) or

— allowing sperm donation but not oocyte donation (Denmark and Germany) or

— recommending that use of her frozen embryo by a woman if her husband dies
be disallowed but allowing that same woman to receive donor sperm (United
Kingdom, France, Germany and Canada).

Consumers of ART services seek politicians with integrity who have the courage
to act fairly rather than expediently. In addition, almost two million ART children
have been born worldwide. Many of them have reached voting age and show great
interest in how their elected officials value their existence.

6. Developing effective partner shipswith providers

A significant factor in the success of negotiations with government in relation
to regulation and reimbursement issues in Australia has been the commitment of
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consumers and providers to work in partnership to achieve common goals. This
has proved to be a powerful tool in the political arena and has provided a model
for similar representation in other countries. In the late 1980s this coalition of
consumers and physicians successfully lobbied the Australian federal government
for recognition of infertility as a medical condition and reimbursement for ART
treatment. In 1990 the Prime Minister announced the provision of reimbursement of
ART procedures through Australia’s national health plan. This has helped to provide
equity of access to health care for infertile people in Australia. The continuing
participation of consumers in public policy and the regulation of IVF clinics is a
reassuring demonstration of openness by health ministers, physicians and bureaucrats
in ensuring transparency and quality in the delivery of infertility services.

This paradigm shift from consumers as passive participants to partners has been
difficult for IVF physicians in some countries but the political benefits for consumers
and providers can be significant. These partnerships are also appropriate as they
recognise that consumers of ART services must live with the consequences of policy
and treatment decisions.

The challenge for consumers is to ensure that all stakeholders have confidence in
our integrity, professionalism and our ability to work effectively with the medical
profession, government Ministers and senior public officials. This may not always
be an easy task but the suffering of those who come to all of us for support, compels
us to commit to nothing less.

7. Real costsof infertility: Emotional, social, societal

Governments have argued that the costs of providing reimbursement for infertility
treatment are too high but it can be argued that the financial costs are less significant
than the real costs of infertility.

The Royal College of Obstetricians and Gynaecologists and the British Infertility
Counselling Association found, based on papers by infertility specialists and inter-
views with medical, scientific and psychological experts, that infertility costs the
nation in absenteeism, poor productivity and wasted resources [9].

There are also social costs to consider such as marital relationships, taking time
off work, refusing promotions, strained family relationships, exclusion from inheri-
tances or family mementos and isolation from friends. The quality of life for some
infertile people can become marginal when they have difficulty coping with a friend’s
pregnancy, seeing babies and young children or watching television advertisements
featuring babies. Events such as Christmas, Mother’s Day, and Father’s Day can be
painful reminders of other people’s fertility and success and are times to be endured.
Many couples do not participate in these family celebrations.

The emotional costs can be the most significant. Nicol, in examining the impact
of maternal loss, found that on average, ten per cent of women suffered some form
of reproductive loss each year. Furthermore, she found that the death of a child had
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as significant emotional and physical impact on a woman as the death of a spouse
and that with multiple losses, that the impact was exacerbated [11]. It is easy to see
the implications for women who have undergone successive attempts with assisted
conception.

In 1993, the London newspaper, the Daily Mail reported on the 15th birthday of
“Bubbly Louise” (Brown), the world’s first baby born through IVF [17]. A few pages
away appeared a story headlin€ltégic teacher who longed for a baby”. Gillian
Martine, a 34 year old primary school teacher from Southampton and her husband
Michael, after trying to conceive for some years, had been told by their doctors the
heartbreaking news that they would never have a child. Depressed and discouraged,
she committed suicide [18]. On the same day, the joy of assisted parenthood and the
desperation and despair of infertility were graphically contrasted. The question is not
whether infertile people have a right to infertility treatment reimbursement but rather,
why they should be discriminated against in being denied access to appropriate health
care services.

The profound impact which infertility and involuntary childlessness has had on
millions of people worldwide, means that the global family of patient associations will
continue to lobby and represent the needs of our constituents. We will not rest until all
those we represent are treated with the dignity enjoyed by others in the community.
Infertile people, as citizens and taxpayers of our respective countries, seek rather
to claim our right to equity of access, with fellow citizens, to affordable quality,
health care and appropriate recognition of ART as a standard, proven treatment for
infertility.
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